Manﬂepcho 3npanooxpaneuua
Poccniickoit ®enepanuu

965

PEINEPAJIBHASA CJOYIKBA IIO H 30PY TR
B C(D(EPE SHPABOOXPAHI)EHI/_ SUHIHCTEPLTHO 0F it o ikt o eppyuny
POC3/IPABHAJI30P v 4 B oo Y
BAPEIHCTPHEOBARG
IMIPUKAS3 Peruerpaunonuni M <
MockBa

9 Hox %/u; 2017~

06 yTepsxaennn popm NPOBEPOTHLIX JIHCTOB (CIMCKOB KOHTPOJIbHBIX
BOIIPOCOB), HCNI0/Ib3yeMbIX DeepaibHoi cJy:k00i mo Hax3opy B chepe
31PAaBOOXPAHEHHS H €e TePPHTOPHAIBLHLIMA OPraHaMH IPH NpPOBEACHUH IIJIAHOBBIX
TIPOBEPOK NPH 0CYIIECTBJICHHH (eepaibHOrO rocyapcTBEHHOr0 HajJ30pa B cepe
00palleHnst IeKAPCTBEHHBIX CPEACTR

B cootBeTcTBMY ¢ yacTsio 11.3 cTaThu 9 DenepanpHOro 3akoua or 26 nexabps 2008 r.
Ne 294-@3 «O 3ammure npaB oprIRIECKIX Il B MHAMBUAYaNbHBIX NIPEATIPUHAMATENelt py -
OCYIIECTBICHAN TOCY/{APCTBEHHOTO KOHTPOJIST (Ha{30pa) W MYHHIMOATBHOTO KOHTPOJI»
(Cobpanue 3akoHOmaTebCTBA Poccuiickoii ®eneparum, 2008, Ne 52, cr. 6249; 2009, Ne 18,
CcT. 2140; Ne 29, cr. 3601; Ne 48, c1. 571 I; Ne 52, cr. 6441; 2010, Ne 17, cT. 1988; Ne 18,
ct. 2142; Ne 31, ct1. 4160, 4193, 4196; Ne 32, cr. 4298; 2011, Ne 1, cT. 20; Ne 17, cr. 2310;
Ne 23, c1. 3263; Ne 27, ct. 3880; Ne 30, cr. 4590; Ne 48, cT. 6728; 2012, Ne 19, cr. 2281;
Ne 26, ct. 3446; Ne 31, cr. 4320, 4322; Ne 47, cr. 6402; 2013, Ne 9, ct. 874; Ne 27, cr.3477;
Ne 30, 1. 4041; Ne 44, cT1. 5633; Ne 48, c1. 6165; Ne 49, ct. 6338; Ne 52, cr. 6961, 6979, 6981;
2014, Ne 11, cr. 1092, 1098; Ne 26, ct. 3366; Ne 30, ct. 4220, 4235, 4243, 4256; Ne 42,
CT. 5615; Ne 48, ct. 6659; 2015, Ne 1, cr. 53, 64; 72; 85; Ne 14, cT. 2022; Ne 18, cr. 2614;
Ne 27, cr.3950; Ne29, cr. 4339; 4362; 4372; 4389; 6207; Ne 48, ct. 6707; 2016, Ne 11,
cT. 1495; Ne 18, c1. 2503; Ne 27 cr. 4160, 4164, 4187, 4210; 4194; 4287; 2016, Ne 50,
CT. 6975; 2017, Ne 9, cT. 1276; Ne 18, c1. 2673), nocranosnenuem IIpaButenscTBa Poccuiickoi
Qenepaunu ot 13 ¢espant 2017 r. Ne 177 «O6 YTBEPXKIECHUH O0muX TpeGoBaHHil K
pa3paboTke ¥ yTBepKIEeHHIO MIPOBEPOYHEIX JHCTOB (CIHCKOB KOHTPOJBHBIX BOIIPOCOB)»
(Cobpanue 3aKoHOIATEIHCTBA Poccuiickoit  ®epepanuny, 2017, Ne 9, ct. 1359) u
nocranosieHueM IlpaButensctBa Poccuiickoit OQenepaunn ot 15 oktabps 2012 r.
Ne 1043 «O6 yrBepxnernnu [Tonoxerus o (eneparbHOM ToCyIapCTBEHHOM HaJ30pe B chepe
OOpaleHUsT  JIeKapCTBEHHBIX cpencty  (Cobpanre 3akoHomaTenscTBa  Poccmiickoii
®enepannu, 2012, Ne 43, cr. 5877; 2013, Ne 24, cr. 2999; 2015, Ne 25, cr. 3672; Ne 37,
CT. 5153; 2016, Ne 38, c1. 5567; 2017, Ne 32, cT. 5087)

HPpHKa3blBalo:
YTBepauTs:
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1. ®opMy MOpPOBEPOYHOro JHCTa (CHMCKa KOHTPOJIBHBIX BOIPOCOB), MCIIOIB3yEMOTO
denepanpHoOil ciyk00i MO Haa30py B cdepe 3ApaBOOXPAHEHMS U €€ TEPPUTOPHATBLHBIMH
OpraHamMM IpH TPOBENEHHM IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBICHHMH (elepanbHOro
rOCYyJIlapCTBEHHOrO  Haa3opa B  cdepe  oOpallleHMs  JIEKAPCTBEHHBIX  CPEACTB
(XpaHeHHe JIEKapCTBEHHBIX IIpenapaToB IJis MENMIMHCKOrO NPHMEHEHWs B OpraHd3alluu
ONTOBOM TOPIrOBIIM JIEKAPCTBEHHBIMY cpelcTBamMK) (ipunoxenue Ne 1);

2. ®opMy IPOBEPOYHOro JIUCTA (CIUCKA KOHTPOIBHBIX BOIPOCOB), HMCIOIB3YEMOTO
DenepanpHOil CIyk00# M0 Haa30py B cdepe 3ApaBOOXPAaHEHUS U €€ TePPUTOPHATBHBIMU
OpraHaMd 0pH IIPOBEJEHHH IUIAHOBBIX IIPOBEPOK MPH OCYIIECTBICHHH (eaepaabHOro
roCyJapcTBEHHOr0  Ham3opa B chepe  oOpalleHMs  JIEKapCTBEHHBIX  CPEACTB
(XpaHeHHe JIEKAPCTBEHHBIX TMPENapaToB JUIi MEIULIUHCKOTO NMPUMEHEHHS B MEIULUHCKON
OpTaHM3AIH U HHEIX OPTaHM3aIsX, IMEIOIUX JIMLEH3HUIO Ha MEAULMHCKYIO N€ATENLHOCTD)
(mpuoxkerne Ne 2);

3. ®opMy IPOBEPOYHOrO JUCTa (CIHCKa KOHTPOJNBHBIX BOIPOCOB), HCIIONB3YEMOTO
Denepanbhoil cnyx60i 10 Han30py B cdepe 3ApaBOOXPAaHEHHUS U €€ TEPPUTOPHATBHBIMH
OpraHamy IIp¥ IPOBEJCHHUH IUIaHOBBIX IIPOBEPOK IIPH OCYLIECTBICHMH (eepaIbHOro
roCyIapCTBEHHOrO  Ham3opa B chepe  oOpalleHHss  JIEKapCTBEHHBIX  CPEJICTB
(XpaHeHHe JIeKapCTBEHHBIX NPeNapaToB Jll MEAUIHHCKOro IPUMEHEHHUS B allTEKe TOTOBBIX
¢bopm) (mpmnoxerue Ne 3);

4. ®opMy NpPOBEPOYHOro JUCTA (CIHCKa KOHTPOJBHBIX BOIIPOCOB), HCIONB3YyEMOTrO
denepanpHO cIyx00f MO Haa30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPHAIBHBIMU
OpraHaMd [pH [POBEJEHHH IUIAaHOBBIX IIPOBEPOK MPH OCYIIECTBICHHM (eNepaabHOTO
rocylapCTBEHHOr0o  Haazopa B  cdepe  oOpalleHHsl  JIEKAPCTBEHHBIX  CPEJCTB
(XpaHEHHe JIEKapCTBEHHEIX IIPENapaToB ANl MeUIMHCKOTO IPHMEHEHNS B aITEYHOM ITyHKTE)
(mpunoxenue Ne 4);

5. ®opMy MPOBEPOYHOTrO JIKCTa (CHHCKAa KOHTPOJIBHBIX BOIPOCOB), HCIONB3YEMOTO
DenepanbHOil Ciy)00i 1Mo Hag30py B cepe 3ApaBOOXpaHEHHs] U €€ TePPUTOPHAIBLHBIMU
OpraHaMd TP TPOBEJCHUM IUTAHOBBIX IIPOBEPOK IPH OCYIIECTBICHHH (enepanbHoro
rOCy[IapCTBEHHOr0  Ham3opa B cdepe  oOpalmeHHs  JIEKAPCTBEHHBIX  CPENCTB
(XpaHeHwMe JIEKapCTBEHHBIX ITPETapaToB I MEJUIIHCKOTO IPMMEHEHH)S B alITEeYHOM KHOCKE)
(mpunoxxenue Ne 5);

6. ®opMy MPOBEPOUHOro JMCTa (CIUCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIOJIBE3YEMOIO
denepanpHOit ciyx00it Mo Han30py B cdepe 34paBOOXPAHEHUS H €€ TEPPHUTOPHAILHBIMH
OpraHaMH MpH IPOBENEHUH IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBICHHH (eNepalbHOTO
rOCyJIapCTBEHHOrO0  Ham3opa B cdepe  oOpalleHHs  JIEKAPCTBEHHBIX  CPENCTB
(XpaHeHHe JeKapCTBEHHBIX IIperapaToB sl MEIWIUHCKOIO IIPUMEHEHHs B alTeke
IIPOM3BOACTBEHHON) (mpunoxenue Ne 6);

7. ®opMy MPOBEPOYHOrO JHUCTA (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIIOIB3YyEMOIO
DenepanbHON ciy)00i IO Ham30py B cdepe 3ApaBOOXPAHEHHUS U €€ TEPPHUTOPHAIBLHBIMU
OpraHaMd TIpY TPOBEJEHUHW IUIAHOBBIX IIPOBEPOK IIPH OCYILECTBICHHH (eaepanbHOro
rOCyJapCcTBEHHOIO  Hajg3opa B cdepe  ofOpalieHHMs  JIGKapCTBEHHBIX  CPEACTB
(XpaHEeHHE JIEKQpCTBEHHBIX IIpenapaToB M MEOUIMHCKOrOo IIPUMEHEHHS B alTeke

IPOU3BOJICTBEHHON C IPAaBOM H3TOTOBJEHHS ACENTHYECKHX JIEKAPCTBEHHBIX IPENapaToB)
(mpunoxenue Ne 7);




8. ®opMy IPOBEPOYHOro JHCTa (CIIMCKAa KOHTPOJNBHBIX BOIPOCOB), HCIIONB3YEMOTO
®enepanbHOil CiTy)00ii 10 Ham30py B cdepe 3IpaBOOXpAHEHUS U €€ TEPPUTOPUATBHBIMU
opraHaMy IIp¥ MPOBENEHHM IUIAHOBHIX INIPOBEPOK HPH OCYIIECTBICHHH (eNepalbHOro
roCyJapCTBEHHOr0  Ham3opa B  cepe  oOpalleHus  JIEKAPCTBEHHBIX  CPEICTB
(XpaHeHHe JIEKApCTBEHHBIX IIPENapaToB Ui MEIULUHCKOTO IPMMEHEHHS B MEIUIMHCKUAX
OpraHM3alliiX M HX OOGOCOOJNEHHBIX IOfApasAeNeHusIX (UeHTpsl (OTAEJIEHH) obuieit
BpaueOHOM (CeMelHOM) mpakTHKy, aMmOymartopud, Qenpamepckue H - (eapamepeKo-
aKyLIEPCKHUE IYHKTHI), PACIIOJIOKEHHEIE B CENIbCKUX HAaCENIEHHBIX IyHKTaX) (TpUiioxeHue Ne
8);

9. ®opMy IpOBEPOYHOro jiucra (CHHMCKa KOHTPOIBHBIX BOIPOCOB), HCIIONB3YEMOTO
denepanbHOl Ciyx00if M0 Ham30py B cdepe 3ApaBOOXPAHEHHs U €€ TEPPUTOPHATBHBIMU
OpraHaM{ IpM [POBEAEHHH IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBIEHHH (emepaibHOro
rocyJapCTBEHHOrO  Ham3opa B  chepe  oOpallleHHss  JIEKApCTBEHHEBIX  CPE/CTB
(XpaHeHHe JIeKapCTBEHHBIX IIPETIapaToB A MEAULIMHCKOrO IPUMEHEHMS HHIUBUTY ATbHBIMA
npeanpuHAMaTelsiMi) (puinoxenue Ne 9);

10. ®opMy MPOBEPOYHOrO JIKUCTA (CHHCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIIOIB3YEMOIO
DenepanbHO cyX00i MO Ham3opy B cepe 3ApaBOOXPAHEHHS U €€ TEPPUTOPHAIBHBEIMA
OpraHaMy INpH [POBEJEHHH IUIAHOBHIX IIPOBEPOK IIPH OCYIIECTBICHHH (eNepalbHOro
roCymapCTBEHHOr0  Ham3opa B chepe  obpallleHHs  JIEKAPCTBEHHBIX  CPENCTB
(mepeBO3Ka JIEKAPCTBEHHBIX INPENapaToB Ui MEIULMHCKOIO NPHMEHEHHS B OpPraHd3alfi
OIITOBOM TOProBJIM JIEKAPCTBEHHBIMU CpeAcTBaMH) (mpunoxenne Ne 10);

11. ®opMy MpOBEPOYHOrO JIKCTa (CIIHMCKAa KOHTPOJIBHBIX BOIIPOCOB), MCIIOIB3YEMOIrO
®enepalbHON CITy)00# 10 Ham30py B cdepe 31paBOOXPAHEHUS M €€ TEPPUTOPHAILHBIMH
OpraHaMH MpH MPOBEJCHWH IUIAHOBBIX IIPOBEPOK IIPU OCYIIECTBICHMH (eNepabHOrO
rOCyJapCTBEHHOr0  Haj3opa B cdepe  oOpalieHHs  JIEKapCTBEHHBIX  CPEACTB
(mepeBo3Ka JIEKAPCTBEHHBIX IIPENapaToB IJIs MEAWIMHCKOIO IPHMMEHEHHS B MEIULIMHCKOU
OPraHM3aLUK ¥ HHBIX OPraHu3alyisiX, KMEIOLIHX JIUIEH3UIO Ha MEIUIIMHCKYIO eSITEIbHOCTS)
(mpunoxenue Ne 11);

12. ®opMy NpOBEpOYHOro JUCTa (CIUCKa KOHTPOJBHBIX BOIPOCOB), MCIOJB3YyEMOIO
®enepanbHOlt cyxk00# 10 HaA30py B cdepe 3ApaBOOXPAHEHHs U €€ TEPPUTOPHATLHBIMU
OpraHaMH TIpM IIPOBEJCHHM IUIAHOBBIX IIPOBEPOK IIPH OCYINECTBICHHH (GenepaibHoro
rocylapCTBEHHOr0  Hax3opa B  chepe  oOpalieHHs  JIEKapCTBEHHBIX  CPEICTB
(mepeBO3Ka JIEKAPCTBEHHBIX IPENaparoB il MEJULIHCKOTO IPUMEHEHHs B allTeKe FOTOBBIX
dopm) (mpunoxenue Ne 12);

13. ®opmy MpPOBEPOYHOrO JUCTA (CIHUCKA KOHTPOJBHEIX BOIPOCOB), HUCIIONB3YEMOIO
MdenepanbHO# ciry)00i M0 HaI30py B cdepe 3IpaBOOXpPAHEHUS U €€ TEPPHUTOPUAIBHBIMH
OopraHaMH IpH TpPOBEICHUM IUIAaHOBBIX IPOBEPOK IIPU OCYILIECTBICHHH (enepaabHOro
rOoCyIapCTBEHHOr0 Ham3opa B  chepe  oOpaiieHHs  JEKapCTBEHHBIX  CPENCTB
(mepeBo3ka JIEKApCTBEHHBIX INpenapaToB A MEAMLMHCKOrO IPHUMEHEHHS B aNTEYHOM
nyHkte) (npunoxenue Ne 13); '

14. ®opMy MPOBEPOYHOrO JIUCTA (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIIONB3YyEMOTO
®enepanbHOit ciy00# Mo Hag30py B cepe 3IpaBOOXPAaHEHUS U €€ TEPPUTOPUAILHBIMH
OpraHaMH IIpH IIPOBEJEHHMH IUIAHOBBIX IIPOBEPOK MPH OCYLIECTBIECHUHU (peaepantbHOro
rOCyJapCTBEHHOro  Ham3opa B  cdepe  oOpamieHuss  JIEKapCTBEHHBIX  CPEICTB




(mepeBo3Ka JIEKAPCTBEHHBIX MpENapaToB sl MEIMIHMHCKOrO IPUMEHEHUS B alTeYHOM
xuocke) (mpunoxxerue Ne 14);

15. ®opMy IpoBEpOYHOro JHCTa (CHHCKA KOHTPOJIBHBIX BONPOCOB), MCHOJB3YyeMOT0
depepansHoil Ciyk00# 1m0 Ham3opy B cdepe 3ApaBOOXpPaHEHHS U €€ TepPUTOPHAIbHBIMU
OpraHaMH IIpH TNPOBEJCHAH IUIAHOBBIX IIPOBEPOK IIPH OCYINECTBIEHUH (enepaibHOro
rocyapcTBEHHOro Ham3opa B  chepe  ofpallieHus  JIEKapCTBEHHBIX  CPEICTB
(mepeBO3Ka JIEKAPCTBEHHBIX IIPENapaToB Ui MEIUIUHCKOrO NPHMEHEHHS B anTeKe
IIPOU3BOJICTBEHHOM) (Tpuioxenue Ne 15);

16. ®opMy IpPOBEPOYHOro JIKMCTa (CIKMCKAa KOHTPOJBHBIX BOIPOCOB), UCIOJIB3YEMOIO
DenepanpHO CIy)00# 1O Ham3opy B cepe 3ApaBOOXPAHEHUA U €€ TEPPUTOPHAIBHBIMU
OpraHaMM MpPU NPOBEIEHWH I[UIAHOBBIX IMPOBEPOK IIPH OCYIIECTBJICHUM (henepanbHOro
rOCYJIapCTBEHHOTO  Hajg3opa B  cdepe  oOpalleHHs  JIEKapCTBEHHBIX  CPEICTB
(mepeBo3Ka JIEKApPCTBEHHBIX IIpeNapaToB Uil MEIMIMHCKOrO TPHUMEHEHUs B aNTeKe
IIPOM3BOJCTBEHHOM C MPAaBOM H3TOTOBIEHHS ACENTHYECKHX JIEKAPCTBEHHBIX MPENAparoB)
(npunoxenue Ne 16);

17. ®opMy HpOBEpPOYHOro JIKCTa (CMHCKa KOHTPOJBHBIX BOIPOCOB), MCIIONB3YEMOrO
denepanpHoii CIyX00# M0 Ham30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPHATBHBIMU
OpraHaMi IIp{ TPOBEJEHHMH IUIAHOBBIX IPOBEPOK IPH OCYLIECTBICHHMH (elepasbHOro
rocydapCTBEHHOrO  Hamg3opa B chepe  oOpameHus  JEKapCTBEHHBIX  CPENCTB
(epeBo3Ka JICKAPCTBEHHBIX NpeNnapaToB Uil MEIULMHCKOrO MPUMEHEHHS B MEIUIIMHCKUX
OpraHM3alMsIX M HUX O0OCOONEHHBIX IoApasfeNeHusX (UeHTpsl (oraeneHus) oOmei
BpaueOHOW (CeMeiiHoM) mpakTuKd, amOymatopuu, OQenbImepckue H - (GenbaAIepeKo-
aKyIIEPCKHUE IIYHKTHI), PACIIONIOXKEHHbIE B CEJIbCKUX HACENCHHBIX IMyHKTaX) (mpuioxeHne No
17);

18. ®opMy IpPOBEPOYHOrO JHCTa (CIHCKA KOHTPOJBHBIX BOIIPOCOB), UCIONB3YEMOTO
DenepanbHOl CIyx00# M0 Han3opy B cdepe 3ApaBOOXPAHEHUS H €€ TEPPUTOPHATBEHBIMU
OpraHamMy IIpd IPOBEIEHHH IUIAHOBBIX IPOBEPOK MNPH OCYLIECTBICHHM (enepanbHOro
rOCyapCTBEHHOT0  Ham3opa B chepe  oOpallleHHs  JIEKAPCTBEHHBIX  CPEACTB
(mepeBo3Ka  JIEKAPCTBEHHBIX  IIPENapaToB Ul  MEIMIMHCKOTO  IPUMEHEHUS
MHIVBUAIYaIbHBIMH NIPEATIPUHAMATENIMI) (IpuitoxkeHne Ne 18);

19. ®opmy MPOBEPOYHOro JIHCTa (CIHUCKAa KOHTPOJBHBIX BONPOCOB), MCIOIB3yE€MOro
DepepanbHOil ciyx00# 10 HaA3opy B chepe 3IpaBOOXPAHEHMA M €€ TEPPUTOPUAIIBHBIMU
OpraHaMM Ip¥ TPOBEAEHHM IUIAaHOBBIX IIPOBEPOK IIPH OCYIIECTBICHHH (henepaabHOro
roCyoapcTBEHHOro  Ham3opa B chepe  oOpamieHHs — JIEKapCTBEHHBIX  CPEICTB
(OTIIyCK W peain3alys JICKApCTBEHHBIX IPENapaToB IUIA MEAMIIMHCKOIO IPUMEHEHHs B
MEIMIIMHCKOM OpraHNu3alliy U WHBIX OpraHM3allisaX, IMEIOIINX JHLEH3UIO Ha MEIUIIMHCKYIO
HeaTeIbHOCTH) (mpuioxeHue Ne 19);

20. ®opMy MIPOBEPOUHOrO JHCTA (CIIHCKA KOHTPOJIBHBIX BOIIPOCOB), HCIIOIB3YEMOI'O
DenepanbHOil CIy)X00# MO Ham30py B cdepe 3IpaBOOXPAaHEHUs] U €€ TEepPUTOPHAIBLHBIMU
OpraHamMd TpW NpPOBEJCHNM IUIAHOBBIX IPOBEPOK IPH OCYIIECTBICHMH (eNepanbHOoro
rOCyJapCcTBEHHOIO  Haa3opa B  chepe  oOpallleHHs  JEKapCTBEHHBIX  CPENCTB
(OTIyCK U peayin3alius JIeKapCTBEHHbIX PENapaToB Ul MEAULIMHCKOTO IPUMEHEHHU B aIlITeKe
roroBeix Gopm) (nputoxenue Ne 20);
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21. ®opMy mpoBepOYHOro Jmcra (CMHCKAa KOHTPOJIBHBIX BOIPOCOB), HUCIONB3yeMOrO
depepansHOil CyX00# Mo Ham3opy B chepe 34paBOOXPaHEHHsS H €€ TePPHUTOPHAIBHBIMU
OpraHaMH TNpM MPOBENECHHWM IUIAHOBBIX IIPOBEPOK IPH OCYIIECTBIECHHH (enepanbHOro
roCyJapCTBEHHOro Ham3opa B  chepe  ofpalleHHs  JIEKAPCTBEHHBIX  CPEJCTB
(OTIyCK M peaiu3amnys JIEKapCTBEHHBIX IPENaparoB Uil MEAMLUHCKOrO IPHUMEHCHHUs B
anTeyHoM NyHKTe) (mpuioxernue Ne 21);

22. ®opMy MPOBEPOYHOrO JIKCTa (CHHUCKA KOHTPOJIBHBIX BONPOCOB), MCIONb3yeMOro
®enepanpHOi Ci1y)00# MO Ham3opy B chepe 3ApaBOOXPaHEHHS W €€ TePPUTOPUAIBHBIMU
OpraHaMH MpH TpPOBEIEHHM IUIAHOBBIX IIPOBEPOK IPHM OCYHIECTBICHUH (efepalbHOro
roCyJapcTBEHHOTO  Haj3opa B chepe  oOpallileHHs  JIEKAPCTBEHHBIX  CPEACTB
(oTHyCK ¥ peaiu3auisd JIEKapCTBEHHBIX IIPENaparoB Ul MEIMIUHCKOTO MPUMEHEHUs B
anTeyHoM Kuocke) (rmpunoxxerue Ne 22);

23. ®opMy HpPOBEPOYHOTO JIKCTa (CHHMCKA KOHTPOJIBHEIX BOINPOCOB), HCIOIb3yeMOTO
DepepanbHO CITy)k00# 1O HaA30py B chepe 3APaBOOXPAHEHHS H €€ TEPPUTOPUATbHBIMU
OpraHaMH IIpYM TpOBEJEHHWH IUIAHOBBIX IIPOBEPOK IIPH OCYIIECTBIECHUH (heaepabHOro
rocyaapCTBEHHOro  Hamsopa B cdepe  oOpallleHHsA  JIEKAPCTBEHHBIX  CPEACTB
(OTIyCK ¥ peanu3anys JIeKapCTBEHHBIX IIPEINapaTOB A MEIUIMHCKOTO TPUMEHEHHS B alITEKe
IPOU3BOJCTBeHHOM) (prnoxerue Ne 23);

24. ®opMy IPOBEPOYHOTO JHCTa (CIHHCKA KOHTPOJNBHBIX BOIPOCOB), MCIIONB3YEMOrO
denepanpHoii cIyx00i Mo Ham3opy B cdepe 3APaBOOXPAHEHHS U €€ TEPPUTOPHANBHBIMU
OpraHaMi INpH MPOBEJEHWH IUIAHOBBIX IIPOBEPOK IPH OCYIIECTBICHHH (enepalbHOro
rocyZIapcTBEHHOr0  Ham3opa B chepe  oOpallleHHMss  JIGKApCTBEHHBIX  CPEACTB
(OTIyCK M peaTi3anys JIeKapCTBEHHBIX [IPENapaToB Il MEAUIUHCKOTO IPUMEHEHHS B allTeKe
IIPOM3BOJICTBEHHOM € MPABOM H3IOTOBJICHHS aCENTUYECKHX JIEKAPCTBEHHBIX IPETAparoB)
(mpunoxxenne Ne 24);

25. ®opMy MPOBEPOYHOTO JHcTa (CHHCKAa KOHTPOJBHBIX BOINPOCOB), MCIIOJIB3YEMOIO
DepepanbHOil cnyx00# TI0 Ham30py B cdepe 3ApaBOOXPaHEHHUS M €€ TEPPUTOPHATbHBIMU
OpraHaMM IpY [POBEACHHM IUTAaHOBBIX IPOBEPOK IIPH OCYIIECTBICHHMH (enepanbHOro
rocyIapcTBEHHOro  Hamsopa B cbepe  oOpalleHHs  JIGKADCTBEHHBIX  CPEACTB
(OTIMycK W peanm3auus JIEKApCTBEHHBIX MPEHNapaToB A METUIMHCKOTO IMPUMEHEHHS B
MEIUIMHCKAX OPraHH3alHsIX U MX 000COOTEHHBIX Monpa3JeleHusX (LUEeHTPHl (OTACTICHHS)
o6uieii BpaueGHOM (ceMeifHOl) MpakTUKY, aMOynaTopuy, GenpAmepckie U GenpaiepeKo-
aKyLIEPCKHE IYHKTHI), PACIIONOXKEHHbIE B CEIbCKUX HACETIEHHBIX MyHKTax) (MpuioxeHue Ne
25);

26. ®opMy MPOBEPOYHOrO JHCTA (CIUCKA KOHTPOJBHBIX BOIPOCOB), HUCIIOJIB3YEMOrO
denepansHOil Ciyx00# 1Mo Hag30py B cdepe 3ApaBOOXPAHEHMS M €€ TEPPUTOPHAILHBIMH
OpraHamMy IIpH [POBEJEHHUH IUIAHOBBIX IIPOBEPOK IPH OCYILIECTBICHUH (PeaepaTbHOro
rOCYAapCTBEHHOro  Hag3opa B cepe  oOpalleHHsi  JIEKAPCTBEHHBIX  CPEICTB
(oTmyck M peanu3aiys JIEKapCTBEHHBIX IIPENapaToB I MEAMIMHCKOrO IPUMEHEHUS
WHIWBUIYaJIBHBIMHU TIpeApUHIMaTesIMI) (Tpriioxenue Ne 26);

27. ®opMy MPOBEPOYHOTO JHCTA (CIUCKa KOHTPOIBHBIX BOIPOCOB), UCIOIb3yEMOTO
MenepansHOil CIy)00# MO0 Ham30py B cdepe 3APaBOOXPAaHEHHUS U €€ TEPPUTOPUANBHBIMH
OpraHaMy TP [POBEJEHUH IUIAHOBBIX IIPOBEPOK IPH OCYIIECTBICHHH (enepanbHOro
rOCyIapCTBEHHOTO  Ham3opa B cdepe  oOpamieHuss  JIEKapCTBEHHBIX  CPENCTB




(peanmuzanus  JEKapCTBEHHBIX CPEACTB U MEIUIIMHCKOTO TPUMEHEHHs OpraHu3alhei
ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMHU CPENCTBAMHU JUISI MEIULMHCKOTO IIPUMEHEHHS)
(mpuoxenue Ne 27);

28. ®opmy IpoBEepOYHOro JKcTa (CIHUCKa KOHTPOJBHBIX BOIPOCOB), HCIIONB3YEMOTO
@enepanpHON CryK00H MO Hag30py B cdepe 3ApaBOOXpaHEHHS H €€ TePPUTOPHAIBHBIMH
OopraHaMH IIpH IpPOBEIEHUM IUIAHOBBEIX IPOBEPOK IPH OCYLUECTBICHHH (pelepajbHOTO
FOCYZapCTBEHHOrO  Hag3opa B  cdepe  oOpamieHHs  JIEKApCTBEHHBIX  CPEICTB
(YHUUYTOXXEHUE JIeKapCTBEHHBIX ITPENapaToB st MEAULIMHCKOTO IPUMEHEHHUS B OpraHU3aINH
OIITOBOX TOPI'OBIH JICKAPCTBEHHBIMU cpecTBaMu) (punoxenue Ne 28);

29. ®opMy MPOBEPOYHOro JHcTa (CIMHUCKa KOHTPOJBHBIX BOIPOCOB), HCIOJIBE3YEMOTO
®enepansHOlt cmyx 00l o Hag30py B Cdepe 3ApaBOOXPaHEHUS U ee TePPUTOPHATHHBIMU
OpraHaMy IIpH NPOBEJEHHH IUIAHOBBIX IIPOBEPOK IPH OCYLIECTBICHHH (eaepaibHOro
rOCyJapCTBEHHOro  Haa3opa B  chepe  olpamieHHs  JIEKapCTBEHHBIX  CPEJICTB
(YHHYTOXXEHHE JIEKapCTBEHHBIX IIPENapaToB I MEIUIUHCKOTO MPUMEHEHHS B METULIMHCKOM
OpraHU3alMy ¥ WHBIX OPraHU3aluiX, UMEIOIIUX JULIEH3UIO Ha MEIULUHCKYIO AESTEEHOCTH)
(mpunoxenue Ne 29);

30. ®opMy MpOBEPOYHOrO JHUCTA (CIHCKA KOHTPOJIHHBIX BOIPOCOB), HCIIONB3YEMOTO
®enepanpHOll cmy)060i Mo Hag30py B cdepe 3APaBOOXPAHEHHS U €€ TePPUTOPHATBHBIMU
OpraHaMH IIpy IPOBEIEHUH IUIAHOBBIX IPOBEPOK MPH OCYIIECTBIEHUH (enaepanibHOTO
rOCyJapCTBEHHOrO  Ham3opa B cdepe  oOpallleHHS  JIeKapCTBEHHBIX  CPEICTB
(YHHYTOXECHUE JEKapCTBEHHBIX IIpernapaToB Ui MEIWLIMHCKOTO NPUMEHEHHS B amTekKe
roToBbIX GopM) (mipmioxkerue Ne 30);

31. ®opMy IPOBEPOYHOIO JUCTA (CHMCKA KOHTPOJBHBIX BOIIPOCOB), HCIIOJIB3YyEMOTO
®enepanpHOl Cy 00l 10 HaA30py B Chepe 3ApaBOOXpaHEHHS U €€ TePPUTOPHATHHBIMH
OpraHaMH IIp¥ IPOBEAEHUH IUIAHOBBIX IIPOBEPOK IPH OCYLIECTBICHHH (heaepalbHOTO
rOCYJapCTBEHHOIO  Haa3opa B chepe  oOpallleHMs  JIGKApPCTBEHHBIX  CPEICTB
(YHMYTOXXEHUE JIEKapCTBEHHBIX NpernaparoB MJIS MEAULMHCKOTO IMPUMEHEHHS B alTeYHOM
ImyHKTe) (mpuioxeHue Ne 31);

32. ®opMy HpPOBEPOYHOrO JUCTA (CHHMCKA KOHTPOJIBHBIX BOIIPOCOB), HCIOJIB3yEMOTO
QenepanbHON Ccyx00i 10 Hag30py B cdepe 3IpaBOOXPAHEHHS M €€ TePPUTOPHAIBHBIMU
OpraHaMy IIpM IIPOBEIEHUM IUIAHOBBIX IIPOBEPOK IPH OCYIIECTBICHUH (PelepajbHOTOo
rOCyJapCTBEHHOIO  Ham3opa B cdepe  oOpallleHHs  JIEKAPCTBEHHBIX  CPEACTB
(YHMYTOXXEHUE JIEKapCTBEHHBIX IPENaparoB IS MEIUIMHCKOTO NMPHMEHEHHS B AlTEYHOM
Kuocke) (mpuioxenue Ne 32);

33. ®opMmy MpOBEPOYHOIO JHCTAa (CHHCKAa KOHTPOIBHBIX BONPOCOB), HCIIONB3YyEMOTO
QenepanbHOM CIyx 00l 10 Hag30py B cdepe 3IpaBOOXPAHEHUS H €€ TePPUTOPHAIBHBIMU
OpraHaMH IpH NPOBENCHHUH IUIAHOBBIX INPOBEPOK IPU OCYIIECTBICHHH (henepasibHOro
rOCyAapCTBEHHOrO0  Haz3opa B chepe  obpamleHHs  JICKapCTBCHHBIX  CPEICTB
(YHUUYTOXCHHE JIEKapCTBEHHBIX MPENapaToB U1 MEIUIMHCKOTO TPUMEHEHHS B anTeke
IPOU3BOACTBEHHOM) (mpmitoxenue Ne 33);

34. ®opMy IpOBEPOYHOIO NHCTA (CHHCKA KOHTPOJIBHBIX BOIIPOCOB), HCIIONB3YEMOIO
@enepanbHOM Ciyx00H IO Ham3opy B cdepe 3ApaBOOXpPaHEHHS U €€ TePPUTOPHATBLHBIMU
OpraHaMH MpPH IPOBEJNCHHUY IUIAHOBBIX IIPOBEPOK NPU OCYLIECTBIEHHH (hemepabHOro
rOCYyJApCTBEHHOrO  Ham3opa B cdepe  oOpallieHus  JEKapCTBEHHBIX  CPEICTB
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(YHHYTOXEHHE JIEKapCTBEHHBIX IPENapaToB il MEAUIIMHCKOrO NMPHUMEHEHHS B alTeKe
IPOU3BO/ICTBEHHOM C IIPABOM H3TOTOBJICHUS aceNTHYECKHUX JICKAPCTBEHHBIX MPeNaparoB)
(mpunoxerue Ne 34);

35. @opmy POBEPOUYHOTr0 JIMCTA (CIHCKa KOHTPOJIBHEIX BOIMPOCOB), HCIOIL3yEMOro
®enepanbHOi ciyx60i 10 Han3opy B chepe 3MpaBOOXpaHEHHS U €€ TEPPUTOPHATLHBIMH
OpraHaMy INpH MPOBEIEHUM IUIAHOBBIX IIPOBEPOK IPU OCYIIECTBIECHHH (eepaabHOro
rOCyJapCTBEHHOr0 Haa3opa B chepe oOpalneHuss JIEKAPCTBEHHBIX  CPEACTB
(YHMYTOXEHHE JeKAapCTBEHHBIX MPENapaToB Iy MEIUIUHCKOTO IIPUMEHEHHS B
MEIMLUHCKUX OpraHM3alUaX © HX OOOCOONEHHBIX moApa3feleHusX (LEHTPHI
(otnenenus) obureit BpaueGHON (cemeliHOM) npakThKK, aMOynaTOpuH, BelbIuepckue i
(enbamepcKo-aKymepckue  MYHKTHI), paclONOKEHHBIE B CEJbCKMX HACENIeHHBIX
IIyHKTax) (mpunoxxenne Ne 35);

36. ®opMy npOBEPOYHOrO JUCTA (CIHCKA KOHTPOJIBHEIX BOIPOCOB), HCIOIB3yEMOTO
DezepanbHOH Cityx6ol 10 Haz30py B chepe 30paBOOXPAHEHHS H €€ TePPUTOPHATHHBIMH
OpraHaMH IpH NPOBEACHHH IUIAHOBBIX IPOBEPOK IPH OCYLIECTBICHHH (emepaibHOro
TOCYyAapCTBEHHOTO  Haa3opa B  cdepe oOpallleHHs JIEKAPCTBEHHBIX  CpPEJCTB
(YHHYTOXEHME JIEKApCTBEHHBIX IPENapaTtoB il MEIMIMHCKOTO  [PHMEHEHHS
HHIWBHYaIbHBIMH MPEANPUHAMATEIAMA) (IpriIokeHne Ne 36);

37. ®opMy POBEPOYHOrO JIHCTa (CIECKA KOHTPOJIBHBIX BOIPOCOB), HCIOIb3yEMOTO
PenepanbHOl Ciryx6oi Mo Haf30py B cdepe 3APaBOOXPAHEHHS U €€ TEPPHTOPHATBHEIMA
OpraHamu IIpH NPOBENEHHUH IUIAHOBBIX IPOBEPOK IPH OCYIIECTBIEHHH (heaepanbHOro
TOCyAapCTBEHHOTO  Han3opa B cdepe oOpaleHHs JIEKapCTBEHHBIX  CPEICTB
(cobmonenve cy6bekTaMu OGpalNeHHMs JEKAPCTBEHHBIX CPEACTB YCTAHOBIEHHBIX
TpeOOBaHHH K NPOBENECHHIO NOKIMHAYECKHX HCCIENOBAHHM JIEKAPCTBEHHBIX CPEICTB)
(npunoxxernune Ne 37);

38. @opMy POBEPOYHOTO JTHCTA (CIHCKA KOHTPOIBHEIX BOIPOCOB), HCIOIb3YEMOTO
QenepaisHOH CiiyxGoit 10 Han30py B cdhepe 31paBOOXPaHEHHS H €€ TePPHTOPHAIBHEIMHU
OpraHamMy IpH NPOBEJCHHM ILIAHOBBIX IPOBEPOK IPH OCYIIECTBICHHH (eepaTbHOro
TOCyNapCTBEHHOTO  Hajsopa B cdepe oOpalleHHs J€KapCTBEHHBIX CPEICTB
(cobmonenne cyObeKkTaMH OOpalieHHs JIeKapCTBEHHBIX CPEACTB YCTaHOBJIEHHBIX
TPeOOBaHMH K NPOBENEHUIO KIHHHYECKHX UCCIENOBAHMN NEKaPCTBEHHBIX IpenaparoB)
(mpunoxerune Ne 38);

39. ®opmy npoBepoYHOro JTHCTA (CHMCKa KOHTPOIBHBIX BOIIPOCOB), HCIIONb3YEMOTO
@enepanbHOH Cryx6oii 110 Han30py B chepe 3ApaBOOXPAHEHHS H e TePPATOPHATBHEIMHU
OpraHaMi NpH NPOBEJCHHM IUIAHOBBIX MPOBEPOK IPH OCYIIECTBIEHHM (heaeparbHOro
TOCyNapCTBEHHOrO  Han3opa B chepe  OOpalleHMs JI€KapCTBEHHBIX  CPENCTB
(cobmonenne cy6beKTaMM OOpAaINEHHA JEKAPCTBEHHBIX CPE/CTB YCTaHOBJIEHHBIX
TpeOOBaHMH K Ka4eCTBY JIEKapPCTBEHHBIX CPECTB) (IpHioxKeHue Ne 39).

Bpwuo pykosoputens J.B. ITapxomenko




Ipunoxenue Nel
K npukasy PenepanbHO CiyXObl
T10 HaA30py B cdepe 31paBOOXpaHCHUA

o9 LAY Ne F43K

®opma

ITpoBepo4HBIi JTHCT
(CNHCOK KOHTPOJILHBIX BONPOCOB),
ucnoab3yemelii MexepanbHoii c1yk6oii o Haf30py B cdepe 3paBOOXpaHEHHS
H ee TePPHUTOPHAJILHBIMH OPraHaMH NPH NPOBeAeHAH NIAHOBLIX NPOBEPOK NpH
ocymecTBJIeHHH ¢eepabHOro rocy1apcTBeHHOI0 HaA30pa B cepe oOpameHus
JIeKapCTBEHHBIX CPEICTB
(XpaHeHHe JIEKaPCTBEHHBIX PENapaToB AJis METHIIHHCKOr0 NIPHMEHEHHUs B
OpraHH3alMH ONTOBOM TOProBJ/IH JeKaPCTBEHHbIMH cpeacTBaMH)

(HaMMeHOBAHHE OPTaHa, OCYIIECTBISIONIErO TUIAHOBYIO POBEPKY)

1. Bun rOCyIapCTBEHHOTO KOHTPOJIS (Ham3opa)

2. TlpeaMer IUIaHOBOM TPOBEPKH IOPMAMYECKHX JIHI M WHIMBUAYaNBHBIX
TpeNpUHAMATENed OTPaHMYUBAETCS 00s3aTeNbHBIMHU TpeGOBaHUSAMH, COOIOeHHE
KOTOPHIX ABNAETCS HAauboNee 3HAYMMBIM C TOYKH 3PSHHUS HENOMYIMEHN] BO3SHUKHOBEHHA
YIpo3bl TNPHUYMHEHHS Bpela JMXM3HH, 3HOPOBBIO TPaXJaH, M3JIOXKCHHBIMM B dopme
TIPOBEPOYHOTO JIUCTA (CIIHCKA KOHTPOIBHBIX BOIIPOCOB).

3. HaumeHOBaHHE IOPHAMYECKOTO JHIA, GaMHIHA, MMs, OTYECTBO (IPH HATHMYHY)
HHIWBUIYaIbHOIO TpeANpHHAMATE]IS:

4. MecTo TpoBefieHNs TJIaHOBOW IMPOBEPKH C 3alIOTHEHHEM IPOBEPOHHOrO JIMCTA.

5. PexBU3MTHI [IPHKa3a O POBEJCHNH IIAHOBOM IPOBEPKH: OT

Ne

6. VYueTHplH HOMEp TIpOBEpKM M  Jata  TIPUCBOCHUSA  YYCTHOIO
HOMeEpa IIPOBEPKH B Enunom peecTpe TIPOBEPOK:

7. ITO/KHOCTD, haMUITHS ¥ MHULEAIB! JOIDKHOCTHOTO JTMLIA (JIHL), IPOBOAIIEro(}X)
IUIaHOBYIO [TPOBEPKY:

1. ;

2. ;

8. IlepedyeHs BOTPOCOB, OTPAXAIOIMUX CONEPXKaHHME OOI3ATENBHBIX TpeGOoBaHHI,
OTBET HA KOTOpHIE OZHO3HAYHO CBHETENLCTBYET O COOMIONEHWH I HECOONIO/EHHH
JOPHAMYECKMM  JIHIOM,  HMHIMBHAYaITbHBIM  IPEANPHUHAMATENCM 00s13aTeNIbHBIX
TpeGOBaHuUi, COCTABIAIONINX NPEAMET IPOBEPKH:




PexBH3HTHI BeiBoa 0
HOPMATHBHBIX BBINOJIHCHHA
Ne Bonpocsl, oTpaxalmue coaepkanue NPaBOBLIX AKTOB, TpeGoBanuil
n/n 06s3aTe/IbHBIX TPeOOBARMMH ¢ YKa3aHHEM HX
CTPYKTYPHBIX €AHMHHIL, aa HeT
KOTOPBIMH
YCTaHOBJIEHDI
ofs3aTe bHbIE
TpeGoBaHHHA

@enepaabnbii 3akod or 12 ampeas 2010 r. Ne 61-®3 «O6 oOpameHHH JIeKapPCTBEHHBIX CPEIACTB»
(CoGpanne 3aKOHOJATE/ILCTBA Poccuiickoii ®enepannn, 2010, Ne 16, cr. 1815; 2016, Ne 27, ct. 4283)
(nanee - 61-@3); IIpaBuia Raanexameil NPAKTHKH XPAaHEHHS H NEPEBOIKH JIeKApCTBEHHBIX NpenapaToB
ANS  MEIHNHHCKOro NpPHMEHEHHsS, YTBeP:KICHHbIC TNPHKA30M MHuHHCTEpCTBAa  3APaBOOXPaHEHHA
Poccniickoii ®exepanuu ot 31 aBrycra 2016 r. Ne 646n (3aperncTpupoBan MunaHCTEpPCTBOM IOCTHLIIRA
Poccniickoii ®enepanun 9 srpaps 2017 r., perncTpanHOHHbIA Ne 45112) (nanee — IpaBuia HaIexamied
npaktukn xpadenus); IIpaBmia XpaHeHHsl JeKapCTBEHHLIX CpEICTB, yTBep:KAeHHbIe NPHKA30M
MHHHCTEPCTBA 3APaBOOXPaHEeHHs] H CONHAIBLHOIC Pa3sBHTHA Poccuiickoli ®egepanun oT 23 aBrycra
2010 r. Ne 706n (3aperucTpupoBan MHHHCTEPCTBOM HOCTHUHH Poccniickoii ®eaepanun 4 oxkTabps
2010 r., permcTpaumonHblii Ne 18608) ¢ H3MeHEHHAMH, BHECCHHLIMH HPHKA30OM MuHucTEepCTBA
3/ipaBOOXPAaHEHAS] H COUHAJILHOTO PAa3BHTHA Poccniickoii ®exepannn ot 28 gexabps 2010 r. Ne 1221n
(3apernctpupoBan MHHHCTEPCTBOM  IOCTHUHH Poccuiickoii ®enepanan 4 ¢espans 2011 r.,
perucrpanuonnbiii Ne 19703) (nanee - IlpaBuna XpaHeHHs JIEeKAPCTBEHHBIX cpeicTB); NpHKa3
MmuuHCTEPCTBA 3]PABOOXPAHEHHS H COIMAILHOIO Pa3sBHTHA Poccuiickoii ®eaepanun ot 28 nexalbps
2010 r. Ne 12221 «O6 yrBepxkaenun IIpaBni onToBod TOProBJIH JIeKAPCTBEHHEIMH CpEACTBAMH IJist
MeIMUMHCKOro NMpUMeneHHs» (3aperHcTpuposaH MHHHCTEPCTBOM IOCTHIHH Poccniickoii Penepaunn
4 denpans 2011 r. Ne 19698) (nanee — IpaBuia ONTOBOMH TOPrOBJIH)

Cuctema olecnmeueHusi KadecTBa XpPaHCHHA M HEPEBO3KH JIEKAPCTBCHHbIX npenaparoB

(craths 54 61-®3; Iiasa II, mynxTel 3 - 6 Ipasua HaJIeKameil NPaKTHKH XPaHEHUs)

1. VTBepXKACHBI JH  PYKOBOAHTEJIEM cy6nekta | mynkr 3 [IpaBun HajpuiexauieH
06pan1eHym JICKapCTBCHHBIX CpPEICTB | TpaKTUKHA XpaHCHHA
CTaHAapTHHIE onepanyoHHbIe npoueayphl
(nanee — COII)?

2. OnpenesieHa JIi OTBETCTBEHHOCTh PabOTHHKOB MOAIYHKT «6» MyHKTa 4
CyGbhekTa oOpalleHHs JICKapCTBEHHBIX MPErnapaTos IIpaBun
ha HapyLieHHe TpeOoBaHHH, yCTaHOBJICHHBIX HalIexalei NpakTHKy
HacTosmumu [IpaBruiiaMH HaJeKalleH MPaKTHKH XpaHCHU
X paHeHHs ?

3. HaszaueHo Ji pyKOBOAMTE/IEM OpraHU3alluH nyskt 5 [IpaBun HapiexameH

OHTOBOﬁ TOpl"OBJ'IPI IIGKapCTBCHHLIMPl CpeI[CTBaMPI npax’mxn xpaHerm
11110, OTBETCTBEHHOE 33 BHEJPEHHE i
bBecrieueHHe CUCTEMBI KadecTBa?

4, 'V Ka3aHBI JI B IOTOBOPE, 110 KOTOPOMY nyHkt 6 [IpaBrn Hagexaien
OCYLIECTBIACTCA Nepesiata AesTeIbHOCTH Ha NPaKTUKH XpaHEHHA
YTCOPCHHT':
06sI3aHHOCTH KaXIOM U3 CTOPOH? nysxT 6 [TpaBui HapiexaeH

MpaKTUKU XPaHCHMWS




TIOPA/IOK TeHCTBHIH?

myHKT 6 [TpaBi Hajuiexauen
PaKTHKH XPaHEHHS

OTBETCTBCHHOCTDH CTOpOH?

nyHkT 6 [IpaBm Haanexamen

MPaKTHKH XPaHEHUS

5. [criomaseT Jin 00s3aTeNbeTha 1o J0TOBOPY mynkt 6 TIpaBun Haiexamen
AYTCOPCUHTA KBATH(HIIMPOBAHHBIH nepcoHan? IPaKTHKH XPaHEHHUST

6. IMeroTcs JIH TIOMEIIeHHs, KOTopble HeoOxoaumsl | myHKT 6 [Ipasmn HaJuTeXxamei
U1 MCTIONHEHHS 0053aTeNBCTB [0 JOrOBOPY MPaKTHKH XPaHEHHUS
AyTCOpCUHra (0OAHO M3 YCIIOBHH JOroBOpa
AYTCOPCHMHI'a) B COOTBETCTBHH C TPeGOBaHHAMH
[MpaBui HaIexalel IPaKTHKE XPaHEeHNs?

7. MmeeTcs i 060pyaoBaHHe, KOTOPOE HEOOXOAUMO | MyHKT 6 TlpaBun HajUIeKaIIEH
i UcronHeHHs 0053aTeNbCTB 0 A0rOBOPY NPaKTHKH XpaHEeHHs
Ay TCOPCHHTa (OJIHO M3 yCJIOBHH I0r0OBOpa
AYTCOPCHMHI'2) B COOTBETCTBHM C TPeGOBaHHAMH
[TpaBuI HAJUIEKAIIEH PaKTHKH XpaHeHHA?

8. OcBeoMIseTCS T IOKYMEHTATBHO MCTIONHUTENb | MyHKT 6 IlpaBmn HAJJIeKAIICH

[10 IOTOBOPY ayTCOPCUHTA (OIHO M3 YCIIOBHI
ioroBopa ayTcopcuHra) 060 Bcex akropax,
CBS3aHHBIX C JICKAPCTBEHHBIMH NPeriapaTaMy WM
€ATeNbHOCTBIO, NiepeaBaeMoll Ha ayTCOPCHHT,
ﬁompme MOTYT MPEACTABIIATE OMACHOCTH JUI €ro:

NPAaKTAKH XPaHEHHUS

MOMEILEHUH? myHkT 6 [IpaBua HagexaieH
NPAKTHUKH XPaHCHHA

oGopynoBaHHsA? myHKT 6 [IpaBuT Ha/UIEKAIIEH
MPaKTHKHA XpaHESHHS

nepcoHana’? myHKT 6 [TpaBui Hapexame
NPaKTHKA XPaHCHHUS

bIX CpeCTB)

Iomenienns A XpaHEHAs JEKAPCTBEHHBIX NPENapaToB (craTbs 58 61-@3; raasa IV IlpaBui Ha/IeKamei

NPAKTHKH XpAHCHHSE, HpaBllJla XpaneHHsl JIEKADCTBECHH

9. ObecneunBaoT JH TOMeINeHHs i XpaHeHus jmyHKT 12 ITpaBun HajuiexauieH
JIEKapCTBEHHEBIX npernaparoB 0e30MacHoe [MpaKTHKHY XpaHEHUSA
pasnenbHOE — XpaHeHMe M [IEpeMeLleHHe
NIEKapCTBEHHBIX NPErnapaTos?

10. [CocraBisieT M IUIOIAb MOMEIIECHHH, myHKkT 13 TIpasmn HaJUIeKaIICH

He06XOIMMBIX JJ11 OCYLIECTBIICHUS NeATEIbHOCTH
10 XPAHEHHIO JIEKAPCTBEHHbIX MPENapaTos, HE
MeHee 150 KB. METPOB?

MPaKTHKH XPaHEHHUS

11.

COOTBETCTBYET JIM IUTOLIAIb MOMEIICHHH,
HeOOXOMMBIX [T OCYIIECTBIICHHS JeATeIbHOCTH
10 XpAaHEHHIO 1eKAPCTBEHHbIX MPerapaTos, o6reMy
PAHUMBIX JIEKapCTBEHHBIX TPENapaTos?

myskT 13 [TpaBun Hajiexaie
[MPaKTHKH XpaHEHUS
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12. VIMeroTes I NOMeIeHH s (OTceKy) Uis XpaHeHus  fmyHKTs 11, 12 IIpasun
OTHEOMACHBIX W B3PHIBOONACHBIX JISKAPCTBEHHBIX ajsiexaled IpaKTHKY
CPEACTB C TMPEEIOM OrHeCTOHKOCTH PaHCHUA,
CTpOMTENBHBIX KOHCTPYKUMH He Menee 1 waca?  [IYHKT 14 TTpaBui XpaHCHHS

[IeKapCTBEHHBIX CPEICTB

13. Hmeercs mu 0603HaUEHHAsA 30HA WIHM OTAENBHOC  [TyHKTBI 14, 16 IIpaBun
MOMEILCHHE [/ IPHEMKH JIEKAPCTBEHHBIX HazyIeKame IpaKTHKU
npernapaToB? XpaHECHU

14. TiMeercs i 0G03HAYCHHAS 30HA WIH OTeNbHOe  fuyHKTHI 14, 16 TIpasun
[IOMEIIEeHHE SKCTIEBIIN? HaJIeKaIlel IPaKTHKH

XpaHeHUs
15. WUMeeTcs i 0603HaueHHAsA 30Ha WIH OTACTIBHOE  [TyHKTBI 14, 16 I1paun
NOMEILEHHE OCHOBHOIO XpaHCHHA HaUIeKanei MpakTHKY
NIeKapCTBEHHBIX TIPENapaToB? ﬁxpanemm
16. Hmetotcsa nu 0603HaYECHHEIE 30HBI WITH ryHkTel 14, 16 [Tpasun
OTZeJNIbHbIE MOMELICHHS XpaHeHH HaTeKalleH MPakTHKY
JNIeKApCTBEHHBIX [IPENapaToB, TPeOYOmMX paHeHusA
CITELIMATEHBIX YCTIOBMI?
17. HMeercs U 1A XpaHeHHs BhIIBICHHBIX nkThI 14, 16 IMpasun
hanscHULMPOBAHHBIX, HEIOGPOKAIECTBEHHBIX, aJyieKalned NpakTHKA
KOHTpadaKTHBIX JI€KapCTBEHHBIX MPETapaToB: paHeHus
o6o3HavyeHHas 30Ha? mynxTs! 14, 16 [paBun
ajyIexanieH NpakTHKH

paHeHus
OTZIEBHOE OMeIIeHHE? myHKTH! 14, 16 [Ipasun
Ha/|JIe)XanieH NPaKTHKH

XpaHEHHS

18. meercs 1 0603HaYEHHAS 30HA WM OTAENBHOe  JTyHKTHI 14, 16 ITpasmn
noMeleHHe, obecnevnBatonmue Tpeyemsie HaUIeKAIIeH MPaKTHKH
YCIIOBUS XpaHEeHHUs JIeKapCTBCHHBIX NPeNapaTos, XpaHCHUA
JUTSl KAPAHTHHHOT'O XPaHEHNs JIEKapCTBEHHBIX
niperiapaToB?

19. HMeeTcs A B IOMELIEHHAX U 30HAX, myHKT 17 IIpaBun
HCTIONB3YEMBIX [T XPaHEeHHs JIeKapCTBEHHBIX HaJIeXaIeH MpakTHKH
MpenapaToB OCBeIleHHe? XpaHeHHS

20. HMeeTcs 1 BATHIAPOBaHHAs CUCTEMA, nyskT 18 Ilpasun
pasfiesistoLIas 30Hb! XPaHeHus? HayIeaIei MpakTHKH

XpaHeHHS

21. | UMeioTcs M aXMUHACTPATHBHO-OBITOBBIC myHkt 19 Ilpasun
ITOMeLLEHHUs, OTAEIEHHBIE OT 30H XpaHCHHUA Hauexaten MpaKTHKU
JIeKAapCTBEHHBIX TIPETMapaToB? XpaHEeHH

22. T1peayCMOTPEHO JIK pa3JIC/ICHAE IIOTOKOB myskr 28 Ilpasmt

niepeMeleHNs JIEKapPCTBEHHBIX NPenapaTon (c
MOMEHTA TOCTYTUIEHH 10 MOMEHTa OTIPABKH CO
CKJIa/1a) MEXIy MOMEIIeHUAMH U (unu) 30HaMH
1715 XpaHeHUs JIEKApCTBEHHBIX nperiapaToB?

HaJUIeXKaIeH MPaKTHKH
XpaHEHHA
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23. ObecrieueHa s 3ammTa  nocTtynaromux | myHkr 10 INpasun ontoBoi
NeKApCTBEHHBIX  CPEJACTB NPU  MPOBEACHMH | TOProBIM
TOrpy304HO-pa3rpy304HbIX paboT:

OT aTMOC(PEPHBIX OCAIKOB? myHkT 10 ITpaBmn orrroBo
TOPrOBIH

BO3IEHCTBUA HU3KHUX M BHICOKHX nyHKT 10 [IpaBun onroBon

TeMrepaTyp? TOProBIx

24. Meerca M OTAeNbHas  30Ha (moMellenwe, | myuxr 25 IIpaBun Hajyiexalnei
mxadsy) J1s XpaHeHHs 060py10BaHHUs, MHBEHTaps | MPAKTHKU XpPaHCHWA
M MaTepHaloB sl YOOPKH (OYMCTKHM), a TaKxKe
MOIOIIHX U Je3MHGHULMPYIOMMX CPENCTB?

25, TIpoBoauTcs iu yOopka MoMeIeHuH (30H) Ut myHKT 25 TIpaBun
XpaHeHHs JICKapCTBEHHBIX MPEenapaTos B HaJyIexKaIeil npakTHKH
cootBerctBuH ¢ COIllamu? XpaHCeHMsA

26. OGecrieunBaeT M ycTaHOBKA 0GopynoBanus 1t | myHKT 10 [paBmn xpaHeHHA
XpaHEHHUS JIEKapCTBEHHBIX CPE/ICTB B JIEKapCTBEHHBIX CPELICTB
MOMEILEHMAX JOCTYITHOCTD /IS POBEACHUA
yOopku?

27. JlomyckaeT au oTAeNKa IoMeeHuit (BHyTpennue | myHkt 25 Ilpasun
TIOBEPXHOCTH CTEH, IOTONKOB) Ui XPaHEHHs | HajuIeKalled MPaKTHKH
JIeKapCTBEHHBIX IIPENapaToB BO3MOJKHOCTD | XpaHEHHS;
npoBeJieHus BIaXHOH y6opku? myHKT 6 [TpaBr xpaHeHHs

JIEKapCTBEHHBIX CPEJICTB

28. O6ecncyeHa iy 3aI0UTa TIOMEIECHHH IS myHKT 26 IIpaBui
XpaHeHUd JIEKapCTBEHHBIX MPENaparoB OT Hajyexkaiei MpakKTHKA
MPOHHKHOBEHHS HACEKOMBIX, IPBI3YHOB HITH XpaHeHHUA

JPYTHX )KABOTHBIX?

O6opynosanne (raasa IV IlpaBun Hajiexamell NPAKTHKH XPaHEHHS; IIpaBuiia XpaHeHHS

JICKapCTBCHHbIX cpencTB)

29, Hmeercss 1mu o60pynoBaHue (B XOpOLIEM nyHkT 11 IlpaBun
COCTOSHHH M YHCTOE), IPHUHAJIeKALICEe HaJTeKaIei MPaKTHKH
OpraHu3aliy ONTOBOH TOProBix XpaHEeHUs
JICKapCTBCHHBIMH npenaparaMi Ha npaee
cOBGCTBEHHOCTH WM HA MHOM 3aKOHHOM
OCHOBAHHH?

30. Hnmerorcs nu moMerneHus i XpaHeH s myHKT 17 IIpaBui XpaHeHUs
OTHEOINACHBIX M B3PhIBOOTIACHBIX JIEKAPCTBEHHBIX | JIEKAPCTBEHHBIX CPEACTB
CpencTB, 060pyI0BaHHBIE HECIOPacMbIMH K
YCTOWYHBBIMH CTEJIKAMH U MOJUIOHAMH IO
COOTBETCTBYIOLIYIO HAIPY3Ky?

31. OcHalieHbl 7 TOMeIeHus s XpaHeHus | mynkt 37 Ilpasun
JIEKApPCTBEHHBIX ~ CPeACTB  mpubopamyl  UIf | HajUlexalleil NPaKTHKH
perucTpaLHy NapaMeTpoB BO3yXa: XpaHeHMS,

nyHKT 7 [IpaBui XpaHeHHA
JIEKApCTBEHHBIX CPE/ICTB




TEpMOMETPHI? nyHkt 37 IIpaBui
HaJuIeXalleH MIPaKTHKH
XpaHEeHH;
nyskt 7 IIpaBun xpaHeHus
JIEKApPCTBEHHBIX CPEICTB
CHTPOMETPHI? myHKT 37 IIpaBun
HaJUIeKale NpakKTHKH
XpaHEeHH,;
nyHKT 7 IIpaBui XxpaHeHHs
JIEKAPCTBEHHBIX CPEJICTB
TEpMOTHIPOMETPHI? myHkT 37 IIpaBuin
HaJIeaIleH MpaKTHKH
XpaHEHUS,
nyHkT 7 IpaBun XxpaHeHHA
JIEKapCTBEHHBIX CPE/ICTB
57IEKTPOHHBIE TUTPOMETPHI? myHKT 37 IIpaBun
HaJiJIe)KalleH IIPaKTHKH
XpaHeHUS;
myHKT 7 [IpaBun XxpaHeHHs
JIEKapCTBEHHBIX CPEICTB

32. PasMelueHsl M U3MEPHUTENIBHbBIE YaCTH mysKkT 7 [IpaBri XpaHeHus
npuGOPOB IIsl PErUCTPALIMH TAPaMETPOB BO3JyXa | JeKapCTBEHHBIX CPEACTB
HA PAaCCTOSHAX HE MEHee 3 M OT ABepei, OKOH U
OTONMTENBHEIX MPUOOPOB H Ha BHICOTE
1,5-1,7 M or nona?

33. PazmemeHo i 060pyOBaHHE LIS KOHTPOJIA myHkT 22 [Ipasmn
TeMrepaTypbl B [IOMEIIEHH (30HaX) B HajyIe)Kaliel NpaKTHK!
COOTBETCTBHH C Pe3y/IbTATaMH TEMIIEpaTypHOro | XpaHeHH
KapTUPOBaHMWs, HA OCHOBAHWHU MPOBEICHHOTO
AHANU3a U OLEHKH PHUCKOB?

34, HMeercs TH XONoMwisHOE 000OpyAOBaHKE myukThl 21, 36, 37 IIpaBun
(c yka3aHHEeM HaHMEHOBaHHs, MapKH, HajJIexaIei pakTHKH
HHBEHTAPHOTO HOMEpa, TEMIIEPATYPHOTO PeXHuMa, | XPaHCHHA
€MKOCTH) C pa3sMeLIeHHEM U 00CITy)KHBaHHEM
COMIACHO JIOKYMEHTALIHH T10 €r0 UCIIOJIB30BaHHIO
(3KCIuTyaTalyH):

XOJIOAUIBHBIE KaMepbl? nyHkrhi 21, 36, 37 IIpaBun
HaIeXaIen MpakTHKA
XpaHeHHs
(hapMaLeBTHYECKHE XOIOMMIbHbIE WKA(b! nyHkTHI 21, 36, 37 IlpaBun
WIH XOJIOAWIBHUKH? HaJ/Iexxaled NpaKTHKH
XpaHEeHHU
35. HMeeTcs crcTeMa KOHIUIIMOHUPOBaHMA B myHkrhl 21, 36, 37 Hpasun

MOMEIICHHAX [UIA XpaHeHHd JI€KapCTBEHHBIX
cpencTs?

HaJJIe)Kalneli MpakTHKH
XpaHeHHs,




myHKT 4 [IpaBus XpaHeHHUA
JIEKApCTBEHHBIX CPEICTB

36. HMeeTcs i cUCTEMA BEHTHWIALMH B myHkTsI 21, 36, 37 [pasun
MOMEILECHUAX I XpaHEeHUs JIEKapCTBEHHBIX HajyieKaLiei MpaKTHKY
cpencte? XpaHEHHs,

nyHKT 4 [TpaBwi XxpaHeHus
JIEKApCTBEHHBIX CPEICTB

37. HMeercs M CHCTEMa KOHTPOJIA JOCTyIIa B IynxTe 27, 37 IlpaBun
[IOMEINEHHS VIl XpaHeHHUs JIEKapCTBEHHBIX Haziexanler MpaKTHKH
cpenctB (30HEI)? XpaHEeHUs

38. WmeeTcs M rioMOUp (WM nedaTh) 1is myskT 31 [IpaBun Hajtexauei
orevaTsIBaHKs MKadOB WIH NOMELICHUH B TNPAKTHKH XpaHeHHs
KOTOPBIX XPaHATCA JJeKApCTBEHHBIC NpPeTapaTel,

HOIJIeKALIHE NPEAMETHO — KOJIHYECTBEHHOMY
yuery?
39. Wmeercs i 060pyNOBaHHUE JUTS XPaHCHHS nyrxt 31 [IpaBun HapiexKamei

JICKapCTBCHHBIX rpernapaToB:

NpaKTHKX XPaHEHHU;

nyHkT 29 [IpaBin Hajutexammei
NPaKTHKH XPaHEeHHs;

nyskT 5 [Ipasun xpaHeHHS
NIEKapCTBEHHBIX CPENCTB

cTEMIaXu?

nynkt 31 TIpaBin Hajiexauei
TIPaKTHKHU XPAHEHHS,

nysxt 29 [paBmn HapexaneH
MPaKTUKH XPaHEHHS;

myHKT 5 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

mKahbl METATUTMYECKHE WITH JICPEBAHHBIC IS
XpaHeHHs JIeKapCTBEHHBIX PENapaTos,
NOJIeKALIMX [IPeIMETHO-KOJIMYECTBEHHOMY

yuety?

nyHkT 31 TlpaBun Hajexauei
NPAKTHKH XPaHEHHS,

mynxT 29 [paBun Haexallei
NPaKTHKH XPaHEHHS,

myskT 5 [IpaBun xpaneHus
JIEKapCTBEHHBIX CPELICTB

mkagb1?

nyrkt 31 IIpaBun Hajnexamen
NPaKTHKH XPaHECHHUS;

nyskT 29 [Npasun HajuiexaneH
TPaKTHKH XPaHCHHS,

myHKkT 5 [IpaBun XxpaHeHUs
7E€KapCTBEHHBIX CPEICTB

MOAOHBI?

mynxr 31 INpaBu Haiexanen
TNIPaKTHKH XPaHEHHS,

nynxt 29 [paBun Hauiexalen
MPaKTHKY XPaHEeHH;

nyHKT 5 [IpaBui1 XpaHeHHS
JIEKapCTBEHHBIX CPE/ACTB

MOATOBAPHUKH?

myHkr 31 Ilpapun Hapnexaiei
NPAKTHKA XPaHEHUS;
mynkt 29 [TpaBun HaexKaleH

NPaKTUKH XPaHEHUS;
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myHkT S [IpaBun xpaHeHUs
JIEKApCTBEHHBIX CPEZICTB

40. [Tpouwno jiu 060pyAOBaHKE, OTHOCALIEEC K nyskT 38 TIpaBui Hajutexawei
CPEACTBaM M3MEPEHHIA: MPaKTUKA XpaHEHH,
myHKT 7 [TpaBun xpaHeHus
JIEKApCTBEHHBIX CPEJICTB
TIEPBHYHYO IOBEPKY M (WJIH) KaiGpOBKY 10 nyHkr 38 Ipasun Haanexame
BBOJIA B OKCILTyaTalHIO? MPaKTHKA XPaHECHHUS,
myHkT 7 IIpaBun XpaHeHHA
JIeKapCTBEHHBIX CPECTB
epBUYHYIO NOBEPKY M (WiIH) Kanu6posKy nocse| myHkT 38 Ilpasun Haexamen
peMoHTa? NPaKTHKH XpaHEHUS,
nyHkT 7 [IpaBun XpaHeHus
JIEKapPCTBEHHBIX CPENICTB
TIePHOIMYECKYIO TIOBEPKY U (i) KanuGpoBky | myHkT 38 Ilpasui Haziexale
B ripoliecce MPaKTHKH XPaHCHHUS,
SKCILTyaTalun? myHKT 7 [IpaBun XpaHeHus
JIEKapCTBEHHBIX CPEICTB
41. HmMerores JiH 3anacHeIe IOBEPEHHBIS CPEICTBA nyHKTE 39, 40 Ipasun

W3MEpeHus B CTydae DPEMOHTa, TEXHHYECKOro
o6 ¢y KuBaHMs, TOBEPKH 0O0PYNOBAHUSA U
CPEACTE U3MepeHU?

HaJIeKaIeH NpaKTHKH
XpaHeHus;

myHKT 7 [IpaBun XxpaHeHus
JIEKapCTBEHHBIX CPEJICTB

ciicrBua cy0OBLeKTa 00pamieHHs JIeKAPCTBEHHBIX NMpenaparoB 1o XPaHEHHIO.

OKYMEHTHI 110

XPAHEHHUI0 JIEKAPCTBEHHBIX NPENAPATOB (CTATHA 58, mynkt 3 craTon 9 61-@3; raase V, IV Ipasua

HaLIeKAMel TPAKTHKHA XpaHenns; [IpaBr/Ia XpaHeHHs JIEKaPCTBEHHBIX CPE/ICTB)

42, Ocy1iiecTBiseTcs M U3y4eHHE pacTpeICICHHA myHkt 22 IpaBun Haanexamei
TeMIepaTyphl (Jajee - TEMIIEPaTypHOe MPaKTHKH XPaHEHHS
KapTHpOBaHuUe) Ui obecreuenus TpeGyeMbIx
YCJIOBUI XpaHEHHU JIEKapPCTBEHHBIX NPENapaToB B
IOMEILEeHUAX (30HaX), UCMIONB3YEeMBbIX LA
XpPaHEeHHUst JIEKapCTBEHHBIX MPenapaTos?

43, PasmeleHo JiM o6opyaoBaHHe i KOHTpOJs | myHKT 22 ITpaBun HaJIeKaleH
TeMrepaTypbl B  ITIOMEIIEHHMSX (30HAX) B | NPAKTHKH XpaHEHHUS
COOTBETCTBHM C pe3y/bTaTaMH TEMIIEPaTypHOTO
KapTHPOBAHHSA?

44, TTpoBOOUTCS JIX TIOBTOPHOE TEMIIEPATypHOE myHkT 22 [TpaBun HajuIexKalleH

KapTHPOBaHHeE VI KOHTPOJIA TEMIIEPaTyphl B
NOMELIECHUAX (30HaX) B COOTBETCTBHMH €
pe3y/nbTaTaMH aHaJIi3a PUCKOB, a TakXKe MpH
M3MEHEHHAX B KOHCTPYKLHH MOMEIIEHHs (30H)
wiu obopynoBaHus?

NPaKTHKH XPaHEHHS
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45, OcylIecTBIsA€TCA JiM NpOBEpKa COOTBETCTBHA | IMYHKT 46 TIpasun HaIexKaIEH
IPHHEMAEMBIX ~ JIGKAPCTBEHHBIX  MPENapatoB | MPAKTHKW XpaHCHMA,
TOBaPOCONPOBOJUTEIEHOM JOKYMEHTALIMH:

I10 aCCOPTHMEHTY M KOITHYECTBY? myHKT 46 [IpaBiT HaUIeKAMIEH
MPaKTHKHN XPaHEHHS

Mo Ka4yecTBy? nyHKT 46 [IpaBun HajuiexaueH
NPaKTHKH XPaHEHHST

10 COG/O/ICHHIO CIELMATIBHBIX YCIOBHHA myHkT 46 [IpaBua Haexamei

XpaHeHus (MPH HATHYMM TaKOro TpeGoBaHUA B | MPAKTHKH XPAHCHUS

HOpMATHBHOI NOKYMEHTALUH Ha

neKkapcTBEHHBIN Npenapar)?

[10 HAJIMYHIO NOBPEXKICHUH TPAHCTIOPTHON mynkT 46 TIpaBun Hayexamen

Tape1? TIPaKTHKH XPaHEHHS

46. Cremnaxu (Iukadbl) 11 XpaHSHHS myskt 29 IpaBun Hapexamen

JIEKapCTBEHHBIX NPENapaToB: NIPaKTHKHA XpaHEHWS,
mynkT 49 IpaBun HaJuTeXaen
MPaKTHKH XpaHEHHA
[IpOMapKHpPOBaHbl U7 nynkr 29 [TpaBun Hajnexauen
MPaKTHKH XpaHEHHS,
nyskT 49 [Tpaun Hapexkawmei
NPaKTHKHA XPaHEHUS
MMEIOT JTH CTeJUTaKHBIE KapThi? nyHkr 29 IIpaBun Hajexauei
TIPAKTHKH XPAHEHHS,
ryHKT 49 TIpaBui HaexKalei
MIPaKTHAKH XPaHEHUS
MpUMEHSETCS JTH 3JIEKTPOHHAA CHCTeMa nyHkT 29 [IpaBui Haaexallei
TIpH NOMOIIM KOZOB) 06pabOTKH JaHHBIX NPaKTHKH XPaHEHHU,
BMECTO CTEJUIAKHBIX KapT? nyHkT 49 IIpaBun HajexaleH
MPaKTUKH XPaHCHUS
47. Pa3MelleHbl JIH JIEKAPCTBEHHBIE NpenapaThl B | MyHKT 49 ITpaBui HaJexamen

MIOMEIIEHUAX M (WIM) 30HAaX MIJIA XpaHCHHA
JIEKapCTBEHHBIX NPENaparoB ¢ y4eTOM:

NPaKTHKH XPaHEHHUA

(QU3NKO-XMMHYECKUX CBOMCTB JICKAPCTBEHHBIX
npenapaToB?

TOAIMYHKT «a» MyHkKTa 49
[MpaBun HaUIeKALIESH
NPAKTHUKH XpPaHEHHA

dapmakosorHueckux rpymnn?

TIOAMYHKT «&» myHKTa 49
Tlpasun HajyIeKaIIEeH

MPaKTUKH XpaHCHUA
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cT10c06a BBE/ICHHA JIEKAPCTBEHHBIX MPETapaTos?

TIOQIYHKT «B)» MyHKTa 49
[paBw HayIeXaIeHn
NPAKTHKH XpaHEeHHs

48. OcyIecTBISETCA JIH XPaHSHHE JICKApCTBEHHBIX | TTYHKTBL 44, 47 Tlpasun
MpenapaToB ¢ YUeTOM: HaIeXKaIe NpakTHKU
XpaHEHHS;
TpeGoBaHNii HOPMATHBHOM JOKYyMEHTALWH, myHKTeI 44, 47 Ipasun
COCTaB/IAONIEH PErHCTPALiMOHHOE I0ChEe Ha HaJUTIeKAIeH NMPaKTHKH
ekapcTBEHHBIH penapat? XpaHCHH;
MHCTPYKLUH TI0 MEAHUIIMHCKOMY npuMeHennro? | myHKTe 44, 47 Ilpasun
Ha/JIeKaleH ITPaKTHKH
XpaHEHHUS,
nHbOopMAaLIH, CoAepHKAILEHCA Ha nepBudHOM 1 | myHKTHI 44, 47 IIpaBin
(WTK) BTOPUYHOH YNaKOBKE JICKapCTBEHHOI0 HaJIeXKaIe PakTHKY
npenapara ¥ TPaHCIIOPTHOH Tape? XpaHCHHUA
49. OcyliecTBISEeTCS JIM XPaHeHHe OTHEOTNACHBIX M | MyHKT 51 IlpaBun
B3PBIBOOITACHBIX JIEKAPCTBEHHBIX MTPENapaToB HaJUTeXXALIeH NPaKTHKH
BZAJIHA OT: XpaHeHHA
OrHA? myHkr 51 Ipasun
HaJyIeKalle NPaKTHKY
XpaHCHHS
OTOMMTE/bHBIX MPHOOPOB? myskt 51 [Tpasmt
HajuIeKaIEeH MPaKTHKH
XpaHeHHs
NpPAMBIX COMHCUHBIX TydeH? nyHkT 51 TIpasun
HajyIeKamei npakTHKH
XpaHeHHs
50. XpaHsTCs T CBETOMYBCTBHTE/ILHBIC myHKT 52 [1paBun
NIeKapCTBEHHBIE MPENapaTsl B 3aIMIICHHOM OT HaJUIeKallel MPaKTHKA
cBeTa MecTe? XpaHEeHUs;
myHKTH 24-26 Tlpasut
XpaHEeHM: JIEKapCTBEHHBIX
CPEACTB
51. Co3/1aHBl JIH YCIIOBHA B MOMEIICHHAX UL mynkts! 21, 47 INpasun
XpaHEeHUHM BIarovyBCTBUTE/IBHBIX JIEKapCTBCHHBIX Hajiexalnei NpakTHKH
cpencts? XpaHEHHs,

mydkt 29 TIpaBun XpaHeHus
JIeKapCTBEHHBIX CPE/ICTB
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52, H3zonupyroTes M CHeLHaIbHO nynkt 55 Tpaun Hapexauei
IPOMapKUPOBAHHBIE JIEKapCTBEHHBIE MPenaparel, | MPaKTHKHA XpaHEeHHA
npeIHa3HAYEHHbIE 1 YHUYTOKEHHs?

53. HzonupyroTes ny: myskT 30 TTpaBun HaIexamei

MPAKTUKH XpaHEHHS
JIeKapCTBEHHBIC TIPEeNaparsbl, B OTHOIICHAN nynkT 30 [IpaBmn Hajamexauei
KOTOPBIX IIPHHATO PELICHHE O NPHOCTAHOBICHHH | MPAKTHKK XpaHCHUS
nprUMeHeHHs?
JIEKApCTBEHHBIE TIpenaparhl, B OTHOEHHH mysdxT 30 [TpaBun Hajutexamen
KOTOPBIX NMPUHATO PelleHHe 00 H3BATHHU H3 NPaKTUKH XPaHCHUS
obparuernsn?
danscrpUIMpoBaHHbIE, HENOOPOKAYECTBEHHBIC H | MyHKT 30 IlpaBw1 HA/UIEKALIEH
KOHTpa(haKTHBIE JIEKAPCTBEHHBIE NMpenaparsl? MPaKTHKH XpaHEHHA

54, HMeroTcs i JOKYMEHTBHI, OITHCBIBAIOIIME myHKTHI 41-43 IpaBun
JeHCTBYS, BEIOMHAEMbIE CYOBEKTOM OOpAIlIeHHs | HajUIeXallledl NpakTHKA
JIEKapCTBEHHBIX I1pETapaToB M HAIIPaBJICHHBIC Ha XpaHCHHA
cobmonenue TpeGoBaHUI, YCTaHOBJIEHHBIX
IMpaBwiaMu HaIeKaMEH MPAKTHKY XPAHCHHUS:

CTaHJapTHbIC ONEPALHOHHbIC MPOLETY Db myHkTs! 41-43 [IpaBun

(COIls1)? HayIeKalel MpaKTHKH
XpaHeHHs

HHCTPYKLIH? myHKTHI 41-43 TIpaBun
HayIe)KalleH NPaKTHKH
XpaHEeHHus

NOroBopb1? rmyHKTHl 41-43 TIpaBun
HaJyIeXamed paKTHKH
XpaHeHUs

0TueTHI (CBOJIHBIE Xy PHAJIEI)? myHkTHl 41-43 IIpaBun
HaJJIeXaluen npakTuKu
XpaHeHHs

55. Benercs i y4eT JEKapPCTBEHHBIX CPEACTB C nyskT 11 IIpaBun XxpaHeHus
OTpPaHHYEHHBIM CPOKOM TOJHOCTH Ha OyMaXXHOM | JISKAPCTBCHHBIX CPE/ICTB
HOCHTEJIE HITH B SJIEKTPOHHOM BHJIE C
apxuBaLue?

56. Umeercs i pa3paboTaHHBIA M YTBEPIKICHHBIA myHKT 24 TIpasun
KOMILIEKC Mep, HalpaBjeHHbIH Ha MHHHMH3AIIHIO HaJuIexaen

pHCKa KOHTaMHHAIIHH JIEKApCTBEHHBIX
TpeTiapaToB, ¢ Y4ETOM YC/IOBUH COOIIONeHHA
3aIUTEL OT (PAKTOPOB BHELIHEH CPEIbl C
oopmIieHHEM:

NPaKTUKH XPaHCHHS

COITogr?

NpHKa3oB? nyHkT 24, 41 IIpasun
HaJyIexalnei
MPaKTHKH XPaHEHHS
myHKT 24, 41 Tpaeun

HaUIeXKaleH
NPaKTHKH XPaHEeHUS
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HHCTPYKLMH?

nyHkT 24,41 Tlpasun
HaJUIeXale
NpPaKkTHKH XPaHCHUs

57.

Peructpupyrorcs b1 pe3yJIbTaThl
TEMITEPAaTYPHOTO KapTHPOBaHHUS u
BIKHOCTH B CIIEHMATBHOM JKypHAI (KapTe)
perucTpanyuy Ha GyMa)kHOM HOCHTEINE H
(¥M) B 3IEKTPOHHOM BHJIE €XKEIHEBHO,
B TOM YHCJIE B BBIXOIHBIE H IPa3JHHYHbIC
nau?

mynkt 21 TpaBun Hajexamen
NPaKTUKH XPaHEHHS,

myHKT 23 TIpaBui HaIeKaleH
MPaKTHKH XPaHCHHU,

nyskt 7 IlpaBun xpaHeHU

JIEKAPCTBEHHBIX CPE/ICTB

58.

XpaHaTcs N JKypHauIel (KapTbl) perucTpalyu
TEMIEPaTypPHOTO KApTHPOBaHUS B TCUCHHE IBYX
ner?

myukr 21 IpaBun Hagnexamei
TIPaKTHUKH XPaHEHHS,

nyHkT 23 [IpaBuI HauIEKaLIEH
MPaKTHKU XPaHEHMS,

myHKT 7 IIpaBun XpaHeHHs
JIeKapCTBEHHBIX CPENICTB

59.

Co6mro1aeTcs Ji 3arpeT Ha COBMECTHOE XpaHeHHe
B OJHOM TEXHHYECKH YKPETJIEHHOM MMOMEIICHHH
JIEKapCTBEHHBIX IIPEIIapaToB, MpPeayCMOTPEHHBIX
nyaktoM 32 IlpaBmwn Hajexaiuei  MPaKTHKH
XpaHeHuss, M JIEKapCTBEHHBIX  IMPENaparoB,
coneprKaux CHJIbHOAEHCTBYIOIHE WIH
AJIOBUTHIE BellecTBa?

myHkT 34 [IpaBun Hapiexamei
TIPAKTHKH XPAHEHHUA

60.

Cobnrojaercs 1M 3anpeT Ha XpaHeHHE B

myukt 20 IIpasun Hapnexamei

TIOMEIIIeHMIX XpaHEeHHUA JIEKapCTBEHHBIX | MPaKTHKH XPaHCHHA
MpenaparoB:
NMIIEBBIX MPOTYKTOB? mynkt 20 [paBwi Haanexamei
TIPaKTHKH XPaHEHHUA
TabayHbIX W3JETUi? myHkt 20 [Tpasun Hagnexamei
TIPAaKTHUKH XPAHEHUA
HAITUTKOB? myHkt 20 [TpaBun HaaIexalen
NPaKTHKH XPaHEeHHs
JIEKAPCTBEHHHIX npenaparos,| myHkt 20 [TpaBun HaiexaleH
TpeIHA3HAYeHHBIX JUIA JIMYHOrO MCIOJB30BaHMA| NPAKTUKH XPaHEHUS
paGoTHHKAMH?

(nomxnOCTs H ®VIO NODKHOCTHOTO JINLA, 3aMI0THHBIIETO IIPOBEPOYHBIi JIUCT, MIOJIIHUCH, Jata)

(momxHOCTE B ®UO OKHOCTHOTO JIHIIA FOPHIMYECKOro JTHIIA, IPHCYTCTBOBABIIETO IPH
3aI0JTHCHUH IPOBEPOYHOTO JINCTA, MOANKCh, IaTa)




[Tpunoxernue Ne 2

x npukasy DezepaibHON cIty OBl

110 Haa30py B chepe 3paBoOOXpaHEHUs
ot )94120/X No ’

®opma

IIpoBepoYHbIi JIHCT
(CHMCOK KOHTPOJILHBIX BOIPOCOB),
ucnoJb3yemblii MegepansHOi cayx60ii mo Haa3opy B cepe 3ApaBOOXPaHEHUH
U ee TEPPHTOPHAILHBIMH OPraHaMu NpPH NPOBECHHH IUIAHOBBIX MPOBEPOK NPH
ocymecTBIeHUN ¢eaepaTbHOro rocyiAapcTBeHHOro Haj3opa B chepe oOpameHns
JeKapPCTBEHHBIX CPeICTB
(xpanenHe JeKapCTBEHHBbIX NPEeNapaToB AJIst MeIMIHHCKOr0o NpHMEHEeHH A B
MeHIMHCKOH OpPraHA3alHi H HHBIX OPraHU3alHAX, HMEIOUHX JIMIEH3HI0 HA
MeIHIHHCKYIO 1eSTeJbHOCTD)

(Ha¥MEHOBaHUE OPTaHa, OCYIECTRILTONIEr0O IIaHOBYIO TIPOBEPKY)

1. Bun roCcyIapCTBEHHOTO KOHTpOJIA (Hamzopa)

2. Ilpenmer [JIAaHOBOM IIPOBEPKHM IOPHAMYECKMX JIHI H WHIUBULYATBHBIX
npennpnﬁnmaTeneﬁ OTpaHUYUBACTCS 06513aTeNbHBIMY TPeOOBaHUIMH, co0oeHue KOTOPBIX
gBIsSeTcs Haubojiee 3HAYMMBIM C TOYKH 3PEHMsA HCIOIYIICHHA BO3HUKHOBEHHS YTIPO3bI
NpUYHHEHHA Bpeia XXU3HH, 310POBBIO rpaXkiaH, H3JI0)KCHHBIMU B ¢ opMe IIPOBEPOTHOIO JTHCTA
(cmcKa KOHTPOJIBHEIX BOIIPOCOB).

3. HauMmeHoBaHWe IOPHIUYECKOro JIMLA, daMuausa, UMs, OTYCCTBO (Ipu  HATMIHHA)
WHIWBUIYIBHOTO peAIpHHIMATES.

4, MecTo HpOBEJEHHs IUIAHOBOW MPOBEPKH C 3aMOIHEHHCM NPOBEPOYHOrO JIUCTA!

5. PeKkBM3KTHI PHKA3a O IPOBEJCHNH IUIAHOBOK MPOBEPKHU: OT Ne

6. YdeTHBI! HoMep IIPOBEPKH U IATa PUCBOEHHS YIeTHOIO HOMEpA MPOBEPKH B EnvHOM
peecTpe MPOBEPOK!

7. JloJDKHOCTS, GaMMyIHEsl ¥ MHHUIHMATIBL IOTDKHOCTHOTO JiHld (yMII), TPOBOISAIIErO(UX)
TUIAHOBYIO TTPOBEPKY:

1. ;

2. ;

8. [lepeueHs BOMPOCOB, OTPAXKAOLIMX CONCPIKAHNE 00s13aTebHBIX TPeOOBaHHI, OTBET Ha
KOTOpBIE OFAHO3HAYHO CBHUACTEIIBLCTBYCT O COBIIONEHNY U HECOOIIOIEHHH IOpPUINICCKIM
JTHLIOM, HHAMBUAYATIbHEIM TPEeANPHHAMATE/ICM 0043aTeNIbHBIX TpeOoBaHM#, COCTABIAIOMIHX
npeaMeT IPOBEPKU:
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PexkBH3HTBI BoiBoa o
HOPMATHBHBIX BBINOJIHEHHA
Ne Bonpocskl, 0Tpaxkalmue coxepxanmne NPaBOBBIX AKTOB, TpeGoBaHni
n/n 06s3aTeIbHBIX TPeOOBaHNH € YKa3aHHEM HX

CTPYKTYPHBIX ¢IHHHMII, aa HeT
KOTOpPbIMH
YCTaHOBJICHBI
oGs13aTe/IbHbIE
TpedoBaHus

denepaabublii 3akoH ot 12 anpess 2010 r. Ne 61-@3 «O6 o6pameHHH JIEKAPCTBEHHBIX CPEICTB
(CoGpanue 3axoHoxatenbcrBa Poccmiickoii ®exepaunu, 2010, Ne 16, ct. 1815; 2016, Ne 27,
cr. 4283) (manee - 61-@3); IlpaBmia Hajjekamed NPAKTHKH XPAaHCHHA H TNEPEBO3KH
JeKaPCTBEHHBIX HPENapaToB /Ui MeJHIHHCKOIO NPHMEHEHHs, YTBEP:KIACHHbIE MPHKA30M
Munncrepersa 3apaBooxpanenns Poccmiickoii ®enepammu ot 31 asrycra 2016 r. Ne 646n
(3aperncrpmpoBan MunmcteperBoM focTHnmH Poccnmiickoii ®enepanun 9 sHBaps 2017 r.,
perdcrpauuonnsiii Ne 45112) (nanee — [Ipasniia HajuieKamel MPaKTAKH xpanennsn); IIpaBniaa
XpaHeHHs JIEKAPCTBEHHBIX CPECTB, YTBePAIeHAbIe NPHKA30M MHHHCTEPCTBA 3APABO0OXPAHECHA
M coummaibHoro passuTusi Poccmiickoii @enepanum or 23 aeryera 2010 r. Ne 706m
(3apermcrpuposan MununcrepcrsoM 1ocruunn Poccuiickoit ®@exepanun 4 okTsaopa 2010 r.,
perncrpamuonnbiit Ne 18608) ¢ M3MeHeHHMAMH, BHECeHHbIMH NpHKa3oM MHHHCTEPCTBA
3ApaBOOXpAaHEHHs M CONHAAbLHOro paspurus Poccmiickoii ®enepanmu ot 28 nexadps 2010 r.
Ne 1221u (3aperncTpupoBan MumuncrepcTBoM IocTHIHH Poccuiickoii @enepanuu 4 ¢enpais
2011 r., perucrpanuonnbiii Ne 19703) (nasee — [Ipauia XpaHeHHs JIEKaPCTBEHHBIX CpelacTB)

CucteMa __ofecriedyeHHS  Ka4YecTBa XpaHeHMS H _TEPEBO3IKH JICKAPCTBEHHLIX TNPENAPaATOB

(craTbs 54 61-®3; raaea I, mynkrs! 3 - 6 Ilpasua Hajiekamell IPAKTHKH XPAaHEHH)

1. VTBepXKIeHs ~JM  pyKoBomuredeM  cyOmekra | myHkT 3 [lpaBun HajutexareH
o0pallieHHs JTeKapCTBEHHBIX CPEACTB CTAHAAPTHBIC | MPAaKTHKM XpaHEHHUS
oneparMoHHbIe npoueayphl (fanee — COLD?

2. |Onpenenena nu oTBETCTBEHHOCTE PaGOTHHKOB MOITYHKT «6» myHkTa 4
Cy6bekTa oGpaleHust JeKapCTBeHHBIX npenaparos 3a | IlpaBwn HaJUIeXalleH
HapyuieHHe TpeGOBaHMM, yCTaHOBIIEHHBIX TIPaKTHUKH XPaHEHUS
HacTosmuMH [IpaBunamu?

3. |Ha3nayeHo ¥ pyKOBOOHTENEM  JIMLIO nyHskt S [TpaBun Hautexanei
OTBETCTBEHHOE 32 BHEAPeHHe U obecneyeHne TIPAKTHUKH XPAHEHHUSA

CHUCTEMBI KauecTBa?

IMomeIlmeHHs AJI5 XpaHeHNsl JIEKAPCTBEHHbIX npenaparos (cTarbs 58 61-®3; rnasa IV IIpasun sapaexamen
NPaKTHKH Xpanennsi; [IpaBuia XpaHeHAs JIEKAPCTBEHHbIX CPEACTB)

4. Ob6ecrieynBaloT M TOMEIEHHA i xpaHenus [nyHKT 12 IIpaBun Haanexamen
JIEKapCTBEHHBIX IMPENapaToB: MPAKTUKY XPAHCHHS
Ge30IacHOe pa3/ieNIbHOE XpaHeHHE? nyHkT 12 TTpaBun Haanexamei

MPAKTUKHU XPaHCHHA

nepeMelleHHe IeKapCTBEHHBIX MpenapaTos? nyukt 12 [IpaBun Hagnexauen
PAKTUKH XPaHEHUA
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5. VMeeTcs mu 00O03HAYEHHAs 30HA WIM OTAENBHOE  [MyHKTHI 15, 16 IlpaBun
MOMEIIEHHE 1A NPHEMKH JIEKAPCTBEHHBIX aJuIexaneil NpaKTHKH
npenaparos? paHeHUA
6. | MMerorcs mu oGo3HAa4eHHBIE 30HbI WM OTACHbHBIE [MYHKTHI 15, 16 TIpaBun
MOMEIIEHHST XPaHEHHs JIEKapCTBEHHBIX HajIexallel IpaKTUKH
TpPEnapaToB, TPEOYIOLMX CICUHANBHEIX YCIOBHI? F(paHeHPm
7. HiMeeTcs JiM U1 XpaHEeHU BhIAB/ICHHBIX nyHKTH! 15, 16 IIpasun
danbcuUUMPOBaHHBIX, HEIOOPOKAYECTBEHHBIX, HaUTeXKaIei PakKTUKH
KOHTpadaKTHBIX JIEKAPCTBEHHbIX NIPETNapaToB: XpaHEeHHA
06o3HaueHHas 30Ha? myHKTH! 15, 16 IIpaBun
Ha Ie)Kallel TPaKTHKH

paHeHHs
OT/ENIbHOE TIOMeIeHHe? kthl 15, 16 Tlpasun
ajyIexKaliel NpakTHKH

paHeHHs

8. VimeeTcs md  0GO3HaYeHHAs 30HA WM OTAENbHOe  [myHKTHI 15, 16 Ilpasmin
roMelnenre, oGecneynBaroiue TpeGyeMble YCIOBHS  [Hazexkallell PakTHKHU
XpaHeHHUs JIEKapCTBEHHBIX MPENapaToB, i X paHECHHS
KapaHTHHHOTO XPaHEHHs JIEKapCTBEHHBIX
npenaparos?

9. HMeeTcs I B TIOMEILLEHHIX M 30HAX, myHkT 17 IlpaBua
MCIIOJB3YEMBIX [UIS XPaHEHUs JIEKAPCTBEHHBIX HajyIexalIei MpaKTHKH
npenapaTrop ocBeLleHHe? XpaHEeHHU

10. | MMeeTes i1 BaIMOAHMPOBaHHAsS CHCTEMa, myHkT 18 IIpapmi
pasmessoLIas 30Hb! XPAHEHHA? HaJUIeKallei MpaKTUKA

XpaHeHHA

11. | Otnenensl mu agMHHHUCTPATHBHO-OGBITOBBIE myHKT 19 IlpaBun
TIOMEIIEHM OT 30H XpaHEHHUs JT€KapCTBEHHBIX HajyIexxauiei MpaKTHKH
npenaparos? XpaHeHUs

12. | Umeercs tn oraenpHas 30Ha (MOMEILEHHE, myHkt 25 IIpaBun
mKadbl) 11 XpaHeHus oG0Py I0BaHNA, HHBEHTaps M | HaJUIekalleH MPaKTHKA
MaTepuasIoB Uit yOopku ? XpaHEHHs

13. | Iposoautcs 1 yGopka noMenieHui (30H) wist nyHKT 25 TIpaBun
XpaHEeHHs JIEKAPCTBEHHBIX MPENapaToB B HaJyIeXKameH NPpaKTHKA
cootBercTBuu ¢ COIT? XpaHeHust

14. | YcraHoBka o6opyaoBaHHA UL XPaHEHUA myskT 10 IlpaBun xpaneHus
JIEKAPCTBEHHBIX CPEJICTB B NIOMELIEHUX, JIEKapCTBEHHBIX CPENICTB
obecrne4ynBaeT JIM JOCTYITHOCTD JUIA MPOBEACHHSA
y6opku?

15. | Jomyckaer nu oTmenka momerueHuit (BHyTpeHHue | myHkT 25 IIpasun

NMOBCPXHOCTH CTCH, l'lOTOJ'lKOB) I XpaHCHHA HaJIexanei MpaKTHKH
JICKapCTBCHHBIX  TPETIApaTOB BO3MOXHOCTD | XpaHCHUS,

pOBENEHHUS BIaXKHOH yOOpKU?

myHKT 6 [IpaBun XxpaHeHus
JIEKAPCTBEHHBIX CPEJICTB
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16. | Obecreyena nu 3alKUTa TOMEIUEHNH U XpAHCHUA | ITYHKT 26 ITpaBun
JNIeKAPCTBEHHBIX IPenapaToB OT NPOHMKHOBCHHA HaJUIeXKaILeH IPaKTHKA
HAaCEKOMBIX, TPBI3YHOB WJIH ApYTHX? XpaHEHH

O6opynosanue (raasa IV Ilpasma Hagaexameii mpakTuku xpanenus; [IpaBuia XpaHeHHs
JIeKapCTBEHHBIX CPEJICTB)

17. | OcHameHsl s TMOMEIMEHWs Ui XpaHOHHA | IMTyHKT 37 Ipasun
NeKapCTBEHHBIX ~ CPeAcTs  mpubopamu  AUTA HazyiexKaIei NpakTHKH
perrcTpaLyy NapaMeTpoB BO3/TyXa: XpaHEeHH

myHKT 7 TIpaBwi XpaHeHHA
JIEKAPCTBEHHBIX CPEJICTB

TepMOMETPEI? myHkt 37 [pasui
HaJJIeKaeH MpakTHKH
XpaHEHHS,

ryHKT 7 IIpaBui xpaHeHUA
JIEKapCTBEHHBIX CPE/ICTB

UTPOMETPBI? myskT 37 [TpaBun
HajuTexanieil MpakTHKA
XpaHCHHS,

nyskT 7 [IpaBun XxpaHeHHs
JIeKapCTBEHHBIX CPE/ICTB

TepPMOTHTPOMETPHI? nyHkt 37 Ipasun
HaJuIexaned NpakTHKN
XpaHeHUS;

nyskT 7 IlpaBui xpaHeHUs
JIEKapCTBEHHBIX CPEACTB

5/IeKTPOHHbIE THIPOMETPBI? nyHkT 37 Ipasun
HajyIexKaleH MPaKTHKA
XpaHEHH,

myHKT 7 [IpaBui XpaHCHHA
JIEKApCTBEHHBIX CPEACTB

18. | PasmeleHbl JIH M3MEpPHTEbHBIC 9acTH PHOOPOB nyHkT 7 [TpaBuii xpaHeHus
JUIs pETMCTPALUK 1ApaMeTPOB BO3yXa Ha NEKapCTBEHHBIX CPEICTB
PAcCTOSIHUM He MeHee 3 M OT IABepeH, OKOH 1
OTONMUTENBHBIX IPUGOPOB 1 Ha BhIcOTe 1,5 - 1,7 M

ot noyia?

19. | Umeercs nu xonoauiabHOe 0G0pyAOBaHHE mynkrs! 21, 36, 37 IIpaBun
(c yxasaHHeM HaMMEHOBAHHS, MapKH, HHBCHTAPHOTO HaJUIeXKaleH NpaKTHKA
HOMepa, TEMIIEPaTyPHOTO PeXUMa, €MKOCTH) C XpaHCHHA

pa3MeleHHeM B OGCJI}')KHBaHHeM COrjiacHoO
JOKYMEHTaLHH 110 €ro UCroJib30BaHHUIO

(3KCILTYaTaLHH):
XOJIOAWIBHBIE KAaMEPhl WK CICLIMAIbHO mynktet 21, 36, 37 [1pasun
0GopyOBaHHOE TIOMEIIEHHE? HaJJIeXaIleH NPaKTHKY

XpaHeHHs
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(papMaLieBTHHECKHE XOTOMUIBHBIE MIKADEI mynktel 21, 36, 37 [Ipasun
HITH XONOXWIBHIKH? HaUTIeXaIei MPaKTHKH
XpaHeHHs
20. | Umerores 1M CHCTEMbI KOHIHIMOHMPOBaHHUA B myHktel 21, 36, 37 [pasun
NIOMEILEHUAX JUI1  XPaHEeHHs JIEKapCTBEHHBIX HaJyIeXalnei NpaKTHKK
cpencts? XpaHCHHS,

nyHKT 4 ITpaBui xpaHeHus
JIEKApPCTBEHHBIX CPEICTB
21. | Umeercs H cucTeMa BEHTHIALMHM B ITOMEIICHUAX mynkrs! 21, 36, 37 TTpaBun
JUTS XpaHEHHS JEKAPCTBEHHBIX CPencTB? HaJJIexkKaIe TpaKTHKH
XpaHEHUs;

nyHKT 4 ITpaBun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

22. | UMeetcs Jid B TOMEIICHUAX JUIST  XPaHEHHA nyHkTh! 21, 36, 37 IIpaBun
JIEKapPCTBEHHBIX CPEACTB CHCTEMa KOHTPOJA HaJyIeXKallel PaKTHKH
JOCTYyIIa B TIOMEIIEHHs (30HBI)? XpaHCHHs

73, | Vimeercs nu mwioMGup (Wid nevats) ( npu Hamwumy) | myHkT 31 Tlpasmn

I OmedYaThiBaHMs INKadoOB WIH NMOMEICHHH B HaJJiexallei

KOTOPBIX XPaHATCS JIEKAPCTBEHHBIC MPENaparsl, MPAaKTHKYA XPaHEHUA

NOIEKALIHeE MPeIMETHO — KOJIMYECTBEHHOMY

yuety?

24. | Wmerorcs nu AN XpaHSHHs JIEKApPCTBEHHBIX myHKT 31 TIpaBun

MpenapaToB: HaJiexaniei
NPaKTHKA XPaHCHHUS;
nyHkT 29 [Ipasun
Ha[yie)kaei NpakTHKA
XpaHEHHA

myHKT 5 IIpaBui XpaHeHHs
JIEKApPCTBEHHBIX CPENICTB

cTennaxu? nyHKT 31 IIpasun
HaJIexKalleH

TIPaKTUKH XPaHCHHS,
nyHkT 29 IIpaBun
Ha/UIe)KaleH npakTHKH
XpaHeHus,;

myHkT 5 [TpaBui XpaHeHUs
JIEKapCTBEHHBIX CPE/ICTB

kadypl META/VIMYECKUE WK ICPEBAHHBIC U131 myHkt 31 IIpasun

XpaHEeHHs JTeKapCTBEHHbIX NPENapaTos, HaJexKaleH

nojyieKalux NpeaMeTHO-KOJIMYCCTBCHHOMY IIPaKTHKHW XpaHCHUA,

yueTy? myHKT 29 IIpasun
HaJIeXalen NpakTUKY
XpaHEeHH,

nmyHKT 5 IIpaBui XpaHeHHUA
JIeKapCTBEHHBIX CPE/ICTB

xadu1? kT 31 ITpaBun
myH p

HaJUIeXaIneu

NPaKTHKHA XpaHEHHUS,
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myHKT 29 IpaBun
HaJJiexamen NpakTHKH
XpaHEeHHS;

myHKT 5 [IpaBui XpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

MOaIOHBI?

myHKT 31 IlpaBun
HaJyTeXame

MpPaKTAKU XPaHECHHS,
myHKT 29 IIpasui
HaAJIeKaIel NpakTHKH
XpaHeHHs;

myHKT 5 [IpaBui XpaHeHHs
JIEKapCTBEHHBIX CPE/ICTB

MOJITOBAPHUKH?

nyHKT 31 [1paBun
HaJnexamen

MPaKTUKY XPaHEHWA,
myHKT 29 IIpasun
HaJJIeKalel NpakTHKH
XpaHEeHH;

myHKT 5 IpaBui xpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

25. | Ipowuwno nu o6opynosanue, OTHOCsIIeeCs K
CpelcTBaM U3MEPEHHMIA:

myHkT 38 [Ipasmn
HaJTeXaIei MPaKTHKH
XpaHEeHHs;

myHkT 7 IIpaBuit xpaHeHus
JIEKAPCTBEHHBIX CPECTB

NEPBUYHYIO TIOBEPKY H (HIIH) KaTHGPOBKY /10
BBOJIa B SKCIUTyaTaLIO?

myHKT 38 IIpaBun
HaJIeXKalleH IMPaKTHKH
XpaHEeHH;

myHKT 7 IIpaBui XxpaHeHust
JIEKapCTBEHHBIX CPENICTB

nepBHYHYIO IIOBEPKY H (MIIM) KATHOPOBKY 1ociie
peMoHTa?

nyHkT 38 Ipasun
HaJAJeXaleH IpakTHKH
XpaHEHHMS,;

myHkT 7 [IpaBmi XpaHeHHs
JIEKapCTBEHHBIX CPE/ICTB

NepHOANYECKYIO TIOBEPKY U (MIIH) KamuOpOBKY B
npouecce KCILTyaTalluu?

myHKT 38 IIpaBui
HaaJIe)KalleH NIpaKTHKH
XpaHeHHs;

nyHKT 7 I[IpaBui xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

26. | UmeroTcsa v 3amacHble MOBEPEHHBIE CPEICTBA
M3MEpPEHHs B CITy4ae PEMOHTA, TEXHHYECKOro
06cITy>KUBaHKS, TIOBEPKM 000PYIOBAHUS U CPEICTB
H3MepeHus?

nyHkTHI 39, 40 TIpaBui
HaJJIe)Xaneil MpakTUKH
XpaHeHus;

myHKT 7 IIpaBun XpaHeHHs
JIEKApPCTBEHHBIX CPEJICTB

elicTBHsl cyObekTa o0paleHns JeKAPCTBCHHBIX NpenaparosB 1o XpaHCHHIO.

OKYMEHTbLI IO

XPAHEHHIO JIeKAPCTBEHHbIX NPENapaToB (CTaThi 58, mynxT 3 craTbu 9 61-®3; rnaswt V, IV IIpaBua

‘Ha/Texameil IPaKTHKH XpaHenus; [IpaBuiIa XpaHeHHs JIEKAPCTBEHHBIX CPECTB)




27.

COOTBETCTBYIOT JIA CBEICHHMA pe3yJIbTaTOB
TIIPUEMOYHOTO KOHTPOJIS CBeACHUAM B
TOBApPOCOMPOBOANTENBHON TOKYMEHTAIIHH:

myHKT 46 [IpaBun
HajyIexaeH

NPaKTHKH XPaHeHHS;

myHkT 40 TIpaBui1 XpaHeHHs
JIEKAPCTBEHHBIX CPEJICTB

10 aCCOPTHMEHTY W KOJIMIECTBY?

nyHKT 46 [Ipasun
HaJyIexamei

IPAKTUKH XPaHECHHU;

myHKT 40 TIpaBain XpaHeHUS
JIEKapCTBEHHBIX CPEJICTB

1o Ka4ecTBy?

myHKT 46 IIpaBun
HaJIexalleH

IIPaKTHKH XpaHEeHHS;

myHkT 40 IIpaBrt XpaHeHHA
JIEKapCTBEHHBIX CPE/ICTB

110 COBIIONEHMIO CTIELMATBHBIX YC/IOBHH
xpaHerus (MPY HATMYUH TaKOTO TpeGoBaHUS B
HOPMATHBHOH IOKYMEHTAIH Ha IeKapCTBEHHBIH
npenapat)?

myHKT 46 [Ipasun
HaJUIeKaen

TIPaKTHKM XPaHEHNS;

nyskT 40 IIpaBwi xpaHeHHs
JIEKapCTBEHHBIX CPE/ICTB

110 HAJIMYHIO TIOBPEXASHUH TPAHCTIOPTHOH Tapb1?

nyHKT 46 IIpasun
HaUTeKalleH

TIPaKTHKH XPaHCHHUA;

myskT 40 TIpaBun XpaHeHHA
JIeKapCTBEHHEBIX CPE/ICTB

28.

HaeHTrUUAPYIOTCS Jid XPaHAIMECT
JeKapCTBEHHBIE CPeaCTBa?

myHkT 29 [IpaBun
HaJUIeKaei
NPaKTUKH XPaHEHHS;
myHKT 49 IIpasun
HajyTeKallei NMPaKTHKH
XpaHeHus

29.

OcCyIIECTBIASTCA JIA XPAHEHHE JICKAPCTBEHHBIX
npenapaTos:

nyHKTb! 44, 47 TpaBui
HajyTeXKale MPakTHKH
XpaHEHHS,

nyHkr 40 ITpaBun xpaHeHHs
JIEKapPCTBEHHBIX CPE/ICTB

¢ yuetoM TpeGoBaHH HOpMATHBHOH
TOKYMEHTALHH, COCTAB/ISIOMEH PerucTpalHOHHOe
TOCche Ha JIeKapCcTBEHHbII npenapat?

myHKTEI 44, 47 [1pasun
HaJijiexKaei MpakTHKH
XpaHeHHs,

nyHKT 40 TTpaBun XpaHeHUs
JIEKapCTBEHHBIX CPEACTB




MHCTPYKIIMH [0 MEAULIHCKOMY MPHMEHEHHIO?

nyHkTsl 44, 47 TlpaBun
HaJJIexale pakTHKH
XpaHeHHs,

nyHKT 40 IIpaBun xpaHeHus
JIEKApCTBEHHBIX CPE/ICTB

H(OpMaLMK, cofiepKalelcs Ha IEPBUYHON i
(Wy1H) BTOPUYHOHN yNaKOBKe JIEKapCTBEHHOTO
npemnapara?

nyHKTHI 44, 47 TIpaBun
HaJUIeXaIel IPaKTUKH
XpaHeHHs;

myHkT 40 ITpaBun xpaHeHus
JIeKapCTBEHHBIX CPEICTB

TPAHCIIOPTHOMH Tape?

myHKTH! 44, 47 IpaBun
HaJiJIexalei NpaKTHKH
XpaHeHHS;

myHKT 40 IIpaBun xpaHeHus
JIEKapCTBEHHBIX CPEICTB

30. | Pazmemarotcs Jiv IEKApCTBEHHBIC MPETIapaThl
B [IOMEINEHUIX U (WIH) 30HAX JUISl XpaHEHHS
JIEKapCTBEHHBIX NPETNIapaToB B COOTBETCTBHH C TYHKT 49 T{p aBHIl
TpeGOBaHMAMH HOPMATHBHOW JOKYMEHTAaLH U HajUIeAaIeH TpaKTHEH
(unn) TpeGOBaHUAMH, YKa3aHHBIMU Ha YIIAKOBKE XpaHCHIA,
NeKapCTBEHHOr0 NMpEMnapara, ¢ y4eTom: nyHKT 8 TIpaBul XpaHCHHs
JEKapCTBEHHBIX CPEJICTB
(U3MKO-XUMHYECKHX CBOHCTB myHKT 49 r{paBHH
lIeKapCTBEHHBIX NPENapaToB? HajUIexalleH IpaKTHKH
XpaHEHH;
nyHKT 8 [IpaBuin XxpaHeHus
NIEKapCTBEHHBIX CPEICTB
nyHKT 49 [IpaBun
¢apMaxonornIecKux rpymnmn? HaJIe)KaIel MpaKTHKH
XpaHCHHS,
myHkT 8 [IpaBun XpaneHus
JEKapCTBEHHBIX CPEICTB
oyHKT 49 IIpasun
cnoco6Ga BBEICHUA HaJUIeKAlICH NPAKTHKHA
IeKapCTBEHHBIX NPEnapaTos? XpaHCHHS,
nyskT 8 IIpaBui XpaHeHHs
JIEKapCTBEHHBIX CPEACTB
31. | OcymecTBnsercs 1M XpaHEHHE OrHEONACHBIX U nyHKT 51 ITpaBun

B3PHIBOOIMACHBIX IEKaPCTBEHHBIX NIPENapaToB
BJAJIY OT:

HaJJTeXKalleH NPaKTHKH
XpaHeHHS

orua?

myskT 51 Ipasun
HaJJIe)KalleH IPaKTHKH
XpaHEHUA

OTONMTENIBLHBIX MPHOOPOB?

myHKT 51 IlpaBun
HaJUIeXKaleH MpaKkTHKU
XpaHeHU




NPAMBIX COJTHEYHBIX JlyueH?

myHkt 51 IIpaBun
HaJyIexanen NpakTHKH
XpaHeHUs

32. | Xpausarcsa CBETOYYBCTBHTEIILHBIC ICKAPCTBEHHBIC ryHKT 52 Tlpasun
npenaparsl B 3allMIEHHOM OT CBETa mecre? HajyIexaIei IpakTHKH
XpaHeHus,
myHKTHI 24-26 IIpasmin
XpaHEeHUs JIeKapCTBEHHBIX
CpEnCTB
33, | Msonupyrorcs M CHEHHANBHO MPOMAPKHPOBAHHBIC | ITyHKT 55 IlpaBun
JleKapCTBEHHbIE NpenapaTsl, Npe{Ha3HAYEHHbIC VTS HajIeXxallel NpakTHKY
YHHYTOKCHHUA? XpaHeHUA
34, | UzonupyroTed Jin: myHKT 30 TIpaBun
HaJuTeKamei
MPaKTUKH XPaHESHHS
7IeKapCTBEHHBIE NPENAparsl, B OTHONICHHH KOTOPBIX| IyHKT 30 IlpaBui
cyGBpekToM 00palieHHs JIEKapCTBEHHBIX HaJUTexKaleH
[IpenapaToB NPUHATO PELIEHHe O IPHOCTAHOBICHHH| MPAKTUKHA XpaHCHHA
pUMeHEHUA?
IeKapPCTBECHHBIE NIPENaparhl, B OTHOIICHHH KOTOPBIX| IyHKT 30 IIpaBun
cy6bexToM obpalieHus JIEKapCTBEHHBIX HaJUTeXaIlei
NpenapaToB MPHHATO pelIeHHe 06 U3BATHHU U3 NPaKTHKH XpaHCHHA
obpareHus?
anscuUIMpOBaHHEIE, HENOOPOKAYECTBCHHBIE H | MYHKT 30 IIpaBun
KOHTpadaKTHbIE IeKapCTBEHHEIE MPernapars? HaJUIexalleH
TIPaKTUKH XPaHCHHs
35. | FIMeroTes I JOKYMEHTbI, ONHCHIBAIONINE ACHCTBHA, | MyHKTHI 41-43 TlpaBun
BBHITIONTHSAEMBIE CyObeKTOM obpaleH s HaJUTeXaIleH IIPaKTHKH
JIeKapCTBEHHBIX MPETNapaToB: XpaHeHHsA
COIls1? myHkThl 41-43 [1paBun
HajyTexaiied NpakTHKA
XpaHeHHus
HHCTPYKLHHU? myHKTs! 41-43 IIpasun
HaJIexalei mpaKTHKH
XpaHeHHs
morosops!? myHKThI 41-43 I1paBun
HaAnexamieH MPaKTHKH
XpaHEHUs
oT4eTHI (CBOIHBIE XKYPHAJBI)? nyHKTH 41-43 IIpaBun
HaJIeXKaIei NpaKTHKH
XpaHeHUS
36. | Benercs u ydeT JI€KapCTBEHHBIX CPEICTB C nyHKT 11 TIpaBuiia XpaHeHUs

OrpAHMUEHHBIM CPOKOM FOJTHOCTH Ha GyMaXKHOM
HOCHTENE WIH B SIEKTPOHHOM BHIE C apXHBalden?

JIEKapCTBEHHBIX CPEACTB
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37. | Imeercs nu B Hanuuuu pazpaboTaHHBIA U nyHKT 24 I1pasun
YTBEPXKIEHHBII KOMILIEKC MEp, HAIIPaBJICHHBIX Ha HaJIexalen
MHHHAMH3ALHIO pUCKA KOHTAMUHALIUH MPaKTHKH XpaHCHUA
JIEKAPCTBEHHBIX [PENIapaToB, C yYETOM YCIIOBUMH
COOJIIOIeHHS 3aIUTHI OT (HaKTOPOB BHELIHEH CPe/Ibl
¢ opopmiieHHEM:

IpHKa3oB? nyHkT 24 TIpaBun
HaJUIexamen
NPaKTHKA XpaHEHUA

COIlos? nyHKT 24 IIpaBun
HaJuIeXamen
MPaKTHKH XPaHECHHA

MHCTPYKIHIA? myHKT 24 IIpaBmn
HaJexalen
TPaKTHKY XpaHEHHA

38. | Perucrpupyrorcs by pesynbTarsl | MyHKT 21 IlpaBun
TEMIIEPaTyPHOTO KapTHPOBaHHS H BIAXHOCTH | HaJUlexkalled
B CIENHAILHOM XXypHale (KapTe) PerdcTpalldy | MPaKTUKU XPAHCHHS,
Ha GyMa)XHOM HOCHTeNE U (WIH) B JNEKTPOHHOM | IyHKT 23 IIpaBun
BHI€E EXeIHEBHO, B TOM YHCJIE B BHIXOJHBIE | HaJIEXalleH
H [Ipa3IHUYIHBIE THU? MPaKTHKHA XPaHEHHS,

myHKT 7 IIpaBun xpaneHus
JIEKapCTBEHHBIX CPEJICTB

39. | Xpamsrcs mu xypuanst (kapThl) permcTpanud | myHKT 21 IIpasm
TEMIIEpaTypPHOI'O KapTHPOBAaHHUS B TeuyeHHe | Hajiexalen
ABYX JeT? [IPaKTUKA XPaHCHHUS,

nyHKT 23 [IpaBun
HauIexaien
TPaKTHKH XpaHEHHUS,
nyHKT 7 IIpaBui1 XpaHeHUs
JIEKApCTBEHHBIX CPEACTB
40. | CobmoaaeTcs Jiu 3apeT Ha COBMECTHOE XpaHeHHe B | MyHKT 34 IIpaBun
OZHOM TEXHMYECKH YKPEIUICHHOM IOMELIEHHH | HajuiexaieH MPaKTHKA
JIEKapCTBEHHBIX — IMPEeNapaToB, IPeXyCMOTPEHHBIX | XpaHeHus
myaktoM 32 TlpaBun Hajmexarnei NIPaKTUKH
XpaHeHHWs, M  JICKapCTBEHHBIX  Mpenaparos,
colepKaluX CHIBHOACHCTBYIOIME WIH SIOBUTHIC
BelecTa?
41, | Cobmopaercs  Jm 3anpeT Ha xpaHeHue B | myHKT 20 IIpaBui

TIOMEIIECHUAX XpPaHCHHU JICKApCTBCHHBIX npenapaTos:

HaJIeXKalleH MPaKTHKH
XpaHEeHH

[ULIEBBIX MPOLYKTOB?

myHKT 20 ITpaBun
HaJJIe)XalleH IPaKTHKA
XpaHEHUA




TabauHbIX H3ACTUH? nyHkT 20 [IpaBun
HaJyIeKaeH MpakTHKU
XpaHEeHHs

HAIATKOB (32 MCKITIOYEHHEM TTHTHEBOH BOJIBI)? myukt 20 [IpaBun
HajyIeXKaleH NpakTHKH
XpaHeHMs

neKapCTBEHHBIX MPETNapaTos, MPEAHA3SHAICHHBIX [UIA) ITYHKT 20 ITpasun
TUYHOTO HCIOJIB30BaHKA PaGOTHHUKAMH? HaJUTEXKaLeH IpaKTUKI
XpaHCHHs

(momknocts 1 ®HO TOMKHOCTHOTO JIHIA, 3aIOJIHUBIIETO TPOBEPOYHBIH JIKCT, MOAIHCD, JaTa)

(nomxHocTh 1 ®UO TOHKHOCTHOTO JIHIA IOPAAMIECKOTO THIA, IPUCYTCTBOBABLICTO IIPH
3aI10JTHEHHH [IPOBEPOIHOTO JIHCTA, TIOMITHCh, IaTa)




Hpunoxenne Ne 3
K mpuKasy ®eziepaibHOR CIyKOBI
1o Haj3opy B chepe 3APaBOOXPAHCHUS

o1(1.941 2013 Ne 9438

®opma

IIpoBepoYHBIiil JHCT
(CIIHCOK KOHTPOJILHBIX BOIPOCOB),
ucnoan3yemblii @eaepajibHOi cayx0oii o Haa3opy B cdepe 31paBOOXPAHCHHS
H ee TEPPHTOPUAILHBIMHA OPraHaMH NP NMPOBEACHHH NIAHOBLIX MpoBepOK NpH
ocyIecTB/IeHHH deepabHOro rocy1apcTBeHHOro Haa3opa B cdepe obGpaieHust
JIEKAPCTBEeHHBIX CPEACTB
(XpaHeHHe JIeKapCTBEHHBIX MPENapaTos AJIi MEAHIAHCKOTO npuMeHeHHus B
anTeke roroBbix gopm)

(Ha¥MEHOBAHHE OPTaHa, OCYIIECTBIISIONMETO IIAHOBY0 MPOBEPKY)

1. Bug rocy1apcTBEHHOTO KOHTPOJIA (Ham3opa)

2. Tlpeamer TUIAHOBOM TPOBEPKM IOPHAMYCCKMX  JIUIL M WHIWBHAOYAIBHBIX
IpeAnpHHIMATENIE OrPaHNIMBACTCA 06s3aTeBHBIME TpeOOBaHIAMH, COOIO/ICHNE KOTOPIX
gBISeTCs Hambojee 3HAYMMBIM C TOYKH 3pEHUs HEJOIYMICHWS BOSHUKHOBCHHA yTPO3BI
TIpUYMHEHHUS Bpe/la XHU3HY, 3[[0POBBIO IPaX/IaH, W3JI0KEHHBIMH B (popMe IPOBEPOYHOrO JIUCTA
(crrrcka KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBanue OPHAWYECKOTO JHUIA, damuius, MM, OTYECTBO (HpH HaJTMIHH)
UHAUBALYATLHOTO NpeATpUHUMATENS !

4. MecTo mpoOBeNieHHs [UIAHOBOM TIPOBEPKH C 3alOJIHEHHEM NPOBEPOTHOTO JIACTA:

5. PeKBHU3UTHI NPHUKa3a O [POBEJICHUH [IaHOBOH NIPOBEPKH: OT Ne

6. YueTHBI HOMep IIPOBEPKH H J1aTa MPUCBOCHHS yICTHOr0 HOMEpa MPOBEPKU B EnunoM
peectpe TIPOBEPOK:

7. JomKHOCTb, (GaMHIMS ¥ MHALMAIBI TOTDKHOCTHOTO JIMIA (yuir), mpoBOAAIIEro(¥X)
IJIAHOBYIO MPOBEPKY:

1. ;

2. ;

8. ITepeueHs BOIPOCOB, OTPAXAIOIINX COACPHKAHHE 00s3aTeNbHBIX TpeOOBaHMI, OTBET HA
KOTOpBIE OXHO3HAYHO CBHIETENBCTBYET O COOJIFOIEHUH WM HeCOOMOAeHNH IOpUANICCKIM
JIATIOM, WHIAMBAIYaIbHBIM IPEIIPHHAMATENIEM 06s13aTeNbHBIX TPeOOBaHMH, COCTaBIIAIOIINX
npeaMeT IPOBEPKH:
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PexBU3HTHI BriBoa 0
HOPMATHBHBIX BBINOJHEHUAH
NPaBOBbIX AKTOB, ¢ TpeboBaHUM
yKa3aHHeM HX

CTPYKTYPHBIX €IMHHLI,
Bonpockl, 0Tpakaiomue coaepxanmne KOTOPbIMH
00513aTeALHBIX TPeOOBaHMH YCTAHOBJICHBI
o0s13aTeNbHbIE
TpeboBaHMs

/i aa HET

®enepanbuplii 3akoH oF 12 ampeas 2010 r. Ne 61-®3 «O0 oGpamieHHH JEKAPCTBEHHBIX CPEACTB»
(CoGpanne 3aKOHOAATETBCTBA Poccniickoii ®enepanuu, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IpaBnJia HaQ/eKameldl NPAKTAKY XPaHCHHS H nepeBO3KH JIeKAPCTBeHHBIX NpenapaTos
AJS MEIHIMHCKOrO NPHMEHEeHHs, YTBEpHIeHHble NPHKAIOM MHHHECTEPCTBAa 3APaBOOXpAHEHHS
Poccmiickoii ®exepamuu ot 31 aBrycra 2016 r. Ne 646m (3aperucrpupoBa MuHACTEPCTBOM IOCTHIIHH
Poccniickoii ®egepaunn 9 ausapsa 2017 r., perncrpanuonubiii Ne 45112) (nanee - IIpaBusia HaJIeKaMei
npakruxn xpanenns); IpaBuna Hapaexamed aNTeuHoli NPAKTHKH JEKaPCTBEHHLIX NpenaparoB [t
MeIHIAHCKOro NPHMEHEeHHsl, YTBeP/KIeHHbIe NPpHKa3oM MHHHCTEPCTBA 3APABOOXPAHCHHI Poccniickoi
®enepannn ot 31 aBrycra 2016 r. Ne 647H (3aperncTpHpoBaH Munucrepcrsom ocranun Poccriickoi
®eaepannn 9 supaps 2017 r., perucTpanHONHbIA Ne 45113) (nanee — [Ipapnaa Haaiekameil anTeIHOH
npaxtuku); IIpaBuna xpaneHus JeKapCTBEHHBLIX CPEACTB, YTBEPKICHHBIC npuka3oM MHHHCTEPCTBA
3/|pABOOXPAHEHHS H CONHAJILHOrO Pa3sBHTHIA Poccuiickoii ®enepannn ot 23 asrycra 2010 r. Ne 7061
(zaperncTpnposan MHHHCTEPCTBOM HOCTHHHH Poccmiickoii ®enepannm 4 oxrTabps 2010 r,
perncrpanuoHHbIH Ne 18608) ¢ H3MeHCHHAMM, BHECCHHLIMH PHKAIOM MunnCcTEpCTBA 31PAB00XPAHEHHS
¥ conmaibHoro passutas Poceniickoii ®enepannu ot 28 nexabps 2010 r. Ne 1221 (3aperucTpHpoBaH
MunnctepcrBom locTunun Pocemiickoii @enepauun 4 penpans 2011 r., perncTpanuoHHbLIH Ne 19703)
(nanee — [IpaBuia XpaneHns JEKapCTBEHHBIX CpeCTB)

VnpasJenne KauecTBOM (CTAThH 55 61-@3; raasa II [paBui HajIeKAIIeH anTeTHOH NPAKTHKH)

YTBepKACHBI m PYKOBOIUTENEM cyGbekra | myHkT 4 Tlpasun
o6palleHns JIeKapCTBEHHBIX CPEACTB CTAHIApTHBIC HajUIexallei anreyHoM
1. ONepalMOHHBIE TIPoLIeAypsl  (faee — COI1)? TPaKTHKHA

HVMeeTcs U B HAJIMYKMH JOKYMEHTalUs] CHCTCMBbI

KauecTBa Ha 6yMaKHBIX H (HJIH) 3I€KTPOHHBIX nyHkT 5 Iipasun
HOCHTEJISAX: HajuIexaiei anTe4yHoM
TIPAKTHKH

TIOIITYHKT «¥» ITyHKTa 5
TTpaBun HagexaueH
anrevHON NPaKTHKH

pKypHAJI perucTpaliy IPHKa30B
(pacriopspKeHHH) 1o CyOBeKTy
PO3HUYHOM TOProBaU?

)KypHaJI ©XKeJHEBHOM perucTpalum
NapaMeTpoB TeMIIepaTyphl ¥
BJIYKHOCTH B IIOMEILEHUSX 1A
XpaHeHHUs JIEKapCTBEHHBIX
npenaparon?

TIOAITYHKT «K» ITyHKTa 5
TMpaBun Hagmexalei
anTeyHOHN MPaKTHKH

TIO/IMYHKT «I» MyHKTa 5
TMpasun Hajnexamei
anTevHO! MPaKTHKU

JKypHAJI [IEPHOJIMYECKOH PeruCTpalyy
TEeMIIEPaTyPbl BHYTPU XOJIOAMIBHOTO
oGopynoBaHUA?




33

pKypHaJI ydeTa orepalui, CBA3aHHBIX C

obpalieHreM JIEKapCTBEHHBIX CPEICTB, MOAMYHKT «M» TyHKTa 5
BKJIIQUEHHBIX B IIEpeUeHb ITpasui Hagexamnei
eKapCTBEHHBIX CPEACTB, MOLIEKAIMX aITTeqHOMN MPaKTUKH

NpeaMETHO-KOIMYECTBEHHOMY YUeTy
(npu Hanmuuuu)?

HOJIYHKT «p» IMyHKTa 5
IMpaBun HajUTEKALIECH
anTeyHoH MPaKTHKH

)KyPHAJ y4eTa JIEKapCTBEHHBIX
TPenaparoB C OrPaHHYEHHBIM CPOKOM

TOAHOCTH?
HOAMYHKT «X» IMYHKTa 5
)KypHaII yqua l'IOCTyIIJIeHI/DI H pacxoﬂa HpaBHJI Hamemameﬁ
BaKIHMH (TP HAJTAYHH)? anTevYHOH NPaKTHKH

bKypHaJl PpETHMCTpallil  pe3yNbTaTOB NPHEMOYHOro{ MOAMYHKT «» myHKTa 5
KOHTpOMA? IMpaeun HajueKaleH
anTeyHOH IMPaKTHKH

KYpHAJ pPerucTpauuu Oleparii, CBA3aHHBIX C| MOMIMYHKT «y» IYHKTa 5
060pOTOM HAPKOTHYECKMX CPEJCTB, NCHXOTPONHEIX! [IpaBH HajseKalleH
BEILECTB M WX NPEKYPCOPOB (NPH HATUUMK)? aNTe4HOMN NPaKTHKH

Crcrema obecneveHHsl KadecTBa XPAHGHHS H_NEPEBO3KH JIEKADCTBEHHBIX NpPeNapaToB (CTaTbs 54
61-®3; raasa II, nynxTel 3 - 6 [IpaBns Hapuexameil NPaKTHKH XpaHeHNns)

HasHaueHO 11 pyKOBOJMTENEM alTEUHON nyHKT S [IpaBun
3 [OpraHHM3auMH JIMIIO, OTBETCTBEHHOE 32 BHEJPCHHE HaJUIeXKAaIIeH TPaKTHKH
i1 oOecTicdeHHe CHCTEMBI KadecTBa? XpaHEHUs

Hndpacrpykrypa. Ilomemenns Jjuis XpaHeHHs JIEKADCTBEHHBIX NPENaparos (cratbs S8
61-®3, raasa IV IlpaBua Haxdexameil NPAKTHKH XPaHEHHS; IIpaBuia XpaHeHHSA
JeKapCTBEHHBIX cpeacTB; riasa V Ipasui Hapaexamei anTe4YHOoi NPAKTHKH)

IMeloTCs i HEeOOXOANUMBIE TTOMEIIEHHS (MIIN) 30HB,
YHOM 1)

[IpMHAIeKAILME ATEYHOH OpraHM3aliuy Ha 1paBe ryricr 11 TIpasun

4, [cOGCTBEHHOCTH MK HA MHOM 32KOHHOM OCHOBAHHH, A Texanel IPAKTHKA

HEe0GXO0/IMMBIE JUTS OCYLUECTBICHHA ISATENPHOCTA IO kpayeus

XpaHEHHIO JIEKaPCTBEHHBIX Mpenaparos?

HmMeetcs nu 0603HAYEHHAS 30HA WIH OTAEIIBHOE myHKTHI 15, 16 IIpasun

5. | moMeleHHe INPHEMKH JIEKAPCTBEHHBIX MPENapaTos? Ha UTeXaLIeH NPaKTHKH
paHeHus

Nmeetcs nu 0603HaueHHas 30HA WIH OTAEIBHOE myHKTHI 15, 16 IIpaBun

6. MOMEINCHHE XPaHEHHs JeKapCTBEHHBIX NPENApaToB, HaUIeKAIICH MPaKTHKH
TpebyIOIMX CrIeLHATbHBIX YCIOBUA? KpaHCHHA

WMeeTcs M U1 XpaHEHHS BBISBIICHHBIX myHKTHI 15, 16 [Tpasun

anbcupULMPOBaHHBIX, HeOOPOKAYCCTBEHHBIX, HauiexxalleH MpakTHKA
KOHTpaaKTHBIX JIEKAPCTBEHHBIX MPENapaToB: XpaHCHUA

HKTHI 15, 16 ITpaBun
0603HaueHHasA 30Ha? ¢ - P
: HazJIeXallei MpaKTHKH
XpaHEeHHs




myHKTHI 15, 16 IpaBun
OTEJIbHOE TIOMEIICHHE? i IeKkaIel PAKTHKH
XpaHEeHHs
ViMeeTcs JIM 30HA WIH OTAENBHOE IOMELUCHHE, ryHKTHE 15, 16 TIpasun
obecneunBaroias TpedyeMble YCIOBHSI XpaHEeHUS HayIeXKallel NpakTUKH
8. | mexapcTBeHHbIX MpenmapaToB IS KAPAHTHHHOTO XpaHeHHs
XpaHEHHs JIEKapCTBEHHbIX
npenaparon?
nyHkT 17 IIpaBun
OCERelIeHB! JIM MOMEUIEHHS U 30HbI, HCIIONE3yEMbIe HazeKameN MPAKTHKH
9. | mas xpaHeHHUs NTEXAPCTBEHHBIX MPETApaToB? XpaHeHHs
OTI[CJICHLI a,Z\[‘MI/IHI/ICTpaTI/IBHO-SLITOBLIe MNOMECICHHUA IYHKT 19 Hp ABHIIT
10, | OT mOMemeHHi XpaHeHHS TeKaPCTBERHBIX HaTexAmEH TPAKTAKH
npernaparos? XpaHeHHS
Hmeercs mi oTAenbHas 30Ha (IIKadbI) A1 XpaHeHUs myicr 25 Tlpasit
060py/I0BaHUs, HHBEHTaPA H MaTEPHAJIOB U1 YOOpKH HaIexamel NPAKTHKY
11. | (ouncTkn), a TaKke MOIOIUMX H AE3MHPUUMPYIOUIIX XpaHeHHs
cpeacTs?
[TpoBoxuTcs 1 yGOpKa MOMEIIEHHH (30H) UIst nyHkt 25 Ilpasun
12. | XpaHEHHUS JIEKAPCTBEHHBIX NPEIIAPATOB B HaJUIeXalleH NPaKTAKH
cootsercTBrH ¢ COITom? XpaHCHUA
U . myHKT 25 IlpaBui
MeeTcs JIM TIIafKkas OTAEIIKa IOMEIIEHUH JUId .
HaJUIeXXameH MPakTHKA
XpaHCHHS JICKAPCTBEHHBIX IPEapaToB XPAHCHH;
(BHYTpeHHHE [IOBEPXHOCTH CTEH, TIOTOJIKOB), nyRKT 6 [Tpasw
13. | momyckaromas BO3MOXHOCTH IPOBEICHHASL XPaHeHHs IEKapCTBEHHBIX
BJI2XHOM yOOpKH ¥ MCKIIIOYAIOIIas HaKOIIEHHE CpEnCTB
neuH?
O6ecrnieyeHa JIM 3a0IMTa [TOMEIIEHAH U1
XpaHEHHS JIEKAPCTBEHHbIX [IPENapaToB OT IyHKT 26 ITpasun
14. | npoHMKHOBEHHS HACEKOMBIX, TPEI3YHOB HIIH HaJUIeKaIeH NPaKTHKH
IPYTHX XKUBOTHBIX? XpaHCHUA
Hudpacrpykrypa. OGopynopanue (raasa IV Tlpasun HaJuIeKameil NPaKTHKH XPaHeHHS;

TpaBu/ia XpaHeHHs JIEKAPCTBEHHbIX CPE/CTB)

Wmeercs 1M Heobxommmoe oGopynoBaHue (B
XOpOIIEM COCTOSHHH M 9HCTOE), NpUHAUIeXKaIIee

nyHKT 11 [TpaBun

15. HaJJIe)XalIed TPaKTHKH
OpraHM3ali Ha TpaBe COOCTBEHHOCTH HIH Ha
XpaHEHHS
HMHOM 3aKOHHOM OCHOBaHHH?
OcHameHBl Jid [OMEINCHHS is  xpaHeHwms | myHKT 7 [IpaBun
|6, | TICKapCTBEHHBIX  CDEICTB npubopamMu UL | XpaHECHHS
" | peructparuu napameTpoB Bo3ayxa: JIEKAPCTBEHHBIX CPE/ICTB
17. nyHkT 7 [IpaBun
TepMoMeTpaMu? XpaHEeHUsA

JISKapCTBCHHBIX CPEIACTB




nyHkT 37 IpaBun
HaJUIeXKallei MPaKTUKU
XpaHeHHS

TUTPOMETpaMH?

nyHKT 7 [IpaBun
XpaHEeHud
JICKapCTBEHHBIX CPEJCTB
myHKT 37 IlpaBun
HaJUIeXalleH IpakTUKU
XpaHeHUs

3NIEKTPOHHBIMHU THTPOMETPAMHE?

nyHKT 7 IlpaBun
XpaHEeHUs
JICKapCTBEHHBIX CPEJICTB
myHKT 37 IlpaBun
HaJUIeKale nNpakTHKH
XpaHEeHUs

TEPMOT" HFpOMCTpaMI/I?

myHKT 37 IpaBun
HaJyiexalel NpaKTUKU
XpaHeHUs

Pasmemarorcs i H3MEPUTECIILHBIC HacCTH

npuGOpOB Ul PETHCTPAIAM MapaMeTpoB Bo3ayxa | IyHKT 7 [TpaBmi
18. | Ha paccTosHuH He MeHee 3 M OT JBepeif, OKOH ¥ | XpaHEHHs
OTONMHTENBHBIX MPUOOPOB K Ha BhICOTE 1,5 - 1,7 M | TE€KapCTBEHHEIX CPEACTB
OT noJia?
Peructpupyrorcs 1M mokasaHus MpuGOpoB Uit
PETUCTpaliy apaMETPOB BO3/yXa €XEIHEBHO B — 7 Tpasus
19, | CTeLHMATEHOM XypHane (kapTe) permcTpanuu Ha XpaHEHHS
OyMaXHOM HOCHTEJIE WJIH B 3JIEKTPOHHOM BHJIE C
. JIEKapCTBEHHBIX CPEJICTB
apxXuBalMedl (I 3IEKTPOHHBIX THUTPOMETPOB),
KOTOPBIN BEETCS OTBETCTBEHHBIM JIHIIOM?
CeprudunuposaHsl, KaIuOpOBaHbI U | IyHKT 7 IIpaBun
20. | momeepraroTCA M TOBEPKE KOHTPOJHPYIOIIHE | XpaHEHHS
IpUOOPBI UL PETHCTPAlMH IAPAMETPOB BO3AyXa? | JIEKAPCTBEHHBIX CPEJICTB
Hmeercs nu xonomunsHOe 060pyAOBaHHE: nyHKTHI 21, 36, 37
ITpaBun Hagnexamei
IIPAKTHKU XPAHECHUS
21. nyHKTHI 21, 36, 37
XONOAWIBHBIE KAMEPBI UM CIIEIHATBHO Ipasun Hapnexareit
060py10BaHHOE NTOMEIIECHHE? NPaKTUKA XpaHEHHS
apmanepTiIeckye xonoaubHble mKade Wk | mynxTs 21, 36, 37
XOJIOAUJIBHUK [T XpPAHEHHUS TepMONIabMIbHbIX | [IpaBui Hajexarmei
JIEKapCTBEHHBIX CPEJICTB? IIPaKTHKH XPaHEHHS
MMeroTcs i CHCTEMBI KOHIMIMOHAPOBAHHUS B MyHKTHI 21, 36, 37
99 | IOMEIIEHUSAX XPAaHEHHS JIEKAPCTBEHHBIX Hpasun

npenapaToB?

HaJUIeKaleH IpakTHKU
XpaHEHHS;




nyHkT 4 ITpasun
XPaHEHHUS JIEKapCTBEHHBIX
CpEICTB

23.

VIMeroTcs M CHCTEMBl BEHTH/ISIUY B
MIOMEIIEHUAX XPAaHEHHUs JICKapCTBEHHBIX
npenapaToB?

nyskTs 21, 36, 37
[Tpasui

HaJUIC)KAIIEH IPaKTHKH
XpaHECHHUS,

nyHkT 4 [Ipasun
XpaHeHHs JIEKapCTBEHHbIX
CpEACTB

24.

Umerotes mu muKadbl METAUIAICCKUAC HIIH
JIEPEBSIHHBIC I XpaHCHUA JICKApCTBEHHBIX
penapaToB, MOMIEKAIIUX IPEIMETHO-
KOJIHUECTBEHHOMY YUeTy?

nyHkT 31 IIpaBun
HajyTexarei
IPaKTAKY XPaHCHHS

25.

VmMeercs i IUIOMOHD IUI1  OI€YaThIBAaHUS B
KOHIIe paGoyero THs MKapOB METALIMICCKAX HITH
JepeBAHHBIX (WM TOMEIIEHMH) UL XPaHEHHA
JIEKApPCTBEHHBIX TIPETIapaToB, MOJIEKAIINX
TIPeIMETHO-KOIHIECTBCHHOMY yuety?

nyHkT 31 IpaBun
HaJUIeXKaleH
NPaKTHKH XpaHEHHS

26.

HWmeroTcda M B NOMELICHHAX JJ11 XPaHCHHUA
JIEKapCTBEHHbLIX mpenaparosB.

myHKT 29 I1paBun
HaJIeKaIed NpaKTHKH
XpaHEHHUS;

myskT 31 Ilpasmn
HajyIeKalel TPaKTUKH
XpaHEHHS,

nyHkT 5 [IpaBui
XpaHeHHS JIEKapCTBEHHBIX
CPENCTB

creuaxu?

nyHkT 29 IIpaBun
HajUIeXalmed MpakTHKH
XpaHCHHSA;

nyHKT 31 IIpaBun
HayIeXKaIeH MpakTUKA
XpaHEHuUS,

nyHKT 5 IIpasmi
XpaHEeHHS JIEKAPCTBEHHBIX
CpEICTB

mKadb1?

myHkT 29 [paBun
HaJUIeXKalleH NPaKTAKA
XpaHEHHS;

nyHkT 31 IlpaBun
HaJUIeKalleH IIPaKTUKA
XpaHeHus,

nyHkT 5 [IpaBun
XpaHeHHs JEKapCTBEHHBIX
CPEeACTB

MOAIOHBI?

myHKT 29 [1paBuin
HaJyIeXalned IpakTHKH
XpaHEHHS,




nyHkT 31 [TpaBuin
HaJJIeXKaIIEH TPaKTHKA
XpaHeHHS;

nyHKT 5 [Ipasun
XpaHeHHUS JIEKapCTBEHHBIX
CPE/ICTB

nyHKT 29 [Tpasun
HaJyIeXxale npakTHKH
XpaHEHNS,
[IOITOBAPHHUKH? gﬁ:ﬁ;ﬁ%ﬁggxmm
XpaHEHUS;

myHKT 5 [IpaBuin
XpaHEeHHUs JTIEKapCTBEHHBIX
CpeAcTB

MMeroTcs JIu 3aTlacHble TOBEPEHHBIE CPEICTBA nysKTEI 39, 40 Tpasmn
M3MEPEHHS B ClIydyae DPEMOHTA, TEXHHYIECKOTO HaJUTexamei PaKTHKY
06CITyKUBaHHUsL, TOBEPKH 000PYA0BAHHSA U XpaHEHHUS;

CPE/ICTB H3MEPEeHHUs? nyHKT 7 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpenCTB

27.

HEOHCCCLI AeATEIbHOCTH C!ﬁ’beKTa 203Hlfl‘ll-l0ﬁ TOProBJIH TOBaApDaAMH ANTEYHOI0 aCCOPTHMEHTA.
geﬁCTBﬂﬂ cyGLeKTa oﬁgagemm JeKapCTBEHHLIX NpenaparoB Ho XpaHEeHHUIO. JloKyMeHTHI 110

XPaHEHHIO JIEKAPCTBEHHBIX NpenapaTos. OneHKa JesTe LHOCTH (ctatbs 58, myHkT 3 cTaThH 9
61-®3; rnasa V, VI IlpaBun Hamiexameil npakTukn XxpaHenusi; IIpaBuna xpanenus

nekapcTBeHHbIX cpencts; riasa VI u VIII Hpasus mapiexamei anTedHol MPaKTHKH)

myHKT 46 IIpaBun
HaJUTeXXalIeH

MPaKTHKH XpaHEHHU;

myHKT 40 ITpaBuwi1 XpaHeHHs
JIEKapCTBEHHBIX CPENICTB

COOTBETCTBYIOT T CBECHHA PE3yJITATOB
PHEMOYHOTO0 KOHTPOJIs CBEACHHAM B
TOBapOCONPOBOAUTENBHOM NOKYMEHTALIMH!

myHKT 46 IpaBmi
HaJuTexaIen
10 aCCOPTUMEHTY H KOJIMYECTBY? NPAKTHKH XpaHEHHS;

>
nyHKT 40 IIpaBwi XpaHeHHs
JIEKapCTBEHHBIX CPE/ICTB

28.

myHkT 46 IIpasun
HaJJIexXamen

NPaKTUKH XPAHECHHUA,

nyHkT 40 [IpaBun xpaHeHHs

M0 Ka4ecTBy?
JIEKapCTBEHHBIX CPE/CTB

Mo COOMIONCHHIO CIIeLHATIBHBIX

. yHKT 46 [IpaBun
Yool XpaHeHv (TIpH HAIAYMY TAKOTO TPEGOBAHMS| o @ oo ammedt
B HOPMATHBHOI JIOKYMEHTALMH Ha JIEKAPCTBERHBI | 1oacrincn xparterms;
npenapar)? nynkr 40 TIpaBun xpaneHus

JIEKapCTBCHHBIX CPCACTB




10 HAMHMYHIO TIOBPEXICHHHA
TPaHCTIIOPTHOM Taphi?

myHKT 46 IIpaBun
HaUIeXaleH

IPaKTUKK XPaHSHUS,
myHkt 40 TIpaBui XxpaHeHUA
JIeKapCTBEHHBIX CPENCTB

Co3gana 1M [pHEMHAs KOMHCCHS JUL IIPOBEACHHA

nyHkT 49 [IpaBun
HaUTeXKAaIel anTeyHon

9. | IPHEMOYHOTO KOHTPOJIA, YTBEpI/ICHHas IPUKA30M | qpaKTHKM XpaHCHHS
pyKOBOIMTEIIS CYOHEKTa POSHAIHOM TOPTOBIIHA?
OQopMIIIOTCS JTH C IPOCTaBICHHEM [TaMIIa O
IpHEMKE, TTOAIMICHIO MaTePHaNbHO - myHKT 46 IIpaBui
OTBETCTBEHHOTO JIHIA, 3aBePEeHHOM NedaThio (IpH HaJUIeXKalle anTeqHOk
HAJIMIHHN) CyOheKTa POSHUYHON TOPTOBIIH: [IpaKTHKH
nyHkT 46 [Ipasun
cyera - pakTyphl? HaUIeKaIIel anTeyHon
TIPaKTHKH
30.
myHKT 46 [TpaBun
TOBApHO-TPAHCIIOPTHEIE HAKIAIHbIE? HajJIeXalell anTeqHo
TIPaKTHKH
nyHkT 46 [Tpasun
peecTp TOKYMEHTOB IO Ka4ecTBY? HaJUIeXkallei anTeqHoM
[IPAKTHKH
TIpoxoJsT JTi TOBAPHI AITEYHOTO ACCOPTHMEHTA JI0 | ITYHKT 50 Ilpasun
3], | oA B TOPrOBYIO 30HY MPEANPOAAXKHYIO HaJUIeXaliei anTe4HoH
MOATOTOBKY? TIPAKTHKH
myHkKT 29 IIpaBun
W aeHTHOHULMPYIOTCA /I XPAHALIHECH JIeKapCTBCHHBIC HajulexalleH MpakTHKH
cpeAcTBa B COOTBCTCTBHH C npuMeHsieMoi CyOBeKTOM XpaHCHUA,
32. | o6parueH¥ s JIEKapCTBEHHBIX NPenapaToB cHucTeMot MyHKT 49 HEaB“H
yqua? HaJuIeXKaleH MpPakKTHKH
XpaHeHHs
nyHKT 47 IIpaBun
33. OcCy1ecTBIAETCA JIM XPaHCHHE JICKapCTBEHHbIX HajuteKanies MpakTHKH
TIPETaparoB C y4eTOM TpeGoBaHMH: XpaHeHH,;
nyskt 40 ITpaBun

XpaHEeHHs JIEKAPCTBEHHBIX
Cpe/CTB




——-

39
HOpMATHBHO# JOKYMEHTAIIHH, COCTaBIAIOMeH yHKT 47 H})&BI/D’I
pPETMCTPALMOHHOE [OChE Ha JIEKapCTBEHHBIH HaUISKALICH MPAKTUKH
npenapar? XpaHCHMA,
nyHkT 40 IpaBun
XPaHEHHsl IEKapCTBEHHBIX
CPEIICTB

myHKT 47 [IpaBui
HaJJIeXaIleH MPaKTUKU

MHCTPYKLIMH 110 MEAHULMHCKOMY TpUMEHEHHIO? XPaHEHHS;
myHKT 40 IIpaBun
XpaHEeHHs JICKapCTBEHHBIX
CpeICTB
nyHKT 47 IIpaBun
HajUIexXamled MPakTHKH
HHpOpMaLHH, copeprKauieiica Ha NEepBUYHON H (unm) XpaHEHHS;
BTOPHYHOM yTIaKOBKE JEKAPCTBEHHOro Mpenapata ¥ | pypxr 40 Ipasun
TPaHCTIOPTHOH Tape? XpaHEHHs JIEKapCTBEHHBIX
CpEeICTB
PasMemnaroTcs JIK JIEKapCTBEHHBIC [IPETIapaThl
B MOMELIEHHAX U (WIH) 30HaX U1 XpaHCHUA yHKT 49 [Ipasmn
NEeKApCTBEHHBIX MPEenapaToB B COOTBETCTBUH € HajIeKaleH IpaKTHKA
Tpe6GOBaHUAMH HOPMATHBHOH JOKYMEHTALHH 1 (wnm) | xpaneHus;
TpeGOBaHMAMH, YKa3aHHBIMU Ha YIIAaKOBKE myHKT 8 [IpaBmn
JIEKApCTBEHHOTO MperapaTa, ¢ y4eToM: XpaHEHUS

JIEKapCTBCHHBIX CPEICTB

34.

H3HKO-XMMHYECKHX CBOKCTB
IeKapCTBEHHBIX TIPENnapaTos?

nyHkT 49 [Ipasun
HaJyie)Kallei MpaKkTUKA
XpaHEeHHs,

nyukT § [IpaBun
XpaHECHHS
JIEKapCTBEHHBIX CPE/CTB

hapMaxoIOrHYeCKUX rpyr?

nyHKT 49 Ilpasun
HayIexKaled NpaKTHKu
XpaHeHHU ,

myHKT 8 IIpaBui
XpaHEHHs
JIEKapCTBEHHBIX CPEIACTB

criocofa BBeECHUS
TexapCcTBEHHBIX npenapaTos?

nyHKT 49 IIpasun
HaJUTeXaIei MpakTHKA
XpaHeHH,

nyHkT 8 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX CPEICTB

35.

XpaHATCsI TH CBETOYYBCTBUTEIIBHbIC
JIeKapCTBEHHBIE MPETapaThl B 3aIMIICHHOM OT
cBeTa Mecre?

myHKT 52 [1paBun
Hajutexamed TpaKTHKA
XpaHCHHS,
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nyHKTHI 24-26 [TpaBun
XpaHEeHHUS
NeKapCTBEHHBIX CPEICTB

XpaHsTCS M BIaroIyBCTBHTEBHbIC

nyHKTHI 21, 47 Tlpasun
HaJIJIeKaIIeH MPaKTUKH
XpaHEHHUS,

JIEKapCTBEHHEIE CPE/ICTBA B 3alIIUINEHHOM OT
36. Bnarﬁ teore? P nyukTHI 27-29 [IpaBun
XpaHEHHUS
JIEKapCTBEHHBIX CPEJICTB
HasHaueHo JIM IPUKAa30M PYKOBOJMTENs CyOheKTa
PO3HKYHOM TOProB/IM OTBETCTBEHHOE JIUIIO 34 MyHKT 66 IIpaBui
37. | padoty ¢ dbamscnprIMpOBaHHBIMH, HaJyIe)KalneH anTeqHoH
JT0GpPOKAUECTBEHHBIMH, KOHTPahaKTHEIMH MIPAKTHKH
TOBAPaMH aITEYHOTO ACCOPTHMEHTA?
V30mupoBaHB! JIN CIIENHATEHO nysxr 55 [pasan
38 | MPOMAPKUpOBAHHBIE NEKAPCTBERHBIE IPENAPATHL, | panyexanieli IPAKTHKH
IIpe{HA3HAYEHHbIE [T YHHYTOXKEHH? XpaHEHHs
u nyHKT 30 IIpasun
30JIMPOBAHEI JIH: HaUIexKameit
NPAKTHKA XPaHEHUS]
lleKapCTBEHHBIE IIPENapaThl, B OTHOMICHUH mysxr 30 Tpaser
KOTOPBIX l'IpI/f)HSITO PeIICHHE O TPHOCTAHOBNCHHUY | gonyesncarmeit
39, | [MPHMCHCHHAL NPaKTHUKH XPaHEHHS
IeKapCTBEHHBIE TPENapaThl, B OTHOIICHUH mysxcr 30 Tipasmm
KOTOPBIX IIPHHSATO PEIICHUE 00 U3BSTHH U3 HazuIeKanet
oOpaleHus? IPaKTHKH XPaHEHUST
(banscrduIEpoBaHHELe, HenoGpokatecTBeHHbIe 1 | NYHKT 30 Ipasin
KOHTpadaKTHBIE JICKAPCTBEHHBIE PEapaThl? HaUICIKaICH
TPaKTUKH XpaHECHHS
ViMeroTcs I IOKYMEHTHI, ONIUCHIBAIOIIKE CHCTBHS,
BBIIOMHAEMBIE CyOHEKTOM 00palllcHHUs JIEKapCTBEHHBIX mynxrer 41-43 TIpasan
npemnaparos, HanpaBJICHHBIC Ha COGJ’IIOZIGHI/IG Hazmex(ameifl TPAKTHKK
Tpe6GoBaHuii, ycTaHOBIeHHBIX IIpaBunamMu XpaHeHHA
HaJyIexanei NpakTHKY XpaHeH::
MHCTPYKLHH? nyHKTHI 41-43 TlpaBun
40 HayIexale NpakKTHKH

XpaHEeHus

CTaHAApPTHbIE ONEPALMOHHBIC
npoueaypsl (COIb)?

myHKTHI 41-43 TlpaBun
Hajyiexale MpaKTHKH
XpaHeHH]

OTYeTEI (CBOAHBIE XKYPHAIBI)?

myHKTHI 41-43 TIpaBun
Ha/UIeKamlen MPaKTHKH
XpaHEeHMA




noroBopbl?

nyHKTH 41-43 [pasun
HaJuIeXKaIled NpaKTHKH
XpaHCHUA

BeneTcs JIM y4eT JIEKAPCTBEHHBIX CPEJICTB €
OrpaHMUeHHBIM CPOKOM TOJTHOCTH Ha OyMaKHOM

nyskt 11 IIpaBuna

41. | HocuTene MK B 3NEKTPOHHOM BHJE C XPaHEHHs JICKapCTBCHHBIX
apxuBaiuen? Cpencts
YV CTaHOBJIEH JIH PYKOBOJIHUTENIEM OpraHU3allni nynkr 11 Tpasmn
47, | TIOPANOK BE/ICHHs YHeTa JICKapCTBOHHLIX CPEACTB | xpamennus JEKapCTBEHHBIX
C OTpaHUYEHHBIM CPOKOM? CpeiCTB
VMeercs Jiu pa3paGoTaHHBIN H YTBEPIKIACHHEIH
KOMILIIEKC MED, HAIpaBJIeHHBIA Ha MUHIMA3ALHMIO
P, p a alH nyHkT 24 [Ipasun
prcKa KOHTAMHHAIIHY neKapcnjeHHHx HazUIeKaIIeH
TIPENapaToB, C yIETOM YCIOBAN COOMIONCHH NPAKTHKA XPaHEHHS
3aIHUTH! OT (PAaKTOPOB BHEINHEH CPeJib C
oopmieHHEM:
nyHKT 24 [TpaBun
43. IpUKa30B? HaJUTIeKaIeH
NPaKTHKH XPaHEHHS
myHKT 24 IIpaBu
COIloB? HaJUTCKaIIen
MPAKTHKY XPaHEHHUS
myHKT 24 TIpasun
MHCTpYKL#ii? HaJUTexameH
MPAKTUKH XPaHEHUA
44. | PerncTpypyOTCs JIH Pe3yJIbTaThl TEMIIEPATYPHOTO | MyHKT 21 Ipasun
KapTHPOBAHUSA U BII&)KHOCTH | Hajiexaueh
B CrEUMATBHOM XypHajie (Kapre) PerncTpaiuy | TMPaKTHKH XDaHCHIL
Ha GyMaKHOM HOCHTENe H (WIH) B dJIEKTPOHHOM | MYHKT 23 Ipasun
BUJ€E €XEJHEBHO, B TOM 4YHCIE B BBIXOIHBIC Hajjiexatien
H Hpa3 TTHUYHEIE I[HI/I? TMIPpaKTHKH XpaHeHPIﬂ,
myHKT 7 [IpaBui XpaHeHUs
JIEKapCTBEHHBIX CPE/ICTB
45, | Xpanarca Jsm  okypHambl  (KapTel) PETMCTPALMH | MyHKT 21 IIpaBun

TeMIepaTypHOTO KapTHPOBAHKA B TEUEHHE [ABYX JIET?

HaJIeXaei

NPaKTHKH XpaHECHHA;
nyHkT 23 TIpaBun
HaIexamen

TIPaKTHKU XPaHEeHUA;
nyHKT 7 [IpaBut XpaHEeHHA
JIeKapCTBEHHBIX CPETICTB
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46. | Cobmopmaercs /M 3anpeT Ha COBMECTHOE XpaHCHHE B
OJJHOM TEXHUYCCKH Yerl'UIeHHOM NOMEILCHHHA HYHKT 3 4 HpaBPIn
JIeKapCTBEHHBIX ~ IPENapaToB,  MPEIXYCMOTPEHHBIX .
4 HaJUIeXKaMen
nynkrom 32 Ilpaswn Hamiexamen [IPaKTHKH N AR
XPaHEHH, U JIEKapCTBEHHBIX MPENapaToB, CONEPIKALINX TMPaKTAKH XPaHE
CHTBHOMEHCTBYIONME MK SIOBUTHIE BEECTBA?
47. nyskr 51 [Tpasun
CobGmomaeTcs M 3ampeT  Ha  XPaHCHHC .
HaJJIeXKaIed NpaKTHKA
OTHEOTACHBIX M B3DPBIBOOINIACHEIX JICKapCTBEHHBIX
XpaHeHH
IpenapaToB BAAJH OT:
myHKT 51 [IpaBun
HaJJIeXKAIEH NPAKTAKI
OTHSA? ainexamer mp
XpaHeHHs
nyHkT 51 Ipasun
HaJyIeKalen TPaKTHKU
OTONHUTENIBHBIX IpAOOPOB? alIexamet ip
XpaHEeHHUS
nyskT 51 IIpasun
" “0 HajJIe)xamen NpaKTHKA
BO3JICHCTBHA IPAMBIX COJHEYHBIX JTydeHn
XpaHEHHS
48. nyskT 20 [IpaBun

CobmoaeTcs M 3apeT Ha XPaHCHHE B TOMCINEHHUAX
XpaHEeHHUs JIEKapCTBEHHBIX NPENapaToB;

HaJIJIeXxane MpaKTHK|
XpaHeHHs

MULIEBBIX MPOXYKTOB?

myHkT 20 [IpaBun
HaJUIeXamend TPaKTHKA
XpaHeHH

TabauHbIX H3IEITHIA?

myHKT 20 IIpaBun
HajUIe)Kamei NpaKTHKA
XpaHCHUS

HAMUTKOB (33 MCKJTIOYCHHEM ITHTEEBOH BO/IBI)?

nyHKT 20 Ipasmn
HaJyIexaleH IpakTHKA
XpaHEHHS

JIeKApCTBEHHBIX NPENApaToB, NMPEJAHA3HAYCHHDIX LIS
TAYHOrO MCTIONB30BaHMs PabOTHUKAMHU?

nyHKT 20 ITpasun
HaJUIeKaIIEH IPaKTHKH
XpaHCHUS

(momxurocTs 1 ®VIO NODKHOCTHOTO JHIIA, 3al0JIHUBIIETO IIPOBEPOYHBIH JIUCT, OANHKCE, JiaTa)

(nomxHocTh B ®HO HOIDKHOCTHOTO JTHIIA FOPHUMHYECKOTO JIHILA, TIPUCYTCTBOBABILCTO IpA
3aI0JIHEHAN IPOBEPOYHOTO JIUCTA, TIO/ITHCE, aTa)




IMpunoxenne Ne 4
K npukasy DezepansHO# CIyKObI
10 HaA30py B chepe 31paBOOXPaHEHUS

or9 1 4D1T Mo 435

®opma

IIpoBepouHBIi JHCT
(cHHCOK KOHTPOJILHBIX BOIPOCOB),
ucnojn3yemblii ®eaepanbHoi c1yK00H M0 Haf30py B cdepe 31paBOOXpaHEHHS
H ee TepPHTOPHAILHLIMH OPraHAMH NPH NPOBeAeHHH MIAHOBBIX NpoBepOK NpH
ocyIecTBJIeHHH (eepaibHOro rocy1apcTBeHHOro HaA30pa B cepe oOpamieHHsE
JIEKAPCTBEHHBIX CPeCTB
(XpaHeHHe JIeKapCTBEHHbIX MPeNapaToB A5l MEIHIHHCKOr0 NpHMEHEHHUsI B
anTev4HOM MyHKTe)

(HaHMEHOBaHKE OPTaHa, OCYIIECTBIIMIONIETO ILTaHOBYIO NPOBEPKY)

1. Bun rOCyJIapCTBEHHOTO KOHTPOJIA (namzopa)

2. TlpenqMerT IUIaHOBOM TMPOBEPKH FOPHAMHMECKHX JIHAM U WHIMBHTY ATTBHBIX
TIpepHHAMATENEH OTPaHHIMBACTCS 06s3aTeNbHBIMA TPeOOBAHAAMH, COONIO/ICHHE KOTOPBIX
JBISIeTCS Hamboee 3HAYMMBIM C TOYKH 3pEHHS HEJONMYIIEHWS BOSHMKHOBCHIA yIpO3Bbl
TIPUYHHEHHS Bpeia XKU3HH, 3/[0pOBbIO IPaXkian, H3J10)KEeHHBIMH B (hopMe IIPOBEPOYHOr0 JTUCTA
(criMcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHoBaHHe HOPUIUISCKOro JHIA, damumus, UM, OTYESCTBO (mpH HAJTHIAM)
WUHIMBH Ly aJIbHOTO npennpHHAMATE]IS:

4. MecTo TpoBefieHHs IUIaHOBO¥ NMPOBEPKM C 3aNOJTHEHHCM IIPOBEPOYHOrO JIACTA!

5. PeKBH3UTHI IPHUKa3a O [POBEJICHHH [UIAHOBOH MPOBEPKH: OT Ne

6. YueTHBI HOMep IIPOBEPKH U JIaTa IPHCBOSHHUS yETHOr0 HOMEpa nposepkH B EAnHOM
peecTpe MPOBEPOK:

7. JlomKHOCTh, (paMUIns ¥ WHALMANEL JOJDKHOCTHOrO JiMla (y1M1r), IPOBOAAIIETO(HX)
ILJIAHOBYIO ITPOBEPKY:

1. ;

2. ;

8. TTepedeHDb BONPOCOB, OTPAXKAIOIIUX COACPIKAHNE 06s3aTebHBIX TpeOOBaHHiA, OTBET HA
KOTOpbIE OJHO3HAYHO CBHICTENBCTBYET O COBIIONEHHY MM HECOOTIOEHIH IOPUINIECKUM
JIAIIOM, UHMBUIYaJIBHBIM MpeANpHHAMATENICM 00s3aTebHBIX TPeOOBaHNM, COCTABIIAIOIINX
npeaMeT POBEPKH:




PexkBU3HTHI BoiBOJ 0

HOPMATHBHBIX BbIIIOTHEHHH
NpPaBOBLIX AKTOB, € TpebGoBaHUI
yKa3aHHEeM HX

CTPYKTYPHBIX €{MHHIL,
Bonpocel, 0Tpakalomue cofepxKaHue KOTOPBIMH
00s13aTeILHBIX TPpeGoBaHuil yCTaAHOBJIEHBI
0053aTEJIbHDbIEC
TpeOoBaHus

n/n aa HeT

®enepanbabii 3akon oT 12 ampeas 2010 r. Ne 61-@3 «O0 oOpamieHHH JIEKAPCTBEHHBIX CPEACTB»
(CoGpanne 3aKOHOAATEABCTBA Poccniickoii ®enepaunu, 2010, Ne 16, cr. 1815; 2016, Ne 27, ct. 4283)
(nanee - 61-@3); [papnia HajIexKamed NPAKTHKA XPaHEHAS H NEPEBOIKH JIEKapCTBEHHbIX NPeNapaTos
A MEAHIUHCKOr0 HNpPHMEHCHHsl, YTBepXACHHbIe HPHKA3OM MunncTepcTBa 3APAaBOOXpPaHEHHA
Poccuiickoii ®eaepannu ot 31 aBrycra 2016 r. Ne 646u (3aperncTpHpoBaH MHAHHCTEpPCTBOM IOCTHIIHA
Poccniickoii ®eaepannn 9 susaps 2017 r., peracTpanHoHHbIH Ne 45112) (nanee — IIpaBuia Banyexamed
npaKkTHKH xpanenns); IlpaBuia Haanexamei anTeuHoll NPAKTHKH JICKAPCTBEHHLIX MPENapaToB A
MeIHIHHCKOr0o MPUMEHEHHS, YTBePA/ICHHbIC NPHKA30M MuHHCTepCTBa 3ApaBooxpanenus Poccaiickoi
®egepannn ot 31 aBrycra 2016 r. Ne 647u (3aperncTpHpoBaH MuuncreperBoM ocTanun Poccuiickoi
®enepannn 9 sinBaps 2017 r., perucTpaHORHbIH Ne 45113) (nanee — IlpaBuaa HaaexKamen anTevHoil
npaktakn); [paBuiaa XpaHeHHs JIEKAPCTBEHHbIX CPEACTB, YTBEPKAECHHLIC npuKa3oM MHHHCTEPCTBA
3ApaBOOXpaHeHHs H CONHATILHOIO Pa3sBUTHS Poccmiickoii ®eaepamun or 23 aBrycra 2010 r. Ne 7061
(3aperncTpupoBan MHHHCTEPCTBOM  HCTHIHH Poccuiickoii  ®exepamun 4 oxrabps 2010 r,
perucrpanuonnbiii Ne 18608) ¢ usMeHeHHSIMH, BHECCHHBIMH IPHKA30M MHuHHCTEepPCTBA 3IPpaBOOXPAHEHHSA
H conmasibHoro passaTas Poccuiickoii ®@enepanun ot 28 Aexabps 2010 r. Ne 1221n (3aperncTpHpoBan
Munucrepersom toctannn Poceniickoii ®enepannn 4 pespais 2011 r., permcrpanuonnbiii Ne 19703)
(nanee — IlpaBHJIa XpaHEHHS JIEKAPCTBEHHBIX CpeAcTB)

YipapJjeaue kauecTBoM (cTaths 55 61-®3; raasa 11 Ipasua HajUIeKameii anTedHol NPAKTHKH)

VTBepXIeHs  JIH  PYKOBOAWTENeM  CyOBEKTa | MyHKT 4 TIpaBun

1 obpalieHns JIeKapCTBEHHBIX CPEICTB CTaHAApTHBIC HajuIexKanei anTeqHon
’ OnepaLroHHbIe MPoNEaypsI (Hanee — COID? TPaKTHKH
HMeeTcd MM JOKYMEHTALMs CHCTEMBI KadeCTBa Ha nyskr 5 TTpasun
GyMaXKHBIX H (MIH) 3IEKTPOHHBIX HOCUTEIX: HaTeKaIel anTeqHoi
TPaKTHKH

MOMIMYHKT «H» IyHKTa 5
IMpaBun HapIexaIeH
anTeyHo! MPaKTHK!

hKypHaJ PErHCTpalMH MPHKa30B
(pacriopspkeHH#) 1o CyoBekTy
PO3HHYHON TOPrOBJIH?

2. XKypHAaJ ©KECIHEBHOM perkcTpallut
MapamMeTpoB TeMIepaTyphl H
BJIAXKHOCTH B ITOMCIUCHUAX UTA
XpaHeHWs JIEKapCTBEHHBIX
npenaparos?

MOITYHKT «K» ITyHKTa 5
I[TpaBun HajIexawen
anTevHON MPaKTHUKA

TOJITYHKT <J1» MHKTa 5
IMpaBun HajTexKaIeH
anTeYHOH! IPaKTHKH

hiypHaJI IEPHOJMHECKON PeruCTpaliu
TTEMIIEPATyPbl BHYTPH XOJIOHIIBHOTO
0GopynoBaHHA?




HKypHaJ1 y4eTa OTepaluii, CBI3aHHBIX C
obpaleHueM JIEKapCTBEHHBIX CPEICTB,

BKJIIOYEHHBIX B NIEPEUCHb
IEKapCTBEHHBIX CPEICTB, MOATEKAINX
peIMETHO-KOJIMYECTBEHHOMY YUETY
(mpu HaA4YKMH)?

TIOIIYHKT «M» ITYHKTa 5
TIpaBut HaJJIEXKAaIIEH
anTeyHO! NMPaKTHKH

HKypHAII ydeTa IeKapCTBEHHBIX
TIpenapaToB ¢ OrPaHUYECHHBIM CPOKOM
TOJTHOCTH?

MOMITYHKT «pP» MyHKT 3
[IpaBun HajIexXaWeH
arre4HOH NpaKTHKH

pKypHAII ydeTa MOCTYIUIeHUS ¥ pacXoza
BaKIMH (IPU HATMIHH)?

MOMITYHKT «X» ITyHKT 5
ITpasun HajmexXalen
anTe4yHoN MpaKTHKA

bKypHaJI PErHCTpalldi  pesysIbTaToB
KOHTpOJIA?

MTPHEMOTHOTO

TIOIYHKT «(» MyHKTa 5
IMpaeun HagexKaLIeH
anTe4YHoN NMPaKTHKH

JKypHaJ PperHCTpalli¥ —Olepaltuii,

BEIIECTB U MX MPeKypcopoB (NpH HAMMYHHK)?

CBSA3aHHBIX C
O60pOTOM HApKOTHYECKUX CPEIACTB, IICUXOTPOMNHBIX

MOIMYHKT «y» IyHKTa 3
IMpaBwi HajIeKaLIESH
anTe4yHOM IPAKTUKH

CucTtemMa o0ecneueHHsl KadecTBa XPaHEHHS H nepeBO3KH JIeKADCTBEHHBIX NpPEenapaToB (CTaTbﬂ 54

61-®3; rnasa T, myaxTsi 3 - 6 IIpapni Hapexamed NMPaKTHKH XpaHeHHs)

HasHaueHo I PYKOBOIUTENIEM alTEYHOM nyHKT 5 TIpasui
3. [PpraHM3allid JIMIIO, OTBETCTBEHHOE 32 BHEAPCHNUE HajuIexanel MpakTHKH
1 0becIeueHHe CHCTEMBI KauecTna? XpaHECHHS

HUndpact 2. IloMemeHHsl JJisi XDAHEHHS JIEKADCTBEHHBIX NPENapaToB (CTAaThi 58
61-®3, raasa IV IIpaBua Hamjekamed NPaAKTHKA XPAHCHUS; IIpaBuna XpaHeHHS
JIeKapCTBEHHbIX cpeacTs; raasa V Ilpasua Ha/UIekamei anTedHoi MPAKTHKH)
IMeroTcst i HeoOXOAUMBIE TIOMELIEHHA (MJIM) 30HBI,
pUHaIeKAIIHe ANTeYHOH OpraHu3allii Ha NpaBe myir 11 Tipasun
4, [FOGCTBEHHOCTH WM Ha HHOM 3aKOHHOM OCHOBaHMHY, aIUTeKAIIIeH TIPAKTHKH
HEOOXOMMMBIE [UTA OCYIIECTBIICHMS JACATENPHOCTH IO khayerus
X paHeHHIO JIEKAPCTBEHHBIX npernaparos?
UmeeTcs i 0603HaUEHHAs 30Ha HITH OTAEIBHOE myHKTBI 15, 16 [Tpasun
3. TIOMelIeHAe TIPHEMKH JIEKAPCTBEHHBIX IpenapaToB? Ha/ieKallel PaKTHKH
paHECHHs
WmMeercs 11 0603HAYEHHAs 30HA HWJIH OTAEIBHOE myHKTHI 15, 16 [Ipaun
6. | momemenue XpaHeHWS JEKAPCTBEHHBIX npenapatos, HaJVIeXalled MPaKTHKH
TpeSyrolEX CrielHalbHbIX YCIOBHH? KPaHCHHA
Hmeercs m s XpaHEHHs BBIABIICHHBIX myHKTHI 15, 16 [Ipasun
(anbcHUIMPOBAHHEIX, HEOOPOKAYCCTBEHHBIX, HaJIeKaIle NPaKTHKH
. KOHTpa(aKTHBIX JEKapCTBCHHBIX NPEIapaToB: f‘PaHeH“ﬂ
myHKTHI 15, 16 TIpaBun
oGo3HaueHHas 30Ha? A IeKanel TIPaKTHKH
XpaHCHHS




kTH! 15, 16 IIpaBun
OTIeNbHOE MoMeLieHne? anIeKaNEH TPAKTHKA
paHeHus
HMeeTcs 1M 30HA WIH OTAEIBHOE MOMEILECHHE, rynkTe! 15, 16 Tpasui
obecneuuBaromnias 1pe6yeMble yCIOBW XpaHCHUA HazuIeKaneHd IpakTHKH
8. IIeKapCTBeHHbIX nperlapaTOB JU1s KapaHTUHHOT'O XpaHCHHUA
XpaBHeHHUs JIeKapCTBCHHBIX
npenaparos?
0 myskr 17 Ilpasun
o CBEIEHbl JIM TOMEIIEHHS U 30HbI, HCTIONE3YEMbIE HazTeaneH TPAKTHKA
- | nna xpanenus ieKapCTBEHHBIX npemnaparos? XpaHeHHs
OrnesneHsl M aJJMHHHCTpaTIjBHo-&ITOBHe mysxr 19 TTpaset
10 IOMENEHUd OT NOMECIICHHH XpaHECHHA Ha)mexcameﬁ MIPaKTHKH
JIEKapCTBEHHBIX TIpenapaTos? XpaHeHHs
NmeeTcss 11 OTHSIBH 30Ha (I bl 1 XpaHCH
meeTes 1 AenpHad (wrkadper) 15 XpaHeHHs myHKT 25 IIpaBun
060opyOBaHUsA, HHBEHTaps U MATepHalIOB Ui y6opku HaIeKAIeH NPAKTHKH
11. | (ouncTkn), a TaKKe MOIOIUMX X Je3NHPUITHPYIOIHX XpaHeHHS
cpencTs?
TIpoBoauTCs M yOOpKa MoMeIleHui (30H) it nyHkT 25 TlpaBin
12. | XpaHeHus neKapCTBCHHEIX IpenapaToB B HaAJICKAMCH NPaKTAKA
coorsetcTum ¢ COITom? XpaHcHuA
o myskT 25 [Ipasun
MMeeTcs A TIIAAKas OTJENKA IOMEIICHIH JUIs 4
HajUIeKaneH IPaKTHKA
XPaHEHHs IEKapCTBEHHBIX IpenapaToB .
XpaHEHHS,
(BHyTpeHHHE TOBEPXHOCTH CTEH, IIOTOJIKOB), nysxr 6 [pasmn
13. | gomyckaromas BO3MOXHOCTB IIPOBECHU XpaHEHHS NIeKAPCTBEHHBIX
BIIXKHOM YOOPKH ¥ HCKIFOYAKoINas HaKOIUICHHE CpencTB
meLTU?
OGecnedeHa T 3alIATa TIOMEIIECHAR 115
XpaHeHHs JIEKapCTBEHHBIX IPENapaTtoB OT myHKT 26 [TpaBm
14. | nponuKHOBEHNUS HACEKOMBIX, TPHI3YHOB HIIK HaJUIexKaien MPakTHKA
JpPYTHUX KHBOTHBIX? XpaHCHHUS
Wndpacrpykrypa. Obopynosanne (rjiasa IV Ilpasun Hajpaexameidl NPaKTHKH XPaHEHHS;

Mpasuiia XpaHeHAs JEKAPCTBEHHBIX CpeAcTB)

ViMeerca nu  HeoOxoaumoe obopynoBaHhe (B
XOpOIIEM COCTOSHHH ¥ YHCTOE), HPHHAJUIEKAIICe

nyHsxT 11 [TpaBun

15. HaJIeKamel NpakTHKA
OpraHM3alMH Ha TpaBe COOCTBEHHOCTH WM Ha
XpaHEHHA
HHOM 3aKOHHOM OCHOBAHHH?
OcHaleHl /M TOMEIEHHMs JUIA  XPaHCHHA | MyHKT 7 1lpaBun
JIEKapCTBEHHBIX CPEACTB npuGopamu Uil | XPaHCHHA
16. | perucTpanuu NapaMeTpoB BO3yXa: JIEKapCTBEHHBIX CPE/ICTB

TepMOMETpaMH?

myHKT 7 IlpaBun
XpaHEHHA

JIEKapCTBEHHBIX CPEACTB
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myHKT 37 TIpaBun
HajuIexalel npaKTHKH
XpaHeHHs

TUTPOMETPaMH?

nyHKT 7 [IpaBun
XpaHECHHS
JIEKAPCTBEHHEBIX CPEICTB
myHkT 37 TlpaBmn
HaJJeXxallei MpaKTHKH
XpaHeHUs

SNEKTPOHHBIMHI THTPOMETPaMHU?

nyHKT 7 IIpaBun
XpaHEHHS
JIEKapCTBEHHBIX CPEJICTB
nyskT 37 IpaBun
HajyIeXxanie NpaKTHKH
XpaHeHHA

TEPMOTHIPOMETPaMH?

myHKT 37 IIpaBun
HayIexxanied MpakTHKH
XpaHeHHs

17.

Pasmemaorcss JId  H3MEPHUTENIBHBIE  YacTH
npu6OpOB sl PETHCTPALlMH apaMeTPoB BO3IyXa
Ha PAacCTOSHHUY He MEHee 3 M OT /iBepeH, OKOH H
OTOMHTENHLHBIX TPHOOPOB U Ha BhICOTE 1,5 - 1,7m
oT noJja?

myHKT 7 IIpaBun
XpaHEHHS
JIEKAPCTBEHHBIX CPEIICTB

18.

PerucTpHpyIOTCs JI MOKa3aHHd NpHOOpOB A
peTHCTpaLiy NIapaMeTPOB BO3AyXa €KCIHEBHO B
CrIeMUANTBHOM JKypHaJle (KapTe) perucTpanui Ha
GYMa)KHOM HOCHTEJIE HJIH B JICKTPOHHOM BHJE C
apxuBauyeil (Ans OJIEKTPOHHBIX TETPOMETPOB),
KOTOpBIH BENETCS OTBETCTBEHHBIM JIHLIOM?

TIYHKT 7 [TpaBui
XpaHECHUs

JIEKapCTBCHHBIX CPEICTB

19.

CepTuduLEpOBaHE], KaTnOpOBaHEI 24
HOJBEPraloTcs JIM IIOBEPKE KOHTPOIMPYIOUIHC
npuOOPHI ISl PETHCTPALA NapaMeTpPoB BO3/yxa?

TYHKT 7 ITpaBui
XpaHEeHHUA

JICKapCTBCHHBIX CPEACTB

20.

VMeeTcs TH XOJIOJHIbHOE 000pyaoBaHue:

nyHkTs! 21, 36, 37
TpaBun HajsIeXKamen
IPaKTHKH XPaHCHHS

XOJIOMHIIbHBIE KAMEPH! HIIH CIIEIHATBHO
o6opyaoBaHHOE ITOMELIEHHE?

nyHkTel 21, 36, 37
[MpaBus HaUIEKaIIEH
TIPaKTUKH XPaHCHHUS

(hapManeBTHYECKHE XOIOMIBHBIC MKA(b! HITH
XOJIOAMIBHHK ISl XpaHEHHs TepMOTaGHIBbHbIX
NeKapCTBEHHBIX CPEJICTB?

nyHkTel 21, 36, 37
TMpaBui HaIeXKameH
MPaKTHKU XPaHCHUS

21.

VIMeroTCs 1M CHCTEMBI KOHIUIIMOHUPOBAHUS B
IIOMEILICHMSAX XpaHEeH!s JIeKapCTBEHHBIX
npenapaTos?

nyskThI 21, 36, 37
[TpaBun

HaJyIeXanie MpaKTHKHA
XpaHCHHS,




nyHKT 4 IIpasun
XpaHeHHUs JICKapCTBEHHBIX
CPEICTB

HIMeroTCs JIM CHCTEMBI BEHTUIISILIAY B
IOMEIIEHHAX XpaHEHU JICKapCTBEHHBIX
IpenapaToB?

myHKTHI 21, 36, 37
[TpaBun

HaJyIexale MpakTHKH
XpaHEHHS;

nyHKT 4 IIpaBun
XpaHeHUs JIEKapCTBCHHBIX
CpEICTB

ViMeroTes i mKagpbl METAUIMYECKHE WIH

JIEpEBsHHBIE I XPaHEHHUS JIEKApCTBEHHBIX
IpenapaToB, NOUIEKAIIKX ITPEAMETHO-
KOJIMYECTBEHHOMY YJETY?

oyHKT 31 [IpaBua
HajyIeXKameH
MpaKkTUKH XPaHCHHA

VmeeTcsa i miioMOHp UL ONEYaThIBaHUA B
KoHIE paboyero aHA MKahOB METAUTHIECKUX HITH
JIEpEeBSHHBIX (MM [TOMEINECHHUHA) UL XpaHEHHUS
JIEKApPCTBEHHBIX IPENAPATOB, MOJUISKAIIHX
IIPEIMETHO-KOJIMYECTBEHHOMY y4eTy?

myHKT 31 IIpaBun
HaJJIeKalleH
MPaKTHKH XPaHCHHA

Wmerores 14 I8 XpaHEHHS JIEKAPCTBEHHBIX
[penapaToB.

myHKT 29 IIpaBun
HaIeXxalrei MpaKTHKH
XpaHEHHS,

myHKT 31 IIpaBun
HajIeXxaIrei pakTUKH
XpaHEeHHU;

nyHKT 5 [IpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CpEICTB

cremnaxu?

nyHKT 29 [Ipasun
HaJyIeXaIleH MPaKTHKY
XpaHEHHS,;

myHKT 31 IIpaBun
HaIexanei npakTHKH
XpaHEHMS,;

nyHKT 5 [IpaBun
XpaHEHHUs JIEKApCTBEHHBIX
CpeAcCTB

mKado1?

nyHKT 29 [Ipasun
HaJIe)Xaleld npakKTHKH
XpaHEHHS,

nyHKT 31 [IpaBun
HaJUIeKaIIeH MPaKTHKH
XpaHEHHS,

nyHkT 5 IlpaBun
XpaHEeHHS JIEKAPCTBEHHBIX
CPEICTB

MOMOHEI?

nyHkT 29 [IpaBun
HaJJIeKane NpaKTHKA
XpaHEeHHS,;




nyskT 31 IpaBun
HaJUTeKAIEH MPaKTHKH
XpaHECHHUS,

myHKT 5 [Ipasun
XpaHeHHs JIEKapCTBEHHBIX
CpEeACTB

[IOATOBAPHUKH?

nyskT 29 [Ipasun
HaUIeXKamel paKTHKH
XpaHEHHUS;

myHkT 31 IIpaBun
HaIeXanel NpaKTAKH
XpaHEHHUS,

mysKT 5 [IpaBun
XpaHEeHHs TeKapCTBEHHbIX
CPEnCTB

26.

HMeroTed JiM 3anacHBIE TOBEPEHHBIE CPEACTBA
H3MEPEHHs B CIy4ac PEMOHTA, TEXHHYECKOTO
o6ciyKuBaHus, TOBEPKH 000pyI0BaHHAS U
CpeICTB U3MEPEHHs?

nyskte! 39, 40 [Tpasun
HaJIe)KaIe IpaKkTHKH
XpaHEHHS,

myHKT 7 IIpaBun
XpaHeHUs JIeKapCTBEHHBIX
CPENCTB

IIponuecchl JeATeALHOCTH CYOHEKTa POSHUIHOIl TOPTOBJIM TOBADAMH ANTETHOIO aCCOPTHMEHTA.
elicTBHS cYObeKTa o0pamenns JIeKAPCTBEHHbIX MpenapaToB Mo XpaHECHHIO.
XpAHEHHIO JIEKAPCTBEHHBIX NPENapaTos. OneHKA 1eATeILHOCTH (CTaTha 58, myHKT 3 cratbu 9
61-®3; rnasa V, VI IlpaBun Hagaexameidl NPaAKTHKH XpaHCHHS; [IpaBuiaa XxpaHeHHSA
JexapcTBeHHbIX cpeacts; raasa VI m VIII Iipasua HaJIeXameil anTeYHoli NPaKTHKH)

OKYMEHTBI IO

27.

COOTBETCTBYIOT JIH CBEICHHA pE3Y/IbTaTOB
NPUEMOYHOTO KOHTPOJIS CBSACHHAM B
TOBapOCOMPOBOJANTEIBHOA JOKYMEHTALHH:

MyHKT 46 IIpasun
HaIexanen

NPAaKTHKU XPaHEHH;

myHKT 40 ITpaBu xpaHeHHA
JIEKApCTBEHHBIX CPEJICTB

110 aCCOPTHMEHTY ¥ KOJIMYECTBY?

myHKT 46 IIpaBun
Ha/UIexamen

NPaKTUKH XPaHEHHS;

myHKT 40 [IpaBui xpaHeHHA
JIEKapCTBEHHBIX CPE/ICTB

10 Ka4ecTBY?

myHKT 46 [IpaBun
HaJUTeKaIIeH

MPaKTHKH XPaHEHHUS,

myHkT 40 ITpaBun xpaHeHUs
JIEKApCTBEHHBIX CPE/ICTB

1o COOJIIOJCHHUIO CIIELMATIBHBIX

ychoBuii XpaHeHUs (IIPH HATIMYUM TAKOTO
TpeGoBaHUsA B HOPMATHBHOH IOKYMEHTALMH Ha
nekapcTBeHHBIH npenapar)?

myHKT 46 IlpaBun
Haiexanen

NPaKTUKH XPaHECHUS,
myHkT 40 IIpaBun xpaHenHs
JICKAPCTBEHHBIX CpencTBs
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M0 HATHYIHIO nonpexcne}mﬁ
TpaHCIIOPTHOM Taphl?

myHKT 46 [IpaBui
HaJyIexale

NPAaKTHKH XPaHCHHUA,

myHkT 40 TTIpaBun xpaHeHUA
JIEKapCTBEHHBIX CPECTB

Cos3nana a4 npueMHast KOMUCCHS JULA
TIPOBEACHUS MPUEMOYHOTO KOHTPOJIA,

myHKT 49 [Ipasun
HajJIeKame anTeyHon

28. | yreepxnennas mpukasom pykoBommTens CyObeKTa IPaKTHKHA XpaHCHHA
PO3HHYHOM TOProBJIU?
OdopMIsfIoTCs. JIM € POCTABJICHHUEM IIITAMITA O
TIpHEMKE, TIO/IIHCHIO MATEPHAIBHO - nynkr 46 [Tpasui
OTBETCTBEHHOIO JMIa, 3aBEPCHHOH IMEYaThio Hajuiexanel anTeaHo’
(py HayMIMK) Cy6BEKTa PO3HUYHON TOPrOBIIH: IIpaKTHKH
nyHKT 46 [IpaBui
cuera - paktypsi? HaJJIeXKamel arTeqHon
[IPaKTUKA
29.
myHKT 46 IIpaBui
TOBAPHO-TPAHCIIOPTHBIE HAKJIALHbIE? HajyIeKaieit anTedHoi
TIPaKTUKH
myHKT 46 [IpaBun
peecTp A0KYMEHTOB 11O KauecTBYy? HaJUIeXKalel anTeqHoM
MIPaKTHKH
I[TpOXOAAT JIK TOBAPBI aITEYHOrO ACCOPTHMEHTA 10 | MYHKT 50 Tlpasun
3(. | MOZa4H B TOPrOBYIO 30HY NPEANPONAKHYIO HaJUIeXalel anTeyHon
HOATOTOBKY? MPaKTHKH
myHKT 29 IlpaBui
HneHTHOHIMPYIOTC JIM XpaHALUeCs JIEKapCTBCHHBIC Haziexalled MpakTHKH
CpencTBa B COOTBETCTBUH C NPUMEHIEMOK XpaHCHH,
31. | cy6nexroM obpaieHHs IEKAPCTBEHHBIX NPETIApaToB IyHKT 49 l'[;zasun
cucTemoll yueTa? HaJUIeKaIIeH PaKTHKH
XpaHEHHUA.
- nyskT 47 IIpaBun
37, | OcymectsaseTcs JiH XpaHeHHe JEKapCTBCHHBIX HajUTIeKaleil PaKTHKA

TpenapaToB ¢ y4eToM TpeGoBaHHii:

XpaHeHMs,

nyHKT 40 [Tpasun
XpaHeHHUs JEeKapCTBEHHBIX
CpencTB
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HOPMaTHBHO#M JIOKyMEHTaLMH, COCTaBJIAIOLIEH
perucTpalHOHHOe OChE Ha JIeKapCTBEHHbIH
rpernapar?

nynkr 47 [pasmi
HaJUIeXAaIEeH MPaKTHKH
XpaHEHHA,

nyHKT 40 IIpasun
XpaHeHHs JICKapCTBECHHBIX
CpENCTB

MHCTPYKIMH T10 MEULIMHCKOMY TIPHUMEHEHHIO?

nyHKT 47 [IpaBun
HaJIeKallei NPaKTHKY
XPaHEeHHUH;

nyHkT 40 [IpaBun
XpaHEHHsI JIEKAPCTBEHHBIX
CpelncTB

MH(OPMAIMH, CORepXKaLIeHCs Ha IePBUHON U ()
BTOPHMYHOM YIIaKOBKE JIEKapCTBEHHOTO Tperiapara 1
TpaHCIIOPTHOH Tape?

nyukT 47 Ipasun
HajJie)Kaiel NpaKTHKH
XpaHeHHs;

nyHKT 40 [Ipasun
XpaHEeHHs ICKapCTBEHHBIX
CPEICTB

33.

PasMmelnarorca Jid IEKApCTBEHHbBIC TPENapaThl

B [TOMEHICHUAX U (WIH) 30HaX UL XpaHCHU
JNIeKapCTBEHHBIX NPENApPaTOB B COOTBETCTBHH C
Tpe6oBaHUIMH HOPMAaTUBHON JIOKYMEHTalMH H ()
Tpe6oBaHMAMH, YKa3aHHBIMA Ha YTIAaKOBKE
JIEKapCTBEHHOrO TIpernapaTra, ¢ y4eToM:

nyHKT 49 IIpaBun
Hajyiexane NpakTHKA
XpaHeHHS,

myskT 8 IIpaBun
XpaHEHU
JIEKapCTBEHHBIX CPEICTB

(H3MKO-XUMHUYECKMX CBOHCTB
TeKapCTBEHHBIX IIperapaTos?

nyHkT 49 [Ipasun
HajyIeXKaIe# NpakTHKH
XpaHeHHs,

oyHKT 8 Ilpasun
XpaHEHHUS
JIEKapCTBEHHBIX CPECTB

dhapmaxostoruyeckux rpymm?

nyHKT 49 [TpaBun
HaJJIe)kaleil NpakKTHKH
XpaHeHHs,

nyHkT 8 IIpasuin
XpaHEHHA
JIEKApCTBEHHBIX CPEJICTB

crioco0a BBEAEHHS
leKapCTBEHHbIX MpenapaTos?

nyHKT 49 IIpasun
HaJU1exallei MpakTUKU
XpaHEHUA;

yHkT 8 [IpaBun
XpaHeHU
JIeKapCTBEHHBIX CPEICTB

34.

XpaHsarcs U CBETOUYBCTBHTEIILHBIC
JeKapCTBEHHbIE TIpenaparhl B 3allUIICHHOM OT
cBera mecTe?

nyskt 52 [Tpasun
Hajytexamen IpaKTHKA
XpaHEHHs,




myHKTHI 24-26 I1paBun
XpaHeHHsA
JIEKapCTBEHHBIX CPENICTB

XpaHSITC}I JIA BJIarOYyBCTBUTEJIBHBIC

nyHkTeI 21, 47 I1paBun
HaJJIeXKane NpakTHKA

XpaHEHHS;
35. | exapcTBEeHHBIE CPE/ICTBA B 3AIAIICHHOM OT
. nyHKTEI 27-29 TlpaBun
BJIaru Mecte?
XpaHEHHUS
JIEKApCTBEHHBIX CPEACTB
Ha3HayeHo I IPUKa30M PyKOBOIHUTENA CyOBEKTa
PO3HHYHO TOPTOBIIM OTBETCTBEHHOE JIMIIO 32 nyHKT 66 [IpaBui
36. | paboty ¢ banscnpUIEpPOBaHHBIMH, HaJIeXalnei anTe4Hon
n06poKaueCTBEHHBIMY, KOHTpa(aKTHEIMA TIPaKTHKH
TOBapaMH alTe4YHOTO aCCOPTHMEHTA?
W3omu H HaJbH
30JIMPOBaHbI JIK CIELHAILHO nymkT 55 [Ipasmn
37, | MpomapxupoBantble eKAPCTBEHHBIE IPETIAPATEL, | garyeskalell MPAKTAKHA
NpeIHa3HAYCHHEIE 11 YHHUTOXCHHUS? XpaHEeHHS
- myHKT 30 [Ipasun
30JTHPOBAHEI JIK: HauIeKameH
MIPAKTHKK XPAHEHHS
lTeKapCTBEHHbIE IPENapaThl, B OTHOIICHHH mysr 30 [pasmt
KOTOPBIX I'IpI/;HﬂTO pEIIeHHe O IPUOCTAHOBICHHHY | pyo 1 nencarmeit
38. | |[MPHMCHCHHA! IPAKTUKA XPaHECHUS
JleKapCTBEHHBIE IIPENapaTkl, B O;HOIHGHI/IPI mysier 30 TTpasm
KOTOPBIX IPUHATO PEIICHUE 0 00 M3BATUH U3 HAIeKAMmeH
oGpammeHs? MPaKTHKH XPaHCHASL
danscupuumpoBaHHbIe, HeNOOpPOKadecTBeHHbIE | IIYHKT 30 Ipasun
1 KOHTpahaKTHEIE NIeKapCTBEHHBIE IIpenaparsi? | HAICKAIICH
[IPaKTHKH XPaHCHHA
HMeroTcst 1M JOKYMEHTBI, ONTHChIBAIOIIHE NeHCTBHS,
BBINOJIHAEMBIE CyOBEKTOM O0palleH sl JIEKApCTBEHHBIX
TIpenaparoB, HalpaBJIeHHbIE Ha COOIIOCHHE 1yHKTHI 41-43 Tpasmn
TpeGoBanHmii, ycTaHOBICHHBIX [TpaBunamMu HaJUIeKAIeH TPAKTHKH
HaJJIeXAaled [IPakKTHKH XpaHEeHHUs: XpaHeHus
39.

HHCTPYKLIMH?

nyHKTHI 41-43 Ilpasun
HaJJIeXalleH IpaKTHKH
XpaHeHuUs

CTaHAAPTHBIE OTIEPALIMOHHbIC
npouexypsl (COITei)?

myHKTHI 41-43 IIpaBun
HaJUIe)KalleH PaKTHKH
XpaHEHUA




53

oTueTh! (CBOAHBIE XypHAIbI)?

myHKTHI 41-43 TpaBun
Hajuiexainei MpakThHKy
XpaHeHHsA

norosopsi?

nyHKTsI 41-43 IpaBun
HajijIeXxalei npakTHKH
XpaHEHUs

Benercs 1M y4eT JIEKAPCTBEHHBIX CPEACTB C
OrpaHHYEHHBIM CPOKOM TOJHOCTH Ha GyMaXHOM

myHkT 11 [Ipasuna

40. | gocuTene WM B JNEKTPOHHOM BHJIE C XpaHEHMs JICKapCTBCHHBIX
apxuBanueit? CpeICTB
HOBJICH JIH BOJHUTEIEM
Y CcTaHOBJIEH JIX PYKOBOAUTENEM OpraHu3allui myner 11 [pasan
41. | mOpsnOK BeeHHA yUeTa 1EKapCTBCHHBIX CPEACTB | ypapeHys NeKAPCTBEHHBIX
C OrpaHHYEHHBIM CPOKOM? CpE/ICTB
UMeercs Ti pa3pabOTaHHBIH ¥ yTBEPXKICHHBIH
KOMILJIEKC Mep, HAlIpaBJICHHbIM Ha MUHHMM3ALUIO
P, Hallp an myHKT 24 [TpaBun
pHUCKa KOHTAMHHAIIMHA JICKapCTBEHHBIX HajUIexKammet
IIPEHapaToB, ¢ Y4ETOM YCJIOBUI COOMIOICHHS NPAKTHKH XPaHEHUs
3amuTHl 0T ()aKTOPOB BHEIIHEH Cpelbl C
ohopMIICHHEM:
nyaKT 24 ITpasun
42, HpHUKa3oB? HaJyIexXaleH
MPAKTUKH XPaHEHHS
nyHKT 24 [TpaBun
COIlos? HaJUIeXalen
MpPaKTUKY XPaHEHHA
nyHKT 24 Ilpasun
HHCTPYKIUH? HaJUTeXalIeH
NPaKTHKY XPaHEHHS
43. | PerucTpUpyIOTCS M PE3YIbTaThl TEMIEPATYPHOrO | MYHKT 21 IMpasun
KapTUPOBaHHUA u BJIQXKHOCTH | Hamviexamei
B CHENMATBHOM >KypHane (Kapre) perucTpauuu | MPaKTHKH XPaHEHMH,
Ha GYMaKHOM HOCHTeNe M (WIM) B SIEKTPOHHOM myHKT 23 TIpaBui
BHJE €XCIHEBHO, B TOM 4HCJIE B BBIXOJHEIE HaJlexKalen
" Hpa3 JTHAYHBIE IIHH? TMPaKTUKH XpaHCHHUA,
nyHKT 7 [IpaBui XpaHeHUS
J'leKapCTBCHHBIX CpeacTs
44. | Xpauarcs nu  OKypHanbi  (KapTel) —pErMCTpalwH | MyHKT 21 IIpaBun

TeMIepaTypPHOTO KAPTUPOBAHHSA B TEUEHNE ABYX JIET?

Haiexamein

NPaKTHKA XPaHECHUS;
myHkT 23 IIpasun
HaJyIeXaIen

MPaKTUKA XPaHCHHS,
nyHkr 7 [TpaBui xpaHeHHs
JIEKapCTBEHHBIX CPEACTB
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45. | CobronaeTcs JIK 3anpeT Ha COBMECTHOE XPaHCHHE B
OMHOM TEXHMYECKH YKDPETUICHHOM  IOMEINCHUM
NeKapCTBEHHBIX ~ MpENapaToB, — NPeXyCMOTPEHHbIX | IYHKT 34 Tlpasun
nynktom 32 IlpaBun Hajnexained NpaKkTUKY | HaJJIeXalen
XpaHeHud, H JICKapCTBCHHBIX npenaparosB, | IPaKTHAKA XpaHCHUA
COZiepXalllMX CWIBHOACHCTBYIOME WM SATOBUTBIC
BelecTBa?
46. C nyHkt 51 [Tpasun
obmogaeTcs /M 3alpeT Ha  XpaHEHHC -
HaJyTIeXKaIel IpakTUKA
OTHEONACHBIX M B3pPHIBOONACHBIX JICKapCTBCHHBIX XpaeHHA
Ipenaparos BIajlH OT:
nyskT 51 [Tpasun
HaJUIeXaIeH MPaKTHKY
orHs? XPaHEeHHs
nyHKT 51 [IpaBun
HaJIeXamen IPakTHKH
OTOIMTENBHBIX IPUOOPOB? XPAHEHHS
myHKT 51 [Ipasun
HaJIeXKaImeH IpaKTHKA
BO3/IEHCTBHSA NPAMBIX COJHEYHBIX JTyder? XpaHEHHs
47. nyskT 20 IpaBun

Cobsogaercs u 3anpeT Ha XPpaHCHHC B MOMEICHUAX
XpaHCHHA JICeKapCTBCHHBIX npenaparos:

HaIexame IpaKTHKH
XpaHCHHUs

myHKT 20 [IpaBun
HaJUICKaIeH MpaKTHKH

TIMIIEBBIX TPOTYKTOB? XpaHCHHUS
nysukT 20 [IpaBun
. HaJUieXKalnel MpakTHKH
TabayuHbIX U3IETHI? aIeKal paKt

XpaHEHHs

HAMKUTKOB (32 HCKITIOYEHHEM NTUTBEBOH BOBI)?

myHKT 20 [TpaBun
HaJIeXamen MpakTHKH
XPaHEHUs

JIeKapCTBEHHBIX NPETIapaToB, NPeIHa3HAYeHHBIX ITd
JIMYHOTO MCTIONB30BaHMA PaGOTHUKAMH?

myHKT 20 [Ipasmn
HaJyIeKalei MpakTUKH
XpaHEHHUS

(momxrOcTh ¥ MO MODKHOCTHOTO JIHIIA, 3aTI0THABIIETO TIPOBEPOYHBIH JIKCT, IIOTHCE, Jata)

(IIOII)KHOCTI) 1 ®VIO 10IMKHOCTHOrO JHIIa FOPUANICCKOTO Jana, HpI/ICYTCTBOBaBLHCFO npu
3aII0JIHEHHH IIPOBEPOYHOrO JIUCTA, IIOJIHUCH, ,uaTa)




IMpunoxenue Ne 5

K prkasy @ezepaibHOH CIryKObI

110 HaJ30pYy B chepe 3npasoo§menm
Gy A

oT ﬁy/ / //ﬂ/g Ne

=X

®opMa

IIpoBepo4HBlii JIHCT
(CTHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoab3yemelii @eepaibHoi c1yx00i Mo HaA30py B cgepe 31paBOOXpaHEHHSA
M ee TePPHTOPHAIBHBIMH OPraHAMH PH MPOBEIEHHH IIAHOBBIX NPOBEPOK npH
ocymiecTBAeHHH (eiepabHOro rocyAapcTBEHHOro HaaA30pa B cdepe oOpamenns
JIEKAPCTBEHHBIX CPEACTB
(XpaHeHHe JIeKAPCTBEHHBIX NPeNnaparoB AjIsi MEJHIHHCKOro NPAMEHEHHS B
anTeYHOM KHOCKe)

(HaMMEHOBAaHUE OPraHa, OCYINECTB/IAOMIEr0 TIIAHOBYIO TIPOBEPKY)

1. Bun rocyJapCTBEHHOTO KOHTPOJIS (nag3opa)

2. TIlpeqMeT IUIaHOBOM TPOBEPKH FOPHAMYECKMX JHMI M MHIMBHAyalbHBIX
npeApUHUMATENEH OTPaHHIHBAETCS 0053aTeNbHBIMH TpeGOBaHUAMH, COOITIOICHHUE KOTOPBIX
gRISIETCS HAMOoJIee 3HAYMMBIM C TOYKHM 3pEHHs HEJOIYIICHHS BOSHUKHOBEHHS yIPO3bI
MpHYUHEHNS Bpeia )KU3HH, 3I0POBBIO IPAXK/IaH, H3I0KCHHBIMH B ¢opme IPOBEPOYHOTO JIUCTA
(CTICKA KOHTPOJIBHBIX BOTIPOCOB).

3. HanMeHOBaHWe IOPHIMYECKOTO JHla, (aMuwims, HMs, OTYECTBO (mpu HATHIUH)
HHIMBHUyaJIbEHOTO [pe APUHAMATEIIS

4. MecTO IPOBEJECHHS IUIAHOBOH MPOBEPKH C 3alONHEHHEM IIPOBEPOHHOTO JIHMCTA:

5. PexBU3MTHI IIpHKa3a O MPOBEJCHHH IIAHOBOH IPOBEPKH: OT Ne

6. YueTHBII HOMep NPOBEPKH U J]aTa IPHCBOCHUS yIE€THOr0 HOMEpa IIPOBEPKH B EnmsaoM
peecTpe MPOBEPOK: .

7. JTomKHOCTh, (paMUNIHA ¥ WHHLKAIB! O/DKHOCTHOTO JIMIA (yu11), poBoOAAIIEro(KX)
TUIAHOBYIO TIPOBEPKY:

1. ;

2. .

8. TlepeueHs BOIIPOCOB, OTPAXAIOIIUX COACPIKAHNE 00s3aTeIbHBIX Tpe6OBaHMH, OTBET Ha
KOTOpEIE OIHO3HAYHO CBUIETEECTBYET O COOJIIOJIEHIH WM HECOOIOIEHHH FOPUANIECKIM
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JIAIIOM, MHIMBHIYaJbHBIM [PEINPHHAMATEIeM 00A3aTeNbHbIX TPEOOBAHMM, COCTABIAIONIINX
IpeAMET NPOBEPKH:

PexBHu3HTBI BeiBog o
HOPMATHBHBIX BbINOJIHEHHH
NPABOBBIX AKTOB, € TpeGOBaHMIT
yKa3aHHeM HX
CTPYKTYPHBIX €MHHILI,
Ne Bonpocsl, 0Tpakalomue CoaepRaHue KOTOPBIMH
n/n 00a3aTeJbLHBIX TpeboBaHMIT YCTAHOBJICHbI
00s13aTeJIbHbIE
TpedoBaHHSA

Aa HET

®denepanbhbiii 3akon oT 12 anpesas 2010 r. Ne 61-®3 «O6 o6pameHHH JIeKaPCTBEHHBIX CPeICTB»
(Cobpanne 3akonogatenscrsa Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IlpaBuia Hapaexkamel NPAKTHKHE XPAHEHHs H NePEBO3KH JIEKAPCTBCHHbIX NPeNapaTos
A  MeJHIMAHCKOro NpHMEHEHHsl, YTBep:KIeHHbIe NPHKa3oM MuHHCTepCTBa 3ApPaBOOXpaHEHHs
Poccniickoii ®enepauun ot 31 aBrycra 2016 r. Ne 646n (3aperncTpupoBad MHHHCTEPCTBOM IOCTHLHH
Poccuiickoii ®enepanun 9 sasaps 2017 r., peracrpannonnsiii Ne 45112) (nanee — lIpasuna nagaexameit
npakTHKH xpaHenusi); IIpaBnia HaxJexameil anTeYHOH NPAaKTHKH JIeKapCTBeHHBIX MpenapaTos A1d
MeIHIHHCKOro NPAMEHEHNAs, yTBepAeHHbIe NPHKa3oM MunHcTepeTsa 3apaBooxpanenus Poccuiickoi
®eaepannn ot 31 aBrycta 2016 r. Ne 6471 (3aperncrpuposan MunucTepcTBoM locTHunu Poccuiickoi
®exepanuu 9 supaps 2017 r., perncrpannonnbii Ne 45113) (nanee — [IpaBuna HaadexKamed anTedHoH
npakrtuku); IIpaBuia Xpanenus JIeKapCTBEHHbIX CPEICTB, YTBepKIeHHbIe MpAKa3oM MHRHCTEPCTBA
3]PABOOXPaHEHHs H CONMAJILHOrO pa3BuTHs Poccmiickoii @enepanun ot 23 asrycta 2010 r. Ne 706n
(3aperncTpuposan MunuctepcTeoM loctHuua Poccmiickoii ®enxepannn 4  oxrabps 2010 r.,
perucrpanuonnbiii Ne 18608) ¢ H3MeHeHHSIMA, BHECEHHBIMH NPHKa30M MHHACTEPCTBA 3/PABOOXPAHEHHS
H connaabHoro pa3puTus Poccuiickoii ®enepanun or 28 nexabps 2010 r. Ne 12211 (3aperacTpHpoBaH
Munncrepcrsom ocrunun Poccuiickoii ®enepanun 4 despans 2011 r., peracTpannonnsiii Ne 19703)
(nanee — IlpaBuiia XxpaHeHns JeKapCTBEHHBIX CPE/ICTB)

YupasieHue KauecTBoM (cTaThs 55 61-@3; raasa I lpasua HaaIexameli anTeqaHoi IPaKTHKH)

VTBEpKAEHBl JM  pyKOBoAMTeNeM  CyOmBekTa | myHKT 4 Ilpasun
obpalleHus JIEKAPCTBEHHBIX CPEICTB CTAaHJAPTHBIC | Hajue)Kallel anTeYHOH
1. onepauroHHsle npouexypsl  (nanee — COII)? TIPaKTHKH
HMeeTcq i JOKyMeHTalMs CHCTEMBI KaueCTBa Ha nyrkr S TTpasun
OYMaKHBIX H (HJIH) SJIEKTPOHHBIX HOCHTEIAX: HazUTexKaIeH anTeqHol
NpaKTHKH

MOJAIMYHKT «M» ITYHKTa 5
IIpaBun HazueKaLeH
anTe4YHOH NPaKTHKH

HaJT perucTpaLiy NpHUKa3oB
PKypHasl perucTp p

2 (pacniopsixxeHHuit) o cy6beKTy

) O3HMYHOM TOProB/IH?

P P

JKYPHAJI €XKE€AHEBHON PErHCTpalvy
napaMeTpoB TeMIepaTypsl U
BJIA2KHOCTH B INIOMCINCHHAX JIJIA
XpaHeHHs JIEKapCTBEHHBIX
npemnapaToB?

MOIITYHKT «K» ITyHKTa 5
IIpaBun HajuIexKameH
anTeqyHO! MpPaKTHKU
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DKy PHAI IIePHOANYECKON PEruCTpaium
TEMIIEPATyPbl BHYTPH XOJIOJWIBHOTO
060pynoBaHus?

MTOJITYHKT «J1» ITyHKTa
TIpaBun Hagnexare#
aNTeYHOM IPAKTUKU

5

JKypHaJI ydeTa JIEKapCTBEHHBIX
TpenapaToB ¢ OrpaHUYEHHBIM CPOKOM
Tr'OHOCTH?

INpaeun Hapnexaie
anTe4yHON NPaKTHKH

MOIMYHKT «P» MyHKT 5

bKypHAJ yJeTa IOCTYTUICHHS U pacxonia
BakLMH (TIpH HATUYHH)?

IpaBun HajeKaINEH
anTe4yHOH NIPaKTHKH

MOAMYHKT «X» ITYHKT 5

KOHTPOJISA?

DKypHaJl PErHCTpaldH pPe3yJIETaTOB IPHEMOYHOrO

[IpaBun HagIexauleH
anTe4YHON NPAaKTHKA

MOATYHKT «(» IyHKTa 5

Cucrema ofecnedeHHst KauyecTBA XPAaHEHHS H _TEPEBO3KH JIEKADCTBEHHLIX NPENapaToB

61-®@3; rnasa II, nynkTel 3 - 6 [paBua HaaAexamell NPAKTHKH XpaHEHHSs)

(craTtha 54

HaznadesHo a1 PYKOBOIUTEJIEM anTeYHOI
OpraHv3anuyi JHUHO, OTBETCTBEHHOE 34
BHCIPCHUC obecrieyeHne CHCTEMBI KadecTBa?

yHKT 5 IlpaBun

XpaH€HHUA

HaJuIeXKaIed MpakTHKH

Hudpacrpykrypa. Ilomemenns s XpaHeHHs JeKapCTBEHHLIX NpenaparoB (cratba S8
raasa IV IlpaBun Haanekalmied NPAKTHKH XpaHEHHS;

JIeKAPCTBEHHBIX cpencTs; raasa V IIpasui Hapjaexameii anTeYHOH NPAKTHKH)

61-D3,

IlpaBnna xpaHeHHs

€I0TCS JIM HEOOXOMHUMBIe OMEIEeHHA (WIH) 30HBL,

pUHAJIeKALIHe aTeYHOH OpraHyM3alliy Ha IpaBe
0GCTBEHHOCTH WM HAa HHOM 3aKOHHOM OCHOBaHHH,

nyHkT 11 Ilpasmn

4. HaJUTexaneii IPaKkTHKH
e06XONMMBIE U1 OCYIIECTBICHUS JCATENBHOCTU 10 |y yapepyg
PaHEHHIO JIEKAPCTBEHHBIX MIPENapaToB?
Nmeetcsa mu o603HaUEHHAs 30HA WIH OTAEIBHOE myHKTBI 15, 16 IIpaBun
5. NOMEIIEHUE TPHEMKH JICKAPCTBEHHBIX NIPENapaToB? HaJUTe)KalleH MPaKTHKH
XpaHEeHHS
HMeerca Td  0603HAUEHHAs 30HA WIHM OTAeNbHOEe  [IYHKTHI 15, 16 IlpaBun
6. MOMeIEHHe XPaHEeHMS JCKapCTBEHHBIX HayIexalei NpakTHKH
TpenapaToB, TpeOYIOUIMX CIEHMANBHBIX YCIOBHH? ~ KPAHCHHA
WMeeTcs /i U1 XpaHEHHA BBISABICHHBIX ImyHKTHI 15, 16 [Ipasun
(anscHPULUPOBAHHBIX, HEOOPOKAYECTBEHHBIX, HaJUIeKAIICH NPAKTUKHA
KOHTpadaKTHBIX JEKapCTBEHHBIX MPENapaToB: XPaHCHH
7. o6o3HaueHHas 30Ha? IYHKTEL 15, } 6 pasin
HaJUTexalleil MpaKTHKK
XpaHEHHS
myHKTHI 15, 16 TTpasun
OTAENbHOE NMOMeIleHHe? A IexKaIeH TPaKTHKH
XpaHEHHS
Hmeercs Tu  30Ha WM OTAENBHOE MIOMELIEHHE, [TyHKTb! 15, }6 IIpasun
3 oGecneuynBarolias TpedyeMble YCIOBHs XPaHEHHS zgile):P;a:le“ NpaKTHKH
JIEKapCTBEHHBIX MPEeNnapaToB i KAPAaHTUHHOIO
XPaHEeHHS JIEKapPCTBEHHBIX




npenaparoB?

o nyskT 17 [Ipasui
0 CBEILICHBI JIM MOMEIICHHS H 30HB, ncnon:zyemme HaexKamel MPAKTHKY
. IUIA XpaHEHHs JIEKapCTBEHHBIX MPenapaToB: XpAHEHHA

OtneneHsl Jid aIlMI/IHHCTpaTy{BHo-GLITOBLIe mynxr 19 TIpasu
10. | momemenus 0T HOMemeHHI; XpaHEHHsA HaUIeXKAaImeil PaKTHKU
JIEKApCTBEHHBIX MPenapaTos XpaHEHHs

WMeeTcss Jid OTAENbHas 30Ha (lukadbl) Uit
XpaHeHHs 0G0py/0BAHHS, HHBEHTApA U MATCPHANOB | 11 pyer 25 TTpaput

17151 yGOpKYU (OUHCTKH), @ TAKoKe MOKOLIMX H HajIexameH NPaKTHKH
11. | pesmnaduumMpyOmuUX CPEACTB (1A HCKITHOUCHUS XpaHeHHS

PHCKa 3ar pA3HEHHA 3THMH CPEICTBAMH
JIEKAPCTBEHHBIX CPEZICTB)?

TTpoBomuTCs T yBOpKa OMEMmenu# (30H) ams | IYHKT 25 Ilpasun
12, | XpaneHHs TeKapCTBEHHBIX MPENApaTos B HaJUIC)KAIIeH IPaKTHKA
coorserctBaH ¢ COIloM? XpaHCHUA

MeeTcs T IIaaKas OT/AeIKa MoMeIneryit [uid | IMyHKT 25 IIpaBri

XpaHEeHHs JIEKapCTBEHHBIX IPENapaToB HajJieXxaniey IpaKTHKA
(BHyTpeHHHE OBEPXHOCTH CTEH, IIOTOJIKOB), XpaHCHHUS,;

13. JIOMyCKaoInas BO3MOXHOCTE MPOBENCHUS myHKT 6 IIpaBii XpaHCHHA
BIIAYKHOM YOOPKH M HCKIIOYAIOIas HAKOIUIEHHE TIeKapCTBCHHBIX CPE/ICTB
neuH?

OGecmeveHa T 3alIATa IOMEIIEHAR I
XpaHeHHs JIeKapCTBEHHBIX [IPENapaToB OT nyHKT 26 [IpaBun

14. | npoHUKHOBEHHS HACEKOMBIX, TPBI3YHOB HITH HaJUIeKaIeH NPAKTHKHA
JAPYTHX JKABOTHBIX? XpaHCHHS

UndpacTpykrypa. OGopyrosanne (riasa IV IlpaBua Hajjgexameil NMPAaKTUKM XPAHCHHS;
IIpaBH.ia XpaHeHHsi JI€KAPCTBEHHBIX CPEACTB)
NmMeercs i HeoOxoauMoe obopynoBaHue (B
XOpOIIEM COCTOSTHHH U yucToe), | nyHKT 11 IIpaBan

15. | npuHagnexaiiee OpraHu3alu¥ Ha  NIPaBe HaJIeXaIey IpaKTHKU
COOCTBEHHOCTH WJIM Ha HMHOM 3aKOHHOM | XpaHCHUS

OCHOBaHHH?
OcHameHpl ¥ NOMEIeHAs Ui XpaHeRus | myHKT 7 IIpaBui
16, | eKApCTBEHHBIX CpENCTB npuGopaMu JJIs | XpaHCHHS
PErHCTpaliy IapaMeTPoB BO3TyXa: JIEKapCTBEHHBIX CPE/ICTB
nyskt 7 [IpaBun
XpaHEHHUs
17. JIEKApCTBEHHBIX CPENICTB
TEPMOMETPaMH? nyskt 37 IIpaBun

HaUieXalle MPaKTHKU
XpaHeHHs
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rUrpoMeTpamu?

nyHkT 7 I1paBun
XpaHEHHS
JIEKapCTBEHHBIX CPEJICTB
nyHKT 37 ITpaBun
HaJIeXxaliel NpaKTHKA
XpaHeHUsA

JIEKTPOHHEIMH THIPOMETpaMH?

nyHKT 7 [IpaBun
XpaHCHUSA
JIEKapCTBEHHEIX CPEICTB
nyHKT 37 IlpaBuin
HaJUIeXaIei MpakTHKH
XpaHEeHUs

TEPMOTHTPOMETPaMH?

nyHKT 37 IIpasun
HaJJIeXKalleil NpaKTHKH
XpaHeHHA

18.

Pa3zmemaroTcs M H3MEPUTENBHBIE  YacTH
npuGOpoOB  JUIL  PETHCTPaluy  NapaMeTpoB
BO3[yXa Ha PACCTOSHUH HE MEHeE 3 M OT IBEpeH,
OKOH H OTONHTEIBHBIX IMPHOOPOB M Ha BHICOTE
1,5-1,7 m ot mona?

nyHKT 7 [IpaBun
XpaHeHHA
JIEKapCTBEHHBIX CPE/CTB

19.

PerucTpupyioTCs I HOKa3aHHsi MpuOOpOB UL
PETHCTPAIMH IapaMETPOB BO3IyXa eXEHEBHO B
CIEHAIBHOM JXypHaJie (KapTe) perHCTpalii Ha
OyMa)KHOM HOCHTENE M B JJIEKTPOHHOM BHE C
apXUBaIMel (IS 3MeKTPOHHBIX THTPOMETPOB),
KOTOPBIH BEIETCS OTBETCTBEHHBIM JHIIOM?

MYHKT 7 [Ipasun
XpaHEHHs

JIEKapCTBEHHBIX CPEICTB

20.

CepruduuupoBaHsI, KaJInOpOBaHbI 1
HOJBEPraloTCs 1M IMOBEPKE KOHTPOJNMPYIOIIHE
npubGopsl UL PETHCTpallid  MapamMeTpoB
BO31yxa?

MYHKT 7 IIpaBun
XpaHEHHS

JICKapCTBCHHEBIX CPEICTB

21.

VMeeTcst M XOJIOMMIIBHOE 000PY/I0BAHHUE:!

nyHKTH 21, 36, 37 IlpaBun
HaJyIe)KaleH NpakTHKA
XpaHEHHs

XOJIOAUIGHBIC KaMephl HITH CIIEIUAIBHO
06OpyAOBaHHOE IIOMEIIEHHE?

nyHKTHI 21, 36, 37 IIpaBui
HaJJIeXKAaIeH IpaKTHKH
XpaHEHHS

(apMareBTHUECKHE XOIOMMIBHBIE MKA(BI WK
XOJIOMIBHYK [T XpaHEHUS TepMOIabHIbHBIX
lTleKapCTBEHHBIX CPEICTB?

myHKTHI 21, 36, 37 IIpaBui
HaJiIeXaIe NpakTHKA
XpaHEHHs

22.

VIMEIOTCS JIM CHCTEMBI KOHMIMOHUPOBAHHS B
NOMEIIEHAAX XPaHEHHs JIEKapCTBEHHBIX
penaparoB?

nysKTsI 21, 36, 37 [IpaBuin
HaJJIeXaneH MPaKTHKH
XpaHEHHUS;

nyHKT 4 IIpaBui XpaHeHHAS
JIEKApCTBEHHBIX CPECTB




23.

HMeroTcs JIM CHCTEMBI BEHTUIALIUH B
MIOMEIIEHHAX XpaHEHHs JICKapCTBEHHBIX
IpenapaTos?

nyskts! 21, 36, 37 [pasun
HaJUIeXKaIeH MpaKTHKH
XpaHEeHHUS;

nyHKT 4 [TpaBui xpaneHus
JIEKapCTBEHHBIX CPEICTB

24.

Nmerorcs 1 mKadbl METAUIHYSCKHE UITH
JepeBSHHBIE JUISl XPaHEHHUS JIEKapCTBEHHBIX
IperapaToB, NOIEKAIMX IPEAMETHO-
KOJIMYECTBEHHOMY Y9eTYy?

myskT 31 Ipasun
HaJIe)Kane
TIPaKTHKH XPAHCHUI

25.

HMeroTes 1M B OMEIUECHHUAX U1 XpaHEHUS
JIEKapCTBEHHBIX NIPENapaToB:

myHKT 29 IIpaBun
HajyIexxamnei mpakTHKH
XPaHEHHS,

myHKT 31 IIpaBmn
HaJUIeKaneH MPaKTHKH
XpaHEHHUS,

nyHKT 5 [IpaBui XxpaHeHus
JIEKapCTBEHHBIX
CpEeCTB

CTEJLIAXU?

nyHKT 29 IIpaBun
HaJJIeXaed IPaKTHKA
XpaHEHHS;

nyHKT 31 [IpaBun
HaJJIeXKaIEH TPaKTHKH
XpaHEHHS,

myHKT 5 IIpaBui
XpaHEeHHUS JIEKapCTBEHHBIX
CpenCTB

mKader?

myHKT 29 IIpaBuin
HaJIexaIe IpakTHKA
XpaHEHUS;

nyHKT 31 [IpaBun
HaJUIeKaleH MPAKTHKHA
XpaHECHHUS,

myHKT 5 IIpaBun
XpaHeHHs JICKapCTBEHHBIX
CpencTB

TIOIJIOHBI?

myHKT 29 [IpaBui
HaJyIexaIne npakTHKH
XpaHEHHS;

nyHKT 31 [IpaBun
HaJIeXKaniei NpakTHKK
XpaHEHHUS,

nyHKT 5 [Ipasun
XpaHeHHs JICKapCTBEHHBIX
CpEICTB

OATOBAPHUKH?

nyHKT 29 [TpaBui
HajUIexarniei npakTHKH
XpaHEHHS,




myskT 31 IIpaBun
HajyIeXaeH MpakKTHKA
XpaHeHHS,

nyskT S [IpaBun
XpaHeHHs JeKapCTBEHHBIX

CpencCTB

26.

HIMeloTCs JIH 3aNacHbIe MOBEPEHHbIE CPSACTRA
M3MEpeHus B CTyyae PEMOHTa, TCXHHUECKOro
06CITy»KMBaHUS, NOBEPKU 0GOPYAOBaHHA H CPEACTB
usMepenus?

nyuktsl 39, 40 Tlpasun
HaJJIeXKaIIEH IIPaKTHKH
XpaHCHHU,

nyHkt 7 [IpaBun xpaHeHAS
JIEKApCTBEHHBIX CPEIICTB

Hpogeccm JeAaTeIbHOCTH cyﬁbem*a QOSHH‘!HOﬁ TOProBJIH TOBapaMH ANTEYHOro aCCOPpTUMEHTA.
elicTBMs _CYObEKTA oOpameHus JeKapCTBEHHLIX Npenaparon no XpaHeHHIO.

XpAHEHHIO JeKapCcTBeHHbIX npenaparoB. Ouenka aesTe
61-®3; raasa V, VI Ilpasun nHagae
JIeKAPCTBEHNBIX CpeacTB; raasa VIu VIII

OKYMEHTHI 10

pHOCTH (cTaThA 58, MyHKT 3 crarTb 9
amieil NPAaKTHKH XpaHenus; IIpaBuia XpaHeHHS
TpaBu HaLIeKAMEl anTe HoH NPAKTHKH)

27.

COOTBETCTBYIOT JIH CBEJICHHS pe3yJIbTaTOB
TIPUEMOYHOTO KOHTPOIIS CBEICHHUAM B
TOBapOCONPOBOAMTENBHOM HOKYMEHTALMH:

nyHKT 46 [Ipasuin
Haexamnein

MIPAKTUKH XPaHEHHS,

nyHkT 40 [IpaBun XxpaHeHHS
JIEKapCTBEHHBIX CPE/ICTB

110 aCCOPTMMEHTY U KOJIH4ECTBY?

myHKT 46 [IpaBun
HaJIeKaeH

MPaKTHKH XPaHEHHS;

nyHkT 40 TIpaBui XpaHeHHA
JIEKapPCTBEHHBIX CPEZICTB

Mo KauecTBY?

IyHKT 46 IIpasun
Hajnexaulei

MPAKTHKU XPaHECHHUA;

nyHKT 40 IIpaBuI XpaHEHHUA
JIEKAPCTBEHHBIX CPE/ICTB

MO COBMIOEHHIO CTIeHANBHBIX

ycroBuil xpaHeHus (TIpH HAJTMIHH Takoro
TpeGoBaHms B HOPMATHBHOM IOKyMEHTallH Ha
ieKapcTBEHHBIN mpernapat)?

nyHKT 46 IlpaBun
HaUIeKaILECH

NPaKTUKH XPaHCHHUSA;

myHKT 40 ITpaBr XpaHeHHs
JIEKApCTBEHHBIX CPEJICTB

10 HAJIMYHIO TOBPEKICHHH
TPaHCTIOPTHOH Tapbi?

MyHKT 46 [IpaBun
HaUIexalen

NPaKTHKK XPaHEHHU;
nyHKT 40 TIpaBHa XpaHeHUs
JIEKApCTBEHHBIX CPEICTB




Co3naHa 1M TpHEMHAs KOMHCCHS UL
TIPOBE/ICHHS IIPHEMOYHOTO KOHTPOJLA,
yTBEpIKIEHHAS IPUKA30M PYKOBOJUTEILS
CyOBeKTa PO3HUIHOM TOPTOBIH?

nyHKT 49 [Tpasun
HaJUTeXKaLIEH anTeqHOH
MPaKTHKY XPaHEHHA

OdopMIISIFOTCS JTH COMTPOBOAUTEIBHBIC
JOKYMEHTHI C IPOCTABJICHAEM HITAMIIa O
TpUEMKE, TIONIHCHIO MATCPHATBHO -
OTBETCTBEHHOTO JIHIIA, 3aBEPEHHOH IIeYaThio (
TIpH HIMYHHK) CYOBEKTa PO3HUYHOH TOPTOBIIK:

myHKT 46 [IpaBui
HaJyIexKallel anTeyHon
TIPaKTHKH

cueTa - paKTyps?

myHKT 46 [TpaBun
HayIexallel anTeyHon
TIPaKTUKH

TOBAPHO-TPAHCIIOPTHBIE HAKJIAHbIE?

nyHKT 46 [IpaBun
HaIeXalel arnTeaHon
MPAKTUKH

peeCTp AOKYMCHTOB 1o Ka‘-IeCTB}’?

nyHKT 46 [TpaBun
HajyTIexKaleH arTeaHon
MPAKTUKH

TIpOXOMAT JIK TOBAphI AITEYHOTO ACCOPTUMEHTA
710 TIOIauH B TOPrOBYIO 30HY MPEATIPOAAXHYIO
HOATOTOBKY?

myskt 50 IIpaBun
HaUTIeKALEH alTedHON
MPAKTHKH

NaeHTHULMPYIOTCS TM XpaHAILHECH
NEKapCTBEHHBIE CPENICTBA B COOTBETCTBHH C
npuMeHseMoli cy6BekToM obpalieHus
NeKapCTBEHHBIX TIPENapaToB CHCTeMOH yuera?

myHKT 29 IIpaBui
HaJJTeKalleH IPaKTHKH
XpaHeHus;

nyHKT 49 TIpasuin
Ha/UTexalneH MPaKTHKHA
XpaHeHHs

OcCyIIECTBIIAETCA JIM XPaHEHHE JIeKapCTBEHHBIX
MpenaparoB ¢ y4eToM TpeOOBaHHH:

nyHkT 47 ITpaBun
HaJUIeXaIed TPaKTHKA
XpaHEHHS,

myHkT 40 [Tpasuin
XpaHEeHH JIEKapCTBEHHBIX
CpEICTB

HOPMATHBHOH IOKyMEHTALHH, COCTaBJIAIONIEH
perucTpaloOHHOE IOChE Ha JIEKapCTBEHHBIH
npernapar?

myHKT 47 IIpaBun
HaJyIeKaleH NpakTHKH
XpaHEHHMS,

myHKT 40 [TpaBun
XpaHEeHHs JICKapCTBEHHBIX
CpencTB

MHCTPYKIIHH 110 MEHLIMHCKOMY NPHMEHEHHIO?

nyukT 47 [Ipasun
HaJIexKale NpaKTHKY
XPaHEHHUS,

nyHkT 40 IIpasun
XpaHeHHs JIEKapCTBEHHBIX
CpesCTB
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uH(opMaLmMK, cofepKaleiics Ha NepBHYHOM 1
(171M) BTOPHYHOM yTIakOBKe JIEKapCTBEHHOI'O
npenapara U TPaHCIIOPTHOH Tape?

myHkt 47 [Ipasun
HaJUIeXaIeER IMPAKTHKHA
XpaHCHHA,

nyskT 40 ITpaBui
XpaHeHHUs JIEKapCTBEHHBIX
CpEACTB

33.

PasMemarorcs Ji JIeKapCTBEHHBIE IperapaThl

B TIOMELIEeHUAX W (MITH) 30HaX Ul XpaHECHUA
JIEKApCTBEHHBIX IIPENapaTos B COOTBETCTBUM C
Tpe6OBaHWIMH HOPMATHBHOM JOKYMEHTALMH 1
(vnr) TpeGOBaHUAMM, yKa3aHHBIMH Ha YTIAKOBK®
JIEKAPCTBEHHOTO MPENapara, C y4eToM:

nyHKT 49 Ilpasui
HajIexanied NpakTHKH
XpaHEHHs,

nyHKT § [IpaBui
XpaHEHUs
JIEKapCTBEHHBIX CPEJICTB

(HU3UKO-XUMHYECKUX CBOHCTB
JTeKapCTBEHHbIX MPenapaTos?

nyHKT 49 IIpasun
HaJeKalen NpaKTHKA
XpaHEHHS;

myHkT 8 IIpaBun
XpaHEHHUS
JIEKapCTBEHHBIX CPEICTB

hapMakoNIOrHyecKHX rpymm?

myHKT 49 IIpasun
HaJJTeKAINEH IIPaKTHKA
XpaHeHus;

nyHKT 8 [IpaBui
XpaHEHUs
JIEKapCTBEHHBIX CPEICTB

criocoba BBeACHHUS
leKapCTBEHHBIX IIpenaparos?

myHkT 49 [IpaBun
HajjIe)Kaied MpaKTHKU
XpaHeHH,

myHKT 8 IIpaBui
XpaHEHH
JIEKapCTBEHHBIX CPENICTB

34.

XpaHsTCs M CBETOYYBCTBHTE/IBHEIC
JNeKapcTBEHHBIE NPENnapaThl B 3alHIIEHHOM OT
cBeTa MecTe?

myHkT 52 [TpaBun
HaJUIeXKaIeH MPaKTHKH
XpaHECHHUS;

nyHKTHI 24-26 [IpaBun
XpaHEHHUs
JIEKaPCTBEHHEIX CPEICTB

35.

XpaHsATCS JIH BIAaro4yBCTBUTE/IBHBIE
JIEKApCTBEHHbIE CPEJICTBA B 3aIIMIICHHOM OT
Bnaru Mecte?

nyskTbl 21, 47 IlpaBun
HaUIeXKAEH IPaKTHKH
XpaHEeHHU,

nyskTsl 27-29 [pasun
XpaHEHHUs
JIEKApCTBEHHBIX CPE/ICTB




HasHaueHO M IPUKA30M PyKOBOIHUTENS
CyOBEeKTa POSHUYHOM TOPrOBIIM OTBETCTBEHHOC
L0 33 paboTy ¢ panbcHPHINPOBAHHBIMY,

nyHKT 66 [IpaBun
HayIexalnei anTeuyHou

36.
H06pOKaYeCTBEHHBIMH, KOHTPA(hAKTHBIMU MPaKTAKH
TOBApaMH aNTeYHOr0 aCCOPTUMEHTA?
W3011poBaHB! JIU CHIENHATIBHO
IPOMapKHPOBAHHEIE JICKAPCTBEHHBIE nyHKT 55 IpaBun
37. | npenapathi, npeaHasHaYCHHBIE U HaJIC)KAILICH ITPAKTHKA
YHHUTOXKEHUS? XpaHcHiA
" nyHKT 30 IIpaBun
30JIMPOBAHBI JIH: HazUIeKamet
MIPaKTHKY XPaHEHUS
JIEKapCTBEHHEIE IIPENapaThl, B OTHOIICHHH mysxr 30 TIpasa
KOTOPBIX IIPUHATO PELICHHUE O HaUTeKameit
IPHOCTAHOBJICHHH IPUMEHEHHS? NPAKTHKH XPaHCHHS
BEHHB
JleKapCTBEHHBIE IIpenaparsbl, B60THOH16HHPI nysxr 30 [pasmt
KOTOPBIX Hp;/IHSITO pemieHue 00 U3BATHHU U3 HayUiexKamei
obpaleHys’? MPaKTHKH XPaHEHHS
38.
¢danbcuUIUpOBaHHEIE,
He[00pOKaJECTBCHHBIE X KOHTpadaKTHEIC
nekapCTBEHHbIE MPenapaThl?
nyHKT 30 IIpaBun
HaJIeXaneH
TIPaKTHKH XPaHCHUSA
HmMeroTcsd 1M AOKYMEHTHI, OITMCHIBAIOIIHE JIIeHCTBUA,
BBINOJIHAEMEIE CyOBEeKTOM OOpalleH s
JNeKapCTBEHHBIX MPENapaToB, HANPAB/ICHHBIC HA nyHKTHI 41-43 TTpapmn
cobmoaeHre TpeGOBaHHH, YCTaHOBJICHHBIX HajyIexammeH IPaKTHKH
TMpaBriaamMu HaJUIeKaleH MPaKTHKH XPaHCHHS: XpaHEeHHs
39. HHCTPYKUMU? nyHKTHI 41-43 TIpaBut
HaIexKamiel MpaKTHKH
XpaHeHHs
COIlw1? nyHKTHI 41-43 TIpaBmi

Hayiexamed NpakTHKU
XpaHEHHA

oT4eThl (CBOAHBIE XKyPHAIBI)?

nyHKTH 41-43 TIpasmn
HayUIeXxaleil NpakTHKA
XpaHeHHA




JI0rOBOpHI?

nyHKTH 41-43 TIpaBun
HajIeXKaei NpaKkTHKH
XpaHeHHs

Benercs T4 y4eT JIEKApCTBEHHBIX CPEJICTB C
OrpaHHYEHHBIM CPOKOM T'OIHOCTH Ha OyMaXHOM

nyekT 11 IIpaBuia

40. | gocwTene UM B HIIEKTPOHHOM BHIE € XPaHEHHU IEKapCTBECHHbIX
apxuBanmei? Cpencts
YcTaHoBIEH JIH pPYKOBOAMTEIEM OpraHu3aliy mysxr 11 Tpasun
41, | TOPSOK BEJCHHS ydeTa JIEKapCTBCHHBIX XpAHEHHA eKapCTBEHHBIX
CPEJICTB C OTPaHHYEHHBIM CPOKOM? CpELICTB
42. | Perucrpupyrorcs b2t pe3ynsratsl | MyHKT 21 [IpaBun
TEMIIEPaTypPHOTO KapTHPOBAHUS M BJI&KHOCTH HaJIeXKamen
B CIELHAIBHOM XypHaIe (KapTe) perucTpanyy | NPakTHKH XpaHCHUS,
Ha GyMa)KHOM HOCHTENE U (WIH) B SICKTPOHHOM | ITYHKT 23 Tpasui
BHIE €KEAHEBHO, B TOM UHCIe B BBIXONHEIE | HajtexareH
¥ Tpa3IHUYHbIE THA? MPaKTAKH XPaHCHHUS;
nyskt 7 [IpaBui xpaHneHus
JIEKapCTBEHHBIX CPEACTB
43, Xpauarcs JiM OKypHaIbl (KapThl) pETMCTpaLyH | IMyHKT 21 Tlpasun
TeMMepaTypHOTo KapTHPOBAaHHA B TeUeHHe JBYX | HajiexallieH
net? MpaKTAKHA XPaHESHHUS;
myHKT 23 IIpaBui
HaJexamei
NPaKTHKY XPaHECHHUS,
nyHKT 7 [IpaBHi XpaHeHHUA
JIEKapCTBEHHBIX CpCACTB
44. C nyskT 51 [IpaBun
obmofaeTcd N 3ampeT Ha  XpaHCHHC o
OCHEOINACHEIX H B3PHIBOONACHBIX JIEKAPCTBEHHBIX Hajnexallel IPaKTHIH
IpenapaToB BJAJH OT: XPaHCHIA
myHKT 51 IIpaBun
OrH:A? HaJUIe)Xanied MPaKTHKH
XPaHEHHS
myHKT 51 TIpaBmn
OTOIMTENBHBIX IPAOOPOB? HajIe)Xaney MpakKTHKY
XpaHEHHUS
nyHkT 51 Ilpasun
BO3/IEHCTBHS TIPAMBIX COMHEHUHBIX JIydeH? HaJJIeXaIei mpakTHKH
XpaHECHHUA
45. nyskt 20 [Tpasun

Cobmrofaetcs JIM  3anper Ha XpaHeHue B
MOMEILIEHHAX XPaHEeHHs! JIEKAPCTBEHHBIX MPenapaToB:

HaJyIeXKaIeH MpakTUKH
XpaHECHHUS

TMLIEBBIX TIPOIXYKTOB?

nyHKT 20 ITpaBmi
HaJuIeXxaren MpakTHKU
XpaHEHU




nyskT 20 [Ipasun
HajUIeXKameld MpaKkTHKA

TabaUHBIX W3/IENTHHA?
XpaHEHHS

nyHKT 20 ITpasuit
HaJIeXaen NpakTHKA
XpaHCHHA

HATMTKOB (33 HCKTIOYEHHEM ITHTHEBOH BOabI)?

myHkT 20 ITpasun
JIEKAPCTBEHHBIX MpPENaparoB, MNPEeAHa3HaAYCHHBIX HaJUIeXKalei NpakTHKH
IS TUYHOTO HUCIIOJIb30BaHUA pa60THPIKaMI/I? XpaHCHKﬂ

(momxnOcTh 1 GHO NOIKHOCTHOTO JIHIIA, 3MOJHUBIIETO [POBEPOYHBIH JIHCT, MOAIHC, JaTa)

(zomxHOCTh ¥ ®UO JOIDKHOCTHOTO JTHIA FOPAIUIECKOTO JIMNA, PHCYTCTBOBABIIETO ITPH
3aMoJIHEHUH IPOBEPOYHOTO JIHUCTa, IO/IIHCH, 1aTa)




[Mpunoxenue Ne 6
K mipuKasy DenepanbHOH CIyKOBI
110 Ha/130pY B c;bepe 3/IPAaBOOXPAHEHHA

or (] HAWLE N T8

®opma

IIpoBepoYHbIi JHCT
(CIHCOK KOHTPOJILHBIX BONIPOCOB),
ucnosb3yemblii @eepanbHoil ciryx00§ M0 HaA30py B c(epe 3ApaBOOXPAHCHHSA
H ee TepPHTOPHAIbLHBIMH OPraHaMH NpH MPOBEACHHH IIAHOBBIX NpoBEepPOK NpH
ocymiecTBJIeHHH (heiepajibHOr0 rocy1apCcTBeHHOro Hai30pa B c¢epe oOpamenns
JIEKAPCTBEHHBIX CPeICTB
(XpaHeHHe JIeKapCTBEHHBIX NPenapaTos AJis MEJHLHHCKOTO npHMEHEHHs B
anTeKe NPOU3BOICTBEHHO)

(HaMMeHOBAaHHE OPraHa, OCYLIECTRIIAIOMETO IUIAHOBYI0 IPOBEPKY)

1. Bug roCyIapCTBEHHOT'O KOHTPOIA (Ham3opa)

2. Tlpemmer IUIaHOBOH MPOBEPKH IOPHAMYECKHX JHI H MHIVBHUTY AJIBHBIX
NpeApUHMMATENIel OrPAHHIMBAETCS 00A3aTETbHBIMU TpeGOBaHUAMH, COOIOZIEHUE KOTOPBIX
gBIsieTCs HauboJee 3HAYMMBIM C TOYKH 3PEHMS HEIOMYIIEHHs BO3HMKHOBEHHA YTPO3BI
IPHYMHEHNs BPe/ia XKU3HH, 3[10POBBIO IPAXIaH, N30 CHHEIMH B (bopme IIPOBEPOYHOTO JIHCTA
(CIIMCKA KOHTPOJIBHEIX BOIPOCOB).

3. HanMeHOBaHWE IOPHAMYECKOTO IHIa, (aMWims, HMs, OTYECTBO (mpH HAJIMYHH)
HMHIVBHIYaJIbHOTO npeIIpHHAMATEIIS

4. MecTo mpoBeJeHHs IUIAHOBOX NPOBEPKH C 3aNONHEHAEM MPOBEPOTHOrO JHCTA:

5. PeKBU3UTHI MPUKA3a O IPOBEICHAH TLIAHOBOH MPOBEPKA: OT Ne

6. YueTHbI HOMep MPOBEPKHY H JIaTa PUCBOCHHUS yIETHOTO HOMEPa IIPOBEPKH B EnuroM
peecTpe IPOBEPOK: .

7. JomKkHOCTb, (aMHUIHs M WHHUIUAIEI JTOJDKHOCTHOrO JIHMIA (JTHII), TIPOBOAAIIETO(HX)
IJIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepeueHb BOIPOCOB, OTPAXAIOMIHUX COAEPKAHNC 00s3aTeNbHBIX TPeOOBaHuUH, OTBET Ha
KOTOpPBIE OJIHO3HAYHO CBHUAETEIIECTBYET O COOIIIOEHUH WM HeCOOIIOAEHHH IOPHINICCKIM
JIAIIOM, MHIMBHIYaNbHEIM PEANPHHAMATENEM 00S3aTEIbHbIX TpeGOBaHMI, COCTABIAIOIHNX
peaMeT IIPOBEPKH:




BoiBoa o
BBINOJTHEHHH
TpedoBanmMil

PexkBH3HTHI

HOPMATHBHBIX
NpaBOBLIX AKTOB, €
yKa3aHHeM HX

CTPYKTYPHBIX €JHHHMII,
KOTOPBLIMH
YCTaHOBJICHBI
obs3aTeIbHbIE
Tpe6oBaHuA

Bonpockl, 0Tpakalomue CoAepKaHue

obs13aTeNLHBIX TPeOoBaANMIA

n/n aa HeT

®exepanbHpiii 3akon or 12 ampeas 2010 r. Ne 61-@3 «O06 obGpaineHHH JIEKAPCTBEHHbIX CPEACTB»
(CoGpanne 3aKOHOJATEJIbCTBA Poccuiickoii ®enepaunn, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nagee - 61-®3); IpaBuaa majnexameii NPAKTAKHE XPaHEHAS H NEPEBOSKH JIEKAPCTBEeHHBIX NpPenapaTon
AJS  MeAHIMHCKOro NPHMEHEHHs, YTBepKICHHbIE MNpPHKa30M MHEAHHACTEPCTBA 3PaBOOXpPAaHCHHS
Poccuiickoii ®exepanun ot 31 asrycra 2016 r. Ne 646n (3aperucTpHpoBan MuBHHACTEPCTBOM IOCTHIHA
Poccniickoii ®enepannn 9 susaps 2017 r., perncTpanHOHHbIH Ne 45112) (nanee — IpaBniia nagaexamei
npakTHky xpanenus); IIpaBuia HajeKamen anTe4HOH NMPAKTHKH JICKAPCTBEHHBIX MPENapaTos s
MeIMIAHCKOr0 NPHMEHEHNs, YTBePA/IeHHbIc NPHKa3oM MHHHCTEpPCTBA 3APABOOXPAHEHHAS Poccuiickoi
®enepanun ot 31 aBrycra 2016 r. Ne 647u (3aperncTpupoBan Munucrepersom 1octunnn Poccniickoi
®enepanun 9 sinBapa 2017 r., perucTpannonnsiii Ne 45113) (nanee — IIpasnia Hap/IeKameH anTeaHoH
npaxtakn); [IpaBHia XpaHeHHS JIEKAPCTBEHHBIX CPEICTB, YTBEPHJICHHBIC npuka3oM MHHHCTePCTBA
34paBOOXpAaHEHHS H COUMATHLHOIO Pa3BUTHIH Poccniickoii ®exepannn ot 23 aBrycra 2010 r. Ne 706n
(3aperucTpupoBan MHHHCTEPCTBOM  IOCTHIHH Poccuiickoii ®enepamun 4 oxTabpa 2010 r.,
peructpanuonnbiii Ne 18608) ¢ n3MeHeHHAMH, BHECCHHBIMH NPHKA30M MHUHHCTEPCTBA 3PaBOOXPAHCHASN
H connaabHoro passutas Poccriickoi @exepanun oT 28 nexabps 2010 r. Ne 1221u (3aperucTpupoBaH
MuHHcTepeTBOM ocTinnn Poccriickoii ®enepanuu 4 depansn 2011 r., perucTpanHoOHHELIH Ne 19703)
(nanee — [paBuIIa XpaHeHHs! JIEKAPCTBEHHbIX CPE/CTB)

YnpaBJjieHne Ka4ecTBOM (CTaThs 53 61-®3; raasa II IlpaBua HanIekameii anTe1HoH NPAKTHKH)

VTBepXKIOEHE ~ JIH  PYKOBOAHTEIIEM cybnexrta | myHKT 4 IIpasun
oGpallieHHst JIeKAPCTBEHHBIX CPEACTB CTAHIAPTHBIC | HajUIeKalleH anTeYHOM
1. | oneparmonnsie npouexyper (nanee — COI)? TIPAKTHKH
WMeeTcs T JOKYMEHTALMA CHCTEMbl Ka4eCTBA Ha nyskr 5 TIpasin
GyMaXKHBIX M (MJIH) 3/ICKTPOHHBIX HOCHTEIAX! HaJUTeXAIIeH arTeqHoM
MPaKTHKH

MOITYHKT «H» IyHKTa 5
TMpaBwi HagexKaLIEH
anTe4yHOH NMPaKTHKU

pKypHAJT pEerHCTPallMy NIPUKa3oB
(pacropsbkeHnit) 1o cyObeKTy
PO3HMYHOM TOProBIu?

2. JypHAJT €XeJHEBHON PeruCTpallvy

TapaMeTpoB TeMIEPaTypsl U MOAITYHKT «K» MyHKTA 5

BJAKHOCTH B MOMCIICHHUAX AJIs
XpaHCHHA JICKapCTBEHHBIX
npenaparoB?

TlpaBui HajJIexKaIeH
anTe4yHo! MPaKTHKH

HKypHAJT TIEPHOIHUECKOMN pernCTpaliy
TeMriepaTypsl BHyTPH XOJIOAWIBHOTO
oGopyaoBaHHuA?

TOAMYHKT «I» IMyHKTA 5
TpaBwn HajIexallen
anTevyHoN NpaKTHKH




HKypHAJI yueTa OTepaiiii, CBsI3aHHBIX C

o6pameHHeM JIEKapCTBCHHBIX CPCACTB, MOAIYHKT «M» IMyHKTA 5
BKJIIOUCHHBIX B [ICPEUYCHD HpaBPUI Ha;ulexcameﬁ
NIEKapCTBCHHBIX CPEACTB, nog/Iexanux anTeqyHou MpaKTHKHU

MpeaMETHO-KOTHYECTBEHHOMY yUETY
(pu HaTHYHK)?

MOJIMYHKT «pP» IyHKT 5
ITpasun HajIeKaLICH
anTeyHON NPaKTHKH

JypHAI y4eTa JIEKapCTBEHHBIX
TNPenapaToB C OrPAHUYEHHBIM CPOKOM

rogHoCTH?
MOAMYHKT «X» IMYHKT 5
bKypHAJI yueTa OCTYIUIEHHs | pacxoa TTpaBun HamIeKAIEH
BaKIUH (TIPH HANAYHK)? aNTeYHON NPAKTHKH

DKypHaJl PErMCTpalli¥i PE3yNbTarToB IPHEMOYHOrof NOAIYHKT «» myHKTa 5
KOHTpONA? Ilpasun HaueKaLIEH
arnTe4yHol NpaKTHKU

KypHaJl PErHCTPaLH ONepaii, CBA3AHHBIX C| MOMMYHKT «y» [yHKTa 5
060pOTOM HAPKOTHHECKHX CPEICTB, TICHXOTPONHBIX) [TpaBwi HaLIeKaLIeH
BELIECTB U HX NPEKyPCOPOB (IIPH HATMYHH)? aNTeyHOM NPAKTHKH

Cucrema ofecnedenns Ka4ecTBa XPaHEeHHs H MEPEBO3KA JIEKAPCTBEHHDIX NPENAPATOB (ctarba 54 61-

®3; raasa I1, myakTs! 3 - 6 IIpaBai Hajiexameil NPaKTHKH XpaHeHHS)

Ha3Ha4eHO JIM PYKOBOAUTEIEM AIITCYHOH myHKT 5 [IpaBui
3. [opraHuM3auMH JHIO, OTBETCTBEHHOE 33 BHCAPCHHS HaJUTE)XAMEH MPaKTHKH
11 0becIIeyeHne CUCTEMBI KadecTBa? XpaHEeHHs

Undpacrpykrypa. Ilomemenus s XpaHeHHS J1€KADCTBEHHBIX MPENApaToOB (cratps S8
61-®3, raasa IV IlpaBua Haxlexamedl NPAKTHKH XPaHCHH:H; Mpasnia XpaHeHHsA
JIeKAPCTBEHHbIX cpecTB; raasa V IlpaBui Ha[J1exkameil anTevHoil NPaKTHKH)

IMeIOTCS i HeoOXOaUMEBIE IOMEIISHH (WJTH) 30HBI,
MpUHAJIEKAIHE allTeYHON OpraHN3aliy Ha Npase ryukr 11 Tlpasmn

4. COOCTBEHHOCTH WIH HA KHOM 3aKOHHOM OCHOBaHHH, H&}IIIC)K&IIICI‘;I IIPaKTUKH
HeoGX0/MMBIe 1A OCYIIECTBIICHUS NEATENIBHOCTH 10\ papeHus

X paHeHHIO JIEKApCTBEHHBIX npernapaToB?

HmeeTcs i 0603HaYEHHAs 30Ha WIH OTACIBHOE myHKTHI 15, 16 ITpasun

5. | nomemeHnne npHEMKHM JleKapCTBEHHBIX TIPENapaToB? HaUTeXalleH TIPakTHKA
XpaHEHHA

HUmeetcs in 0003HA4eHHAs 30HA WIHM OTACJIBHOE imyHKTHI 15, 16 IpaBun

6. | MOMEIICHHE XpaHEHHW: JICKAPCTBEHHBIX IpenapaToB, HajIexkallel NpaKTHKH
TpeGyIoIuMX CIIeIHATBHBIX YCIIOBHIA? XpaHCHNA

HUmeercsa 1u U1 XpaHEHMs BBISABICHHBIX myHKTHI 15, 16 Ipasun

danbcuUUMPOBAHHBIX, HENOGPOKAYECTBEHHBIX, HaJUTeXKAIICH MPAKTHKH
KOHTpa(aKTHBIX IEKapCTBEHHBIX IPENapaToB: XpaHCHHsA

p 0 myHKTHI 15, 16 TIpaBun
0603HaYEeHHAs 30Ha? a uIexamed PAKTHKY
XpaHEeHHs




oTHENBHOE TIOMELIeHME?

myukTs 15, 16 IIpasun
HaUTeXKaIeH MPaKTHKH

XpaHeHUA

HMeetcs 1M 30HA WM OTACIBHOE MOMEILECHHE,
obecneurBaromias TpeOyeMble YCIOBHS XpaHEHHA

myHKTBI 15, 16 [IpaBun
HaUIexallel MpaKTHKH

8. JIEKapCTBEHHBIX NIpEnaparos Ui KApaHTHHHOrO XpaHEeHUS
XpaHCHUA JICKapCTBECHHBIX
npenaparos?
nyHkT 17 IIpasun
9 OCBCH.ICHI:I JIA TIOMEIIEHHA H 30HbI, PICHOJIB:yCMBIe HaT e;xameﬁ TIPaKTHKH
. JUIS XpaHeHUs JIEKAPCTBEHHBIX IPEriapaToB! XpaHeHus
Ornenedsl 4 aLlMIfIHI/ICTpa'l;I/IBHO-GBITOBbIe mynkr 19 Tpasir
10. MoMeluIieHUus OT NOMEIUCHHH XPaHCHHA HaUT emameffl TNPaKTHKH
JIeKapCTBEHHBIX MPENapaToB? XpaHeHHS
Hmeercs MM oTAenbHas 30HA (mkadbl) V1A XpaHeHUS mysKr 25 [pasu
060pyI0BaHHs, HHBEHTAps H MATEPHAIIOB [ yGOpKH HaUIeKALIeH NPAKTHKH
11. | (ouncrkm), a Taxke MOIOIIUX 1 Ne3HHOULMAPYIOLIHX XpaHeHHs
cpencts?
IIpoBoauTcs i yGopKa MOMEIIEHHH (30H) I nyHKT 25 [1paBun
12. | XpaHeHMS JICKapCTBEHHBIX IPCNIApaToOB B HaJUIeXKalleH NPaKTHKH
cootsercTuu ¢ COITom? XpaHCHUA
VimMeeTcs ¥ TIaKast OTAENKA IOMEIICHHN JUIs TYHKT 25 HEaB“”
HaJyIeKamel NpakTHKH
XpaHEHHUS JIEKapCTBEHHBIX IPENapaToB XPAHCHHS;
(BHYTpEHHHME NIOBEPXHOCTH CTEH, IIOTOJIKOB), nyskr 6 [pasun
13. | nomycxaromast BO3MOXHOCTB IPOBEEHAS XPAHEHH JIeKaPCTBEHHEIX
BJI2XXHOM YOOPKH M HCKIIIOYAKOIas HAKOIJICHHE CpencTB
neUH?
O6ecrieveHa JTH 3allMTa IOMELICHAH 111
XPpAHEHHs JIEKAPCTBEHHBIX [IPEIapaTos OT nyHKT 26 [Ipasun
14. | npoHUKHOBEHHs HACEKOMBIX, IPBI3YHOB HIIK HaJUIeXamel MpaKkTHKK
JPYTHX KHABOTHBIX? XpaHCHHUA
Hudpact a. OGopyaoBanne (raasa IV IlpaBua Haajexamed NPAKTHKH XPaHEHHS;

IpaBna XpaHeHHs! JIEKAPCTBEHHBIX CPE/ICTB)

Nmeercs M Heobxommmoe obopynoBanue (B
XOpOIIIEM COCTOSHHH U 4HCTOE), IPHHAUICKALICE

nyHKT 11 ITpaBun

15. HaJUIe)KalIe MpaKkTHKH
OpraHu3alMd Ha IIpaBe COOCTBEHHOCTH HJIM HA
XpaHEHHS
MHOM 3aKOHHOM OCHOBAHHH?
OcHameHbl JIM TOMEHEHHS JUIs XpaHeHHs | MyHKT 7 IIpaBui
16 JIEKApCTBEHHBIX CPEJICTB npuOopaMu Ul | XpaHEHUs
" | perucTpanuu napaMeTpoB BO3ayXa: JIEKapCTBEHHBIX CPENICTB
17. myHKT 7 IlpaBui
TepMOMeTpaMu? XpaHEHHA

JIEKapCTBCHHBIX CPEACTB




nyHkT 37 TIpaBun
Hajyiexarniei NpakTHKU
XpaHeHUd

rUrpoOMeTpaMHu?

nyskt 7 IlpaBun
XpaHEHHUS
JICKapCTBEHHBIX CPE/CTB
nyHKT 37 IlpaBun
HajyIexantel MPaKTHKH
XpaHeHUS

3MEKTPOHHBIMH THTPOMETPaMH?

nyskT 7 [IpaBun
XpaHCHUSA
JIEKapCTBCHHBIX CPEACTB
myHkT 37 TIpaBmi
HajyIeKale MpakTHKH
XpaHCHHA

18.

myHkT 37 Ilpasun
HaJIeKaIneH IPaKTAKA
TEPMOTHIPOMETPaMH? tHeH fp
XpaHEeHHs
Pasmemarorcd 14 M3MCPHTEIBHBIE  YaCTH

npu6GOpOB Ul PETHCTPAllMH [[apaMETPOB BO3AyXa
HA PACcCTOSHHUK He MEHEE 3 M OT JBEpeH, OKOH M
OTONMTENBHBIX Tpu6opos U Ha BeIcoTe 1,5 - 1,7 M
oT noya?

myHKT 7 IIpaBun
XpaHEHHUs
JIEKapCTBEHHBIX CPENCTB

19.

PerdCTpHpYIOTCS JId IIOKa3aHMsA MpHOOpOB UL
PETHCTpALIMH 1apaMETPOB BO3/yXa €XEIHEBHO B
CIIEIMATLHOM JKypHale (KapTe) pPeriCTpaliMH Ha
GYMa)XHOM HOCHTEJIE HJIM B JICKTPOHHOM BHAC C
apxuBanueil (A1d 3MEeKTPOHHBIX THTPOMETPOB),
KOTODBI BEZIETCS OTBETCTBEHHBIM JIMLOM?

MyHKT 7
XpaHeHUsA
JIeKapCTBEHHBIX CPEACTB

IIpaBun

20.

CepTuQuIUPOBAHEL, KaauOpOBaHBI 31
IOABEPraloTCs JM HOBEPKE KOHTPOJHPYIOIIHE
TpuOOPHI U1 PETHCTPALMHA NapaMeTpoB Bo3yxa?

ITyHKT 7 [IpaBun
XpaHEHUs

JIEKAPCTBCHHBIX CPCICTB

21.

ViMeeTcs MM XOJIOAWIBHOE 000pyAOBaHHUE:!

nyHKTH 21, 36, 37
ITpaBun HaIEKaIIeH
MPaKTUKHA XPaHECHUS

XOJIOAMJIBHBIE KAMEPHI WK CIICHHATIBHO
06opyI0OBaHHOE MOMEIIEHHE?

nyHkTsI 21, 36, 37
TTpaBui HajIexKaleH
MPAKTHKH XPaHCHUSA

apmaneBTIHIECKHE XOIOMMIbHBIE MIKah5I HIIH
XOJIOAMIBHEK U1 XpAaHEHUS TepMOTIabHIIBHBIX
TeKapCTBEHHBIX CPEJICTB?

nyHKTHI 21, 36, 37
ITpaBui HazIeKaIIEH
[pPaKTHKA XPaHCHHU

22.

HMeroTcs M cUCTEMBI KOHIHIIAOHUPOBAHHA B
[IOMEIIEHHUAX XPaHCHHU JIEKapCTBEHHBIX
npernapaTon?

nyHskrs 21, 36, 37
[TpaBun




HaJJIeXaIIeH IPaKTHKH
XpaHECHHUS,

nyHKT 4 IIpaBun
XpaHCHHA JICKAPCTBCHHBIX
CpEACTB

23.

WMeroTcs T CHCTEMBI BEHTUIALUH B
TOMEINEHUSIX XpaHEHH JTEKAPCTBCHHBIX
IpenapaToB?

nyHkTsI 21, 36, 37
[Tpasun

HaJUIeXaIel MpaKTHKA
XpaHEHHS,

nyHKT 4 [IpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CpeICTB

24.

Vimerorcst M mKasl METALTHYSCKHE UITH
JepEeBSHHBIE Ul XPaHEH!s JIeKapCTBEHHBIX
HpenapaToB, HOIJIEKAINX IIPEMETHO-
KOTHYECTBEHHOMY Y4eTy?

nyskT 31 IIpaBun
HaJUIeXKaImeH
MPaKTHUKU XPaHEHUS

25.

Wmeercs i TUIOMOHp [JIs OINI€YATHIBAHHUSA B
KOHIE paGodero AHA MKa(OB METALTHIECKUX HIH
JEPEBAHHBIX (WIH NOMEIEHHH) U1 XPaHECHHSL
JIeKApCTBEHHBIX IIPENapaToB, MOUISKAMUX
IpeIMETHO-KOTHIECTBEHHOMY yuety?

nyHKT 31 IlpaBun
HaJIe)Kamen
MPaKTUKH XPAHEHUS

26.

HMerorcst M B IIOMELIEHUAX JUIS XpaHEHHS
NIeKapCTBEHHBIX TIPENapaToB:

nyHKT 29 [Ipasun
HaJyTeXxaNel IpaKTUKH
XpaHEHH;

nyHkT 31 [Ipasun
HaJIeKalen IpakKTHKA
XpaHEHHS,

nyHKT 5 [IpaBui
XpaHCHHS IEKapCTBEHHBIX
CpeJICTB

creaxu?

nyskT 29 [IpaBun
HaJUIeXKaIeH ITPaKTHKH
XpaHEHHS,

myHKT 31 IIpasun
HaJUIeXaIleH MPaKTHKK
XpaHEHHS;

nyHKT 5 [IpaBun
XpaHEHHUs JIEKapCTBCHHBIX
CpencTB

mkadbI?

myHKT 29 [Ipasun
HaJIeXKaIe MpaKTHKH
XpaHEHHS,

nyHKT 31 [IpaBun
HaJUIeKanei MpakTHKY
XpaHEHHH;

nyHKT 5 IpaBmi
XpaHeHHs JIEKapCTBEHHBIX
CpenCTB




[MOIIOHBI?

myHkT 29 IIpaBun
HaJJIe)xame NpaKTHKU
XpaHEHUS;

nyHkT 31 [Ipasun
HaJyIeXKaIeH IPaKTHKU
XpaHEHHS,

myHKT 5 TIpaBun
XpaHCHHS JIEKapCTBEHHBIX
CpeIcTB

NOATOBAapHHUKH?

nyskT 29 Ipasun
HaJyIeXKaIley MpakTHKA
XpaHCHH;

nyHKT 31 IIpasun
HaJIeXxaned NpakTHKH
XpaHCHHS;

nyskT 5 [Ipasuin
XpaHEHHs IEKapCTBEHHBIX
CpEACTB

VIMeroTCs JIM 3amacHbIe IOBEPEHHBIE CPEACTBA
M3MEpEHHs B CIyd4ae DPEMOHTA, TEXHHIECKOTO
o6cTy>KHUBaHHAsL, IOBEPKA 000PYHOBAHHS U

27. 0
CpencTB H3MCPCHHUS ¢

nyHkTs! 39, 40 IIpaBun
HaJUIeXKAeH ITPaKTHKH
XpaHEeHHs;

myHKT 7 [IpaBun
XpaHeHHUs JIEKapPCTBEHHBIX
CpenCTB

TIpoiiecchl AeSTeALHOCTH cYOheKTa POHHYHOH TOProB.IH TOBAPAMH ANTETHOTD ACCOPTHMEHTA,
eiicTBHS CYOLEKTAa 00paMECHHs JIeKAaDCTBEHHBIX NPEeNaparos Mo XPaHCHHUIO.
XPAHEHHIO JIEKAPCTBEHHBIX penapaTos. Ouenka AesTeILHOCTH (craths 58, myHkT 3 cTaThu 9

61-®3; raasa V, VI IlpaBun mHajiexamed NPAKTAKH XPaHCHUs!;

OKYMEHTHI 110

IlpaBuia XpaHeHHsH

nekaperBeHHbIx cpexcts; raasa VIu VIII Ipasan HaIexkameii anTeaHoi NPAKTAKH)

CoOTBETCTBYIOT JIH CBENCHHS Ppe3y/bTaTOB
NPHEMOYHOT0 KOHTPOJIS CBEICHHAM B
TOBapPOCOMPOBOJNTEIbHOM JOKYMEHTAMH:

myHKT 46 [IpaBun
HaJIexaIen

MPaKTHKH XpaHeHH;

nyHkT 40 TIpaBun XpaHeHHs
JIEKapCTBEHHBIX CPEICTB

110 ACCOPTHMEHTY H KOJTMIECTBY?

28.

myHKT 46 IIpaBun
HaIexKamleH

NPaKTHKH XPaHEHHS;

myskT 40 ITpaBwn xpaHeHUs
JICKapCTBEHHBIX CpeacTB

o KauecTBy?

MyHKT 46 IIpaBun
HaJnexalnei

TPaKTHKH XPaHEHHS;
nyrkT 40 Tlpasui XpaHeHUs
JIEKapCTBEHHBIX CPELCTB




10 COOJIOICHUIO CTIELMATBHBIX

yCJI0BHit XpaHeHHs (TIPH HATHYMH TaKOro
Tpe6oBaHis B HOPMATHBHOM JOKYMEHTalMU Ha
nexapcTBeHHSBIH npenapar)?

.

myHKT 46 Tpasun
HaJyiexaren

NIPaKTUKH XpaHEHHS;

nyHkT 40 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB

10 HAJIWYMIO TTOBPEKIACHUM
TPaHCIIOPTHOM Tapbl?

nyHkT 46 [IpaBun
HaUIeXaleH

MPaKTHAKYA XPAHEHHS,

myskT 40 ITpaBan XpaHeHHA
JIEKaPCTBEHHBIX CPE/ICTB

Cosgana i TmpHeMHAas KOMACCHS JULA
HpOBeNEeHNUs IPHEMOYHOTO KOHTPOIA,

myHKT 49 [IpaBui
HaJUIe)Xalei anTeanon

29. | yrBepxmeHHas IPUKa30M PYKOBOJMTEIS CyOBEKTa IpaKTHKH XpaHCHHA
PO3HUYHON TOPTOBIIH?
O¢opMIISIIOTCS. T € IPOCTABJICHUEM IITAaMIIA O
TIpHEMKE, MIOANKUCHIO MATEPHATIBHO - myHKT 46 [IpaBm
OTBETCTBEHHOTO JIMI[A, 3aBEPEHHOM IEYAThIO HajuIeKaleH alTeIHON
(pu HaMuKK) CyOBEKTa POSHAYHON TOPrOBIIH: [TPaKTHKH
nyHKT 46 [Ipasun
cuera - GaKkTyphl? HaJJIeXallei anTeqHon
MIPaKTUKA
30.
TOBAPHO-TPAHCIIOPTHEIC HAKIAIHEIE? nyHKT 46 IIpaBun
HaJuIexaine# anTe4Hon
MIPaKTUKH
nyHKT 46 IIpaBui
peecTp JIOKYyMEHTOB 10 Ka4eCTBY? HaJUIeXalleH anTeuHon
MIPaKTHKA
[TIpOXOIST JI¥ TOBAPHI ANITEYHOTO aCCOPTUMEHTA 1O | ITYHKT 50 IIpasuin
31, | mORauM B TOProByro 30Hy IPEAIPONAKHYIO HaUIe)KaleH anTedHon
MOATOTOBKY? MIPAKTAKA
myHkT 29 IIpasun
W neHTHUIMPYIOTCA JIM XpaHALIHeCs JEKapCTBEHHBIC HaJuTexamei NPakTHKH
CpelcTBa B COOTBETCTBHM C IIPUMEHAEMOI XpaHCHHA,
32. | cy6pexToM obpalieHus JekapCTBeHHBIX MPEnapaToB nyHKt 49 Ilpasun
cucTeMo yueTa? HaJUIeXKalEeH MPaKTHKH
XpaHCHHA.
nyHKT 47 IIpaBun
33, | OcymecTBIsieTCs /1M XpaHEHHe JIEKAPCTBEHHBIX HajexKaue PaKTHKK

NpenapaToB ¢ y4eToM TpeGoBaHHii:

XpaHeHH;

nyHKT 40 IIpaBui
XpaHEeHHs JIEKAPCTBEHHBIX
CpeICTB
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HOPMAaTHMBHON JOKyMEHTAILlUH, COCTABJIIOIIEH
PErUCTPALIMOHHOE JIOChE HA JIEKAPCTBEHHBIH
nperapar?

nyHKT 47 [IpaBuin
HaJIe)KaeH NpakKTHKK
XpaHEeHHS;

nysakT 40 ITpasun
XpaHEHHS JIEKAPCTBEHHBIX
CPEJICTB

HHCTPYKUMH MO METUITHHCKOMY HpHMeHeHHIO?

nyHKT 47 [IpaBun
HaJJIe)Kaled pakTHKH
XpaHCHHI,

nyHkT 40 ITpaBun
XpaHEeHHS JIEKapCTBEHHBIX
CpeacCTB

nH(opMaLmH, cofepKameiica Ha IEPBUYHON U
(MIH) BTOPUMHOMN YIIaKOBKE JIEKAPCTBEHHOTO
npernapara ¥ TPaHCIIOPTHOH Tape?

myHKT 47 [Ipasun
Ha/JIeKalleH NMPaKTHKH
XpaHeHHUs;

myHKT 40 ITpaBun
XpaHEeHUs JIEKapCTBEHHBIX
CpEICTB

34.

PasMelnaroTcs JI JIEKapCTBEHHBIE NIpenapaThl

B NIOMEILEHUAX U (WIH) 30HaX JJIS XPaHEHHUA
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBHH C
Tpe6oBaHMAMU HOPMATHBHON JOKyMEHTAIMH U (WJIH)
TpeGOBaHUIMH, YKa3aHHBIMU Ha YTIaKOBKe
JIEKapCTBEHHOTO MPENapara, C y4eToM:

nyHKT 49 [Ipasun
HaJTexale NpaKTHKY
XpaHeHus;

myHkT 8 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX CPENICTB

(DM3UKO-XHUMHYECKHX CBONCTB
TIeKapCTBEHHBIX TpenapaToB?

myHKT 49 [Ipasuin
HaJIe)alneH IPaKTHKH
XpaHeHH ;

myHKT 8 [IpaBun
XpaHEHHs
JIEKApPCTBEHHBIX CPEACTB

(hapMaKOJIOTHYECKHX Ipymm?

nyHKT 49 IIpasun
HaJUIeKalei NpakTHKH
XpaHEHHUS;

myHKT 8 ITpaBui
XpaHeHHs
JIEKapCTBEHHBIX CPEACTB

criocoba BBeIeHUA
JTeKapCTBEHHBIX MpENnapaTos?

myHKT 49 [IpaBun
HaJuTeKameil MPaKTUKH
XpaHeHHH;

nyHKT 8 [Ipasun
XpaHCHUsS
JIEKapCTBEHHBIX CPENCTB

35.

XpaHATCS I CBETOYYBCTBUTE/IBHBIC
JIEKApCTBEHHBIE TIPENaparThl B 3AlIUILECHHOM OT
cseTa MecTe?

myHKT 52 [IpaBun
HaJJIeXKanel MpakTHKA
XpaHEHUs;




nyHKTs! 24-26 [paBun
XpaHEHH
JIEKapCTBEHHBIX CPEICTB

XpaHHTCSI JIA BTarO4yBCTBUTECJIBHBIC

nyHKTHI 21, 47 Ipasun
HaJUIeXKaIIed NPaKTHKA
XpaHCHHS;

JIEKapCTBEHHBIE CPEACTBA B 3alIUIICHHOM OT
36. p P nyHKTbI 27-29 Tlpasmn
BJIaru Mecre?
XpaHCHUA
JIEKApCTBEHHBIX CPEICTB
HasHaueHo T IpUKa3oM PYKOBOJMTENS CyGheKTa
PO3HMYHON TOPrOBIIM OTBETCTBEHHOE JIUIIO 32 myHKT 66 IIpasun
37 paboty ¢ danscubuIpOBaHHBIMY, HaUiexKamei anTeaHon
I0GpOKaYeCTBEHHBIMH, KOHTPahaKTHEIMH TIPaKTAKA
TOBapaMH aNTeYHOTo aCCOPTUMEHTA?
HW301HpoBaHs! 14 CIEHHAIBHO nysxt 55 Tpasm
38, | TPOMapKupoBaHHEe eKapCTBEHHbIE NPENAPAThl, | payyexamel MPaKTHKH
IpeqHa3HaYEHHBIE JUIS YHHUTOXEHHUS? XpaHeHHs
i myHKT 30 [IpaBun
30JIHPOBaHbI JI4: HauIexKame
[PAKTHKH XPaHCHHS
lleKapCTBEHHBIE NIPENapaThl, B OTHOMIEHHH myskr 30 [pasmn
KOTOPBIX TIPHHATO PELICHAE O HaUTexKameH
39 PHOCTAHOBJICHAN IPHMEHEHHS? NPaKTHKH XPAHEHHs
eKapCTBEHHBIE IIPETIapaThl, B OTHOIICHUH myskr 30 [pasar
KOTOPBIX IPUHSTO pelleHue 00 U3BATHH U3 HajuIexKammeH
o6pamenus? MPaKTHKH XPaHEHHS
tbanbcrdHIEPOBAHHbIE, HETOGPOKAYECTBEHHEIE | IYHKT 30 I1pasun
u KoHTpabaKTHBIE JIEKapCTBEHHEIE IIPerapaTsl? HaJUIeKamen
IPaKTHKH XPaHEHHs!
HmeroTcd U AOKYMEHTHI, ONHUCEIBAOINHNC HeﬁCTBHH,
BBINOJIHAEMBIE CYOBEKTOM 00palleHHs JIEKAPCTBEHHBIX
TpernapaToB, HANpaB/IeHHbIE Ha COOIIOICHHE mysKTI 41-43 Tpasmn
Tpe6GoBanuii, ycraHOBJIeHHBIX [IpaBrIaMu HazUTeKalIeH IPAKTHKH
HaJTeXalei PaKTHKH XPaHeHH: XpaHEHHs
40.

HHCTPYKIHH?

myHkTsI 41-43 IIpaBun
HazpTexamei MpakTHKHA
XpaHEeHHUs

CTaHJAPTHBIC OTIEPAlIHOHHBIE
npouexypst (COITer)?

mysKTel 41-43 TIpaBan
HajIeKameH MPaKTHKH

XpaHeHus
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oTueTHI (CBOJHBIE XKypHAIbI)?

myHKTHI 41-43 IIpaBun
HaJJIeXKaned MPaKTHKA
XpaHEHUs

moroBopb1?

nyHKTHI 41-43 ITpaBun
HaJIe)xaInei NpakTHKH
XpaHEHHS

Benetcs 1M y4eT JIeKapCTBEHHBIX CPEICTB C
OTpaHHYEHHBEIM CPOKOM TOIXHOCTH Ha OyMaXKkHOM

mysKT 11 [IpaBuna

41. | HocuTene KK B SNEKTPOHHOM BHJIE C XpaHCeHHs JICKapCTBECHHBIX
apxupanuen? CpeacTs
VCTaHOBIIEH JIH PYKOBOIUTENIEM OpraHH3aun myser 11 [pasmn
47 | MOPSIOK BenleHus ydeTa ICKAPCTBERHBIX CPEACTB | ypapenus JIeKAPCTBEHHBIX
C OrpaHH4YEHHBIM CPOKOM? CpEHCTB
WmMeeTcs iy pa3spaOOTaHHBIA U yTBEPKICHHBIH
KOMILTEKC Mep, HAlpaB/ICHHBIH HAa MHHHMH3ALIHMIO
P, Harlp an myHKT 24 [IpaBun
pHCKa KOHTaMHHALHA J'ICKapCT?eHHBIX HazUIeKaIeH
TIPenapaToB, ¢ YI€TOM YCIIOBHi COOMIONeHNS NPAKTHKH XpAHEHHS
3aIATHI OT (PaKTOPOB BHELIHEH CPEIbI C
othopMIIEHHEM:
rnyHKT 24 [Ipasun
43. MPHKa30B? HaIexameH
[IPaKTHKH XPaHECHHUS
myHKT 24 [IpaBuin
COIlIos? HaJyIe)Kame
MPaKTHKHA XPaHEHHUs
nyHKT 24 IIpaBun
HHCTPYKIH? HaJUIeXameH
IPAKTHKH XPaHEHUA
44. | PermctpupyroTcs I pe3yJbTaThl TEMIIEpATypHOTO | MyHKT 21 Ipasun
KapTHPOBAHUS u BJIXXHOCTH | Ha/uIexatei
B CIENUATHLHOM JXypHaje (KapTe) perucrpanuy | MPakTHKH XpaHCHUA,
Ha GYMaKHOM HOCHTeNe U (WJIH) B IIEKTPOHHOM | MYHKT 23 Ilpasun
BHJIC ©XEIHEBHO, B TOM 4YHCIE B BBIXOAHbIe | HAMICKALICH
¥ pa3 HAYHbIE THU? NpaKkTHKH XpaHEHHA,
myHKT 7 [IpaBui1 XpaHeHUA
JICKapCTBCHHBIX CPCICTB
45, | Xpaustcs s KypHanbl  (KapTh) PErHCTPalMH | MyHKT 21 Ilpasun

TeMIIepaTypHOTO KAPTHPOBAHHA B TEUEHHE IBYX JIeT?

HaJuTexanen

MIPAKTHKH XpaHEHHU;
nyHKT 23 [IpaBun
HaJyIeXxamen

TIPaKTHKH XPAHEHUS;
nyHKT 7 IIpaBui1 XpaHeHHs
JIEKApCTBEHHbIX CPEICTB




46. | Cobmoaaercs iy 3anpeT Ha COBMECTHOC XpaHCHHE B
ONHOM TEXHHYECKH YKDEIUICHHOM  NMOMEIICHHH
JIeKAPCTBGHHBIX ~ TPETIapaToB,  MPEAyCMOTPEHHBIX | ITYHKT 34 Tlpasun
nyakrom 32 Tlpapun Hamnexaumei PaKTHKA | HAJUIeXKALIEH
XpaHEHU, H JIEKapCTBCHHBIX MpenaparoB, | MIPaKTUKH XpaHCHUA
cofep)KalllMX CHIBHOJEHCTBYIOIME WIH SIOBHTBIC
BellecTBa?

47. | Cobmonaerca Ju 3alpeT Ha  XpaHeHHe | MyHKT 51 lIpaBui
OTHEOIACHBIX M B3PBIBOOIIACHBIX JIEKAPCTBEHHBIX HaJyIe)KaIeH IPaKTHKA
IpenapaTroB BIAIM OT: XPpaHEHHAS

nyskt 51 [pasun
oras? HaJIeKAMEH IIPAKTUKU

XpaHEHHS

myskT 51 IIpasun
OTOIHTENBHBIX IPHOOPOB? HaJJIeXaIen IPakTHKU

XpaHECHHS

nyHkT 51 [TpaBun
BO3/IEHCTBIS IPSMBIX CONHEYHBIX JTyYeH? HaJIeKaIeH IPaKTHKA

XpaHCHHS

48. nyukT 20 [TpaBun
CobmonaeTcs JIK 3alpeT HA  XpaHEHHWEe B MOMELICHHAX HaUIeXalen TpaKTHKA
XpaHeHHs JIEKapCTBEHHBIX MPENaparos: XpaHEeHHs

nyskt 20 [IpaBun

TUIIEBHIX NPOXYKTOB?

HaJUIeXamed IPakKTHKU
XPaHCHHS

TabauHBIX H3IEIHA?

nyskt 20 [Tpasun
HaJIeXKaley IIPakKTHKY
XpaHEHHS

HATUTKOB (32 HCKTIOYEHHEM MUTHEBOH BOAEI)?

nyskT 20 [Ipasun
HaJUIeXAaIey IPaKTHKA
XpaHEHHS

JIKapCTBEHHBIX NPENapaToB, MpeaHa3HauY€HHbBIX T
JIMYHOI'O HCHOJIB30BaHUA paﬁOTHI/IKaMI/I‘.7

nyskT 20 ITpaBun
HAJJIS)KaIIEN MPaKTHKU
XpaHECHHUA

(momxnOCTH ¥ VIO NODKHOCTHOTO JIMIA, 3aII0JHUBIIETO TIPOBEPOYHEI JIUCT, IO/ITHACH, AaTa)

(momxaOCTh B PV ODKHOCTHOTO JIHIIA FOPU/IHIECKOro JIANa, [PUCYTCTBOBABILErO MPH
3110/ THEHUH [IPOBEPOUHOTO JIUCTA, TOJIIHCH, 1aTa)
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IMpunoxenue Ne 7
K TprKa3y DenepanbHo# ciryxObl
110 Haa30py B chepe 34paBOOXpaHeHHsA

oT ﬂ // /70/% Ne 7éfj

®opMma

IIpoBepo4HbBIH JIHCT
(cHCcOK KOHTPOJILHBIX BONPOCOB),
ucnoab3yembiii ®eepanabHoii cryxk60ii Mo HaA30py B cpepe 3APaABOOXPaHEHHs
H ee TEPPHTOPHAILHBIMHA OPraHaMH NPH MPOBEJCHAH IJIAHOBLIX NPOBEPOK NMPH
oCyILIeCTBJIEHHH (peaepaibHOro rocyAapcTBEHHOro Ha130pa B cdepe oOpameHust
JIEKApPCTBeHHBIX CPeJICTB
(XpaHeHHe JJeKaPCTBEHHBIX NPENapaToB 1Jisi MEJUUHHCKOTO IPHMEHEHUST B
anTeKe NPOM3BOJCTBEHHOM C NPABOM H3IrOTOBJICHHS ACENTHYECKHX
JIEKAPCTBEHHBIX HPENapaToB)

(HaUMEHOBaHHE OPTaHa, OCYIIECTBIIIONMIETO MIIAHOBYIO POBEPKY)

1. Buz rocyfapcTBEHHOTO KOHTpOIA (Haa30pa)

2. TlpemmerT IUTaHOBOW IIPOBEPKM FOPHAMYECKMX JIML H  HHIMBHIyaJIbHBIX
TIpeNpUHAMATENell OrpaHIYHBaeTCs 00s3aTeNbHEIMH Tpe6GOBaHMAMH, COOMIONEHHE KOTOPBIX
gBJISETCS Haubollee 3HAUYMMBIM C TOYKH 3pEHHs HEIONYIIEHHS BO3ZHMKHOBEHHS YIPO3BI
NIPUYHHEHUS BpeJa JKU3HHU, 30POBBIO IPAXK/IaH, U3JI0KEHHBIMU B (hopMe IIPOBEPOYHOT'0 JINCTA
(crEcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWE IOPHIMYECKOTO IHIE, (GaMHIHA, HMs, OTYECTBO (UpH HAMTHH)
MHAUBHAYAIBHOTO NPEAIpUHAMATENIS:

4. MecTo mpoBeleHHs IUIAHOBOM IPOBEPKH C 3alONHEHWUEM IPOBEPOTHOIO JIHCTA.

5. PexBH3HTEI IpUKa3a O NPOBEJCHHUH IJTAHOBOX NIPOBEPKH: OT Ne

6. YueTHbIH HOMep IPOBEPKH H JIaTa IPUCBOEHNAS y4ETHOTO HoMepa IPOBEepKH B E|HOM
peecTpe IPOBEPOK: .

7. JIOIKHOCTB, (aMHINs ¥ WHALHMAIBI JOJDKHOCTHOTO JIHIIA (7M1r), TIPOBOAAIIETO(MX)
ILUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. Ilepeuenpb BOMPOCOB, OTPAXAIOIIUX CONEPIKAHUE 00A3aTEIbHBIX TpeOOBaHHUMH, OTBET HA
KOTOpHIE OJHO3HAYHO CBHIETEILCTBYET O COONIONCHHUN MK HECOOJIIOICHHH FOPUANIECKHM
JIAIOM, HHAMBHAYaIbHEIM TpeIpHHEMATeIeM 06s3aTeNbHbIX TPeOOBaHHH, COCTABILIOMMIX
IpeaAMET [IPOBEPKHU:
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PeKBH3HTBI BsiBoa 0
HOPMATHBHBIX BBINOJTHEHHH
IPAaBOBBIX AKTOB, € TpeboBaHUI
yKa3aHHEM HX

CTPYKTYPHBIX €AHHHL,
Bonpochl, 0TpaXKAKMME CoAepKaHAe KOTOPBIMH
06s13aTeAbHBIX TPeOoBaHHI YCTAHOBJICHBI
00s13aTEeILHBIE
TpeboBanus

/i na HET

®enepanbubiii 3akon or 12 anpens 2010 r. Ne 61-®3 «O6 obpameHHH JIEKAPCTBEHHBIX CPEACTE»
(Cobpanne 3aKOHOAATE/ILCTBA Poccniickoii Penepanunn, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(manee - 61-@3); [paBuia HajIexamed NIPAKTHKA XPAHEHHS A MEPEBO3KH JICKAPCTBEHHBIX npenaparToB
IS METMOMHCKOTO NpPHMEHEHHs, yTBepKICHHble NpHKasoM MUHACTEpPCTBA 3APABOOXpAHEHHS
Poccniickoii ®enepanun ot 31 aBrycra 2016 r. Ne 646n (3aperncTpnpoBan MHEHHACTEPCTBOM IOCTHIHH
Poccaiickoii ®exepannn 9 supaps 2017 r., perucrpauuonnsiii Ne 451 12) (nanee — [IpaBnaa nagsiexameii
npakTHke xpanenns); IIpasuia Hauiexamedl anTedHoll NPAKTHKH JEKAPCTBEHHLIX MPENapaTos aJIs
MEeNIAHCKOro NPHMEHEHNAs, yTBep:KAeHHbIe NpuKazoM MHHACTePCTBA 31PaBOOXpAHEHHS Poccuiickoi
®enepanun ot 31 aBrycra 2016 r. Ne 6471 (3aperncTpHpoBaH MunncteperBoM 1ocTanun Poccuiickoi
®enepanun 9 susapsi 2017 r., perucrpaunonusiii Ne 45113) (nanee — [paBuia HapIexKamed anTe4noH
npaktuku); [IpaBusia XpaHeHHs JIEKAPCTBEHHBIX CPEICTB, YTBEPKICHHbIC MPHKAIOM MununcrepeTsa
3ApAaBOOXPAaHEHHS H CONHAIBHOIO Pa3sBHTHSA Poccmiickoii ®exepanuu ot 23 aBrycra 2010 r. Ne 706u
(3aperucTpapoBaH MHAHHCTEPCTBOM HCTHIHH Poccmiickoii ®exepanun 4 okrabps 2010 r,
perucrpannonnbiii Ne 18608) ¢ nsMeHeHHAMH, BHECEHHLIMHA NPHKA30M MHuHHCTEPCTBA 3APaBO0XPaHeHHs
¥ conuaIbHOro passuTus Poccuiickoii ®@enepannn or 28 nexadps 2010 r. Ne 12211 (3aperucTpupoBaH
MunncreperoMm octunnn Poccuiickoii @enepaunn 4 despans 2011 r., perucrpaunonnsiii Ne 19703)
(nasiee — IIpaBnJia XpaHeHH JeKAPCTBEHHbIX CpeacTB)

Yupagjenne kauecTBoM (cTaths 55 61-@3; ruasa II IpaBuJ HajaexKamei anTeTHol NPAKTHKH)

VTIBepKOeHH ~ JTM  DyKOBORWTeNeM  CyObexra myHKT 4 IIpaBun
o6pamieHuss JIeKapCTBEHHBIX CPEICTB CTAHNAPTHHIC | HaNeXalleH anTeqHoH

L. onepaluoHHsIe npoueaypst  (nanee — COIN)? TPaKTHKH
HMeeTcs M JOKYMEHTALMsl CUCTEMBI KayecTBa Ha nyHkr 5 Tpasun
GyMasKHBIX U (MJIH) SJIEKTPOHHBIX HOCHTEIAX! HazUIexKaleit anTeqHoMN
MPAKTHKH

MOITYHKT «H» MyHKTa 5
[Tpasw HaIeXKAIECH
anTeyHOH MPaKTHKU

HKypHaJT PETHCTPaLMH NPHKa30B
(pacriopsvkeHuit) 1o CyOBEKTy
PO3HUYHOM TOProBIn?

XypHaJ1 €Xe/THEBHON PErucTpaLiy
rapamMeTpoB TeMIIEPaTyphl H
BJIXXHOCTH B IIOMEIUEHUAX 1A
XpaHEeHHs JIeKapCTBEHHBIX
npenaparoB?

TIOIYHKT «K» IyHKTa 5
[TpaBun HajiexKaLIEH
anTeYHON NMPaKTHKH




HKypHAJI IEPHOJIHYECKOM perucTpaliy
TeMIIEpaTypbl BHyTPH XOJIOAWIBHOTO
o6opynoBaHus?

HOJITYHKT <«J1» IyHKTa 3
IMpaBuit HaJUIEXKAILEH
anTeYHON NPaKTUKH

hKypHAJI y4eTa onepallui, CBA3aHHBIX C
o6 palleHHeM JIEKaAPCTBEHHBIX CPEACTB,
BKJIIOUEHHBIX B MM€PEYECHDb
IEKapCTBEHHBIX CPECTB, MOUIeXKAINX
NpeIMETHO-KOJTHUECTBEHHOMY YYETY
(ripyt HanMKU4UK)?

TIOJITYHKT «M» ITyHKTa 5
TMpaeun Hajiexamen
anTe4yHoN NMpaKTHKH

JKYpPHAJ ydeTa JIEKapCTBEHHbIX
NpenapaToB C OrPaHHIECHHBIM CPOKOM
FOIHOCTH?

TIOAIMYHKT «p» MyHKTa 5
Tpasun HajuIeXKameH
anTe4yHON NPaKTHKH

pKypHa ydeTa MOCTYILICHHS ¥ pacxoja
BaKLMH (NpU HATHYKM)?

MOMIYHKT «X» IyHKTa 5
[Tpasin HajpIexameH
anTeyHON MPaKTHKHU

bKypHaJl PErHCTpAlldH Pe3yJIBTATOB IIPHEMOYHOIO
KOHTpOIA?

MOMITYHKT «(» IMyHKTa 5
IMpaBwt HajIeXKAIIECH
anTe4YHoM IMPaKTHKH

KyDHaJl PEruCTpalliy OIepauui, CBA3aHHBIX C
06GOPOTOM HAPKOTHYCCKHMX CPECTB, CHXOTPOMHBIX
BeIeCTB H UX MPeKypcOpoB (IIpH HAmMIKH)?

MOAMYHKT «y» ITYHKTa 3
TMpaBun Hagnexamen
anTe4YHOMN NpPaKTHKH

CucreMa obecmeuenusi_KauecTBA XpaHEHMsi H NePEBOIKH JICKADCTBEHHDIX NPENAPATOB (craTea 54
61-®3; raasa II, myrkTsi 3 - 6 IIpaBua HapIekameidl NPaKTAKA XpaHeHHs)

HasHaueHo M pyKOBOJHUTENIEM alITEUHON myHKT 5 [IpaBun
3. [OPraHM3alMH JHIO, OTBETCTBEHHOE 33 BHEPCHHE HaUIeKaIeH MPaKTHKA

i1 0GecTeueHHe CHCTEMBI KadecTBa? XpaHEeHUs
Hudpacrpykrypa. Ilovemenus Ansi XPaHCHHA JICKAPCTBEHHLIX NPENApaToB (cratba S8
61-®3, raasa IV IIpaBun Hajdexameidl NPAKTHKH XPaHEHU; IIpaBuiaa XpaHeHHd

JIeKApPCTBEHHBIX cpeicTs; ri1asa V Ipapna najiexamei anTeHoH NPAKTHKH)

MMeroTes Jid  HeoOXOIMMEIE NOMEIIEHHs (W) 30HBI,
pYHaUIe)Xallie aNTeYHON OpraHu3alMH Ha TIpaBe
CO6CTBEHHOCTH WM Ha MHOM 3aKOHHOM OCHOBAaHHH,

nmyHKT 11 TlpaBuia

4. HasUIeXKaIei IPaKTHKH

HEOOXOMMMEIE [T OCYLIECTBIEHHSA NSATENBHOCTA MOk papenms
XPAHEHUIO JIEKaPCTBEHHBIX TIpenaparos?

HmeeTcst 11 0603HaYEHHAs 30HA WM OTAEIBHOE myHKTHI 15, 16 TIpaBun

5. [IOMEIleHHe TPHEMKH JIEKAPCTBEHHBIX TIPENapaToB? HaJUIeKAIeH MPAKTHKHA
XPaHEHHS

VimeeTcs M 0603HAaUeHHas 30HA M OTAENIbHOE myHKTHI 15, 16 IIpaBun

6. | momelleHHe XpaHEHWs: JEKAPCTBEHHBIX NpenapaTos, HaUIeKAIICH TIPAKTHKHA
Tpe6yIoIKX ClIeLHaNIbHBIX YCIOBHH? XPaHCHHA

ViMeeTcs M Ui XPaHEHHs BBIABJIEHHBIX myHkTHl 15, 16 IIpasun

7. danbcuUUUPOBAHHBIX, HEOOPOKaYECTBEHHBIX, HauIeKallel MpakTHKA

KOHTpadaKTHBIX JIEKAPCTBEHHBIX TIpenapaToB:

XpaHCHHA
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0603HaueHHAA 30HA?

myHKTHI 15, 16 TIpaBun
HaJJIexaleii NPaKTHKH
XpaHEeHHA

oTIEeNpHOE IIoMeIeHKe?

myHkThl 15, 16 ITpasun
ajgnexanei MpakTHKH
paHEHHUs

VMeeTcs M 30HA WJTH OTAEIBHOE MIOMEIICHHUE,
obecrieurBaronias TpebyeMble YCIOBUSA XPaHCHHS

rmyHKTsl 15, 16 TIpasun
HaIexKaleil MpakKTHKY

8. | mexapcTBeHHBIX NpeNapaTos [ KapaHTHHHOTO XpaHEHHUS
XpaHCHHA JIEKapCTBCHHBIX
npenapaTtos?
o nyHKT 17 [IpaBui
CBEILICHBI JIH ITOMEICHHUA U 30HBI, HCIIOJIb3yEMBIC Ha UTerKall il TIPaKTHKH
9. JUI XpaHCHHUA JIEKapCTBECHHBIX npenapaTOB? XpaHEHHS
OTI[eJ'IeHLI TN a,ZlMI/IHI/ICTpaTI:IBHO-GBITOBBIe xt 19 IT paBHII
10. noMeleHuss OT MOMEINEHHH XpaHCHHA Hannexcameffl TIPaKTHKH
JNIEKapCTBEHHBIX MPENapaTos? XpaHeHus
nu A JIA OT, a (1 1) U1 XpaH
6MeeTc NH OTAeNbHasA 30Ha (IKadbl) UL xpaé eHMs mymkr 25 [lpasun
" 060pyI0BaHMs, HHBEHTapsl ¥ MATEPHAIOB WA YOOPKH | o pescanieii NpakTHKH
. | (ouncTkm), a Taxke MOKOIIHNX H E3UHPUIMPYIOLIMX XpaHeHusA
cpencts?
IIpoBoaHuTCA T yGopKa IOMEIIERUH (30H) A myHKT 25 IIpaBun
12. | XpaHeHus IEKAPCTBEHHBIX IPENapaTos B HaJJIeXKAIICH PAKTHKA
coorsercTBrn ¢ COIlom? XpaHCHHA
" nyskT 25 IIpasun
ViMeeTcs TA TIaJKasi OTACIKA IIOMEIICHHH UL -
HajuIexamed NpaKTHKA
XpaHeHHs JICKapCTBEHHBIX IPEapaToB ]
XpaHEHHUS;
3 (BHYTpEHHHE TIOBEPXHOCTH CTEH, NIOTOJIKOB), nysr 6 Tpasmt
- | momyckaroiass BO3MOXHOCTb HPOBEICHHSA XpAHEHHUs! JIeKAPCTBEHHBIX
BIIAXKHOM YOOPKH ¥ HCKJIIOYAIOUIasi HAKOILIICHHS CPECTB
TIBUTH?
OGecriedeHa I 3alHTa IOMEINEHH#H LA
XpaHeHHUs JIEKapCTBEHHBIX NPENapaToB OT nyHKT 26 TIpaBun
14. | npoHnKHOBEHMS HACEKOMBIX, TPBI3YHOB HIIH HaJUIeXaey MpaKTHKH
JPYTUX KHUBOTHBIX? XpaHCHHA
Hudpacr a. OGopyaosanue (rasa IV TIpaBun Hajiexamell NPaKTHKH XPAHEHH:;

TIpaBu/ia XpaHeHHsl JI€KaPCTBCHHbIX CpeAcTB)

UMmeercs nu  Heobxonumoe oGopynoBaHue (B
XOpOIIEM COCTOSIHHH M YHCTO€), TIPHHAJIeXAIee

mysKT 11 IIpaBun

15. HaJUIeKaIeH IPaKTHKU
OpraHM3alid Ha IIpaBe COOCTBEHHOCTH W/ Ha
XpaHeHHs]
WUHOM 3aKOHHOM OCHOBaHHH?
OcHamenbl M T[OMEMEHHs JUI  XpaHeHHs | MyHKT 7 IIpaBui
16 JIEKApPCTBEHHBIX CPEACTB npubopamMu JUIA | XpaHECHHS

pETHCTpALIMH apaMETPOB BO3/yXa:

JIEKapCTBCHHBIX CPENICTB




nyHkT 7 [IpaBui

XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
TEpMOMETPaMH? myHkt 37 IpaBun
HaJUIeKalei NpakTHKK
XpaHEHMA
nyukt 7 [IpaBun
XpaHeHHs
JIEKapCTBEHHBIX CPENICTB
rHrpoMeTpaMu? myuxkr 37 Ipasun
17. HaJ/lIeXxanieil NPakTHKA
XpaHeHHs
nyHKT 7 IIpasun
XpaHCHAA
JIEKapCTBEHHBIX CPE/CTB
3JIEKTPOHHBIMHA TUrpoMeTpaMu? myHkr 37 TIpaswmn
HaJl.IIC)KaIIIeﬁ TMPaKTHKH
XpaHCHHs
myHKT 37 IIpaBun
0 HaUTe)XaIleH IPaKTUKH
TEPMOTUTPOMETPAMH ¢ XpaHEHHS
PasMemmatorcs  JIH  M3MEPUTENBHBIE — 9aCTH
npu6opoB U PETHCTPAIlK [apaMeTPOB BO3AYXa | MyHKT 7 [Tpasun
18. | Ha paccTosHWH HE MEHEE 3 M OT JBepeH, OKOH M | XpaHCHHS
OTOIMTENBHBIX TPHOOPOB U Ha BhIcOTE 1,5 - 1,7 M | JIEKapCTBEHHBIX CPE/CTB
ot noja?
PeructpupyloTcs M IOKa3aHMA npubopoB IS
perucTpanyy NapaMeTpoB BO3JyXa €XeJHEBHO B — 7 [Tpasmn
19 CIIEIUANBHOM JKypHasIe (KapTe) PericTpaln Ha XpAHEHHA
" | 6yMaXHOM HOCHTENE WM B JNCKTPOHHOM BHIC C
. JIEKapCTBEHHBIX CPE/ICTB
apxuBanyed (Wi 3NMEKTPOHHBIX THTPOMETPOB),
KOTOPBIi BEJIETCSA OTBETCTBCHHAIM anoM?
CepTu¢HLUEpOBaHbI, KaJTnOpOBaHBI | | IlyHKT 7 [TpaBun
20. | moxBepraloTcst JH TOBEPKE KOHTPOJIMPYIOLIHS | XPAHCHUA
TpuGOPHI UL PETHCTPAIAY TAPaMEeTPOB Bo3yxa? | IeKapCTBEHHBIX CPCACTB
HMeeTcs ¥ XONOAUILHOE 000pyA0OBaHHE:! nynkTs 21, 36, 37
[TpaBun Haanexaen
NPaKTHKA XPaHCHUs
21. nyHkTHI 21, 36, 37

XOJIOXMIBbHBIE KaMephl HiIH CIICHHATBHO
060pyI0BaHHOE TIOMEIIeHHe?

Tpasmi HajuIeKALIEH
MPAKTHKA XpaHECHUS

(hapMaLIeBTHYECKHE XOJIOAMIIBHbIC mKadbI
HITH XOJIOAMIIBHHK A7 XpaHCHHUS
TepMONabUIBHBIX JIEKAPCTBCHHBIX cpeacTB?

nyHkTeI 21, 36, 37
IIpaBun HaIexamen
MPaKTUKH XpaHEHUS




nynkTs 21, 36, 37

IIpaBun
VIMeloTcst 1M CHCTEMbI KOHIUIIMOHMPOBAHUS B HazUTeKamel IPAKTAKA
99 | moMemeHHsX XpaHeHHST IEKAPCTBEHHBIX XpAHEHNS;
mpenaparos? nyHKT 4 I[IpaBui
XpaHCHH JICKAPCTBEHHBIX
CpeICTB
nyHKTHI 21, 36, 37
IlpaBun
HMeroTcst I CHCTEMBI BEHTHIIALINH B HaJUTeKameH TIPAKTAKHA
93, | MOMEMEHHsX XpaHEHHS IEKAPCTBEHHBIX XpAHEHH,;
npenaparos? nyHKT 4 [Ipasun
XpaHEHHS JIEKAPCTBEHHBIX
Cpe/CTB
Nmerotest i mKadb METAIMYECKUE HITH
JlepeBSHHBIE JUTA XPAHEHHS JIeKaPCTBEHHBIX nyHKT 31 IIpasun
24. | npenapaToB, MOANEXAIIHNX IPEAMETHO- HajUIeKaIeH
KOJIYECTBEHHOMY y4eTy? NpaKTHKH XpaHCHUA
WMeercs ma TIoMOHp Ul ONEYATHIBAHUS B
KoHIE pabodero IHA MKahOB METALTHYSCKUX HITH nyskr 31 Tpasin
95 | AepeBSHHBIX (41K TIOMEIEHHH) 11l XpaHEHHS Haiexame
JIEKapCTBEHHBIX IIPENapaToB, MOUIeXAIHNX NPaKTHKH XPaHEHHsT
IPEAMETHO-KOIHYECTBEHHOMY Y4ETY?
myHKT 29 [IpaBun
HaJJIeXame mpaKTHK|
XpaHEeHHUs;
HMeroTcss T4 B MOMEIIEHHUAX JUTSL XpPAHEHUSA myHkT 31 IpaBun
JIEKapCTBEHHBIX NIPENapaToB: HaJIe)KaIeH IPaKTHKH
XpaHCHHSA;
nyHkT 5 [IpaBun
XpaHEHHs JTEKapCTBEHHBIX
CpeACTB
nyHKT 29 [Tpasuin
HaJUTIeKaIIeH MPaKTHKH
XpaHEHHUs,
nyHKT 31 IlpaBun
26. CTeIxKH? HaJUTeKaIme PaKTAKA
XpaHEHHS;
myHKT 5 IIpaBun
XpaHeHHs JTeKapCTBEHHBIX
CpEeACTB
nyHKT 29 [IpaBun
HaJIeXaue mpakTHKH
XpaHeHUs;
mxads? nyskT 31 IIpaBui

HaJIeKaeH MPaKTHKH
XpaHCHHS;

nyHKT 5 [IpaBun
XpaHEHHUs JICKapCTBEHHBIX
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CpencTB

nyHKT 29 [IpaBun
HaJIIexKanel IpakTHKA
XpaHEHHUS;

nyHskT 31 ITpaBun
TOZIOHBI? HaJIexamel TpakTHKHA
XpaHEHHUS;

myHKT 5 [IpaBui
XpaHEHHS JTeKapCTBEHHBIX
CPENCTB

myHKT 29 [IpaBun
HaJJIe)KaIeH IIPaKTHKH
XpaHECHHS;
MIOJATOBAPHUKH? Eﬁﬁ:;;mrigaﬁm
PaKTHKH
XpaHEeHHS;
myHKT 5 IIpaBun
XpaHEHHS JTEKapCTBEHHBIX
CpencTB

WMeroTcs Ty 3alacHbBIE TIOBEPEHHBIE CPEACTBA nyHKTHL 39, 40 [Ipasmn
U3MEPEHHS B CIIyUYae PEMOHTA, TEXHHYECKOro HajuIexKael MPaKTHKA
006CITy)KUBaHUsA, TOBEPKH 000pyI0BAHHS K XPaHEHHS;

CpeJICTB H3MEPEHHUA? nyHKT 7 [IpaBun
XpaHEHHS JIEKapCTBEHHBIX
CpEIICTB

27.

HQOQCCCBI JACATECILHOCTH cyﬁbeKTa QOBHH‘IHOﬁ TOPIroBJiM TOBaApaMH ANTEUHOI0 aCCOPTHMEHTA.
geﬁCTBl/lﬂ 026’beKTa oﬁpagem«m JEKAPCTBEHHbLIX MpENnaparos 110 XpPaHCHUIO. gOE!MeHTLl o

XPaHEHHIO JIeKAPCTBEHHBIX NpenapaTos. OneHKa AesTeJbHOCTH (CTATh 58, myHkT 3 craTbH 9
61-®3; ruasa V, VI IlpaBmn Hagiexameii npakTukd xpanenus; IIpasmiaa Xxpanenus

JexapcTBeHnbIx cpencrs; ruasa VI n VIII Ipasua nagiexameii anTeTHoH MPAKTHKH)

myHKT 46 IIpasun
HaJUIeXaLIeH

TIPaKTHKH XPaHEHH,

myHKT 40 IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPE/ACTB

COOTBETCTBYIOT I CBEACHHS pE3YJILTaTOB
NPHEMOYHOT0 KOHTPOJIS CBEICHHSIM B
TOBapOCONPOBOAUTENLHON TOKyMEHTALIUHU:

nmyHKT 46 IIpaBun
HaJUIexaIen

f)
8. 10 aCCOPTUMEHTY H KOJIHYECTBY NPAKTHKH XAHEHNS;
myHKT 40 IIpaBun xpaHeHUs
JIEKapCTBEHHBIX CPE/ACTB

myHKT 46 I1paBui
HaJUTeXalen

NPaKTUKH XpaHEHHUH,

myHKT 40 ITpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB

[0 KAYeCTBY?




10 COBTIOIEHHIO CTIEIMATBHBIX

yCJIOBUH XpaHeHus (Tpy HaTWYHH TaKOro
TpeGoBanus B HOPMATHBHOW JJOKyMEHTALMH HA
nexapcTBeHHbIH mpenapar)?

myHKT 46 Ipasui
HaUTeKalleH

PaKTUKH XpaHCHHS;

myskt 40 IIpaBri XpaHeHHs
NeKapCTBECHHBIX CPEJCTB

N0 HAJIMYHIO TIOBPEKACHUH
TPaHCTIOPTHOM Tapbi?

nmyHKT 46 [IpaBun
HaJUTeKAIei

NpaKTHKA XpaHEeHHUS;

myHkT 40 TIpaBiir XpaHeHus
JIeKapCTBEHHBIX CPE/CTB

Co3ana i IpueMHas KOMHCCHS JUL IIPOBEACHHA
TIPHEMOYHOTO KOHTPOJIS, YTBEPIKICHHAT

myskt 49 TIpasmi
HajUIe)xameil anTeqyHoi

29. | mprkasom pykoBOAHTEIIs CyOBEKTa POSHUIHOH NpaKTHKH XpaHCHH
TOproBiIx?
O¢dopMASIOTCS T ¢ MPOCTABNEHAEM [ITaMIIA O
TpAEMKe, TIOIHCHI0 MAaTePHATBHO - niyHKT 46 [Ipasun
OTBETCTBEHHOIO JIMIIA, 3ABCPEHHOH MEYaThIo HaJJIeXarIeH anTeaHon
(ipy HaTAYKK) CyOBEKTa POSHHIHON TOPTOBIIH: NPaKTAKA
nyHkT 46 [TpaBun
cuera - (paKkTyphl? HayIexameH anTeuHon
MPaKTHKH
30.
TOBapHO-TPAHCTIOPTHHIE HAKIAHBIC? nyHKT 46 ITpasui
HajUIeXale anTeaHoH
MIPaKTHKH
nyHKT 46 IlpaBun
peecTp JIOKYMEHTOB IO Ka4ecTBy? HaJIexanielt anTeqyHon
MPaKTHKH
TIpoXO/AT JIX TOBApHl ANTEYHOT0 ACCOPTAMEHTA /10 | ITYHKT 50 IlpaBui
31, | moAadH B TOProByIo 30HYy IpeANpPOAaXHYIO HajIexaIe anTeqaHon
MOATOTOBKY? MPaKTUKH
myHKT 29 [IpaBun
W neHTHQULMPYIOTCS I XpaHALIeCs JIEKapCTBCHHEIC HazIeKalleH NPaKTHKK
cpencTBa B COOTBETCTBHH C MPHIMEHAEMOH XpaHCHHUA,
32. | cy6nexTom obpaimenns JIeKapCTBEHHEIX TPETapaTos nyHKT 49 TIpasui
cucTeMoii yuera? HaJIeXaLIeH MPAaKTUKK
XpaHeHHUs
33, | OcymecTIsIeTCS /M XPAHCHAE JIEKAPCTBEHHEIX nyHKT 47 [1paBui

TIpenapaToB ¢ yueToM TpeGoBaHHii:

HayIeXKaIEeH IPaKTHKH
XpaHEeHHU,
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nyHKT 40 [IpaBuin
XpaHEeHHUs JTeKapCTBEHHBIX
CpencTB

HOPMAaTHBHOM JOKYMEHTAaL|H, COCTaBIAIOIIEH

pPEerucTpalfMOHHOC NO0ChE Ha IICKapCTBCHHLIﬁ

npenapatr?

nyHKT 47 [IpaBuin
HaJJIe)Kalel NpakTHKA
XpaHeHHS;

nyHKT 40 [IpaBun
XpaHEHHUsI IEKapCTBEHHEIX
CpEICTB

UHCTPYKIMH [0 MEAULMHCKOMY NIPUMEHEHHIO?

yHKT 47 [IpaBun
HaJJIeXAINed MPaKTHKH
XpaHEHMH,;

ryHKT 40 [IpaBun
XpaHEeHH JIEKaPCTBEHHBIX
CpEICTB

HH(OpMaLHH, COJepIKaIleHCa Ha IEPBHIHON U

(HITH) BTOPUMHOM YIIaKOBKE JIEKAPCTBEHHOTO
npernapara H TpPaHCIIOPTHO#H Tape?

yHKT 47 [Ipasui
HajyleXKalei NpakTUKy
XpaHeHH,

myHKT 40 [Ipasun
XpaHEHHs JIEKapCTBEHHBIX
CpencCTB

34.

PasMelnaroTcs JIH iekapcTBEHHBIE NpenapaThl

B MOMEILEHUAX 1 (WIH) 30HaX IJI1 XpaHEHHs
JIEKapCTBE€HHBIX npenaparToe B COOTBETCTBHH C
TpeGOBaHUSIMH HOPMATHBHON JOKYMEHTALMH H (UJIH)
TpeGOBaHUAMM, YKa3aHHEIMH Ha YNaKOBKE
JIEKapCTBEHHOT O IIperapara, ¢ y4eTOM:

myHKT 49 [Ipasuin
HaJUIe)KalleH MPaKTHKH
XpaHCHHI,

myHKT 8 IIpaBun
XpaHeHHS
JIEKapCTBEHHBIX CPENICTB

(hM3UKO-XMMHUHYECKUX CBOKMCTB
TeKapCcTBEHHbIX MPenapaToB?

myHKT 49 [IpaBun
Hayle)Kallei MpakTHKH
XpaHeHH;

nyHKT 8 IIpaBun
XpaHEHHUS
JIEKApCTBEHHBIX CPEICTB

(hapMaKoJIOTHHECKHX Ipymm?

nyHKT 49 IIpasui
HaIe)Kanie MpaKTHKH
XpaHEeHMS,

nyHkT 8 IIpaBun
XpaHEeHHs
JIEKapCTBEHHBIX CPEICTB

cnocoba BBeAECHHS
TIeKapCTBEHHBIX TpenapaToB?

nyHKT 49 IIpasun
HaJUIeXKalle MPaKTHKH
XpaHEeHH;

myHKT 8 IIpaBun
XpaHEHUs
JICKapCTBEHHBIX CPE/CTB
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nyHkT 52 [Tpasui
X HajyIeXameH MpakTHKA
PaHsTCS T CBETOYYBCTBUTEIBHLIE XPAHEHHS;
35. | TeKapCTBEHHEIC MPENIApaThl B 3aIIUIICHHOM OT nyrKTE 24-26 TIpaBi
cBeta MecTe? XpaHeHHs
JIEKapCTBEHHBIX CPEIICTB
nyHKTH! 21, 47 IIpaBun
HaJiIexane MpakTHKA
XpaHATCS M BIAarO4yBCTBHTEIBHBIC
JeKapCTBEHHEIE CPEICTBA B 3alIMIICHHOM OT XpanCHH,
36. p p nyHktsl 27-29 IlpaBun
BJaru mecre?
XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
HasHayeHO i PUKa30M PYKOBOAMTENSA CyOBeKTa
PO3HHMYHOM TOPrOB/IU OTBETCTBECHHOE JIMIIO 32 MyHKT 66 IIpaBun
37 | pabotyc danscuuIIpOBaHHBIMHE, HaJyIe)Karnei anTevHon
[06pOKaYeCTBEHHBIMH, KOHTpa(aKTHBIMH MIPaKTUKH
TOBApaMH aNTEYHOrO aCCOPTHMEHTa?
H30mupoBaHBbl J14 CICIHAAIBHO nysxr 55 Tpaun
3g. | IPOMapKUPOBAHHbIE JIEKAPCTBEHHBIC NPeNapaThl, | yannesxameil MPAKTAKH
IpeHA3HAYEHHBIE [T YHHUTOXEHHS? XpaHEHHs
i myskT 30 [Ipasun
30JIMPOBAHBI JIH: HaJUTeKAIeH
MPaKTHKH XPaHESHHS
TeKapCTBEHHBIE NIPENIAPAThl, B OTHOICHAH mysxcr 30 TTpasu
KOTOPBIX TIPHHSATO PEILICHHE O HaJUTeKameH
IPHOCTAHOBIICHUH IIPUMEHEHHS? [PaKTHKH XPAHEHNS
39, IeKapCTBEHHBIE IPENapaThl, B OTHOIICHNH nyrkr 30 [pasat
KOTOPBIX IIPUHSTO pelleHHe 00 U3BATHH U3 HaUTeKamCH
obparmernus? IPaKTHKH XPaHCHHUS
danscruduunpoBaHHEIE, HENOOPOKAYECTBEHHBIC
1 koHTpadakTHHIE JEKapCTBEHHBIE IPENapaThl?
pad p perap nyHkT 30 [Ipasun
HaJJIeKaIeH
IIPAKTHKH XPaHEHUSA
NmMmeroTest 1 JOKYMCHTBI, OMMUCBIBAKOLINE IleﬁCTBPDI,
BHITONHAEMbIE CyGhEKTOM 0OpaIeHHs IeKapCTBEHHbIX
TperapaTos, HaNpaBIeHHbIE Ha COOMOeHUE nyHKTHI 41-43 TIpaBm
TpeGoBaHuii, ycTaHOB/IEeHHBIX TIpaBuiamu HajyIeaneH PaKTHKHA
HajJIexale NpakTUHKY XpaHCHHA: XpaHeHHs
40.

HHCTPYKIMHU?

nysKTsI 41-43 TpaBun
HaJuIexanel MpakTHKH
XpaHeHUus




CTaHAApTHHIE OTIEPALMOHHBIC
npouenypst (COIIbr)?

nyHKTs! 41-43 I1pasuin
HajuIexalei MpakTHKy
XpaHEeHHA

oTueTs! (CBOJIHBIE JKYPHAJIBI)?

nyHKTEI 41-43 TIpaBuin
HaIe)xaei npakTUKU
XpaHEHUs

OrOBOPBI?

nyHKTHI 41-43 IpaBun
HaJuIexKalel MpakTHKy

| XxpaHeHHs

Begercs 1 yderT JIeKapCTBEHHBIX CPEACTB €
OTrpaHHYCHHBIM CPOKOM TOJHOCTH Ha OyMaXKHOM

nyskt 11 [IpaBuna

41. | gocurene UM B HIEKTPOHHOM BHJIE C XpaHeHHA JIEKapCTBCHHBIX
apxusarnmuei? Cpeacts
VCTaHOBJIEH JIH PYKOBOJMTENIEM OpraHu3alny mysr 11 Tpasi
47, | OPAZIOK BENICHUA yHieTa JI?eI(apCTBCHHI:IX CPEINCTB | ypapenus IEKAPCTBEHHBIX
C OrpaHUYECHHBIM CPOKOM ¢ CpeacTB
VimeeTcst TH pa3spaGOTaHHBIA ¥ YTBEPKACHHBIH
KOMILIEKC MEp, HarpaBJICHHEIM Ha MUHMMHU3alHIo
P, an nyHKT 24 [TpaBun
pHUCKa KOHTAMHHAIIH JIeKapCleeHHLIX T —
IIpEmapaToB, ¢ Y4eTOM yCIOBAM coboneHus TIPAKTHKH XPAHCHHS
3aIUTHI 0T (AKTOPOB BHEIIHEH CPE/IBl C
ohopMIICHHEM:
myHKT 24 [IpaBui
43. NpuKasoB? HaJUIeKarmei
MPAKTHKY XPaHCHU
myHKT 24 [IpaBun
COIloB? HaJUTeXaIIEeH
MPaKTUKH XpaHEeHHs
nyHkT 24 ITpasun
HHCTPYKLMH? HaJUIexalei
MPaKTHKY XPaHEHUs
44. | PerucrpupyioTes U pe3y/bTaThl TeMIEPATYpPHOTO | MyHKT 21 IlpaBun
KAapTHpOBaHHs H BIAXKHOCTH B CICHHAIBHOM HaJyIeXalle
KypHaJIe (xapTe) perucTpanuu Ha OymakHOM | MPaKTHKA XpaHeHH,
Hocutene ¥ (W) B  ONEKTPOHHOM  Buje | TYHKT 23 Tlpasun
eXEJHEBHO, B TOM HHCIE B  BBIXOIHBIC HaJTIeXaIeH
¥ Ipa3IHAYHBIC JHU? TPAKTAKH XpAHCHUS,
nynkT 7 IlpaBui XpaHeHus
NeKapCTBEHHBIX CPECTB
45. | XpaHsaTcs JId  KypHAJIbI (KapTe1) perucTpauuy | myHKT 21 ITpaBun

TeMIepaTypHOro KapTHPOBAaHUA B TEUCHHE IBYX ner?

HajuIeKamen
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NPaKTUKH XPAHEHHS;
myHKT 23 IpaBmn
HaJyUIexamen

NPaKTHKU XpaHeHHUS;
myHKT 7 IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB

46, | Cobmoaaercs v 3anpeT HA COBMECTHOE XpaHEHHE B
OMHOM TEXHHYECKH YKPEIUIECHHOM  IIOMENICHHH
JNIeKapCTBEHHBIX ~ NpenapaToB, — MpeaycMoTpeHHsix | IYHKT 34 TIpaBun

myHktoM 32 IlpaBun Hapnexamei NpaKkTUKH | HaJuIexamel
XpaHCHU, 51 JICKapCTBCHHBIX npenaparos, IIpaKTHKHA XPpaHCHUS
COfiEpXKAlMX CHIBHOJICHCTBYIONME WIM SJOBHTBIE
BelecTBa?
47. nyHKT 51 IIpaBun
Cobmonaercs 1M 3ampeT HAa  XpaHEHHe .
HaJIe)Xallel NpaKTHKH
OTHEOIMACHBIX ¥ B3PhIBOONACHBIX JIEKAPCTBECHHBIX
. XpaHCHHUS
IpenapaToB BJAAIH OT:
nyHkT 51 [Ipasun
oras? HaJJIe)Kamei IpaKTHKH
XpaHEeHUs
nyHKT 51 ITpaBun
OTOIUTENBHBIX TPHOOPOB? HaJJIe)XaIel IpakTHKH
XpaHEeHUs
myHKT 51 IIpasun
BO3JIEHCTBHS IPAMEBIX COJTHEYHBIX JIyueH? HaJJIeXXalled NPaKTHKA
XpaHEHus
48. myHKT 20 [IpaBun
Co6ro/1aeTcs 1 3alpeT Ha XPaHEHHe B MOMEIICHWIX | HaJJIeXalleH IPaKTHKA
XpaHeHHA JIeKapCTBEHHBIX MPernapaToB: XpaHEeHUS
yskT 20 [IpaBun
HaJijIe)Xarmed NpaKTHKA
TIHIIEBBIX NPOXYKTOB? XpaHEeHHUs
nyHKT 20 IIpaBun
" HaJUIeKalled NpaKTHKA
Ta0auyHBIX H3IeUi? aln - P
XpaHEHHUS
5 nyHKT 20 [IpaBui
HATTHTKOB (32 UCKJIFOYEHHEM MHTHEBOH BOAbI)? Ha/UIeXAIeH TPaKTHKY
XpaHEeHHUs
nyHKT 20 IIpaBui
JNIeKapCTBEHHBIX NPENapaToB, NPeJHA3HAYCHHBIX A1 HaJIe)KalleH TPpaKTHKH
JTHYHOTO MCIIONB30BaHUA PabOTHHKAMH? XpaHEeHHU

(momxHOCTh ¥ PHO IODKHOCTHOTO JIHIIA, 3alI0JHUBIIETO IIPOBEPOYHBIHA JIKCT, IOMKCE, nara)

(HO.TI)KHOC’I‘B 1 ®HO 10mKHOCTHOIO JIMLA FOPHIHYECKOro JIUIA, MPUCYTCTBOBABINCTO npu
3aIl0JIHEHHH IPOBEPOYHOro JINCTA, ITOAIHCH, ,uaTa)




IMpunoxenue Ne 8
K ripukasy DenepanbHON CITyKObI
0 HaI30py B chepe 3ApaBOOXpaHEHUS

or Q941 EL Ne 538

®opma

IIpoBepo4HbIi JHCT
(cIECOK KOHTPOJILHBIX BONPOCOB),
ncnoab3yemelii @eaepaibHoii ciyxk00ii Mo Haa30py B cdepe 31paBOOXpPaHEHHA
¥ ee TePPHTOPHAILHBIMH OPTaHaAMH NPH NPOBe/IeHAH MIAHOBBIX MPOBEPOK npH
ocylIecTBjieHHH (eepPaJbHOro rocyJapcTBeHHOr0o HA130pa B cdepe obpamenns
JIEKAPCTBEHHBIX CPEACTB
(XpaHeHHe J1eKapCTBEHHbIX NPeNapaToB AJs MEJHIHHCKOro MPHMEHEHHS B
MeIMIHHCKAX OPraHu3aluAX U AX 000c00/IeHHBIX MOApa3AeICHAAX (uenTpsI
(oTaenenus) odmei BpauedGHOH (cemeiiHOii) MPaKTHKH, aM0y/1aTOPHH,
¢enpauiepekne U ¢ebAmepeKo-aKymepeKue NYHKTHI), PacIoJioKeHHbIE B
CeJbCKAX HaceJeHHbIX MYHKTaX)

(HaMMEHOBAaHHUE OPTraHa, OCYIIECTBIISIOMIErO IIAHOBYIO TPOBEPKY)

1. BiZ rocyIapcTBEHHOTO KOHTPOJiA (HaA30pa)

2. TlpemMeT TUIAHOBOM IPOBEPKH IOPHAMYECKMX JHI H  HHAMBHAyaJIBHBIX
TpeNpHHEMATENeH OTPaHIIMBACTCS 003aTebHBIMA TpeGOBaHUAMH, COOIIOACHHUE KOTOPBIX
gRIIsSIeTcs Haubojiee 3HAUYMMBIM C TOYKHM 3pEHHS HENOMyIUSHHs BO3HHUKHOBCHHA YIPO3BI
pUYMHEHHS Bpe/ia )KU3HH, 3N0POBBIO IPAXK/IaH, H3T0KEHHBIMU B dopMe IpOBEPOYHOrO JINCTA
(CIIECKA KOHTPOJBHBIX BOIIPOCOB).

3. HauMeHOBaHWe OPHAMYECKOrO JHIA, (aMuwiusi, HMs, OTYECTBO (npH HaJIYHH)
WHIABULYAJIBHOTO IpeANpHHAMATENS

4. MecTo mpoBefieHUsl IUIAHOBOH IIPOBEPKH C 3aMONHEHUEM NPOBEPOTHOTO JIUCTA!

5. PeKBU3UTEHI ImpuKa3sa o IIpoOBEACHHHN IJIAaHOBOM IIPOBEPKU: OT Ne

6. V4eTHBI! HOMEp IPOBEPKHU U JaTa IIPUCBOEHHUS yI€THOTO HOMEPa IIPOBEPKH B EnuHoM
peecTpe MPOBEPOK:

7. JIOIXHOCTh, (GaMUIMA W MHUIMATBl JOJDKHOCTHOTO JIHIA (1), TPOBOAAIIEro(UX)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepeueHpb BOMPOCOB, OTPXKAIOIIAX COACPKAHUES 06s3aTeNbHBIX TPeOOBaHU, OTBET Ha
KOTOpPBIE OJHO3HAYHO CBHUIETENBCTBYET O COOJIIOIEHNH WU HeCOOMOACHHH IOPUINYCCKUM
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JIMIOM, WHIMBHAYATbHBIM MpENpHHIMAaTeIeM 00s3aTeNbHbIX TpeGOBaHMMH, COCTABIIIOIINX
TpeMeT IPOBEPKH:

PeKBH3HUTHI BoiBoa o
HOPMATHBHBIX BBIIIOJTHEHNH
NPaBOBLIX aAKTOB, € TpeboBaHHUi
yKa3aHHEM HX
CTPYKTYPHBIX €IHHHII,
Bomnpocel, oTpakaromme coaep kanne KOTOPBIMH
o0sm3aTeLHBLIX TPeGOBaAHHM YCTaHOBJIEHbI
ods13aTeIbLHbIC
TpeGoBaHMs

n/n na HET

@eaepanbubiii 3akon or 12 ampeas 2010 r. Ne 61-®3 «0O6 ofpaleHHH JIEKAPCTBEHHBIX CPEICTB»
(Cobpanne 3axononareancrsa Poccuiickoit Pexepannu, 2010, Ne 16, cr. 1815; 2016, Ne 27, ct. 4283)
(zanee - 61-@3); [IpaBuia HapaexKamei NPAKTAKH XPAHEHHS U NEPEBO3KH JICKAPCTBEHHBIX npenaparos
IS MeIMNHUHCKOro IPHMeHEHHs, yTBepKIeHHble npukasoM MHHHCTEPCTBA 3/PABOOXPAHEHHHA
Poccuiickoii ®enepanun ot 31 aBrycra 2016 r. Ne 6461 (3aperucTpupoBaH MuHHCTEPCTBOM IOCTHIHH
Poccniickoii ®exepanun 9 sasaps 2017 r., peructpaunonnbii Ne 451 12) (nanee — [Ipasuia HapIeKaned
npakTakn Xpanenns); IlpaBnia maniexameii anTeuHol NPAKTHKA JEKAPCTBEHHBIX NPENapaTos I
MeIHIAHCKOro MPHMEHEeHHs, yTBepKAeHHbIe NPHKa30oM MHAHHCTEPCTBA 3APaBOOXPAHCHMUS Poccuiickoii
®enepanun ot 31 aBrycra 2016 r. Ne 647u (3aperncTpuposan MunucTepeTBOM 10cTHRAR Poccuiickoi
®enepanun 9 snsaps 2017 r., perucTpanHOHHBIN Ne 45113) (nanee — IpaBuuia Hapexamei anTe1HoH
npaxrukn); [IpaBuia XpaHeHHs JIEKapPCTBEHHBIX CPE/CTB, YTBEPAICHHBIC NMPHKAIOM MuHnHcTEpPCTBa
3ApaBOOXPaHEHAs H COUHAJBLHOTO Pa3BHTHS Poccniickoii ®exepannn or 23 aBrycra 2010 r. Ne 706n
(3aperncTpupoBan  MHHHCTEPCTBOM IOCTHHHH Poccmiickoit Penepammm 4 okrabpa 2010 r,
perancTpanuonHblii Ne 18608) ¢ n3imMeHeHHsIMH, BHECCHHBIMH NPHKA30M MunHCTEpPCTBA 34PABOOXPAHEHHS
H conuaibHoro passuTas Poccuiickoii ®enepannn or 28 xexadbpst 2010 r. Ne 12211 (3aperncTpupoBaH
Mununcrepcrsom octunnn Poceniickoii @exepannu 4 dpespans 2011 r., perucrpanuonnsiii Ne 19703)
(nasee — IlpaBuJia XpaHeHHs JIEKAPCTBEHHBIX CpeiCTB)

Vnpasaenue kagecrBoM (craThs 55 61-®3; ruasa II Ipasui HaJUIeXKamed anTedHol NPAKTHKH)

YTBepxKAEHB!  JIH pykoBoauresieM  cyObekTa | myHkr 4 IIpaBui
obpaienus JIeKapCTBEHHBIX CPENCTB CTAaHIAPTHBIE | HajsIeXKalllen anTevyHoH
L. onepatmoHHsle npoueaypsl (aanee — COI)? TPaKTHKH
Hmeercs T JOKyMEHTalMA CHCTEMBI Ka4eCcTBa Ha nynk S [pasmt
5 OyMaxXHbIX 1 (WIH) 3EKTPOHHBIX HOCHTENAX: HaUTexXamed aTTedHON
NPaKTHKA

MOILYHKT «H» ITyHKTa 5
PKypHas perucTpalii puKasos [MpaBun Hagnexaren
(pacriopsoKeHuH)? anTevyHOH MPaKTHKH

XKypHAI eXeJIHEBHOH perucTpalyu
napaMeTpoB TeMIIEpaTypbl H
BJIYXKHOCTH B MOMEIICHMAX I
XpaHCHHA JICKapCTBCHHBIX
npemnapaTos?

TOAITYHKT «K» ITyHKTa 5
[MpaBun Hagnexame
anTe4yHON NPAaKTHKH




0GopynoBaHHA?

HKypHAJ IEPHOIMYECKOH perucTpaliu
TeMIIEpaTyphbl BHYTPU XOJIOAHIBHOTO
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TIOAIYHKT «JI» IyHKTA 5
MpaBun HauIeKaIEH
anTe4YHOH NPaKTUKH

BKJIIOUEHHBIX B MMCPCUYCHb

(rnpy HanMU4MK)?

HKypHaJI yueTa OIepalyii, CBI3aHHBIX C
o6paliieHHeM JIEKAPCTBEHHBIX CPE/ICTB,

JIEKapCTBCHHBIX CPCACTB, noaJiCKaluunux
MpeaAMET HO-KOJIMUECTBEHHOMY YUETY

MIOJMYHKT «M» IYHKTa 5
[TpaBui HaJISKAIICH
anTe4HOoN NIPAKTHKHA

XypHaJ yueTa 1eKapCTBEHHbBIX

TOMHOCTH?

pernapaToB ¢ OrpaHHYEHHBIM CPOKOM

MOAIMYHKT «pP» MyHKTA 5
IMpasw1 HayIexame
anTe4yHON NPaKTHKH

BAKUMH (I HAJTM4KH)?7

HKypHAJI yueTa [OCTYTUIEHHS ¥ pacxozia

NOMITYHKT «X» ITyHKTa 5
TpaBun Hajuexatei
anTe4YHON NpaKTHKH

HKypHaJl PeruCTpally pe3y/bTaToB NMPHEMOYHOro| MOAIMYHKT «» mMyHKTa 5

KOHTPO/A? TpaBun HaIekKaleH
anTe4yHOMN NPaKTHKH
Nudpacrpykrypa. Homemenns Ui XpaHeHHMH JeKaDCTBEHHLIX NpENapaToB (cratb S8
61-®3, ruasa IV IlpaBma Hajexamell NPAKTHKH XpaHCHHSH; IpaBuiaa XxXpaHeHHs

JleKApCTBEHHBIX cpencTs; ruasa V IIpaBmi Haniexameii anTeqHoH NMPAKTHKH)

WnMeerca 1y o0o3HaUYeHHAsA 30HA WIH OTACIBHOE

myHKTEI 15, 16 IIpaBun

3. OMEIIEHHE TIPHEMKH JICKapCTBEHHBIX MpenapaTos? HaJuIeXKalleH TPakTHKH
XpaHEHHUS
Wmeercs 1 0603HaYeHHas 30HA WIH OTIENBHOS ITyHKTEI 15, 16 TIpaBun
4 | moMelenne XpaHeHMs JeKapCTBEHHEIX MPENApaTos, HaJUIeKalleH IPaKTHKH
TpeOyIomKX ClIeLHATBHEIX YCIOBUA? XpaHCHHS
WMeeTcs JU 19 XPaHEHVs BBIABICHHBIX myHKTH! 15, 16 TIpasun
(anbCUpULIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX, HaJJTeKaIIeH PaKTHKK
KOHTpahaKTHBIX JIEKAPCTBEHHBIX IPENapaToB: rxPaHeH“’I
5. 0603HaueHHas 30Ha? IyHKTEL 15, } 6 Mpasin
HaUTeKaleH IPaKTHKH
XpaHCHHS
myHKTH 15, 16 ITpaBun
OTAENBHOE NOMEIeHue? HaeKaeH PaKTHKH
XpaHeHHsl
WMeeTcs M 30HA WM OTAEIBHOE NTOMEILCHHE, nyHKTH 15, 16 Tlpasun
obecrneunBatoias Tpedyembie YCIOBHS XPaHEHUS Ha UTeKaIei TIPaKTHKHA
6. | nexapcrBennsix npemapaToB /I KAPAHTHHHOTO XpAHEHUS
XPaHEeHHs JeKapCTBEHHBIX
npenapaton?
myHkT 17 [IpaBun
; OcBeLieHb JIM TIOMELICHHUS H 30HDI, HCTIONb3YEMBIe [UIS | (o 1 escarmeli MPAKTHKH

XpaHEHMS JIEKapCTBEHHBIX npenapaTOB?

XpaHeHHs




OT/ieseHbl T aMUHACTPATUBHO-OBITOBBIC

N myHxt 19 IIpaBun
g | momemeHms OT NOMEIICHHA XpaHeHHs HaTexKAIIeH MPAKTHKY
NEKAPCTBEHHBIX MpernaparoB? XpaHeHHs
ViMeeTcd Td OTIENbHAs 30HA (IIKa(dbl) I XPAHEHUA
06opy/I0BaHUA, HHBEHTAps U Mé(lTepIr?aJI())B i ]})/601)1(1/1 z;;g; Zmri%a:}g:mm
9. | (oumcTkH), a TaKKe MOIOIIMX M E3MHPHIMPYHOLIHX XpAHEHHS
cpencTs?
TIpoBoautcs i yGopka noMemmeHuH (30H) A1 myskT 25 [pasun
10. | XPaHEHHUS JIEKapCTBCHHBIX IIpenaparos B HaJuIeXKallei MPaKTHKH
coorserctuu ¢ COITom? XpaHCHUA
MMeeTcst M TJajKas OTAEKa ITOMEIMEHAN JUIA HYHKT 25 HEaBHH
HaJIeXKaIeH IIPAKTUKH
XpaHEeHHs JIEKApCTBEHHBIX [IPENapaToB XPAHEHNT,
(BHYTpEHHHE IIOBEPXHOCTH CTEH, [IOTONKOB), nyRKT 6 [TpaBut
11. | nonmyckaromas BO3MOXHOCTb IPOBEICHAS XpaHeHHs
BIIAXHOM YOOPKH U HCKJIIOYAIOIIas HaKOIUICHHE JIeKApCTBEHHBIX CPE/ICTB
opUH?
OGecmedeHa JIM 3aUIUTa IOMEICHUHA I
XpaHEeHHs JIEKapCTBEHHBIX NIPENapaTos  oT mynkT 26 [Ipasun
12. HaJUIeXameH MpaKkTUKA

TIPOHMKHOBEHHs HAaCEKOMBIX, IPBI3YHOB YIIH
JPYTHX KHBOTHBIX?

XpaHeHHU

Undpacrpykrypa. OGopynosande (riasa IV IlpaBun HajjIekamed NMPAKTHKA XPaHCHHA;

TlpaBuia XpaHeHHs JIeKAPCTBEHHBIX CPEICTB)

Umeercs nu Heobxommmoe obopymoBanue (B
XOpOIIEM COCTOSIHHY U YACTOE), PHHAJUIeKAIICE

nyskT 11 Ipasun

13. HaJUIeXKameH MPaKTHKH
OpraHHM3alUU Ha IIpaBe COOCTBEHHOCTH WM Ha
XpaHEHHS
MHOM 3aKOHHOM OCHOBaHUH?
OcHameHs! JId TOMEIIEHMs Ui XPaHCHHWs | IyHKT 7 IlpaBun
14 JIEKapCTBEHHBIX ~ CPEJICTB npuGopamMu IS | XpaHCHHUA
perucTpalyy napamMmeTpoB BO3ayXa: JIEKApCTBEHHBIX CPE/ICTB
myHKT 7 IIpaBun
XpaHEeHHs
JIEKApCTBEHHBIX CPEJICTB
TepMOMETpaMH? myukr 37 Ipasui
HafjIe)xauieil MpakTHKH
XpaHeHHUs
15.
rmyHKT 7 IIpaBun
XpaHEHHUs
JIEKapCTBEHHBIX CPEICTB
rUrpoMeTpamu? mynxt 37 [IpaBun

Hajexaied NpakKTHKH
XpaHEHHs




31eKTPOHHBIME THTPOMETPaMu?

nyHkT 7 IlpaBuin
XpaHeHUs
JIEKapCTBEHHBIX CPENICTB
nyHKT 37 Hpasun
HajjIexareld NpaKTHKH
XpaHeHus

TEPMOTHTPOMETPAMHU ?

myHkT 37 I1paBun
HajJIeXamed IpaKTHKA
XpaHEeHUS

Pasmemarorcss M HW3MEPHUTENBHBIC  4acTH
npuGOPOB Ui PETHCTPAK NapaMeTpOB BO3MyXa | IMyHKT 7 [paBun
16. | Ha paccTosHME He MeHee 3 M OT JBeped, OKOH H | XpaHCHUS
OTONUTENBHBIX NPUOOPOB | Ha BhIcoTE 1,5 - 1,7 M | JIEKAPCTBEHHBIX CPE/CTB
0T nona?
PerucTpUpYyIOTCS JM [OKa3aHWs MpHOOpOB ULl
pETHCTpAlMA [IapaMETPOB BO3/yXa €XEIHEBHO B — 7 ITpanan
17, | crenHaTBHOM XKypHaye (KapTe) PericTpalyd Ha B—
OyMa)XHOM HOCHTENIe MM B JJIEKTPOHHOM BHIE C
" JIEKapCTBEHHBIX CPEICTB
apxuBanuelt (W1 SIEKTPOHHEIX THIPOMETPOB),
KOTOPBIH BEETCS OTBEICTBEHHBIM JIMIIOM?
CepTudunupoBaHsl, KaJTHOpOBaHbI H | IIYHKT 7 [TpaBun
18. | moxBepraiotcs JIM TOBEPKE KOHTPOJHPYIOIIHE | XPaHCHUS
nprOOPEI JUTs PETHCTPAllMK IApaMETPOB BO3yXa? | JICKAPCTBEHHBIX CPC/ICTB
HMeeTcs 7T XONOAUIBHOE 000pYIOBaHHE: MTyHKTBI 21, 36, 37
[MpaBun HamIeKameH
MPaKTUKU XPAHCHHS
19. X0JIOIHIBHBIE KaMEPhI HITH CIICIHAIIBHO HyHKTEI 21, 36,37 .
[IpaBui1 HajuIeKaIEH
o6opyaoBaHHOE MTOMeeHHE?
MPaKTUKU XpaHCHUS
(apManeBTHYECKHE XONOMIILHEIE IIKa(HI nyskTsi 21, 36, 37
WA XOJIOMUIIBHUK UL XpaHEHUS IpaBui HauIeXKaIICH
TepMONaGHIIbHBIX JIEKAPCTBEHHBIX CPeNCTB? | MPAKTHKH XPaHCHHA
myHKTHI 21, 36, 37
[IpaBun
VIMEIoTCS ST CUCTEMBI KOHAMIIHOHUPOBAHHS B HAUTeXAMEH TPAKTAKA
20, | TOMEIEHHSX XPAHCHHUS JIEKAPCTBEHHBIX XPaHCHH;
TpenapaTos? nyHKT 4 [IpaBui
XpaHeHHUs
JIEKApCTBEHHBIX CPE/ICTB
myHkTsI 21, 36, 37
[IpaBun
HMeroTcs 1M CUCTEMBI BEHTHIISIIIUY B HaJUTeXKAIeH PAKTHKA
1. | MOMEIEHNAX XPaHEHH JIEKAPCTBEHHBIX XpaHeHHS;
npenaparos? nyHKT 4 [IpaBun
XpaHEeHHs

JIEKapCTBCHHBIX CPEACTB




22.

Nmerores 1H mKadbl METATIHIECKHE W
JEpEBSIHHBIC JUI XPaHEHHS JIEKapCTBEHHbIX
TpenapaToB, HOIEKAIHMX IIPEAMETHO-
KOJIMUECTBEHHOMY Y4eTy?

nyHKT 31 ITpaBun
HaJUIeKalleH
NPaKTHKH XPaHECHUS

23.

HMeeTcst 11 IUIOMOMp [UIs  ONEYaThIBAHUS B
KoHIle paGouero nHs MKa(oB METALTHISCKHX HIIH
JIepEBAHHBIX (FUTH IOMEIICHHH) JUIst XpaHEHHS
JIEKapCTBEHHBIX IIPENapaToB, IOTeXaIIHX
TIpeIMETHO-KOJIHYECTBEHHOMY Y4eTy?

myskt 31 [IpaBun
HaJyIeXamen
MPAKTHKH XPaHECHHUA

24,

Hmerorcs nu ot XpaHCHHA JICKapCTBCHHBIX
TpenapaToB:

nyHKT 29 IIpaBun
HaJJIeKaIel IpaKTHKU
XpaHEHUS;

nyHkT 31 IpaBun
HaJIeXamei IpaKTHKH
XpaHEHHS;

nyHKT 5 [IpaBun
XpaHEHHs
JIEKapCTBEHHBIX
CPEICTB

CTEITAXH?

nyHKT 29 [Ipasun
HaJIJIeXKael IPaKTHKA
XpaHEeHUS;

nyHkT 31 [TpaBun
HaJUIexanei MpakTHKH
XpaHCHHUS;

nyHKT 5 [IpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX
CpeACTB

mxadb1?

nyskT 29 IIpasun
HaJIeKaNeH TPaKTHKH
XPpaHEHHM,

myHKT 31 IIpasun
HaJJIEXKAIIEeH ITPaKTHKHA
XpaHEHHS;

nyHKT 5 [IpaBun
XpaHEHHS
JIEKapCTBEHHBIX
CpeACTB

NOJIOHEI?

nyHkT 29 [IpaBun
HaJUIeXKaIe! MPaKTHKH
XpaHEHHS,

nyHKT 31 IlpaBun
HaJUIe)Kame MpaKTHKH
XpaHEeHHs;

nyHKT 5 [IpaBuin
XpaHEHHUs
JIEKAPCTBEHHBIX

CPEICTB




MOJATOBAPHAKH?

myHkT 29 Ipasun
HaJyIex)amed MpaKTHKA
XpaHEHHUS,;

nyHKT 31 IIpaBun
HaJIeKalled NPakTHKA
XpaHEHHUS,

nyHKT 5 IlpaBun
XpaHeHHs
JIEKapCTBEHHBIX
CpENCTB

VIMeroTCs JTH 3allacHBIE TIOBEPEHHBIE CPENICTBA
W3MepeHHd B Cydae PEMOHTa, TCXHHIECKOro
06CITyK1BaH¥sl, TIOBEPKH 000pyA0BaHHS

25. 0
CPEICTB U3MCPCHUS !

myHkTs! 39, 40 [1paBui
HaJyTeXamed IpaKTHKA
XpaHEHH;

myHKT 7 IIpaBun
XpaHEeHUs
JE€KapCTBEHHBIX CPEICTB

TIponecchl JeATEILHOCTH CYOheKTa PO3HHIHON TOPIOB/IH TOBAPAMM ANTEHHOTD ACCOPTHMEHTA.
eiicTBHSI CYOLEKTA 00paleHusi JeKAPCTBEHHbIX NPEnapaToB N0 XpaHCHHIO.
XPAHEHHIO JIEKADCTBEHHBIX NPENApaToB. OuenKa AesTeJIbHOCTH (cTaThs 58, MyHKT 3 craTbn 9

61-®3; rnasa V, VI IlpaBun Hagnexameidl NPaKTHKHM XpaHCHH;

OKYMEHTHI 11O

IIpaBuaa XpaHeHHs

nexaperBennbix cpeacts; raasa VIm VI Ipasaa HaJIeKaImeil anTeqYHoil MPaKTHKH)

COOTBETCTBYIOT CBEJIEHHs PE3yJIbTaTOB
NPUEMOYHOTO KOHTPOJIs CBEICHHAM B
TOBAPOCOMPOBOANTENLHOH JOKYMEHTALWH:

myHKT 46 IIpaBun
HayIeXaIen

NPaKTHKH XPaHCHHUS;

myHkT 40 IIpasun xpaHeHuUs
JIEKAPCTBEHHBIX CPEACTB

110 ACCOPTHMEHTY M KOJIUYECTBY?

myHKT 46 IIpasun
HaUTeXxamei

MPaKTUKK XPAaHCHHS;

myHKT 40 IIpaBui XpaHCHHA
JIEKapCTBEHHBIX CPE/CTB

26.

0 Ka4ecTBy?

myHKT 46 IlpaBuin
HaJJIexale

MPaKTUKH XPaHCHHS,

myskT 40 IIpasun XxpaHeHUs
JIEKApCTBEHHBIX CPEJICTB

10 COOMIOICHHIO CIICLIMATTBHBIX

ycoBHii XpaHeHus (TPH HATMYMH TaKOTO
TpeGoBaHUs B HOPMATHBHOH JIOKYMEHTaLMK Ha
TekapCTBEHHBIN mpenapar)?

myHKT 46 IIpasun
HaJexalei

MPaKTHKN XPaHEHU;

nyHkT 40 IIpaBui xpaHeHUA
JIEKApCTBEHHBIX CPEACTB
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M0 HAJIHYHIO TIOBPEXNICHIH
TPaHCHOPTHOH TapeI?

myHKT 46 [IpaBun
HaJJIexameH
MPaKTHKY XPaHEHHMH,
nyHkT 40 IIpapun xpaneHus
JIEKapPCTBEHHBIX CPEICTB

Coszgmana nmu IpueMHasd KOMUCCHS JJIs
MPOBCACHUS NPUEMOTHOT'0 KOHTPOJIA,

myHKT 49 [Ipasun
HaJJIexKalel anTedHoMl

27. | yrBepxKIeHHAs IPHKa30M PyKOBOAKTENS CyGhekTa | TPAKTHKH XpaHCHAA
PO3HHYHOM TOProBIH?
OdopMIIAIOTCS M COMPOBOIUTENLHBIE
JOKYMEHTHI C IPOCTABIICHAEM IITAMIIA O MIPUEMKE, | yypyr 46 [Tpasui
MOJIHCHI0 MATEPHATBHO - OTBETCTBEHHOTO JIHIA, | yanmeskarniei aTeqHOIN
3aBEPEHHOM INeYaThio ( IPH HAJM4HHK) CyOBeKTa [PaKTHKH
PO3HHIHON TOPrOBJIM:
nyHKT 46 [IpaBun
cueTa - paKTyphl? HaJlJIeXxanei anTeyHon
28. MIPaKTHKH
TOBapHO-TPAHCIIOPTHBIC HAKIAHEIE? wyHKT 46 IIpaBu
HaJIJIeXalel anTe4HoH
TIPaKTHKH
myHKT 46 [IpaBun
peecTp JOKYMEHTOB 10 Ka4YeCTBY? HaJJIeXKaIlel anTeYHoH
MIPaKTHKHA
[TpoxosT i TOBAphl ANTEYHOTO aCCOPTHMEHTA JI0 | MYHKT 50 IlpaBui
Q. | TIOKa4H B TOProBYIO 30HY NPEAIPONAKHYIO HaJUIEXXaIIeH anTeuHoH
HIOJTOTOBKY? IpPaKTHKH
myHKT 29 IlpaBun
HaeHTHOHLMPYIOTCS 1M XPaHSALIHECs JIEKapCTBEHHBIE HajiIeKalen MpakTHkH
CpeicTBa B COOTBETCTBHH C IIPUMEHSCMOMH cyObekTOM | XPAaHCHHA,
30. | obpamreHus nexapcTBEHHBIX MPENApaTOB CHCTEMOM myHKT 49 TIpasui
yqua? Hazmex(ameffl NPaKTHKH
XpaHeHHs.
myHKT 47 [IpaBun
31, | OcyuecTBisieTCs 11 XPAHEHHE IEKAPCTBEHHBIX HaJIekalUCeH MpaKTHIH

NpenaparoB ¢ y4eToM TpeGoBaHMii:

XpaHEeHHUT;
myHKT 40 IIpaBmn
XpaHeHus
JIeKapCTBEHHBIX
CpE/CTB
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nyskT 47 [Ipasun
HOPMATHBHOH JIOKYMEHTALIUH, COCTABIIAIOLIEH HaUIexaLei PaKTUKK
PErHCTPaLOHHOE JI0ChE Ha JIEKapCTBEHHBIH XpaHEHHUS;

npemnapar? nyskT 40 [IpaBun
XpaHEHUS
JIEKApPCTBEHHBIX
CpENCTB

nyskT 47 IIpasun
Hajiexaniel npakTHKH
XpaHEHHS;

nyHKT 40 [TpaBun
XpaHEHH
JIEKAPCTBEHHBIX
CpEICTB

MHCTPYKITMM 10 MEJMLIMHCKOMY TIPHMEHEHHIO?

myHKT 47 IIpaBun
Hajyiexcaniei NpakTHKH
pH(OpMAIMHK, COAEPXAINEHCs Ha MEPBUYHON H XpaHeHU,

(VUTH) BTOPHUYHOM YTIaKOBKE JIEKApCTBEHHOTO nyHkT 40 IIpaBun

Ipenapata U TPaHCTIOPTHOM Tape? XpaHCHHA
JIEKAPCTBEHHBIX

CpEICTB

PasMelnaroTcs JIM JISKapCTBEHHBIE PENapaThl

B NTOMELICHHUSAX U (WIK) 30HAX JJI1 XpaHCHHsA mysKT 49 [Tpasui
JIeKapCTBEHHBIX IPENapaToB B COOTBETCTBHH C Hajutexaneil TpaKTHKY
Tpe6OoBaHUSIMH HOPMATUBHOH JOKYMCHTALMH H (wm) | xpaneHus;
TpeGOBaHMAMH, yKa3aHHBIMH Ha YIIaKOBKE nyskt 8 [TpaBun
JIEKApCTBEHHOTO TIpemnapara, ¢ y4eToM: XpaHEHHs

JIEKaApCTBCHHBIX CPEICTB

nyHKT 49 [Tpasun
(pH3HKO-XMMHUYECKHX CBOWCTB HajuIexalnei mpakTUKu
TeKapCTBEHHBIX NPENaparos? XpaHEeHHs,

nyHKT 8 [IpaBui
XpaHCHHSA
JIEKapCTBEHHBIX CPEICTB

32.

myHKT 49 IIpaBun
HaUIeKaIeH NPpakTHKU
XpaHeHHS;

nyHKT 8 IIpaBun
XpaHEHHUA
JIEKapCTBEHHBIX CPE/ICTB

(hapMaKOIOrMYeCKHX rpymmn?

nyHKT 49 [TpaBun

HaJyIexalel MpakTHKH
criocoba BBEACHUA XpaHeHus;

t)
IeKapCTBEHHBIX MPENapaToB’ nyHKr 8 IIpaBm

XpaHEeHHus
JIEKapCTBEHHBIX CPEACTB




XpaHsaTcs T CBETOUYBCTBUTEIHHBIE

nyHkT 52 [IpaBun
HaJIeKamed NpaKTHKA

XpaHEHUS;
33, | MexapcTBEHHBIE MpENapaThl B 3AMIUIIEHHOM OT nysKTs1 24-26 TTpasan
cBeTa MecTe? XpaHeHHs
JIEKapCTBEHHBIX CPE/CTB
myHKTHI 21, 47 [IpaBui
HaJyIexKaIley NpakTHKH
XpaHsTCs JH BIaro4yBCTBHTEIBHEIC XpaHEHTS:
JIeKapCTBEHHEIE CPECTBA B 3aIUIIEHHOM OT ;
34. P p myHKTHI 27-29 [IpaBun
BJIard Mecte?
XpaHEeHHuS
JIEKApCTBEHHBIX CPEICTB
HazHaueHo JIM IPAKa30M PYKOBOIUTENS CyOBEKTa
PO3HMYHOM TOPTOBJIH OTBETCTBEHHOE JIUIIO 32 nyHKT 66 [IpaBun
35. | paboty ¢ panbcudHIMPOBAHHBIMH, HaJUIeXaleH anTeqHoN
J00pOKa4ECTBEHHBIMHI, KOHTPa(akTHEIMH MPaKTHKH
TOBapaMM alTeYHOTO aCCOPTHMEHTA?
W3onupos
30JIUPOBAHEI JIA CIEIMAIBHO nyskr 55 [pasun
36. | IPOMapKHPOBaHHBIE JICKAPCTBEHHBIC IPETAPAThL, | yayyreskanelt MPAKTHKY
TnpeHa3HAYECHHbIE I YHHUTOXKEHHS? XpaHEHHS
U oyHKT 30 ITpaBun
30JIMPOBAaHBbI JIU: HazuIexamei
NpaKTHKH XPaHECHUS
NeKapCTBEHHbIE MTPENapaThl, B OTHOLICHUH mysicr 30 [pasun
KOTOPBIX IIpI/f)HSITO PEIEHHE O MPUOCTAHOBICHHY | yornescameit
37. | [FPHMCHCHMA: IIPaKTHKH XPaHEHHs
€KapCTBEHHBIC IT
leKapCTBEHHBIE IIPENapaThl, B OTHOIICHHH myskr 30 Tpasun
KOTOPBIX Hp;/IHSITO peltieHre 00 U3BIATHHU U3 HaUIeKaTeH
obpamerus! IPAKTHKA XPaHEHHS
danscuduIpoBaHHBIE, HENOOPOKAYECTBEHHBIE 1 | TIYHKT 30 ITpaBun
KOHTpa(aKTHHIE JIEKAPCTBEHHBIE TIpenaparbl? HaJUICKaIlCH
IPaKTHKH XpaHEHHs
WMeroTcss  JIOKYMEHTbI, ONUCHIBAIOIIME AEHCTBHS,
BBINOJIHAEMBIE CyOBEKTOM 00palleHus JICKapCTBEHHBIX
TpenapaToB, HATIPABIICHHBIE HA COOMONEHN e mysKTB! 41-43 TTpaBu
TpeGoBaHui, ycTaHOBJIeHHBIX [IpaBriamn HaJUIeKaIei TPaKTHKH
Ha,cmemamei»‘x IPaKTHKHA XpaHEeHHs: XpaHEeHHA
38.

HHCTPYKUMH?

nmyHkTsI 41-43 IIpaBun
HayIexaIen MpaKTHKH
XpaHEHHA

CTaHJIapTHBIE OMEPAIIHOHHBIE
npoueaypsl (COITer)?

MyHKTHI 41-43 TIpaBui
HajJIe)xalnei MpakTHKH
XpaHeHUA




oTueThl (CBOMHBIE XypHAIbI)?

nyHKTHI 41-43 [paBun
HajyIeXKaled IpakKTHKA
XpaHeHHs

OroBOpbI?

nyHKTH! 41-43 [paBun
Hajie)xanie nNpakTHKH
XpaHCHHS

Benercs 1M y4eT JIEKApCTBEHHBIX CPE/ICTB C
OrpaHHYEHHBIM CPOKOM T'OJHOCTH Ha OyMaXHOM

mnyskT 11 [Ipasuna

39. | mocurene UM B SIEKTPOHHOM BHJE C XpaHCHHUA
apxuBaLyei? JIEKAPCTBEHHBIX CPENCTB
VY CTaHOBIIEH I PYKOBOAMTENIEM OpraHU3allvi mysxer 11 Tipasun
40 | MOPSUIOK BENICHHS yIeTa H:KapCTBeHHBIX CPEICTB | ypanenus
C OrpaHU4CHHBIM CPOKOM: JIEKApCTBEHHBIX CPELICTB
Wmeercs M pa3paGOTAHHBIA U yTBEPXKICHHBIH
KOMILIEKC MEp HalpaBJICHHBIX Ha MUHAMH3ALHIO
P Harp 1 nyHKT 24 [Tpasun
pUCKa KOHTaMHHAIIUH JIeKapCleeHHBIX HaTexKamel
IIPENaparoB, ¢ YYETOM YCJIOBHH COOIIOCHA [PAKTHKH XPaHEHHS
3aIIUTHI OT (AKTOPOB BHEIUIHEN CPEbI C
odopmiieHHEM:
myHKT 24 [IpaBui
[IpUKa30B? HaIeKalneH
41. IIPaKTHKH XPaHCHUA
COIlog? myHKT 24 [IpaBun
HaJIeXalEH
MPaKTUKU XPaHCHHS
myHKT 24 [IpaBun
UHCTPYKIHH? HaJJIeXKaLLEH
[IPAKTHKH XPaHEHHUS
42. | PerucTpupyloTcs JIU Pe3yIbTaThl TEMIEPATYPHOTO | IyHKT 21 Ipasun
KapTHPOBaHHUI " BIIAXXHOCTH | Haayiexamei
B CHENMATLHOM XypHale (KapTe) PErHCTpalAy | TPAKTHKH XpanCHIs;
Ha GyMaXHOM HOCHTENE M (WIM) B SIEKTPOHHOM myHkr 23 Tpasni
BUIe EXEIHEBHO, B TOM UHCIE B BBIXOXHbI | HAMICKALICH
¥ TIpas3 JTHUYHBIE IIHH? TNIPaKTHKH XpaHEHHs,
nyHkT 7 ITpaBui xpaHeHUs
JIeKapCTBEHHBIX CPEIICTB
43. | Xpauarcs Jn  kypHambl  (KapThl) PErMCTPALMH | MyHKT 21 Ipagun

TeMIIEPaTyPHOro KapTHPOBAHUA B TEUYCHHUE IBYX et?

HaUIeXaen
IIPaKTHKH XPaHEHHS,




102

nyHKT 23 IlpaBun
HaJJIeXKalleH

MIPaKTHKN XpaHEHHS,
nyHKT 7 IIpaBun XpaHeHHUA
JIEKAPCTBEHHBIX CPE/ICTB

44,
CobmomaeTcd JH  3amIpeT Ha XpaHEHHE

OTHEONACHBLIX W B3PHIBOONACHBIX JIEKAPCTBEHHBIX
TperapaToB BAATH OT:

nyHKT 51 ITpasun
HajyIexaIei NpakTHKH
XpaHeHHs

orus?

nyHKT 51 [IpaBun
HaJJIeKaled MpakKTHKA
XpaHEHHUS

OTONMTENBHBIX TPHOOPOB?

myskT 51 Ipasun
HaJJIeKammed NpaKTHKA
XpaHCHHs

BO3/ICHCTBHS IPSIMBIX COJTHEUHBIX JTydei?

oyHkT 51 IIpaBun
HaJJIe)Kamed NpaKTHKH
XpaHEHUs

45.

Cobmrogaercs i 3anpeT Ha XpaHEHHUE B MOMCIICHUAX
XpaHCeHHs JIEKapCTBEHHBIX npenaparos.

myskt 20 [IpaBun
HaJUIe)KaleH NpakKTHKH
XpaHEHHUs

[THINEBBIX IPOTYKTOB?

myskT 20 [Ipasun
HaJJIC)KaIMEH MpaKTHKH
XpaHEHUs

TaGauyHbIX U3JEIHii?

myHkT 20 [Ipasui
HaJyIeXXaled NpaKTHKA
XpaHEHHUS

HAITHTKOB (32 MCKJIIOYEHHEM [TUTHEBOH BOJIBI)?

myHkT 20 [IpaBui
HaJIIexamed IpakTHKH
XpaHeHHA

JIEKApPCTBEHHBIX TIPeNapaToB, NpeJHa3HAYCHHBIX JUIA
JTMYHOTO KCTIONB30BaHMs pabOTHUKaMuU?

myHkT 20 IIpaBun
HaJyIeXale IpakKTHKA
XpaHEHHUS

(moyxrocTh ¥ @MIO TO/DKHOCTHOTO JIMIA, 3aII0/IHMBIICTO TIPOBEPOYHBIH JIKCT, IOJMHCH, 1aTa)

(I[OJ'I)KHOCTI: 1 OHO qo/mKHOCTHOIO JIMIA FOPHAHYECKOro JINIa, MpHUCYTCTBOBABIICTO IIPH
3aIl0JTHEHHHU IIPOBEPOYHOTO JIUCTA, IIOIHCH, z[aTa)




IMpunoxenne Ne 9
K npuKasy denepaibHol CIyXObI
T10 Haa30py B cepe 3ApaBOOXPaHEHNS

or (G AT Ne T4

dopma

IIpoBepoYHbIH JIUCT
(ciMCOK KOHTPOJILHBIX BOIPOCOB),
ucnoJab3yemMblii @eaepanbHOil ci1y:x00i M0 HAI30pY B ctepe 31paBOOXpaHEHHS
H ee TePPHTOPHAILHBIMH OPraHAMH NPH NPOBeIeHHH MIAHOBLIX NPOBEPOK npu
ocyuiecTBJIeHHH (peepaibHOr0 rocyJapcTBEHHOro Ha/30pa B cepe oOpameHHst
JIEKApCTBEHHbBIX CPEACTB
(XpaHeHHe JeKapCTBEHHEBIX NpenapaTos 1Jisi MEAHIHHCKOr0 NPAMEHEHHH
HHAMBHAYAIbHBIMH NpPeANPHHHMATEISIMH)

(Ha¥MEHOBAaHME OPraHa, OCYIECTBIIMOIIEro IIAHOBYI0 POBEPKY)

1. Buz rocyapcTBEHHOrO KOHTPOJIA (Haa3opa)

2. TlpeameT IUIaHOBOW MNpPOBEPKH IOPMAMYECKMX JHMI M WHIMBHIYaJIBHBIX
npeNpUHAMATENEH OrPaHIIMBAeTCs 00s3aTeIbHEIMU TpeGoBaHUIMH, COOIIOIEHNE KOTOPBIX
gBIseTcss Hambonee 3HAYMMBIM C TOYKH 3pEHHS HENOIYIIEHUS BO3HMKHOBCHHS yIPO3BI
MpHYAHEHHS BPe/ia XKHU3HH, 310POBBI0 TPAX/IAH, H3I0XKEHHBIMH B (bopMe IPOBEPOYHOTO JIUCTA
(CIIMCKa KOHTPOJBHBIX BOIIPOCOB).

3. HanMeHOBaHHE OPHAMMECKOTO IHIE, (aMuUius, MM, OTYECTBO (mpH HAJTVIVH)
MHUBH/IyaJTbHOTO IPeANPUHAMATEIS:

4. Mecto TpOBelleHHs IUIAaHOBOHM MPOBEPKH C 3aNlOJHEHWEM MPOBEPOTHOIO JIMCTA:

5. PexBH3UTHI TIPUKa3a O IIPOBEJICHUM ILIAHOBO# NPOBEPKH: OT Ne

6. YueTHbIif HOMep IIPOBEPKH U JlaTa IPUCBOESHUS yUETHOrO HOMEpa IPOBEPKH B EnuaoM
peecTpe IPOBEPOK: .

7. JIomXHOCTE, GaMIIUsS ¥ WHALHAIBI JOIKHOCTHOIO JULA (nu1), MPOBOIAIIEro(HX)
IUTAHOBYIO IIPOBEPKY:

1. ;

2. .

8. ITepeyeHpb BOIPOCOB, OTPAXKAIOIINX COAEPIKAHUE 00s3aTeNbHBIX TPeOOBaHUH, OTBET HA
KOTOpEIE OJHO3HAYHO CBHUIETEITBCTBYET O COOJIIOIEHVH WM HECOOTIOACHUH IOpUINYECKUM
JIMTIOM, WHAMBHIYATEHEIM TIPEANPHHAMATENEM 00s3aTeNbHBIX TpeOOBaHMM, COCTABIIAIOMINX
IIpeaMeT IPOBEPKHU:




PexBH3ATHI BbiB0oJ 0 BLIMOJTHECHHH
HOPMATHBHBIX TpedoBaHni

IPaBOBLIX aKTOB, €
yKa3aHHeM HX
CTPYKTYPHBIX €AUHHIL,

Bonpocsl, 0Tpaskalomue coaepKanue KOTOpPBIMH
a/n 06s13aTeILHBIX TPeOOBAHMIA YCTaHOBJICHBI aa HET
ofsa3aTeIbHbIE
Tpe6OoBaHHA

®eaepanbHbIi 3aKoH OT 12 ampeas 2010 r. Ne 61-®3 «O6 ob6pameHnH JeKapCTBEHHLIX CPEACTB»
(Cobpanne 3aKOHOAATEJILCTBA Poccuiickoii ®exepannn, 2010, Ne 16, cT. 1815; 2016, Ne 27, cT. 4283)
(nasee - 61-®3); IlpaBuia Hauiexamell NPAaKTHKA XpaHeHHsi W MEePeBO3KH JIEKapCTBEHHBIX
mpenapaToB A MEIHIHMHCKOrO NpPHMEHEHHMs, YTBEpPAJICHHLIC npukazoM MunnCcTepCcTBA
snpaBooxpanenns Poccmiickoii ®enepauun oT 31 aprycra 2016 r. Ne 646n (3aperHcTpMpoBaH
MunncrepcreoM loctunnn Poccniickoii @enepanuy 9 smpaps 2017 r., perncrpanuonnbiii  Ne 45112)
(nanee — IpaBuia HaAIekamell NPAKTAKH xpanenus); IIpaBuia mapnexamei anTeuyHo# NPaKTHKA
JIeKAPCTBEHHBIX IPeNapaToB U MElHUHHCKOro MpHMEHEHH, yTBEpKIACHHbIE NPHKA30M
MunncrepcTBa 31paBooxpanenns Poccuiickoi @enepanuud oT 31 aerycra 2016 r. Ne 647n
(zapeructpupoBan  MMHHCTEPCTBOM IOCTHIHH Poccmiickoii ®enepanmu 9 smBaps 2017 r,
perucrpanuoHHbii Ne 45113) (manee — MpaBuia Hajjdexamed anTedHOH npaktukd); IIpasnia
XpaHeHNs JeKAPCTBEHHBIX CPEACTB, YTBEPkKICHHbIe NPHKA3IOM MHuRHACTEPCTBA 3/PABOOXPAHECHAN H
conuanbHoro passutus Poccuiickoii @enepanun oT 23 aBrycra 2010 r. Ne 706a (3aperncTpupoBaH
Munucrepcrsom ocTannn Poccniickoii ®enepaunn 4 okraGps 2010 r., perncrpannonnsiii Ne 18608)
¢ H3MeHeHHSMH, BHECEHHBIMH NPAKa3oM MHHHCTEPCTBA 31PABOOXPAHEHHS H COUHATLHOTO PASBHTHS
Poccniickoii ®enepannn ot 28 gexadps 2010 r. Ne 12218 (3aperncTpupoBan MHHHCTEPCTBOM
jocranau Poccniickoit @enepaunn 4 gespann 2011r., perncrpannonnbiii Ne 19703) (nanee —~IIpaBuaa
XpaHeHHs JeKAPCTBEHHbIX CPeICTB)

Yupapjenne KadecTBoM (cTaThs S5 61-®3; raasa II TIpaBui HamIexamei anTe4Hoi
NPaKTHKH)

YV TBEpK/IEHbI JIH PYKOBOJIHTENEM CyOBEKTa | MyHKT 4 TTpaBun
obpalieHust  JICKapCTBEHHBIX ~ CPENCTB | HajuIeXKaleH anTeYHOM
1. CTaHIApPTHBIE OMNEPAUHOHHBIE TIPOUENYPBI | paKTUKH

(nanee — COII)?

HmeeTcs JIn AOKyMCHTaLHsA CHCTCMBI

KayecTBa Ha OYMaKXHBIX U (WIH) nyHkT 5 IpaBun
3JIEKTPOHHBIX HOCHTEIAX: Ha[UIeXKaICH anTeIHOU
NPaKTHKH

TIOZNMYHKT «H» ITyHKTa 5
[MpaBw1 HaaexKaweH
anTeYHOM NMPaKTHKU

bKypHAJ PerucTpanuH NpruKasoB
2. (pacnopsbkeHHif) o CyOBeKTy
PO3HHYHOMN TOPrOBJIH?

ypHaJI ©XXeTHEBHON PerHCTpaLH
napaMeTpoB TeMIIEpaTypbl 1
BJIKHOCTH B TIOMEIICHUAX A4
XpaHeHHs JICKapCTBEHHBIX
npenapatos?

TIOAMYHKT «K» ITYHKTAa 5
TMpaBwi HaJIEKALIECH
anTe4HON MPaKTHKH




HKYpHAJI TIEPUOMUECKOH PErHCTpaLii
TEMIIEpaTyphbl BHYTPH XOJIOAMIBHOIO
oGopynoBanusa?
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INpaBw1 Hapmexamen
anTe4HOI NPaKTHKH

TNOAMYHKT «J1» MyHKTa 3

bKypHAJ1 y4ueTa OnepaLuii, CBA3aHHbIX C
o6palleHHeM JIEKapCTBEHHBIX CPE/ICTB,
BIUTIOUEHHBIX B NlepeyueHb
IeKapCTBEHHBIX CPEACTB, MOAJIEXAIINX
NpeaMETHO-KOMHYCCTBEHHOMY YIETy
(mpwu Hau4MK)?

[Mpasun Hapmexamei
anTe4YHOl NMPaKTUKH

TMOJIYHKT «M» IYHKTa 5

JKYpHaJl y4yeTa JeKapCTBEHHBIX
IpEenapaToB ¢ OrPaHHIEHHBIM CPOKOM
rogHocTu?

MOIITYHKT «P» ITyHKT 5
[MpaBw1 HapIexalei
anTe4YHOH NPaKTHKH

bKypHasI yueTa MOCTYIUIEHHsA U pacxona
BaKIMH (TIpH HATUYMH)?

[TpaBun Hagnexamen
anTe4YHOM NPaKTHKH

NOAITYHKT «X» ITYHKT 5

DKypHAlI ~ PETHCTpalldd  pe3ynbTaToB| NOAIYHKT «¢» myHKTa 5
PUEMOYHOTO KOHTPO/IA? IpaBun Hapexkauen
arTEeYHOM NMPaKTHKH
Nudpacrpykrypa. Ilovemenus /i XpaHeHHS JI€KAPCTBEHHBLIX NPENaparoB (craTtba 58

61-®3, raasa IV IIpaBma Hamiexameil npakTHKkH xpaHenus; IlpaBniaa XpaHeHHd

JIeKapCTBEHHbIX cpeacTB; ri1asa V IIpaBui Hajuiexameii anTedHoH n

AKTHKH)

iMeroTcs 1M HeoOXOIHMMEIE IOMEILEHHS
HJIK) 30HBI, PUHAUTEXKAIIHE alITeYHON
OpraHu3alMy Ha NpaBe COOCTBEHHOCTH WK

myHkt 11 Tlpasun

3. [Ha HHOM 3aKOHHOM OCHOBaHHUH, A IeKalIeH TPAKTHKH
HEeOoOXO0IUMBIE I OCYLIECTBIICHHUS XpaHeHH
[1eSTeILHOCTH 110 XPAHEHHIO JIEKAPCTBCHHBIX
npernaparoB?

HmeeTtcs 1 0603HaueHHAs 30Ha WK
© ; a ai 30Ha 11 myHKTH! 15, 16 ITpaBun
4 OT/eNIHOE NIOMEIICHHE TPUEMKH HazyTeKalei MPAKTHKY
!7
JIEKapCTBEHHBIX TPENapaToB? XpaHeHHs
Hmeercs mu 0o603HaYCHHAss 30HA WM
myHkTHl 15, 16 [IpaBun
5 OT/IEJILHOE TIOMEICHNE XPaHeHHs aneKanel IpaKTAKA
.| nexapcTBEHHBIX IIPENIapaToB, TPEOYIOLIHX xpaHeHNs
CreHasIbHbBIX YCIOBHA?
HMeeTcs M4 119 XpaHEHHS BBIABJICHHBIX
JUTA Xp myHKTHI 15, 16 [Ipasun
(banbcHHLKPOBAHHBIX, anIeKalIeH IpakTHKA
HeJ0OpOKaueCTBEHHBIX, KOHTpaakTHBIX paHerus
JIeKapCTBEHHBIX MPETIapaToB:
6. myHKTHI 15, 16 TIpaBui

0603HaueHHas 30Ha?

Haajiexxallen NpaKTHKH
XPAHECHHUSA

oTHenspHOe noMeleHue?

myHKTHI 15, 16 [IpaBui
Ha/uIexKalne NpakTHKH
XpaHEHHs




HMeerca JM 30Ha WIH OTAENILHOS
noMelneHue, obecrieurBaromas
TpeOyeMble YCIIOBUS XPaHEHHA
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myHKTHI 15, 16 TIpaBun
HaIexKamed NpaKTHKH

HACEKOMBIX, TPBI3YHOB HJIH JPYTHX
JKUBOTHBIX?

7. XpPaHEeHHS;
JIEKapPCTBEHHBIX NIPENapaTos  JJIs
KAPAHTUHHOTO XPAaHEHHS JIEKAPCTBEHHBIX
npenapaTos?
OcCBellleHb! JI TOMELICHHS U 30HBI, nyskT 17 Ilpasun
g | mcnomesyemsie s xpanerms HaJUIeXKAlleH NPaKTHKA
JIEKapCTBEHHBIX TpenapaToB? XpaHeHNA
Ot/eneHsl T4 agMUHUACTPATHBHO- 5 mysicr 19 TIpasit
9. | OBITOBEIC MOMENICHHS  OT OMEIICHHHA HaIeskaei TPAKTHKA
XpaHeHHs JIEKapCTBEHHBIX NPENapaTos? XpaHeHHA
Wmeercs M oT/enbHas 30Ha (kadsr)
JU1Sl XpaHeHus 0GopyIoBaHKs, MHBeHTaps | MYHKT 25 IIpasui
10, | ¥ MaTepuasos s yOOpKH (OUHCTKH), & HayTexalllel MPaKTHKHA
TaKXKe MOIOLIMX U Ae3UHULIPYIOLIHX XpaHCHHA
cpencts ?
IMposoauTcs I yOOpKa NOMEIIEHHUH mysir 25 TIpasit
. S:;ﬂannﬂ XpaHEeHUs JIEKapCTBECHHBIX HauIexKanel TPAKTHKY
paToB B COOTBETCTBHH C XpaHEHHS
COllom?
WNmeeTcs 1 riankas OTAEIKa
o myHKT 25 [IpaBun
MMOMEIIEHUN ISl XpaHEeHU S -
HaJJIC)KAIEH TPaKTHKH
JIEKapCTBEHHBIX NMPEMapaToB .
XpaHEHH,
(BHYTpEHHHE ITOBEPXHOCTH CTCH, nyrkT 6 [Ipasmn
12. | noronxos), nonycxaiomas 3 XpaHEeHHs JIEKapCTBEHHBIX
BO3MOXKHOCTb IIPOBEJICHHAS BIAXKHOU CpencTB
yOOpKY H HCKJIIOYAIOIIasd HaKOILICHHE
LAY
O6ecreyeHa JId 3aluTa IOMEIIEHAA
JUISL XpaHEHHs JIEKapCTBEHHBIX mysxr 26 pasin
13. | MpemapaToB OT MPOHMKHOBCHHA HauTexammel PaKTHKE

XpaHEeHHs

Hudpacrpyxrypa. O6opynosanune (rjiapa

IIpaBn/ia XpaHeHHs JIeKAPCTBEHHbIX CPE/ICTB)

14.

Nmeetcs by 15 HE00X0aHMOe
06opyIoBaHHe (B XOPOLIEM COCTOSHUH
%} YHUCTOE), IpUHAIEKAIEE
OpraHM3al{K Ha IIpaBe COOCTBEHHOCTH
MJTH Ha HHOM 3aKOHHOM OCHOBAHHHU?

nyakT 11 IIpasun
HajJIeXKaleH MpakKTHKA
XpaHEHHs

15.

OcHaleHsl JIM  I[TOMEINEHHs s
XpaHeHHs JIeKapCTBEHHBIX CPEJCTB
npubopamMu JUISL pErucTpalyu
napaMeTpoB BO3yXa:

nyHkT 7 IIpaBui
XpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

IV IlpaBua HapjIexameidl MPaAaKTHKHA XpaHEHHS;
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nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX CPEJICTB
TEpMOMETpaMH? nyHkT 37 [Ipasuin
HaJUTeXaIneH PaKTHKH
XpaHeHus
nyskT 7 [IpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX CPECTB
rUrpoMeTpamu? myHkT 37 TIpasui
16. HaJUIeKaIel MPaKTHKH
XpaHeHHs
nyHKT 7 IIpaBui
XpaHCHUA
JIEKaPCTBEHHBIX CPEJICTB
SNEKTPOHHBIMH THTPOMETPaMH? myHKT 37 [Ipasui
HaJUIeKaIleH ITPaKTHKH
XpaHeHHMs
myHkt 37 IIpasun
TEPMOTUTPOMETPaMH ? i;’:ﬁ:i(::len TIpaKTHIH
PasMemaioTcs NI M3MEPHUTEIBHEIC
9yacTH MNpHOOPOB [ pPETHUCTpaIuy —
|7 | Mapamerpos BO3MyXa HA PacCTOTHHH XpAHEHHS
HEe MeHee 3 M OT MIBEpEH, OKOH H
JIEKapCTBEHHBIX CPEICTB
OTOMHUTEIBHEIX MPUOOPOB M HA BBICOTE
1,5-1,7 M ot mona?
Peructpupyrorcs 1 MOKa3aHHUs
pruGopoB JUIst perucTpanum
NapaMeTPOB BO3JyXa CKCOHCBHO B
CTIENUATIEHOM KypHAIIE (xapte) | MyHKT 7 [IpaBun
18. | peructpanmy Ha GyMaXHOM HOCHTENE | XpaHCHMA
YUIH B 57IEKTPOHHOM BHJIE C apXUBALMCH | TCKapCTBEHHBIX CPENCTB
(ans  DJNEKTPOHHBIX THTPOMETPOB),
KOTOpHI  BeleTCs  OTBETCTBEHHBIM
aunoM?
CepTuduuupoBansl, KanuOpOBaHBl H —— 7 Tpapasn
TIOJBEPraroTCs bzt HOBEpKE
19. KOHTpoNmpytomue  npubopsl  Juid XPaHCHHA
N JIEKapCTBEHHBIX CPEJICTB
PETHCTPAIMH IIapaMETPOB BO3yXa!
NMeercst i XOJOAHIIBHOE
20. nyHKTH 21, 36, 37

obopyoBaHuUe:

[MpaBi HapIeXKaMe
IPaKTUKH XPaHEHHS




108

XOJIOAWIIBHEIE KaMephbl MITH
CrielMaabHO 000pyIOBaHHOE
nmoMelnenue?

nysKTHI 21, 36, 37
[TpaBun HajUIeXKaIIEH
NPaKTHKA XPaHCHHUS

dapMaIieBTHYECKHE
XOJOIHJIbHBIE ITKa(bI KT
XOJIOJHIBHUK JUTS XPaHEHUA
TepMOJTA0MITBHBIX
TEKapCTBEHHBIX CPEACTB?

nyHKTHI 21, 36, 37
Ipasun Ha IS KaIIECH
PaKTHKH XpaHEHHSA

HUMeroTcs TH CHCTEMBI
KOHIMI[MOHHPOBAHUS B TIOMEINECHUAX

nyukrst 21, 36, 37
[IpaBun
HaJUIeXKaIleH IPaKTHKH

21. | xpaHeHus NeKAPCTBEHHBIX XpaHCHH,
npenapatos? MYHKT 4 IIpaBHl
XpaHEHUs JICKaPCTBEHHBIX
CpEACTB
nyskTH 21, 36, 37
[TpaBun
VIMErOTCA I CHCTEMBI BEHTHIISIWMH B | 1o 7 neweamedt MpaKTHKA
09 | HOMEIIEHHSAX XPaHEHHs XpAHEHHS;
NEKapCTBEHHBIX penapaTtoB? nyskr 4 TpaBun
XpaHeHH s JICKaPCTBEHHBIX
CpPEICTB
WMeroTcs i mKadbl METANTHYECKHAC
WM IePEBSHHBIE [JIS XpPaHSHUS myskr 31 Tpasm
3. | eKapCTBEHHBIX NpenapaTos, HaJUTeKaIeH
MO UTEXAIIHX TPEIMETHO- [PaKTHKY XPaHEHHs
KOJIMYECTBEHHOMY Y4eETy?
Vimeercs mu mioMOup i
olleyaThIBAaHHs B KOHIIE Pab0O4ero IHA
mKapOB METATHUCCKUX UITH ) nysxr 31 TIpasun
24, | AepeBSHHBIX (mH MIOMEIICHUI) UIs HaJUIeIKameH
XpaHEHHA JIEKapCTBEHHBIX NPAKTHKH XPaHEHHS
TpenaparoB, MOIEXAIIHX MPeIMEeTHO-
KOJIMYECTBEHHOMY Y4IETY?
nyHKT 29 IIpasun
HaJIeKameH MpakTUKA
XpaHeHHUs;
HMeroTcs 1M B NOMEILEHHAX TS nyHkT 31 ITpasun
XpaHeHHs JIEKAPCTBEHHBIX MPENapaToB: HaJUIeXKAIICH MPAKTHKH
XpaHEHHUS;
25.
nyHkT 5 [Ipasun

XpaHeHHs JTeKapCTBEHHBIX
CPEICTB

CTEILIAXKA?

nyHKT 29 [IpaBui
HaJUIeKaIei MpakTHKA
XpaHEeHHS,
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mysekT 31 [Tpasun
HaJIeXaeH MpakTHKA
XpaHEHHU,

nyHkT S IIpaBun
XpaHeHHs JTeKapCTBECHHBIX
CpenacTB

nyHKT 29 IIpasun
HaJyTIeKaIleH MPaKTHKH
XpaHEeHHs;

nyskT 31 [Ipasun
mragsr? HayIeKaIell IpaKTHKH
XpaHECHHS,

mnyHKT S IpaBun
XpaHEHH JTeKapCTBEHHBIX
CpENCTB

myHKT 29 [TpaBun

HaJIeXXanel mMpakTHKI

XpaHCHU;

O IIOHEL? ITyHKT 31 H]‘)’aBI/IJ'I
HaJUIeXXaled TPaKTHKA

XpaHEeHHS,

nyHkT 5 [lpaBun

XpaHEeHHs JIEKapCTBEHHBIX

CpencCTB

ryHkT 29 IIpaBun
HaJyIexamed NpaKTHKH
XpaHCHHS,

oyskT 31 IlpaBun
HaJUIeXKaMeH TPaKTUKA
XpaHCHHS,

nyHKT 5 IIpaBun
XpaHECHHS JICKAPCTBEHHBIX
CpEenCTB

[10ATOBAPHHKH ?

VIMeroTcs I 3aNlacHbIE TOBEPEHHBIE
CpelcTBa H3MEPEHHUs B CiIydae
PEMOHTA, TEXHHIECKOT0

26. | obcnyxuBaHus, MOBEPKU
06OpyIOBAHHUS K CPEICTB H3MEPEHHSA?

myHKTH 39, 40 ITpaBui
HaJJIeXKaIen MpakTHKHA
XpaHEHH,

nyHKT 7 IIpaBuin
XpaHEeHHs JIEKapCTBEHHBIX
CpEeACTB

Iponecchl  AesATeJLHOCTH  cY0beKTa pO3HHYHOIN __TOPrOBJIH _ TOBADAMH _ aNTEIHOI0
accopTHMeHTa. JleiicTBHs cy6bexTa 00pamenns JeKapCTBCHHBIX NPENAPATOR 10 XpaHEeHHIO.
JIOKYMeHTbI 110 XPAHEHHIO JICKAPCTBEHHBIX NPENapaTos. Ouenka IesiTeALHOCTH (CTAThA 58,
myHkT 3 cTaTbi 9 61-®3; rnasa V, VI Ilpasui HauIeXKamel npakTukn xpanenus; [Ipasnia
XpaHEHHsl JEKAPCTBEHHBIX CPEICTB; TJiaBa VI u VIII TpaBun Hamiexameii anTeqHoi
NPAKTHKH)

COOTBETCTBYIOT JIH CBEICHUA MyHKT 46 IIpaBun
Ppe3yJIbTATOB NPUEMOYHOTO KOHTPOJIA HaJyIexaLei
27. | cBenenuaM B TOBAPOCOMPOBOAUTENLHOM MPaKTHKA XpaHCHUA,

nyskT 40 IIpaBun XpaHeHUs
JIEKapCTBEHHBIX CPENICTB

JOKYMCHTaLUH:
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[10 aCCOPTHMEHTY H KOJIH4eCTBY?

myskT 46 [Ipasun
Haexamen

NPaKTUKK XPaHECHHUS;

nyHkT 40 IIpaBun XpaHeHUA
NIEKapCTBEHHBIX CPE/ICTB

1o KauecTBy?

MyHKT 46 IIpaBun
HaJUIeXKaIeH

MPaKTHKK XPaHECHUS;

myskT 40 IIpaBui XpaHeHHA
JIEKapCTBEHHBIX CPEJICTB

10 cOOJIFOIEHUIO CIIEIHATBHBIX
ycnoBuit XpaHeHHs (NpY HaTHIMH
TaKoro TpeGOBaHHs B HOPMATHBHON
IOKYMEHTALIM¥ Ha JIeKapCTBEHHBIH
npenapar)?

nyHKT 46 IIpaBun
HaJuIeXalei

MPaKTHUKH XPaHEHHS;

nyHkT 40 IIpaBin XxpaHeHHA
JIEKAPCTBCHHBIX CPE/CTR

0 HAJIMYMIO TIOBPEXKACHAN
TPaHCIIOPTHOH TapsI?

myHKT 46 IIpaBun
Hazuiexamei

MPAKTHKH XPaHEeHUS;

nyHkT 40 TIpaBrn XxpaHeHHA
JIEKapCTBEHHBIX CPE/ICTB

Co3nana i1 NpHUEMHAsA KOMHUCCHA IJIA
MpPOBCACHUS MMPHEMOYHOI'O KOHTPOJIA,

nyHkT 49 IIpasun
HaJUIexKaleH anTeyHoM

7g. | YTBEpXKACHHAA IIPHKa3oM IPaKTHKH XPaHECHUT
PYKOBOZHTEII CyOBEKTa PO3HHIHOH
TOProBIH?
OdopMIISIOTCS JIU C IPOCTABICHACM
IIITaMIa O IPHEMKE, ITOAMHCHIO myRKT 46 TIpapui
MATEPHATBHO - OTBETCTBEHHOTO JIHIA, | mayyesxammedt anTeqHoH
3aBepeHHON MevaThio ( IpH HATAYHH) NPaKTHKY
cy6beKTa POSHUYHOM TOPTOBJIH:

29 nyHKT 46 IIpaBun

cuera - paxkTypel?

HaJUIeKaIICH alTeYHOH
IPAKTUKH

TOBApHO-TPAHCIIOPTHEIC HAKIIA/HBIE?

nyHkT 46 [TpaBuin
HaJUTEXAIEH anTeuHoH
NPaKTHKH
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peecTp IOKYMEHTOB IO Ka4eCTBY?

nyHKT 46 IIpaBmi
HaJUIe)Kallel anTeyHon
HMPaKTUKH

HpOXOI[}IT JIA TOBApPHI alITEYHOIrO

nyukT 50 [IpaBun
HaJUIe)KALIEH alTTeuHON

30, | @ccopTHMEHTa JI0 MOAAYH B TOPTOBYIO
30Hy TNpEANPOAAXKHYIO IOATOTOBKY? | MPAKTHKH
UneHTrUIMpYIOTCS JTH XpaHaumecs g;ﬁ:j:mri%aﬁ;:wmm
NIeKAPCTBEHHbIC CPENCTBA B XpAHEHHS;

31, | cooTBETCTBUM C IPUMERACMOK CyOBEKTOM mysk 49 TTpapun
o6palneHus JEKapCTBEHHBIX NPENAapaToB | gannescameil NPAKTHKH
cucteMoi yuera? XPAHCHHS,

OCyIIECTBISETCS JIH XpAHEeHHE myHKT 47 l'[vpamm
JIeKaPCTREHHEIX MPENapaToB ¢ yIETOM HaJTexKallen NpakTHKH
TpeboBaHHii: XPaHCHHA,
nyHKT 40 IIpaBun
XpaHEHHUS JIEKAPCTBECHHBIX
CPEJICTB
HOPMATHBHO# IOKyMEHTALHH, TyHKT 47 H_’paBHH
COCTABSIONIEH PErHCTPALMOHHOE J0Cke | TAAVICKAIICH TPAKTHI
Ha JIeKapCTBEHHbIH npenapar? XPaHCHI,
nyHKT 40 IIpasun
XpaHeHHs JIEKApCTBEHHBIX
32. CpEACTB
nyHKT 47 IIpaBun
MHCTPYKIMH T10 MEHLIMHCKOMY HajiexKalleH IPakTHKH
MPUMEHEHHIO? XPaHCHILL,
nyHkT 40 IIpaBun
XpaHEHUS JICKapCTBEHHBIX
CPEICTB
nyHKT 47 IIpaBun
vH(MOPMaLHH, COREPIKAILEHCs Ha HajuIexKaIeH MPaKTHKHA
nepBUYHOMN M (WIH) BTOPHYHOH YTaKOBKe XPaHCHHA,
TeKapCTBEHHOTO Tpernapara u myHKt 40 [Ipasui
TPAHCTIOPTHOM Tape? XpaHEHHs JIEKAPCTBECHHBIX
CPEICTB
Pa3MemaioTcs Jii JIeKapCTBEHHbIE
npenapaTsl B NOMEIEHUsX M (1K)
30HaX JyI9 XpaHEeHHUs JIEKapCTBEHHbIX nysKT 49 [TpaBmi
MpenapaToB B COOTBETCTBHH C HaZVIeXAIIeH MPAKTHKH
TpeGOBaHASIMH HOPMATUBHOM XPaHEHHST;

33. JIOKYMEHTALHH U (W/H) TpeOOBaHUIMH, nynkT 8 [IpaBun

YyKa3aHHBIMH Ha YIIaKOBKES XpaHeHUs

JIEKapCTBEHHOTO TNIPEnapara, ¢ y4eToM:

JIEKapCTBCHHBIX CPECACTB
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(bU3UKO-XMMHYECKHX CBOHCTB
TeKapCTBEHHBIX NPenapaToB?

myHKT 49 [Ipasun
HaJiIeXxalleH NpakTHKU
XpaHeHHs,;

nyHkT 8 IlpaBun
XpaHEeHUA
JIEKapCTBEHHBIX CPEACTB

(bapMakoIOruuecKux rpymmn?

nyHKT 49 IIpasun
HaJJIeXalled IpaKTHKH
XpaHeHHs,

nyHKT 8 [IpaBui
XpaHeHHs
JIeKapCTBEHHBIX CPEICTB
myHKT 49 [TpaBun
HaJiJIeXxaliel NpaKTHKA
criocoba BBeICHHSA XpAHEHHS;
ITCKAPCTBEHHBIX npenapaTOB? H}’HKT 8 HpaBHJI
XpaHeHUs
JIEKapCTBEHHBIX CPEJICTB
nyskT 52 [Ipasui
HaJyIeKalen NpaKTHKH
XpaHATCS T CBETOIYBCTBUTEIIbHBIE XpAHEHHS;
34, | 1eKapCTBEHHEIC NIPENIApaTEl B ryRKTE 24-26 TTpasmn
3aIUIIEHHOM OT CBETa MeCTe? XpaHeHHs
JIEKapCTBEHHBIX CPEICTB
nyHKTHI 21, 47 IlpaBun
HaJUIeXaIeHd TpaKTHKH
XpaHsTcs JH BIaro4yBCTBUTEIILHBIC
XpaHCHHS,
35. | JICKapCTBEHHBIE CPEACTBA B nysxTst 27-29 Tipasia
3aIIUIICHHOM OT BIaru Mecre?
XpaHeHUs
JIEKapCTBEHHEBIX CPEJICTB
HaznadeHo 11 IpuKa3oM
PYKOBOIMTENS CYObEKTA POSHHIHOM
TOProOBIH OTBETCTBEHHOE JIMIIO 32 ITyHKT 66 IIpaBun
36. paboty ¢ dhanscuduurpoBaHHEIMHY, HaJIe)Kamiel anTevyHon
J00pOKaYEeCTBEHHBIMH, MIPaKTHKH
KOHTpagaKTHLIMH TOBapaMH
aNTEeYHOro acCOPTUMEHTA?
H30mupoBaHB! JIA CHCLHATBHO
NPOMapKHPOBAHHBIE JIeKApCTBEHHBe | IYHKT 55 IIpaBui
37. | npenmapatsl, mpeqHA3HAYEHHBIE IS HaJUIeXallleH TIPaKTHKY
YHAYTOIKCHHS? XpaHCHHUA
38. nyHkT 30 [TpaBun
W3osupoBaHbl J1H: HAIUIeKATIEH

NPaKTHUKH XpaHCHHUS




peleHue 0 MPAOCTAaHOBJICHHI
PUMEHECHH?

leKapCTBEHHBIE NIPEIIaparsl, B mysxr 30 Tpasun

OTHOLIEHHH KOTOPBIX MPHHATO HaUTeKameH

perenue 06 H3BATHH U3 OOPAINCHHA? | pakTHKH XpaHEHHAS

leKapCTBEHHBIE IIPEIapaTsl, B

OTHOIICHHH KOTOPBIX IPHHSTO nyHkT 30 IIpaBun
HaJuIeXKamen

NPaKTUKH XPaHECHUS

danbcrudUIPOBAHHEIE,
HeI00pOKavYeCTBEHHBIE U
koHTpaaKTHbIC JIEKAPCTBEHHBIC
npernapartsi?

myHkt 30 IIpaBun
HaUIeXKarnei
TPaKTUKH XPaHEHHUS

HMeroTCsl T IOKYMEHTBI, OTTHCBHIBAIOIIIHE
NelicTBHS, BHIMOHAEMbIE CyOBEKTOM
o6pallueHHs IeKapCTBEHHBIX NPENnapaToB,
HanpasJieHHBIE Ha COOMOAeHHUE
TpeGoBanmii, ycTaHOBIEHHBIX [IpaBunaMu
Hajuiexalneil MpakTHKH XpaHeHUS:

myHKTHI 41-43 IIpaBun
HaajIexaiei NpaKTHKH
XpaHeHHs

MHCTPYKLHH? myHKTHI 41-43 TIpaBun
HaAJIeKaled MpaKTHKH
XpaHeHHsA
39.
CTaHJApPTHEIE OIE€palliOHHLIC ITYHKTHI 41-43 HpaBI/IJ'I
? o
MpoLeyphl (COHH) ) HaJy1eKaleH MpakTHKH
XpaHeHHs
oT4eTh! (CBOAHBIE XYPHAIIBI)? myHKTHI 41-43 TIpaBun
HaJJIc)KallleH MPaKTHKH
XpaHeHUA
IOrOBOPEI? nyHKTEI 41-43 [IpaBun
HaJiiexalle MPaKkTHKH
XpaHeHHUs
Begercs i ydeT JIEKapCTBEHHBIX
CPEJICTB C OTPAaHAYEHHBIM CPOKOM myHKr 11 ITpasuia
40. | rogmocty Ha OyMaXXHOM HOCHTEIe WK XpaHECHH JICKApCTBCHHBIX
B 3IEKTPOHHOM BHJE C apxuBanueii? | CPEACTE
VcraHoBneH U pyKOBOJIUTEIEM
OpraHM3aIMA TOPAIOK BefenHs yyera | IyHKT 11 TIpasun
4]. XpaHCHHMS JICKApCTBEHHBIX

JIEKApCTBEHHBIX CPEICTB C
OrpaHM4YeHHBIM CPOKOM?

CpeacTB




Nmeercs a pa3pabOTaHHBIA K
YTBEP)KACHHBIA KOMIUIEKC MEP
HAIPAaBIICHHBIX Ha MUHMMH3ALUIO
pHUCKa KOHTAMAHAIMH JIEKapCTBEHHbIX
IpenaparoB, C Y4ETOM yCIOBHA
COGJIIOAEHHMS 3aIIUTHI OT (PaKTOpOB
BHEIIHEH cpelbl ¢ 0QOpMIICHAEM:

nyHkT 24 [IpaBun
HayIexamei
NPaKTHUKH XpaHEHHUs

nyHKT 24 [IpaBuin
4. [pHUKa30B? HaAJIeXaleH
PaKTUKH XPaHCHHS
myHKT 24 IIpasun
COIlos? HaJUTeXamed
[IpaKTUKH XpaHCHHUS
myHKT 24 IIpaBun
HaJyIeXXamei
HHCTPYKIMHA? IIPAKTHKH XPaHECHHUSA

43, | Peructpupyrorcs ™ pesynbTathl | myHKT 21 IpaBun
TeMIIepaTypHOro KapTHPOBaHMs U | Hagnexamiei
BJIQKHOCTH B | MpaKTHUKH XpaHEHHS,
CIELMATBEHOM KypHae (xapte) | mynxt 23 IpaBmn
perucrpanyy Ha | HaJUIeKalleH
fymaxkcsom Hocurene M (WIM) B | mpakTHKHM XpaHEHHS;
3JICKTPOHHOM BHJC €)XKCIHEBHO, B TOM MYHKT 7 HpaBpU[ XpaHEeHHA
YHCIIC B BBIXOHBIC H | nexapCTBEHHBIX CPEICTB
Npa3JHAYHBIE JHH.

44, | Xpamarcs  smm  okypHanel  (kapter) | myHKT 21 [Ipapun
perucTpalyu TEMIIEPaTYPHOIO | HaAJIeXKallEH
KapTUpPOBaHMs B TCYCHME JIBYX JIET? NPaKTHKH XPAHEHHS,

myHKT 23 IIpaBun

Ha/UIexKale

MPaKTUKU XpaHEHHS,

myHKT 7 IIpaBuiI XpaHeHHUSA

JIeKapCTBEHHBIX CPENCTB
45. myHkT 51 [IpaBun

Cobmofaercs JId 3alIpeT Ha XpaHCHME
OTHEOMaCHBIX M B3PHIBOOINACHBIX
JIEKApCTBCHHBIX [IPENapaToB BJAH OT:

HaJUIeKaIeH IPaKTHKA
XpaHEeHHs

orHs?

myHKT 51 IIpaBmin
HaJIS)KALIeH MPaKTHKA
XpaHCHUs

OTONHUTENBHBIX IPHOOPOB?

myskT 51 [Ipasui
HaJIIeXKAIEH MPAKTHKA
XpaHeHHs
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oyHkT 51 ITpasun
HaJIeKAIIEH IPaKTHKH
XpaHEHUs

BO3JCHCTBHA TPSAMBIX COJIHEYHBIX
Tyuci?

46. nyHKT 20 ITpaBun
Cobrofaercs 14 3amper Ha XPaHeHWe B .
HaJUIeXKame MpaKkTUKA

TOMEIIEHHMAX XPAHEHUS JIEKAPCTBEHHBIX | "
Mpenaparos: PaHCHUA

nyHkT 20 Ipasun
HaJUTIeXKaIeH MPaKTHKH

[MIIEBBIX TIPOXYKTOB?
XpaHeHUs

nyHskT 20 Ilpasun
HaJUIeXKaIIeH MPaKTHKH
XpaHEHUs

TabavyHbIX H3ACIHH?

HAIUTKOB (32 MCKMoueHueM nuTheBoii | ITYHKT 20 IIpaBun

BOZIBI)? HaUIeXaIeil NpaKTHKU
XpaHEHHUs
myHKT 20 [Ipasun
JICKapCTBCHHBIX Ipenaparos, IV
HaJUIeXKAaIIEeH IIPaKTHKA
MpeqHa3HAuYeHHBIX anst JIYHOTO|
XpaHEHUs

HCTIONB30BaHus paboTHUKaMH?

(norwxHOCTh ¥ YO OIDKHOCTHOTO JIMIIE, 3AII0HHUBILET0 IPOBEPOIHBIH JIUCT, NO/IIHCE, Jara)

(momxHOCcTh B ®UO JOIDKHOCTHOTO JIHIIA FOPHIMISCKOT0 JIUIA, IPUCYTCTBOBABIIECTO P
3aI0THCHUH TIPOBEPOUHOTO JIICTA, IIOANKCH, 1aTa)




ITpunoxenne Ne 10
K npukasy @enepansHoit CITyKO5I
10 Haj30py B cdepe 3ApaBOOXPAHEHHA

or (] A4 I LNe 458

®opma

ITpoBepouHbIii JHCT
(CIIHCOK KOHTPOJILHBIX BONPOCOB),
ncnoJib3yemblii @enepabHOil ci1y:K00i Mo Haf30py B cdepe 3ApaBOOXpAHCHHSI
H ee TEPPHTOPHAIBHBIMH OPTaHAMH NPH MPOBEIeHHH MIAHOBLIX MPOBEPOK npH
ocyllecTB/IeHHH (e/lepaibHOro rocy1apcTBEeHHOro HaA30pa B cdepe oOpauxeHust
JIEKApPCTBeHHBIX cpeacTB
(mepeBo3Ka JIeKapCTBEHHBIX NPENapaToB 1id MEJHIHHCKOro npuMeHeHHA B
OpraHM3alHH ONTOBOIH TOProBJIH JeKapCTBeHHBIMH CpeacTBaMH)

(HAMMEHOBAHHE OPraHa, OCYIIECTRIISIOMIETO IIAHOBYIO IPOBEPKY)

1. Bun roCyAapCTBEHHOTO KOHTPOJIS (napm3opa)

2. Tlpenmer TwIaHOBOK TNPOBEPKH IOPUAMYECKHX JIHMI U WHANBULYAJIBHBIX
npennpUHAMATeNel OrpaHUIUBACTCS 06s3aTeIbHBIMU TPEGOBaHUAMHE, COOIIOIEHHE KOTOPBIX
gBISieTCs HawboNiee 3HAYMMBIM C TOYKHM 3PEHHs HEIOMYIUCHHWA BOSHUKHOBCHHSA yIrPO3BI
TIPMYMHEHHUS BPe/a )KHU3HHU, 3[0POBBIO IPAXKIaH, H3T0XKCHHBIMH B dopMe IPOBEPOYHOrO JIKCTA
(CIHCKa KOHTPOJIBHBIX BONPOCOB).

3. HauMeHOBaHHE IODHAMYECKOTO JHMIa, (GaMuiis, MMsA, OTHECTBO (Ipy  HAIHYHH)
WHIHMBUIYaJIBHOTO NpeIpAHAMATENI:

4. MecTo IpOBEICHHS IUIAHOBOH MPOBEPKH C 3alONHEHWEM MPOBEPOTHOrO JIHCTA.

5. PexBU3UTH NPUKa3a O [IPOBEJICHAHN IUIAHOBOH IPOBEPKH: OT

Ne

6. VueTHbIi HOMep IpPOBEPKH M [aTa NPHCBOCHHs YYETHOTO HOMEpa MPOBEPKH B
EuHOM peecTpe IPOBEPOK:

7. JIOMXHOCTB, (GaMuIMsa M MHUIMANB! JOJDKHOCTHOTO JIHNA (yum), mpoBoAsLIero(ux)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. IlepeueHb BONPOCOB, OTPAKAIOUIMX COACPKAHIE 06s13aTeBHBIX TpeOOBaHMH, OTBET HA
KOTOpbIE OJHO3HAYHO CBHACTEIECTBYET O COOIIIOIEHNH WIH HECOOMIONEHHUN I0pUINIECKUM
JIHIOM, MEIMBHAYATGHEM MPEAIPUHAMATENIEM 00s3aTeIBHBIX Tpe6GoBaHui, COCTABIMIOMUX
HpeaMeT IIPOBEPKU:
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PexBH3HTHI
HOPMATHBHBIX

BriBoa 0 BHIIOJTHEHHH
TpedoBaHMil

Ne Bonpocsl, 0TPaXKAaI0MME COAEPIKAHHE NPaBOBLIX AKTOB, C

HET

n/n 0053aTeJILHBIX TPeOOBaAHHH yKa3aHHEM HX aa

CTPYKTYPHBIX
€/{HHHII, KOTOPBIMH
YCTAHOBJICHBI
0o0s13aTeIbLHbIE
TpeOoBaHHUSA

Mysxt 4 cratbn 9 @DenepanbHoro 3akona ot 12 ampeas 2010 r. Ne 61-®3 «O06 obpameHun
JeKapcTBEeHHBIX cpencT» (ColpaHue 3aKkoHoAaTeabcTBa Poccniickoii ®enepanun, 2010, Ne 16,
ct. 1815; 2016, Ne 27, cT. 4283) (1a1¢e - 61-®3), riasa 7 IIpaBui Hapiexameil IPAKTHKH XpAHEHU
H NEPEBO3KH JIEKAPCTBEHHBIX NMPENapaToB s MEIHIHHCKOr0 NPHMEHEHH:H, YTBEPHICHHBIX
npukatoM Mumnucrepersa 3apaBooxpanenus Poccmiickoii ®egepanum ot 31 asrycra 2016 r.
Ne 646H (3aperncTpupoBan MunucTepcTBOM I0cTHINE Poccuiickoii ®@enepanun 9 gusapsa 2017 r.,
peracTpammonnbiii Ne 45112) (nanee — Ipasnia Haexkamedi NPaKTHKH xpanenus); Ilpasnia
XpaHeHHs JIeKAPCTBEHHbIX CPEACTB, YTBEpPHIeHHbIE NpAKa3soM MAHICTEPCTBA 3APABOOXPaHCHA
u coumanbHoro paseutsi Poccmiickoii Penepanmm ot 23 asrycra 2010 r. Ne 706n
(3aperncTpupoBan  MuuucTepeTBoM IocTHnuMH Poccumiickoit ®enepannd 4 okraépa 2010 r.,
perucrpanuonnbiii Ne 18608) ¢ u3MeHeHHSIMH, BHECEHHBIMH NPHKA30M MuHHCTEPCTBA
3ApaBOOXPAHEHHs W CONHAIBHOrO pa3BuTHsi Poccuiickoil Pexepannu oT 28 mexa6ps 2010 r.
Ne 1221u (3aperucrpupoBan MunucrepcrBom loctunun Poccuiickoii ®exepannn 4 deBpans

2011 r., perucrpauuonnsiii Ne 19703) (nasee — IlpaBuiia XpaHeHUs JICKAPCTBEHHBIX ¢ DE/ICTB)

1.

CornacyioTcs U ¢ IoTyvYaTesieM
OCTaTOYHBIE CPOKH TOJAHOCTH
ITOCTABJISEMBIX JIEKAPCTBEHHBIX

myHKT 56 [IpaBun
HaJIJIe)KAIEH TPaKTHKH
XpaHEeHUs

OTIpaBUTENA U (WIIH) IOTydaTens
JIEKAPCTBEHHBIX NIPENapaToB O
BBIABJIEHHBIX B IIPOIECCE NIEPEBO3KH
ClTydasx HapyIIECHHUs OBPEKICHASL
YIIaKOBKH?

npenapaTos?

2. dukcupyercs Jiu cyObeKTOM 0OpalleHus myHKT 58 IIpaBui
JNIeKapCTBEHHBIX IIpenapaToB HHGopManus | Hajexallel IPakTHKA
0 TEPEBO3Ke JIEKAPCTBEHHBIX PENApaToB? | XpaHCHHUS

3. OcyuecTBisieTcs 11 HHPOPMHPOBaHUE nyHKT 61 IIpasun
OTIpaBUTENS Y (WIIH) OJTydaTesd HaJJIeXKalneH MpaKTHKH
JIEKapCTBEHHBIX IPENapaToB O XpaHeHHs
BBIABJIEHHBIX B IIpOLIECCE NMEPEBO3KU
CIydasx HapyIIEHHs TEMIIEPATypHOTO
peXrMa XpaHeHH?

4. OcyIecTBiiseTcs T KHPOPMHUPOBAHHE myHKT 61 ITpaBui

HaJyIe)Xalled IPaKTHKH
XpaHEHUs




118

CpencTBaM W3MEPEHHH:

5. [TpenocTaBIAIOTCS JTH CYyOBEKTOM nyHkT 61 ITpasui
obpalieH¥is JEKapCTBEHHBIX NPenapaToB HaJIeXxamei IpakTHKH
[0 3aIpoCy MOJIy4aTeNs JEKApCTBEHHBIX XpaHEeHUs
IpENapaToB CBEACHHA O COOMOACHUH
TEMIIEPATYPHOTO PEXUMA IIPH MEPEBO3KE
JIEKapCTBEHHBIX MperapaTon?

6. Hcnons3yroTes 1 Ul IEPECBO3KH nyHkT 62 IIpaBun
JIEKapCTBEHHBIX IIPENapaToB HajUIexamel mpakTHKH
TPaHCIIOPTHBIE CPEACTBA? XpaHEeHUus

7. O6ecneunBaroT JIX TPAHCIIOPTHEIE nyHKT 62 [IpaBun
cpeacTBa U 060pyOBAHHE JUIA IEPEBO3KHA | HAUIeXKAIICH TIPaKTHKA
JIEKApCTBCHHBIX [IPENapaToB KavecTBO, XpaHeHHUs
3¢ dexTuBHOCTD B 6E301aCHOCTD
JEKApCTBEHHBIX penaparoB?

8. Hcnonp3yercs i IIpH IIEPEBO3KE myHKT 62 [TpaBun
TEPMOJIACHIIBHBIX JIEKAPCTBEHHBIX HaJJIeXKaIeH IPaKTHKA
IperapaTos CHEHHAIN3HPOBaHHOE XpaHeHHU
o6GopynoBaHue?

9. O6ecreunBaeT JIM CIEIUATH3UPOBAHHOE nyHKT 62 IIpasun
060pynoBaHKe NOIepXaHHe TPEOYyEMBIX HaIexarei IpaKTHKH
TEMIIEPATyPHBIX PEXHUMOB XPaHEHHUS XpaHCHHA
JIEKAPCTBEHHBIX IIPENapaToB?

10. | [Ipn nepeBO3Ke JEKAPCTBEHHBIX myHkT 63 IIpaBuin
[IperapaToB COOMOAAETCS JIK yCIOBHE HaJIeXaImed IpaKTHKH
OTCYTCTBHS NIPSIMOr0 KOHTaKTa XPpaHCHHA
XJII03JIEMEHTOB C JIEKaPCTBCHHBIMU
penapaTaMi B M30TEPMHUIECKHX
KOoHTelHepax?

11 PykoBoauTeneM cyobekTa oGpamenus myHKT 63 IIpaBun
JIEKapCTBEHHBIX NIPENapaToB IIPOBOUTCS HaJJIeXKallEeH IPaKTHKY
JI HHCTPYKTAX O IIOPAAKE MOJATOTOBKH XpaHeHHs
H30TEPMHYECKIX KOHTEHHEPOB K
TIepEBO3Ke JEKAPCTBEHHBIX IPENapaToB (¢
YYETOM CE30HHBIX 0COOEHHOCTEIH), a TaKKe
0 BO3MOXXHOCTHU IIOBTOPHOTO
HCTIOJIb30BAHHUA XJIaJ03I€MEHTOB?

12. | IIpomuwio i1 o60pynoBaHKe, OTHOCSIIEEC K myHKT 64 IIpasun

HaJIIe)xalIe NpaKTHKH
XpaHeHHus

TIepBHYHYIO NIOBEPKY H (W) KaTMGpPOBKY
10 BBOJIA B 3KCILTyaTaLyio?

myHKT 64 IIpaBun
HaJIeXaIend NPakKTHKA
XpaHeHUs
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NepBHUHYIO TIOBEPKY H (HJIM) KaTHOPOBKY
rocie peMOHTa?

yHKT 64 [IpaBun
HaJuTeXKaleH IPaKTUKU
XpaHEeHHsA

TEPHOJIHUECKYO OBEPKY M (WIH)
KaTHGPOBKY B IpoLecce

nyHKT 64 ITpaBun
HaJyIeXKalIeH MPaKTHKH

JIEKapCTBEHHBIX IIPENapaToB Ha
TPaH3UTHBIX CKJIagax?

IKCIUTyaTanuu? XpaHEHHUs

13. | JlocTaBistoTCs 1M IEKapCTBEHHBIC nyHKT 65 [TpaBuin
TIperapars! 1o aipecy, yKa3aHHOMY B HaJuIexarel IpaKTHKA
TOBApOCONPOBOAUTENBHBIX JOKYMEHTaX? XpaHeHUs

14. | CoGmonaroTcs iU yCIIOBHS XpaHCHUS nyHKT 67 [IpaBui
JIEKApCTBEHHBIX [IPENaparoB B HaJUIeKaIeld IpPaKTHKA
TIOMEIIEHHAX Ha TPAH3HTHBIX CKJIagax? XpaHEeHUs

15. | O6ecneunBaeTcs qH 6€30IMaCHOCTD nyHKT 67 IIpaBun

HaJJIe)KaImed MpakTHKU
XpaHECHHS

Tapa, ynakoBKa H MApKMPOBKA JIEKaPCTBEHHBIX NPeNapaTos (crarpa 46 61-@3, riasa 8 IpaBua
HaJJIe)Kameil MPAKTHKHE XPAHEHHS)

yIIaKOBKa C y4€TOM:

16. | Brnuser nu TpaHCIIOpTHAA Tapa Ha nyakT 68 [Ipasun
Ka4ecTBO, 3QHEeKTHBHOCTE U (e30MacHOCTh | HajuIexKalel NpaKTHKY
JIEKapCTBEHHBIX IpENapaToB MPH HX XpaHEeHHUs
nepeposke?

17. | OGecneynBaeT 1M TpaHCIOPTHAs Tapa nyHKT 68 IIpasui
3aIMTy OT BO3/ieHCcTBHA (PaKTOpOB HaJyIeXaIeH MpaKTHKH
BHEIIHEH cpesibl? XpaHEeHUA

18. | BriOupaercs nu TpaHCIIOPTHAS Tapa, nyHkT 69 [IpaBun

HajyIexanie MpakTHKH
XpaHECHHUs

TpeGOBaHU# K YCIOBHAM XpaHCHUS H
TIEPEeBO3KH JIEKaPCTBEHHBIX MIPENapaToB?

nyHKT 69 Ilpasun
HaJyIeKamen MpaKTHKK
XpaHEHUs

JNIEKapCTBEHHBIX IIPENapaToB?

061>ema, HEOOXO0UMOTO I pasMeIICHHA

nyHKT 69 IIpaBun
HaJyIeXallen NpakTHKU
XpaHEHHS

KoneGaHuii TEMIIEpaTypsl OKpYKaroue
cpensi?

nyHKT 69 IIpasmt
HaJUIeKaIIeH MPaKTHKA
XpaHCHHS

JUTUTENbHOCTH IEPEBO3KH, BKIIIOYAs
BO3MOKHOE IPOMEXYTOYHOE XpaHEHHE
JNIEKapCTBEHHBIX TIPENapaToB?

nyHKT 69 IIpaBun
HaJyIexarnie NpakTAHKH
XpaHEHHS
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HCIONB30BAHHE MOBPEXKIACHHBIX
XJ1aI03JIEMEHTOR?

19. | Ha TpaHCnOpTHYIO Tapy HAaHOCATCH JIH! nyHKT 71 IIpaBmi
HaJUIEXKAaIIECH IIPaKTHKA
XpaHEHUs
HAWMEHOBAHUS JIEKapCTBEHHBIX nyHkT 71 ITpaBun
npenaparoB? HaJIe)xare IpaKTHKH
XpaHEHHsI
CepHH JIEKApCTBEHHBIX [IPEapaToB? nyHkT 71 IpaBun
Ha/yie)xamel IpakTAKA
XpaHEeHHUs
JlaTa BBITyCKa? myHkT 71 Ipasuin
HaJUTeKAIIECH TPAaKTHKH
XpaHEHMs
KOJIMYECTBO BTOPHYHBIX nyHkT 71 [paBun
(moTpeOUTENBCKAX) YIIAKOBOK HaUIEXAaIleH TIPaKTHKA
JIEKAPCTBEHHBIX NPENaparoB? XpaHEHHS
uH$popMaLus O IPOU3BOJUTEINE myskT 71 IIpaBun
JIEKApPCTBEHHBIX IIPENAPATOB ¢ yKa3aHHEM | HajIexKamed NpakTHKH
HaMEHOBaHHH U MECTOHAXOXICHUSA XpaHEHUS
(ampeca) MPOU3BOJMTE]IS JICKAPCTBEHHBIX
IpenapaTroB?
CPOK TOZHOCTH JE€KapCTBEHHEBIX nyHKT 71 IlpaBun
penapaTos? HaUIexamend IpaKTHKA
XpaHEHHs
YCJIOBHSL XpaHEHHUS W IEPEBO3KU nyskt 71 IIpaBuin
JIEKapCTBEHHBIX IIpenaparoB? Haiexamen IpakTHKH
XpaHEHHUS
HE00XOIUMBIE NPEAYIIPCIUTEIPHBIC myHKT 71 IIpaBui
HaJmucH? HaJUIeXaIel IpaKTHKH
XpaHEHHS
MAHMITYJIITOPHEIE 3HAKH? nyHkt 71 [IpaBun
HaJJIeXaIneH IPaKTHKH
XpaHEHHS
DO. Cob6iroaeTcs JI 3anpeT Ha MOBTOPHOE nyHKT 63 IIpaBui
UCIIONIb30BAHUE HENOCTATOYHO HaUIexaiel IpakTHKH
OXJIAXKIOCHHBIX XJ'IalIOBJ'ICMCHTOB? XpaHCHUS
1. Co0Omopaercs Jiv 3alpeT Ha nyHKT 63 ITpaBun

HaJUIeKalIe MPaKTHKA
XpaHCHHUS
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(nomxnocTs 1 ®HO I0DKHOCTHOTO JIMIIA, 3AM0IHUBIICTO TIPOBEPOYHBIH JIKCT, IIOIHKCD, aTa)

(I[OJDKHOCTI: 1 ©HO [omKHOCTHOrO JIMIa FOpUINIECKOro JIMIa, MIPHCYTCTBOBABIIETO IIPH
3aI10/ITHEHUH IIPOBECPOYHOTO JIACTA, NIOaNHUCH, z[aTa)
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IMpunoxenue Ne 11
K npukasy ®exepansHolt cryxOb!
10 HaZ30py B cdepe 3ApaBOOXpaHeHNU

ot (911 A0/ Ne _ G4 A8

dopma

IIpoBepouHBIH JHCT
(cIMHCOK KOHTPOJIBHBIX BONPOCOB),
ucnosb3yembiii @egepanabHoii c1yx6oii mo Haasopy B chepe 31paBoOOXpaHeHHs
H ee TEPPUTOPHAILHBIMH OPraHAMH NPH NPOBEJICHHH JIAHOBLIX NPOBEPOK NpH
ocymecTBJIeHHH (e1epajibHOI0 rocy1apCTBeHHOro Haa30pa B cepe oGpameHus
JIEKapCTBEHHBIX CPEICTB
(mepeBo3Ka JIEKAPCTBEHHBIX MPENapaToB AJisi MEIHIHHCKOr0 NIPUMEHCHHS B
MeIHIHHCKON OpraHM3alHH 1 HHbIX OPraHH3alNAX, HMEIOIHX JIMICH3HIO Ha
MeIHIHHCKYIO JesITeJIbHOCTD)

(HaMMEHOBaHHE OPTaHa, OCYLIECTBIMIONIETO IUIAHOBYIO MPOBEPKY)

1. Buz rocyJapcTBEHHOr0 KOHTPOJIA (Haa3opa)

2. [TlpemMer TmIaHOBOM TPOBEPKH IOPHAMYECKMX JIMI H AHIUBUYAJIBHBIX
TpeANPHHAMATENIEH OrPaHIYNBACTCS 00s13aTeNLHEIMH TPeOOBaHUSMY, coOroIeHHe KOTOPBIX
gBisgeTcd Haubojiee 3HAYMMBIM C TOYKH 3pPEHHS HENOMYIIeHWs BO3ZHHKHOBCHHSA YI'DO3BI
NMPUYUHEHUS Bpe/ia )XU3HH, 3OPOBBIO IPAXIAH, U3JI0KCHHBIMHU B dhopme MpOBEPOYHOIO JIUCTA
(CTIMCKa KOHTPOJNBHBIX BOIIPOCOB).

3. HaummenoBaHue IOPUIANYECKOrO JIUIIA, dbaMunus, WMs, OTYECTBO (mpu HAJIHIUH)
HHANBUAYATBHOIO IIPSANIPUHIMATEL:

4. MecTo mpoBedeHHs IUTAaHOBOH NPOBEPKH C 3allONHEHHEM MPOBEPOHHOIO JIHMCTA:

5. PekBU3WTHI NpHKa3a O MPOBEJECHUH IIAHOBOM MPOBEPKHU: OT

No

6. Y4eTHBII HOMep IPOBEPKH U JaTa IPUCBOEHHS y4ETHOTO HOMEpa MPOBEPKHU B EnunoMm
peecTpe IIPOBEPOK:

7. JlomxHOCTh, GaMIIig U MHULMAIGl JOJDKHOCTHOTO JIMLA (muxr), mpoBoALIEro(ux)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .

8. [TepedyeHb BOIIPOCOB, OTPAKAIOLINX COACPKAHUE 00s13aTeNbHEIX TpeOOBaHHI, OTBET HA
KOTOpbIE OJHO3HAYHO CBHAETENECTBYET O COONIOJICHHH I HECOOIIOICHUH I0pUIUIECKUM
JIALOM, MHIMBUIYalbHBIM TIpeNIpHHAMATEIEM 00s13aTeIbHBIX TpeGoBaHHH, COCTABIIIOIINX
npeaMeT IIPOBEPKHU:
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PexBH3UTBI BruiBoa 0 BHINOJHEHHAH
HOPMAaTHBHBIX TpeboBaHMi
Ne Bomnpocsl, 0Tpaxalonne CoaepRaHHe NMPaBOBBIX AKTOB, €

n/n 00M3aTeJbLHBIX TPeOOBaHHH yKa3aHHeM HX aa HeT

CTPYKTYPHBIX
€IMHHI], KOTOPbIMH

YCTAHOBJIEHBI
o0s3aTeIbHBbIC
TpeboBaHHusA

Mynkr 4 cratbn 9 @eaepanbHoro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 «O6 oOpameHnn
JAeKkapcTBeHHBIX cpeacTsy» (CoOpaHHe 3aKOHOAATENHCTBA Poccuiickoii ®enepanun, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cT. 4283) (nanee - 61-®3), rinasa 7 Ilpasux HaAJIeKAIel NPAKTHKH XPaHeHHs
M IePEeBO3KH JIEKAPCTBEHHBIX NMpPENapaTroB AIs MEIHIHHCKOro IPUMEHEHW, yTBepKICHHBIX
npukazoM MHHHCTEPCTBA 3PaBOOXpPaHEHHS Poccniickoii ®enepanuu ot 31 asrycra 2016 r.
Ne 646u (3aperucTpupoBan MUHHCTEPCTBOM IOCTHIHYA Poccuiickoii ®enepanun 9 susaps 2017 r.,
perncTpamuonusiii Ne 45112) (nanee — Ilpasnaa Hapiexameli nNpakTuku XpaHenus); Ilpasuiaa
XpaHEHH JeKaPCTBEHHDBIX CPEICTB, YTBEPKICHHbIE NPHKA30M MunncTepcTBa 3ApaBOOXpaHeHH
u coumagbHoro pazsurusi Poccmiickoii ®@egepanud  OT 23 aBrycra 2010 r. Ne 706m
(3aperucTpupoBad  MHUHHCTEPCTBOM OCTHIHH Poccuiickoii ®enepaumu 4 oxkrsadpa 2010 r.,
perncrpanuonnpii Ne 18608) ¢ un3sMcHeHHAMH, BHECEHHBLIMH MPHKAIOM MunucTepcTBa
3pABOOXPaHEHAs] H COUHAJIBHOTO0 Pa3sBHTHS Poccniickoii ®enepannn or 28 nexabps 2010 r.
Ne 1221n (3aperucTpupoBaH MHHHCTEPCTBOM HCTHIHH Poccuiickoii ®enepaunn 4 ¢pespans
2011 r., perucrpamuonnsiii Ne 19703) (nasee — Ilpapniia XxpaneHus JeKapPCTBEHHBIX ¢ DEeCTB)

1. CornacyroTcs 1 C IoJTyYaTesieM nyHKT 56 [TpaBun
OCTaTOYHBIE CPOKU IOHOCTH HaJyIeXxalnel IpakTHKU
[IOCTABISEMBIX JIEKAPCTBEHHBIX XpaHEeHHS
npenaparoB?

2. dukcupyeTcs 4 CyObeKTOM 00palleHUs nyHkT 58 ITpasun

JIeKapCTBEHHBIX TpenapaToB HHOpMAalms | HaUIeXKaIeH MPaKTHKH
0 IIepeBO3Ke JIEKAPCTBEHHbIX IIPENapaToB? | XpaHCHUS

3. OcyecTBiseTcs I HHHOPMEPOBAHUE nyHKT 61 ITpasui
OTIIpaBUTENS U (WIIH) MOJIyYaTeIIs HaJIe)KaIned MpaKTHKH
JIEKQPCTBEHHBIX IIPENApaToB O XpaHEHHUs

BBIABJIEHHBIX B IIPOLIECCE NEPEBO3KU
Cyyasx HapyIIeHUs TEMIEpaTypHOro

peXrMa XpaHEeHHs?

4. OcymiecTBaseTcs T4 HHPOPMUPOBaHHE myHKT 61 IIpaBun
OTIIpABUTENS U (MJIA) OTydaTesIs HaJyIexaIel IpakTHKA
JIEKapCTBEHHBIX MTPENaparoB O XpaHCHHUS

BBISIBJIEHHEIX B IPOLECCE IIEPEBO3KH
cllydasix HapyIIeHHs IOBPeXKICHHUA
yIaxoBKH?
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CpencTBaM H3MEPEHHH:

5. IMpemocTaBnsroTcs JIu CyOBEKTOM nyHkT 61 [IpaBun
obpameHus ICKapCTBEHHBIX IIpenapaToB HaJIeXaIei MPaKTUKH
TI0 3aIpOCY ITOIY4aTeNs JICKapCTBEHHBIX XpaHEeHUs
HpenapaToB CBEICHHS O COOMIONCHUH
TEMITEPATYPHOTO PEXXHUMa IIPH IIEPEBO3KE
JIEKAPCTBEHHBIX MIPENapaToB?

6. Hcnonb3yroTes JIM U1 IEPEBO3KH myHKT 62 [TpaBun
JIEKapCTBEHHBIX IIPENapaToB HaJJIexalei paKkTHKH
TPaHCIIOPTHBIE CpeaCcTBa? XpaHeHHs

7. OOGecreYnBaloOT U TPAaHCIIOPTHEIE nyHKT 62 [IpaBun
cpencTBa M 060pYyAOBaHHE UL IEPEBO3KH | HAJUIEKALIEH NIPAKTHKH
JIEKapCTBEHHBIX IIPENapaToB KayeCTRBo, XpaHeHHUs
3¢ dexTrBHOCTE U 6€30M1aCHOCTE
JIEKapCTBEHHBIX NPENapaToB?

8. Hcnionp3yercs 11 IpH MEPEBO3KE myHKT 62 IlpaBri
TepMOTaOUIBbHBIX JIEKaPCTBEHHBIX HaJUTeKAIIEeH IPaKTHKU
IIperapaToB CIeNHATH3HPOBAHHOE XpaHCHUA
obopynoBanue?

9. ObecneunBaeT JId CIEIUATA3HPOBAHHOE nyHKT 62 [IpaBun
o6opyaoBaHue MOAAEPKaHUE TPeOyeMBIX HaJJIexamel MpaKkTHKH
TEMIEPAaTYPHBIX PEXXHMOB XpaHCHUS XpaHCHUA
JIEKApCTBEHHBIX IIPenapaToB?

10. | ITpu nepeBo3Kke TE€KapCTBEHHBIX nyHKT 63 [IpaBun
IpenapaToB cOOMONACTCS JIH YCIOBHE HaJUIEXAIIEH NPaKTHKH
OTCYTCTBHS IIPSIMOI0 KOHTAaKTa XpaHCHHA
XJIaZ03JIEMEHTOB C JIEKapCTBEHHBIMHU
npenaparaMi B H30TEPMHUYECKUX
KOHTeltHepax?

11 PykoBomuTeneM cyObekTa oOpalneHus nyHKT 63 [IpaBuin
JIEKapCTBEHHBIX MPEIapaToB MPOBOIUTCS HajUIeKaIed NpaKkTHKH
JIM HHCTPYKTaX O MOPSIKE IIOATOTOBKH XpaHCHHA
A30TEPMHUECKUX KOHTEHHEPOB K
TIepeBO3Ke JIeKapCTBEHHBIX IPENapaToB (C
YYETOM Ce30HHBIX OCOOEHHOCTEH), a TaKxke
0 BO3MOXHOCTH ITOBTOPHOI'O
HCIONB30BAHUSA XJIa03JIEMEHTOB?

12. | Iponwto nu o6opynosaHue, OTHOCAIIEECT K myHKT 64 IIpaBun

Hajnexane npakTHKH
XpaHEHHUA

TIEPBUYHYIO TIOBEPKY M (M) KaTHOPOBKY
10 BBOJA B SKCILTyaTaLHIO?

myHKT 64 IIpasun
HaJJIexallei MpaKTHKH
XpaHeHH
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TIepBUYHYIO IOBEPKY ¥ (WIH) KaTUOPOBKY
riociie peMoHTa?

nyHKT 64 IIpasun
HaJUIeKaleH PaKTAKH
XpaHEHH

TIepHO/IMUECKYIO TIOBEPKY H (HII¥)
KanuOpOBKY B npoLiecce

nyHkT 64 IIpaBun
HaUIe)xaile NpaKTHKH

JIEKapCTBEHHBIX MIPETIapaToB Ha
TPaH3UTHLIX CKJIajax?

SKCIUTyaTaluu? XpaHeHHs

13. | JlocTaBnsroTcs M IEKapCTBEHHBIE nyHkT 65 [IpaBun
Tpenaparsl 0 afpecy, yKasaHHOMY B HaJyIeXalnel NpaKTHKA
TOBapOCONPOBOIUTENBHEIX TIOKYMEHTaX? XpaHEeHHs

14. | CobmonatoTcs JIU yCIOBHS XpaHCHUS nyHkT 67 IIpaBun
JI€KapCTBEHHBIX NIPENapaToB B HajIexammel MpaKTHKA
IOMENIEHHIAX Ha TPAH3UTHBIX CKiIanax? XpaHCHUS

15. | O6ecneunBaeTcs MU 6€30I1aCHOCTH myHKT 67 IIpaBun

HaJUIe)KaIICH ITPAKTHKH
XpaHCHHUS

Tapa, ynakoBKa H MAPKHPOBKA JICKAPCTBEHHBIX NpeNapaTos (craTba 46 61-@3, raasa 8 Ilpasui
HaJTeKAMCH NPAKTHKH XPAHEHHS)

YIIaKOBKa C YIETOM:

16. | BimseT M TpaHCIIOPTHAS Tapa HA nyHkT 68 [Ipasun
Ka4ecTBO, 3G PEKTHBHOCTE 1 6€30MacHOCTh HaJiexarnei IpakTHKH
JeKapCTBEHHBIX NIPENapaToB MPY UX XpaHeHHUs
nepeBo3Ke?

17. | O6ecneunBaeT JiM TPAHCIIOPTHAS Tapa myHKT 68 [IpaBun
3aIIUTy OT BO3EHCTBHS (aKTOpOB HaJUIe)KaIIeH IPaKTHKHA
BHEIIHEN cpefbl? XpaHeHUs

18. | Bribupaercs 14 TpaHCIIOPTHA] Tapa, nyHkt 69 IIpaBun

HaJIe)Kalled MpaKTHKA
XpaHEHHs

TpefoBaHuUi K YCIOBHSM XpaHCHUS H
TIepeBO3KH JIEKAPCTBEHHBIX MPENIapaToB?

nyHKT 69 IlpaBun
HaJJIeKaIeH IPaKTAKH
XpaHCHHUS

JeKapCTBEHHBIX IPENapaTos?

00peMa, He0OXOMMOT0 I/ Pa3sMEIICHHUS

nyHKT 69 IIpaBmi
HaJyUIeXanien mMpakTHKK
XpaHEHHs

KoyieOaHuit TEMIIEPATyphl OKpYKaroIeH
cpensi?

nyHKT 69 IIpaBun
HaIeKaImen MpaKTHKH
XpaHEHHUS

JUTHTEIHHOCTH TIEPEBO3KH, BKIIOYAS
BO3MOJKHOE IIPOMEXKYTOYHOE XPAHCHHE
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 69 [IpaBui
HaJUIeXaned IpakTHKI
XpaHEHUs
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HCIOJIb30BaHHE MOBPEXKIEHHBIX
XJIa03IEMEHTOB?

19. Ha TpaECcOpTHYIO Tapy HaHOCSATCS JIH: nyHkT 71 [IpaBun
HaJJIeXXaleH IPaKTHKA
XpaHCHHs
HaHMEHOBAHMS JEKaPCTBCHHBIX myHKT 71 ITpaBun
npenapaTos? HaJIeXKaIel MpaKTHKA
XpaHEHHA
CepHH JIEKapCTBEHHBIX TIPENapaToB? nyskT 71 ITpaBun
HaJyTIeXaIle MpakTHKH
XpaHEeHUs
JiaTa BBITyCKa? nyHKT 71 ITpasun
HaJUTeXKaIeH MPaKTHKH
XpaHeHHA
KOJIMYE€CTBO BTOPUYHBIX myHKT 71 IIpaBui
(DOTpeOUTENBCKHX) YIIAKOBOK HaJUTEKaIEH TPaKTHKH
JIEKapCTBEHHBIX NPENapaToB? XpaHEHHS
HHpopManys 0 MPOU3BOAUTEINIE myHKT 71 IIpaBun
JNEKapCTBEHHBIX IIPETNAPATOB C YKA3aHUEM | HaJyIeKallel IPaKTHKHA
Ha¥MEHOBaHMIl 1 MECTOHAXOXKICHHS XpaHEHHS
(ampeca) MPOU3BOIUTEIA JIEKAPCTBEHHBIX
npenapaTos?
CPOK TOJJHOCTH JIEKAPCTBEHHBIX nyHkT 71 I1paBun
npenapaToB? HaIJIC)KAIICH TPaKTHKH
XpaHeHHAs
YCIIOBHS XpaHEHHUs H IEPEBO3KH nyHkt 71 IlpaBun
JNIEKapCTBEHHBIX NIPETapaToB? HaJJIeXKaIEH MPaKTHKH
XpaHEeHHUs
HEOOXOTUMBIE [IPEAYIIPCIHTEILHBIC nyHkT 71 IIpaBun
HaIucH? HaJICKAIICH MPaKTHKA
XpaHEeHUs
MAaHHITYJIATOPHbIE 3HAKH? nyskt 71 ITpaBun
HaJUIeKAIIEeH IPAKTHKH
XpaHEeHHUs
DO. | CobGmomaercs M 3alpeT Ha IIOBTOPHOE nyHKT 63 [IpaBun
HCIIOJB30BaHHUE HEJOCTATOYHO HaUIeXKAallel TPaKTUKA
OXJIXKIEHHBIX XJIaJ03JIEMEHTOB? XpaHEHHS]
P1. | Cobmonaercs Jiu 3anmpeT HA myHKT 63 [IpaBun

Ha/IeKaleH IPaKTHKA
XpaHEeHHS




(momxHoCcTE ¥ VIO TO/DKHOCTHOTO JIUIIA, 3AlI0THUBILETO [IPOBEPOYHBIH JIUCT, HOJIHCH, JiaTa)

(momxHOCTH ¥ U0 IOIDKHOCTHOTO JIMLA IOPHAXIECKOTrO JIMIE, PHCYTCTBOBABIIETO P
3aII0THEHHAH IIPOBEPOYHOIO JICTA, TTONKCH, 1aTa)




ITpunoxenue Ne 12
K npukasy enepanbHOHR CITyXOBI
110 Ha#30py B cdepe 3ApaBOOXPAHEHNUS

or 0944 201N 42

®opMa

IIpoBepoYHbIi JUCT
(cmHECcOK KOHTPOJBHBIX BOIPOCOB),
ncnoJb3yemMbrii ®@enepanbHoH cayx060ii Mo HaA30py B cdepe 31paBOOXPaHEHH
H ee TEPPHTOPHAILHBIMY OPraHaAMHU NPH MPOBEICHHH IJIAHOBBIX NMPOBEPOK MPH
ocyHiecTBIeHHH (helepajbHOro rocyAapcTBeHHOro Haa3opa B cepe oOpaneHAA
JeKapCTBEHHbLIX CPEACTB
(IIepeBO3Ka JIeKaPCTBEHHBIX NPENApaToB ISk METHIAHCKOTO npuMeHeHus B
anrTexe roroBbIX (popm)

(HAaHNMEHOBAHNE OPraHa, OCYLIECTBILMIOMEr0 IIAHOBYIO MPOBEPKY)

1. Bug rocyaapcTBEHHOTO KOHTPOIIA (namzopa)

2. Tlpenmer IUIAHOBOH NPOBEPKH OPUIMIECKUX  JIHL U HHIABULYAIBHBIX
NpeAnpUHAMATENEN OrpaHHIMBACTCA 06s3aTeIBHBIME TPEGOBaHUAMH, COOIIOICHHE KOTOPBIX
qBISeTCS HapOoNee 3HAYMMBIM C TOYKH 3PEHMS HEJOMYyIIEHWs BOSHUKHOBCHHA yrpo3sl
TIpUYUHEHNS BPENIa XU3HH, 3/I0POBBIO IPaXIIaH, W3JI0)KEeHHBIMH B ()OpME IPOBEPOYHOrO JTUCTA
(crrEcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HamMeHOBaHuWe IOPHIMYECKOr0o NMIa, (aMuius, ¥Ms, OTIECTBO (IpM  HATHIMH)
HMHIYUBUTYJIbHOTO npeanpUHUMATEIS:

4. MecTo TIpOBeIeHHs IUIAHOBOW MPOBEPKH C 3allONHEHHCM IIPOBEPOYHOrO JIKCTA!

5. PexBU3UTH MpHKa3a O MPOBEACHUH IJJAHOBOM NPOBEPKH: OT

Ne

6. YueTHBII HOMEp POBEPKY 1 IaTa IPHCBOCHHS YIETHOTO HOMEpa npoBepkH B EquHOM
peecTpe POBEPOK:

7. JIOJDKHOCTD, (haMHIIMs M WHULHANBI JOJDKHOCTHOTO JHLa (7u1), poBOAMIETO(KX)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. TTepeueHsb BONPOCOB, OTPaXAIOIIHX COACPKAHNE o6s3aTeTBHBIX TpeOOBaHMK, OTBET Ha
KOTOpBIE OJHO3HAYHO CBHUAETENBCTBYET O COGIIIOIEeHUH WM HEeCOOMIONCHUHN FOPUIMYCCKIM
JIALIOM, MHIMBALYATGHEIM TIPEANPHHUMATENEM 0053aTebHBIX TpeGoBaHHi, COCTAaBIIAIOMINX
npeaMeT NPOBEPKH:
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PexBH3UTBI BbIBOX 0 BBINIOJTHEHHH
HOPMATHBHBIX TpedoBaHMH

Ne Bonpocel, oTpaskalomue coaepKaHue MPaBOBbIX AKTOB, C
n/n 0053aTeJILHBIX TPeOOBAHMIT yKa3aHHeM HX na HeT

CTPYKTYPHBIX
€IMHHI, KOTOPLIMHA

YCTAHOBJIEHbI
o0s3aTeIbHbIC
TpeboBaHusA

Tlyaxr 4 crathu 9 @enepanbHoro 3axona or 12 anpeas 2010 r. Ne 61-®3 «O6 obpamennn
JIeKApCTBEHHBIX cpeacTB» (Cobpanme 3akoHogaTeabcTBa Pocemiickoii ®enepammn, 2010, Ne 16,
ct. 1815; 2016, Ne 27, c1. 4283) (nanee - 61-®@3), raasa 7 [IpaBua Haj/exkameii NPaKTHKH XpaHEHAS
H TEPEBO3KH JIEKAPCTBEHHBIX NPeNapaToB s MEIHIHHCKOr0 NPHMEHEHHS, YTBEPKACHHBIX
npukasom MuHHCTepcTBa 3apaBooxpaHeHus Poccmiickoii ®@emepanmun ot 31 asrycra 2016 r.
Ne 646H (3aperncrpuposan MunncrepcrBom loctuud Poccniickoli @enepannu 9 sausaps 2017 r.,
perncrpanuonnsii Ne 45112) (nanee — IlpaBuia Haajexamell NpakTHKH xpaneHus); IIpaBuia
XpaHEeHHS JEKAPCTBEHHBIX CPEACTB, YTBepP/KICHHbIE IPHKa30M MHHHCTEPCTBA 3IPABOOXPAHCHHAA
u commaibHoro passutusi Poccmiickoit ®emepammu or 23 asrycra 2010 r. Ne 706H
(3aperncrpupoBan  MunucrepcrBom loctuimu Poccmiickori ®enepanmn 4 oxrabps 2010 r.,
perncrpanuonnbiii Ne 18608) ¢ mn3MeHeHHSIMH, BHECEHHBIMHM NpHKazoM MuHHCTepCTBA
3ApPaBOOXpaHEHHs H CONMAAbHOro passutus Poccmiickoii ®enepamun ot 28 nexabps 2010 r.
Ne 1221 (3apermcTpupoBaH MunuctepcTBoM Ioctuuun Poccuiickoii @enepanun 4 despans
2011 r., perncrpanuonnsiii Ne 19703) (aaiee — [IpaBniia XpaHeHus! JEKAPCTBEHHBIX CPEACTB)

1. CormacyroTcs JIi ¢ HOTy4aTesIeM myHKT 56 [IpaBui
OCTaTOYHbIE CPOKU T'OTHOCTH HaJUTeXXaIeH IpakTHKY
MIOCTABJISIEMBIX JIEKApPCTBEHHBIX XpaHeHUs
mpernaparoB?

2. dukcupyeTcs Jit CyOBEKTOM 00palleHUs nyHKT 58 IIpasun

JIeKApCTBEHHBIX MpenapaToB HHGopManua | HauIeXalel MpaKTUKH
0 TIepeBO3Ke JIEKapCTBEHHBIX NpenapaToB? | XpaHEHHMs

3. Ocy1ecTBsieTcs 11 HHYOPMHUPOBAHHE myHKT 61 [IpaBun
OTIpaBuTeNs ¥ (MIH) NOTydaTess HajIe)xamIeil NpakTHKA
JIEKapCTBEHHBIX IPENIapaToB O XpaHEeHHs

BBLISBJICHHBIX B IIPOLIECCE TIEPEBO3KH
ClTyyasx HapyLIEeHUs TEMIIEPATyPHOTO
pexuMa XpaHeHHUA?

4, OcymecTBiseTcs 11 HHOOPMHUPOBaHHE nyHKT 61 ITpaBun
OTIPABUTES U (KITH) ITOTy4YaTe s HaJUTeXaInei MpakTHKH
JIEKapCTBEHHBIX IIPETIapaToB O XpaHEHHUs

BBISBJIEHHBIX B IIPOLIECCE NEPEBO3KH
CITy4asx HapyIICHHS MOBPEXICHHS
YIIaKOBKH?
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CpencTBaM U3MEPEHHI:

5. TIpenocTaBiAloTCs U CyOBEKTOM nyHKT 61 [Tpasui
oOpaIneHHs JIEKapCTBEHHBIX MPEeNapaToB HayIexauel TpakTHKH
[0 3aIPOCy MOJTydaTeis JIEKapCTBEHHBIX XpaHeHUs
TpenaparoB CBEJICHHS O COOIIONECHHH
TEMIIEPATYPHOTO PEXKMa IIPH IIEPEBO3KE
JIEKAPCTBEHHBIX TPENapaToB?

6. Hcnonp3yroTes U AJ1A IEPEBO3KH nyHKT 62 Ilpasun
JIEKAPCTBEHHBIX IPENapaToB HaIexame IpakTHKA
TPaHCIIOPTHBIE CPEACTBA? XpaHEeHUsA

7. OG6ecneunBarOT JIU TPAHCIIOPTHEIE nyHkT 62 Ipasun
cpencTBa 1 060pyOBaHHE JUIT IEPEBO3KH | HAJUIEKAIEH MPAKTHKHA
JIEKApCTBEHHBIX [IPENapaToB Ka4ecTBO, XpaHeHUs
3¢ PexTuBHOCTS H 6€30I1aCHOCTD
NEKAPCTBEHHBIX IPENapaToB?

8. Hcnone3yercs M IIPH IEPEBO3KE myHKT 62 IIpaBui
TepMOJTaOUITbHBIX JIEKAPCTBEHHBIX HaJJIeXale NpakTHKH
[IpenapaToB CIENMATH3HPOBaHHOE XpaHEHUA
obopynoBanue?

9. O6ecrneuuBaeT JH CIEUATH3APOBAHHOE nyHkT 62 [IpaBun
060pyaoBaHye MOAAePKaHUE TPEOYEMBIX HaJUTEXKAMIEH MPaKTHKH
TEMIIEPATYPHBIX PEXKUMOB XpaHEHHUS XpaHCHHA
JIEKAPCTBEHHBIX IIPENapaToB?

10. | IIpu nepeBO3Ke IEKAPCTBEHHBIX nyHKT 63 IlpaBui
npenaparoB cOOMIONAETCA JIM YCIOBHE HaJJIe)KaIeH IPaKTHKH
OTCYTCTBHS IIPSIMOr0 KOHTaKTa XPpaHCHHA
XJIa/I03JIEMEHTOB C JIEKapCTBCHHBIMU
IpernapaTamMi B H30TEPMHYECKAX
KOHTeiHepax?

11 PyxoBoauTeneM cy6npexTa oOpareHus nyHKT 63 IIpasun
JIEKapCTBEHHBIX NTPENIapaToB MPOBOIUTCS HaJUIeXallel MPaKTHKK
JIX MHCTPYKTAX O IOPAAKE MOATOTOBKU XpaHCHHA
HU30TEPMHUYECKHX KOHTEHHEPOB K
TIepeBO3Ke JIEKApCTBEHHBIX TIPernaparoB (¢
YYETOM CE30HHBIX 0COOEHHOCTEM), a TaKKe
0 BO3MOXXHOCTH IIOBTOPHOI'O
FICIIOJIb30BaHHUSA XJIal03JIEMECHTOB?

12. | Ilpouwto nu o60py0BaHUE, OTHOCAIIEECHA K myHKT 64 ITpasun

HaJUTexaInei MpaKTHKA
XpaHeHHs

TIepBUYHYIO TIOBEPKY H (HJIH) KaTMGPOBKY
10 BBOA B 3KCILTyaTalHio?

myHKT 64 TTpasui
HaJIeKaIeH pakKTHKH
XpaHEHHMs
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IepBUYHYIO TIOBEPKY H (WIIH) KaTHOPOBKY
rocie peMoHTa?

nyHKT 64 [Ipasun
HayIexaniei NpakTHKH
XpaHeHHUA

TEPUOIHUECKYIO TIOBEPKY M (WIIH)
kaaMOpPOBKY B IpoLiecce

myHKT 64 TTpaBin
HajJIexxalei MpakTHKH

NEKApCTBEHHBIX IIPENapaToB Ha
TPaH3UTHBIX CKJIafax?

3KCILTyaTalmu? XpaHeHHA

13. | JlocTaBisioTCs JIM JICKApCTBEHHBIC nyskT 65 [Ipasun
TIpenaparsl 110 ajpecy, ykasaHHOMY B HajuIeXkareil IpaKTHKK
TOBapOCONPOBOHTEIBHBIX HOKYMEHTAX? XpaHeHHs

14. | CobmomaroTcs 11 yCIOBHs XpaHCHHs nyHkT 67 [IpaBun
JeKapCTBEHHBIX IPENaparos B HaUIeXKaIel NpaKTUKK
[IOMEIEHHSX Ha TPaH3UTHBIX CKiIanax? XpaHCHUS

15. | ObecneunBaercs a4 6€30MaCHOCTD nyHkT 67 [IpaBun

HajyIeXKaleh MpakKTHKA
XpaHEHUs

Tapa, ynakoBka u
HaUIeKameii IPAKTHKH XPAHEHHs)

MApPKHPOBKA JIEKAPCTBEHHBIX NPENapaToB (cTaTbs 46 61-®3, raasa 8 Ilpasua

yIlakoBKa € y4CTOM:

16. | Biuser mu TpaHCIOPTHAS Tapa Ha myskT 68 [Ipasun
Ka4ecTBO, 3G PEKTHBHOCTE K 6€30MacHOCTh HaIe)XaInel IpakKTHKA
JNeKapCTBEHHBIX NIPENapaToB Py HX XpaHCHH
nepeBo3Ke?

17. | ObGecreunBaeT JId TPAHCIIOPTHAA Tapa myHKT 68 IIpaBui
3aIHTy OT BO3/eiicTBUA GakTopoB HaJUTeXaIeld NPaKTUKH
BHEIIHEH cpe/ib? XpaHEeHHs

18. | BeiGupaercs i TPaHCIOPTHAA Tapa, nyHKT 69 [Ipasun

HaJyIeXaIne NPaKkTHKH
XpaHCHHUA

TpeGOoBaHMiA K yCIOBHAM XPAHCHHS U
IIepEBO3KH JIEKAPCTBEHHBIX MIPeNapaTos?

nyHKT 69 [1pasmi
HaJUIe)KaIEeH MPaKTUKU
XPaHCHUS

o6beMa, HEOOXOAUMOTO JIJIS Pa3sMEIICHUA
JNIeKapCTBEHHbIX [IPENapaToB?

nyHKT 69 [IpaBun
HaJJIeXxameil npakTHKH
XpaHEeHHS

KoleGaHuii TeMIEPATyPhl OKPyKaromel
cpensi?

myHKT 69 ITpaBun
HaJJIe)KaIeH IMPaKTHKH
XpaHEHMS

JUTHTENILHOCTH NMEPEBO3KH, BKIIOYAs
BO3MOYKHOE IIPOMEKYTOYHOE XpaHCHHE
JIEKApCTBEHHBIX IIPEapaToB?

myHKT 69 IIpaBu
HaJUIe)KaIIeH TPaKTHKH

XpaHEHUs
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UCIIOIb30BAHHUE NOBPEXKICHHBIX
XJIaZI0IEMEHTOB?

19. | Ha TpaHCIOpTHYIO Tapy HAaHOCSTCS JIK: nyHkT 71 [IpaBun
HaJIeKAIIEeH IPAKTHKA
XpaHEeHHs
HaNMEHOBaHMSI JIEKapCTBEHHBIX nyHKT 71 ITpaBun
npenapaTos? HaJyIe)Kame NpaKTHKH
XpaHEHHUs
CepHH NIeKapCTBEHHBIX NPENapaToB? nyskT 71 ITpaBun
HaJUTIeXKale NpaKTHKK
XpaHeHHus
JiaTa BBITyCcKa? nyHKT 71 IIpaBun
HaJUIexaleil MpaKTUKA
XpaHEHHUs
KOJIHYECTBO BTOPUYHBIX nyskT 71 IlpaBun
(mOTpeOUTENHCKHX) YIIAKOBOK HaJJIeXKalel IPaKTHKH
JIEKAPCTBEHHBIX IIPEIapaToB? XpaHEHHSI
uHopManus 0 IPOU3BOAUTEINE nyHKT 71 IlpaBui
JNIEKApCTBEHHBIX IIPEIIapaToB C yKa3aHWEM | HaJulexalnei pakTHKH
HaMMEHOBAHHH ¥ MECTOHAX0XKICHHS XpaHEHHs
(ampeca) MPOU3BOAMUTENS JIEKAPCTBEHHbIX
npenapaToB?
CPOK rOJTHOCTH JIEKAPCTBEHHBIX oyHkT 71 IIpaBun
npenaparos? HaJIexKalle MpakTUKH
XpaHEeHUs
YCJIOBHS XPaHEHHS M [IEPEBO3KH nyekT 71 IlpaBun
JIEKAPCTBEHHBIX IIPeNaparoB? HaJUIeXKalel IPaKTHKA
XpaHEeHHUs
He0OXO0AUMBIE MPEAYIIPEAUTEIILHBIC myHkT 71 IIpasun
Haarucu? HaJUIe)KAaeH IPaKTHKH
XpaHeHHUs
MaHMITYJIITOPHEIE 3HAKH? nyHkt 71 [IpaBun
HaJJIe)Xallen IPaKTHKH
XpaHEHUs
DO. | CoGmogaercs ¥ 3alpeT Ha IIOBTOPHOE myskT 63 [TpaBui
HCTIO/IF30BaHHE HEAOCTATOYHO HaUIeXalle IpaKTHKA
OXJTXKIEHHBIX XJ1aI03JIEMEHTOB? XpaHeHHs
P1. | ColOmonaercs Ju 3ampeT Ha nyHKT 63 IIpasun

HaJIeXallei NpaKTHKA
XpaHEHHs
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(nomxuocTs 1 PO KOHKHOCTHOTO JIUIA, 3aII0JTHABLIETO IIPOBEPOYHBIH JIMCT, TIOAIHUCH, Jara)

(momxrOCcTs 1 ®UO IOMKHOCTHOTO JIMIA IOPHIMIECKOTO JIMNA, IPACYTCTBOBABIICTO IIPH
34II0JIHEHAH IPOBEPOYHOTO JIACTA, TIOIIHCE, 1aTa)




IMpunoxerue Ne 13
K npukasy @ejepanbHoi CiryxOsI
110 HaA30py B cdepe 3ApaBoOXpaHEeHUA

ot L AFE Ne QY3 T

®dopMa

IIpoBepoYHbIii JIHCT
(CIIHCOK KOHTPOJILHBIX BONPOCOB),
ncnoJb3yemblii PenepanbHo cJIy:k00i mo Haa3opy B cdepe 3ApaBOOXPAHEHHS
H ee TEPPUTOPHAILHBIMHA OPraHAMH MIPH NPOBEeHHH MIAHOBLIX MPOBEPOK NMPH
ocyIecTBJeHHH (peaepabHOro rocyIapcTBeHHOro Haa3opa B cdepe obpamenns
JIEKAPCTBEHHBIX CPEACTB
(mepeBo3Ka JieKapCTBEeHHbIX MPENapaTos Aisi MEAHIIHHCKOrO npuMeHeHHs B
anTe4YHoM NMyHKTe)

(HaHMCHOBaHHC Opraxa, OCYIIECTRIIAIOMIECTO TUIAHOBYIO rrponeplcy)

1. Bun roCyJ1apCTBEHHOTO KOHTPOIIA (nap3opa)

2. TlpenMer TIaHOBOM MPOBEPKH IOPUIOMHYCCKMX JIHIL M WHINBUIYAJIBHBIX
npeanpUHUMAaTENIed OrpaHUIMBaCTCSA 06s3aTeNbHBIMH TPEOOBaHUAMY, COOJIFOICHHE KOTOPhIX
qBIsieTCs HamboNee 3HAYMMBIM C TOYKH 3PEHHsS HENOIYIIEHHS BO3HMKHOBEHHS YIPO3EI
IIPHYMHEHHS BPea XHU3HH, 3J0POBBIO IPXKAH, H3/I0KCHHBIMH B ¢dbopmMe IpOBEPOYHOTr'0 JIUCTA
(CTIHCKa KOHTPOJIBHBIX BOIPOCOB).

3. HauMeHOBaHWe IOPHAMYECKOro JHIA, Gamunud, HMs, OTIECTBO (py  HAJIMYMH)
HHIYMBHyaJIbHOT'O MpeaIpUHUMAaTeNs:

4. MecTo MpOBEJEHHs IUIAHOBOM NPOBEPKA C 3allONIHEHHEM MPOBEPOTHOrO JIHCTA:

5. PeKBM3UTHI MPUKa3a O MPOBEJICHUM IUIAHOBOM MPOBEPKHU: OT

Ne

6. YVdeTHbIH HOMEp MPOBEPKHU H JaTa PUCBOCHHUS y4ETHOrO HOMEpa IPOBEPKH B Enunom
peecTpe IPOBEPOK:

7. JlomkHOCTB, haMIIHA ¥ WHHLHATBl JOJDKHOCTHOrO JIAIA (u1r), mpoBOAAIIEro(HUX)
IUIaHOBYIO IIPOBEPKY: ‘

1. ;

2. .
8. ITepeueHb BONPOCOB, OTPAXAIOIIMX CONCPKAHUC 06s13aTebHBIX TpeOOBaHUM, OTBET Ha
KOTOpBIE OJHO3HAYHO CBUJCTENIBCTBYET O COOIONEHUY WM HECOOIOIEHUH FOPHIANIECKAM
JIAIOM, WHAMBHAYATbHEIM MpPEAIPHHEMATENEM 00s3aTeNIbHbIX TpeGOBaHHMH, COCTABIAIOIIMX
peIMET IPOBEPKHU:
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PexBH3HTHI BbiBOa 0 BbINOJHEHHH
HOPMATHBHBIX TpeOoBaHMIA
Ne Bonpocsl, 0Tpakalomue coaepRaHue pPaBOBBIX AKTOB, C

n/n 00s3aTeIbHBIX TPeOOBaHHI yKa3aHHeM HX aa HeT

CTPYKTYPHBIX
€IUHHI], KOTOPLIMH

YCTaHOBJIEHBI
00s3aTeIbHbIE
TpeboBaHMA

Ilyskt 4 crateun 9 ®egepanbHoro 3akona or 12 ampens 2010 r. Ne 61-®@3 «O6 obpameHnu
JIeKAPCTBEHHBIX cpencT» (Cobpanue 3aKoHonaTenbcTBa Poccniickoi ®enepauun, 2010, Ne 16,
ct. 1815; 2016, Ne 27, c1. 4283) (qasee - 61-@3), raasa 7 [Ipasui Haj1e:Kamel NPAKTHKH XPaHEHH
M [epeBO3KH JIEKAPCTBEHHBIX NpPENapaToB i MeIHIHHCKOro NPHMEHEHHsH, YTBEPKICHHBIX
npuka3om MuHHCTepcTBa 31paBooxpaHenns Poccuiickoit ®eaepanun 0T 31 aBrycra 2016 r.
Ne 6461 (3aperncTpupoBan MunucTepcTBoM IocTHIME Poccniickoii @enepanun 9 gusapsa 2017 r.,
perncTpanuonnbiit Ne 45112) (nanee — IlpaBuna Hapjexamed NPAKTHKH xpanenus); IlpaBuia
XpaHeHH JIeKAPCTBEHHbIX CPEICTB, YTBepPHIeHHbIe NPpUKa3oM MAHHCTEPCTBA 3APAaBOOXPaHCHHU
M commaibHoro paseuTHsi Poccmiickoii ®epepammm or 23 asrycra 2010 r. Ne 706mn
(3aperncTpupoBan MumuucrepcrBom loctunun Poccumiickoit ®enepanuu 4 oxraops 2010 r.,
perucrpaunonnbii Ne 18608) ¢ un3MeHeHHSIMH, BHECEHHbIMH MPHKA30M MunucrepcTrBa
3ApaBOOXpAHEHMs] U CONMANbHOro pa3BuTHA Poccuiickoii ®enepammu ot 28 nexabps 2010 r.
Ne 12211 (3aperncTpupoBan MuHucTepcTBoM IocTunnn Poccniickoii ®enepanun 4 ¢espansn
2011 r., peructpannonnsiii Ne 19703) (nanee — Ipasuia xpaHeHHs JIEKAPCTBEHHBIX ¢ DECTB)

1. CornacytoTcs 1 ¢ MoJIy4aTeeM myHKT 56 [IpaBun
OCTaTOYHBIE CPOKH TOJHOCTH HaJyIeKAamel MPaKTHKU
IIOCTABJISEMBIX JIEKAPCTBEHHBIX XpaHeHus
npenaparos?

2. duxcupyetcs 1 cy6beKToM obpalleHus nyHKT 58 [IpaBun

JIeKapCTBEHHBIX IIpenapatoB HHGOpMalKa | Hajulexalled IPaKTHKA
0 TIepeBO3KE JICKAPCTBEHHBIX NIPENapaToB? | XpaHCHUA

3. OcymectBiseTcs 1 HHGOPMAPOBAHHE nyHKT 61 ITpaBun
OTHpPABHUTEIA ¥ (MIH) IOJTyYaTelis HaJUIeXaIeH mpakTHKA
JIEKApCTBEHHBIX NIPENapaToB O XpaHCHHUS

BBLISIBJICHHBIX B IIPOLIECCE ITEPEBO3KHU
CITyJasxX HapyIICHHs TEMIIEPATypHOrO
pEeXUMa XpaHEHH?

4. OcyecTBisieTcs I KHGOPMUPOBAHHUE myHKT 61 IIpaBun
OTIpaBUTENA U (HIIH) IOTy4aTesIs HaJJIe)XaIIeH IpakTHKH
JIEKapCTBEHHBIX IIPENApaToB O XpaHEHUsA

BBIBJIEHHBIX B TIPOLIECCE IIEPEBO3KH
CIIy4asx HapyIIeHHs TOBPEXIEHHSA
yIIaKOBKH?
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cpencTBaM W3MEPEHHMH:

5. [IpenocTaBsAIOTCS 1M CyOBEKTOM nyHkT 61 [IpaBui
oOpalieHHs JIEKapCTBEHHBIX NPENapaToB HajUIexanmen IpakTHKHA
TI0 3aIPOCy MOJIY4aTeNs JIEKapCTBEHHBIX XpaHEeHUs
TIpenapaToB CBEICHHU O COOMIOACHAM
TEMIIEPATYPHOTO PEXKUMa IIPH ICPEBO3KE
JIEKapCTBEHHBIX MPEnapaToB?

6. Hcnons3yroTes i Ui IEPEBO3KH nyHKT 62 [TpaBui
JIEKapCTBEHHBIX IPENaparoB HaJyIexael TpaKTHKH
TPaHCIOPTHBIE CPEICTBA? XpaHeHus

7. OO0ecevnBaroT M TPaHCIIOPTHHIC nyHKT 62 IIpasui
cpencTBa H 060py/I0BaHHE JUIA IEPEBO3KA | HAIeKalIEeH NPaKTHKHA
JIEKapCTBEHHBIX [IPENapaToB Ka4ecTBo, XpaHeHUs
3¢ PexTHBHOCTS H 6€30IaCHOCTh
JNeKapCTBEHHBIX IPENapaToB?

8. Hcnonp3yeTcs 11 IpH NEPEBO3KE nyHkT 62 [Tpasun
TEPMOJIaOUIBHBIX JIEKAPCTBEHHBIX HaJUIeKaIeH IPaKTHKH
[penapaToB CIEIHATH3HPOBAHHOC XpaHCHUA
oGopynoBanue?

9. O6ecneunBaeT JIK CIIeIAAIU3HPOBAHHOE myHkT 62 IIpaBun
o6opyIoBaHue NOIEPKaHHE TPeOyeMbIX HaJIJICKaIeH IPaKTHKH
TEMIIEPaTypPHBIX PEKUMOB XPaHCHHU XpaHCHHA
JIEKAPCTBEHHBIX TIPENaparoB?

10. | IIpu mepeBoO3Ke JEKAPCTBEHHBIX nyHKT 63 IIpasui
npernapaToB coOMOAAETCA JIM yCIOBUE HaJUIeXKAalIEeH MPaKTHKH
OTCYTCTBHUS IIPIMOr0 KOHTaKTa XpaHCHUA
XJ1a7103JIEMEHTOB C JIEKAPCTBCHHBIMU
IpenapaTaMi B H30TEPMHUYIECKUX
KOHTelHepax?

11 PykoBoauTeneM cy6hekTa obpameHus myHKT 63 IIpasun
JIEKApCTBEHHBIX MPENapaTroB MPOBOAUTCS Ha/IeKaIleH MPaKTHKH
JI HHCTPYKTAXK O MOPSAAKE MOATOTOBKH XpaHCHHA
H30TEPMHYECKHX KOHTEHHEPOB K
ITepeBO3Ke JIEKApCTBEHHEIX MPEnapaToB (¢
YUETOM CE30HHBIX 0COOEHHOCTEIH), a TAKKe
0 BO3MOXXHOCTH I10BTOPHOTO
HCIIOIB30BaHHU XJIA(03]IEMEHTOB?

12. | Ilpouwto nu oGopyAoBaHKE, OTHOCAIIEECHA K myHKT 64 IlpaBun

HaJAJIeXKaleH IPaKTHKA
XpaHeHus

TIepBUYHYIO NOBEPKY H (MJIH) KaMGPOBKY
10 BBOZIA B 3KCILTyaTaluio?

myHKT 64 TIpaBui
HaJyIe)xalieH IpakTHKU
XpaHCHHS
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IEePBHYHYIO TIOBEPKY M (MJIH) KaTHGPOBKY
rociie peMoHTa?

nyHkT 64 IIpaBun
HaJuIexaleil MPaKTHKH
XpaHEeHH

TIEPHOIMYECKYIO TTOBEPKY M (HIIH)
KkanTHOpOBKY B IpoLiecce

myHKT 64 TIpaBun
HaJUTeXalen NpakKTHKH

IKCILTyaTaLU? XpaHEeHHMs

13. | JlocTaBisioTcs JIK JTEKApCTBCHHBIC nyHkT 65 [IpaBun
Ipenaparsl 10 afpecy, yKa3aHHOMY B HaUIexalnei IpakKTHKA
TOBaPOCONPOBOAUTEIBHBIX JOKYMEHTAX? XpaHEeHHUs

14. | CoGmromaroTcs I YCIIOBHSA XpaHEHHUS nyHkT 67 [Ipasun
JIEKapCTBEHHEIX IIpErapaToB B HaIexalne IpakTHKA
IOMEIIEHAAX Ha TPAH3UTHBIX CKJIaax? XpaHeHus

15. | O6ecneunBaercs mu 6€30MacHOCT nyskT 67 IIpaBun

JIEKapCTBEHHBIX NPENapaToB Ha
TPaH3UTHBIX CKJIaAax?

HajyIeXxalne MpakTHKH
XpaHEHHUs

Tapa, ynakoBKa ¥ MApKHPOBK2 JIEKapCTBEHHBIX NPENapaToB (crates 46 61-@3, rnasa 8 IlpaBuu

HaJUIeKaIeil NPAKTHKA XPAHEHHU)

16. | BauseT 1u TpaHclopTHas Tapa Ha yHKT 68 [IpaBui
Ka4ecTBO, 3Q(GEKTHBHOCTH ¥ GE30MaCHOCTh | HajuleXKalCH NPaKTHKA
JeKapCTBEHHBIX NIPENapaToB MPH UX XpaHECHUSA
nepeBo3ke?

17. | OGecrneunBaeT ¥ TPAHCIOPTHAS Tapa nyHKT 68 [Ipasun
3aIIUTY OT BO3eHCTBHS (paKkTOpOB HaJUIeXanel IpaKTHKA
BHEIIHEH cpenbl? XpaHeHus

18. BriGupacTcs M TpaHCIOpTHAs Tapa, nyHKT 69 [Ipasun

YIIaKOBKaA C y4ETOM:

HaJIeXKaINeH MPaKTHKH
XpaHEHH

TpeOOBaHuUM K yCIOBHAM XPaHEHHUS H
TIEPEBO3KH JIEKapPCTBEHHBIX IIpenapaTos?

nyHKT 69 [Ipasui
HaJJIe)KaIme IpakTHKH
XpaHEHHS

JIEKApCTBEHHBIX IIPenapaToB?

o6BeMa, HEOOXOAUMOTO [T Pa3MEIICHHAS

myHKT 69 Ilpasui
HaJyIexKaIne# NpakTHKA
XpaHEHHS

KoseGaHuii TeMIIEpaTyphl OKPYKaroIeH
cpenpl?

myHKT 69 IIpasun
HaJIexalneil NpakTUKy
XpaHEeHHs

JUTATEIBHOCTH NEPEBO3KH, BKITIOYas
BO3MOXHOE IIPOMEKYTOUHOE XpaHEHHE
JIEKAapCTBEHHBIX IIpeHapaToB?

nyskT 69 [Ipasui
HaJuIexKaneH IpakTHKA
XpaHCHHA
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UCIIOTIB30BAHHE OBPEXKIECHHBIX
XJIaI037I€MEHTOB?

19. Ha TpaHCIOPTHYIO Tapy HaHOCATCS JIM: nyHkT 71 IIpaBuin
HaJUIeXaIen MpaKTHKH
XpaHEeHHUs
Ha¥MEHOBAHU JIEKAPCTBEHHBIX nyHkT 71 [IpaBui
pernapaToB? HaJIexamei IpakTHKH
XpaHEeHUs
CcepuH NIeKapCTBEHHBIX [IPENapaToB? myHkT 71 [IpaBun
HaJUIeXAaIe NpaKTHKH
XpaHEHUs
JlaTa BBITyCKa? nyHkt 71 Ipasun
HaJyIeXXaIel NpaKTHKH
XpaHeHUs
KOJITYECTBO BTOPHYHBIX myHkt 71 [IpaBun
(moTpeOUTENBCKIX) YIIAKOBOK HaJIJIeKAIICH TPaKTHKH
JIEKApCTBEHHBIX [IpenapaToB? XpaHCHHS
HH(pOpMAaIU 0 IPOU3BOJAUTEIIE nyHKT 71 [IpaBun
JIEKAPCTBEHHBIX IPENaparoB ¢ yKasaHHCM HaJUIeKaIICH MPpaKTUKH
Ha¥MEHOBaHHH H MECTOHAXOXICHHS XpaHEeHHs
(ampeca) IPOH3BOAMTEIA JICKAPCTBEHHBIX
IpernapaToB?
CPOK FOJJHOCTH JIEKAPCTBEHHBIX nyHKT 71 IIpaBun
[penapaTroB? HaJyUIexaue MpakTHKA
XpaHeHHUs
YCJIOBHS XpaHEHHS U IIEPEBO3KA myHKT 71 [IpaBun
JNIeKapCTBEHHBIX NIpenapaToB? HaJiIexKamen IpakTHKH
XpaHEeHus
He0OXOIUMBIe MIpelyIpeAUTEIbHBIC nyskt 71 [pasui
Haanucu? Hajyiexaneil IpakTHKH
XpaHEHHS
MAaHHUITYJSITOPHBIE 3HAKHA? nyHKT 71 [IpaBui
HaJJIe)Kallen IPaKTHKH
XpaHeHMs
D0. | CobimromaeTcs 1M 3allpeT Ha MOBTOPHOE nyHKT 63 IIpasun
HCIOJIB30BaHHE HEJOCTATOYHO HajIexanei TpakTHKH
OXJTAXKACHHBIX XJ'IaIIOBJIeMCHTOB? XpaHeHHs
P1. | Cobmopmaercs Jd 3aIIpeT Ha myHKT 63 [TpaBun

HaJIeXaed MPaKTHKH
XpaHCeHHUs
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(nomkrocTs ¥ PHO IOKHOCTHOTO JIHIIA, 3aII0THUBIICTO IIPOBEPOYHBII JIUCT, IIO/ITHC, /1aTa)

(lIOII)KHOCTI:- 1 ®UO noJDKHOCTHOTO JIMIIA IOPHAMYECKOro JIMIa, IIPUCYTCTBOBABILIETO IIPHA
3al10JIHCHUY [TPOBCPOYHOrO JINCTA, NOAIHCH, naTa)




ITpunoxenue Ne 14
K TpuKasy QeznepabHOH CIIyKObI
10 HaJ30py B cdepe 3ApaBOOXpaHCHHA

or G {1 ANIE Ne {1y AY

®opma

IIpoBepoO4HbIii JTHCT
(CNHCOK KOHTPOJILHEIX BONIPOCOB),
ucnoab3yemMblii MeaepaibHoii cayxk0oii Mo HaA30pYy B cepe 31paBOOXPAHEHHSA
U ee TEPPHTOPHAILHBLIMHA OPTAHAMH NPH MPOBEeHAH MIIAHOBBIX NPOBEPOK npH
ocymecTB/JeHHH (peAepasbLHOro rocyIapcTBEHHOro Ha130pa B cdepe oOpameHns
JIEKAPCTBEHHBIX CPEICTB
(mepeBo3Ka JieKapCTBEHHBIX MPENapaTos VI MEARIHHCKOro NPUMCHEHHH B
anTe4HOM KHOCKE)

(HAMMEHOBAHKE OPTaHa, OCYIIECTRIAIOMETO MIAHOBYIO IPOBEPKY)

Bun roCcyAapCTBEHHOTO KOHTPOJIA (uam3opa)

2. TlpenMeT MJIAHOBOM NPOBEPKH IOPHIAMYECKHX JIMI M HMHAMBUAYyaJbHBIX
TpeNpUHAMATENIEH OrPaHAYHBAETCS 00A3aTeIbHBIMA TpeGoBaHUAMH, COOJIIOJEHHE KOTOPBIX
ABJIS€TCS Hambolice 3HAYAMBIM C TOYKHM 3pEHMS HEJOMYLICHHs BO3HWKHOBECHMSA YIPO3BI
NPHYHMHEHHS Bpe/ia XH3HHU, 30POBBIO TPAXIAH, H3JI0XKCHHBIMH B ¢dbopMe MPOBEPOYHOTrO JINCTA
(CTIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHME OPHIMYECKOro JMI@, haMuius, WUMs, OTIECTBO (Iph HAIHYAH)
UHIABUIYaJIBHOTO IpeANpUHIMATEISA:

4. Mecto IIPOBEACHHNA INIAaHOBOM IIPOBEPKH C 3aroJIHEHUEM IIPOBEPOYHOI'O JUCTA:

5. PekBU3UTH NPHKa3a O MPOBEJCHUM [UIAHOBOX NPOBEPKH: OT

No

6. V4eTHBIH HOMEP MPOBEPKHU H JaTa MPUCBOCHHUS yIETHOrO HOMEpa IIPOBEPKH B EnuHoM
peecTpe NpOBEPOK:

7. JIomKHOCTB, GaMIIAs U WHULMAIBI JTOJKHOCTHOrO JIMIA (L), OpOBOIAINEro(UX)
IIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. IlepeveHs BOIPOCOB, OTPAXAIOLIMX CONEPIKAHNEC 06s3aTeNbHEIX TpeOOBaHMM, OTBET Ha
KOTOpBI€ OJHO3HAYHO CBUACTCIBLCTBYET O COGMIONEHNH WU HECOOTIONCHHH FOPUINIECKHM
JIUILIOM, MHIMBHIYaTGHEIM IPEAIPUHAMATENEM 0053aTeIbHBIX TpeGoBaHUH, COCTABJISIOIIX
npeaMeT IPOBEPKH:




BbiBoa 0 BHITIOJIHEHHH
TpeGoBaHHH

PexkBH3HTHI

HOPMATHBHBIX

Ne Bonpocel, 0Tpa’kalomme coepraHue NPaBOBbLIX AKTOB, €

HET

n/n 06s13aTeIbHBIX TPeOOBaAHHH yKa3aHHeM HX aa

CTPYKTYPHBIX
€QMHNIl, KOTOPHIMH
YCTaHOBJIEHBI
/ 00s13aTe/IbHbIE

TpeGoBaHHS

Myukr 4 crateu 9 PenepanbHOro 3aKoHa oT 12 anpeas 2010 r. Ne 61-®3 «OG6 o6pamenun
JexapcTBeHHbIX cpeacTs» (Cobpanue 3aKOHOAATENILCTBA Poccniickoii ®egepanun, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cr. 4283) (1a1ee - 61-®@3), raasa 7 Ilpasna HaJIeKaIel MPaKTHKH XPAHECHAS
H MEPEeBO3KH JEKAPCTBEHHBIX NPENaparoB s MeIHIHHCKOro NPUMEHEHHs, yTBEPHICHHBLIX
npuxa3oM MHUHHCTEPCTBA 31PABOOXPAHECHHIH Poccniickoii ®enepanuu or 31 aBrycra 2016 r.
Ne 646n (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHU Poccuiickoii ®egepanuu 9 susaps 2017 r.,
perncrpannonnsii Ne 45112) (nanee — IlpaBnia HauIeKameli NMpakTUKH xpaHenns); Ilpasuina
XpaHeHHs JIEKaPCTBEHHBIX CPEICTB, YTBEPKICHHDbIE IPAKA3IOM MunncTepcTBa 31PaBOOXPAHEHHS
W comuaqbHoro pa3paTus Poccmiickoii ®enepamma oT 23 aBrycra 2010 r. Ne 706
(3aperncTpupoBaH  MHMHHCTEPCTBOM IOCTHIHMH Poccmiickoii Penepanuun 4 oxradbps 2010 r.,
perucTpaunonnsiii Ne 18608) ¢ w3MeHeHHSMH, BHECEHHBIMH IPHKA30M MuHucTEpCTBA
3|pAaBOOXPAHEHHs] M COLMAJIBHOI0 Pa3sBHUTHIH Poccuiickoii ®@enepannu ot 28 nexadps 2010 r.
Ne 1221m (3apermcrpupoBan MHHHCTEPCTBOM HCTHIHH Poccuiickoii ®enepauun 4 despais

2011 r., peructpanuonnbiii Ne 19703) (nanee — IlpapnJia XpaHeHHs JIEKAPCTBCHHDIX C DENCTB)

1. CoryiacyroTcs JIF € IOJIy4aTesieM nyHKT 56 IlpaBun
OCTaTOYHBIE CPOKH I'OJHOCTH HaJJIe)XKaed IpakTHKH
[IOCTABJIAEMBIX JIEKAPCTBECHHBIX XpaHEeHHUs
rpenapaToB?

2. ®uxcupyercs 14 cyObekTOM 00paleHHsA nysKT 58 ITpasun
JIeKapCTBEHHBIX TpenapartoB HHQOpMaIKs | HajUleXKareH MPaKTHKA
0 TIePEBO3KE JIEKAPCTBEHHBIX PENapaToB? | XPaHCHHS

3. Ocymectsisiercst 11 HHPOpMHUpOBaHHE nyHKT 61 IlpaBun
OTIpaBUTeNs U (WIIH) MOTyYaTess HaJUIeKaIeH MpakTHKA
JIEKapCTBEHHBIX IIPENapaToB O XPaHCHUs
BBIABJIEHHBIX B IIPOLIECCE IIEPEBO3KU
CITy4asix HapylICHHs TEMIIEPATypHOTO
peXuMa XpaHeHHs !

4. OcymecTBisiercs T4 MHGOPMUPOBAHHE nyHKT 61 ITpasun
OTIpaBUTEIIS Y (UIH) OTyYaTess HaJUIeXae mMpakTHKA
JIEKapCTBEHHBIX NPENapaToB O XpaHeHHUs
BBISBJIEHHBIX B IIPOLIECCE MMEPEBO3KH
ClIy4asx HapyIICHMs ITOBPEXACHHA
yIIaKoBKH?
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CpeZCTBaM H3MEPEHHIA:

5. ITpenocTaBmsAIOTCs 1M CYyOHEKTOM nyHkT 61 IIpasun
oOpalleHH JIEKapCTBEHHBIX IIPETIapaToB HaJuIeXKael MpaKkTHKH
TI0 3aIpOCy MOJIydaTelis JIeKapCTBCHHBIX XpaHeHHs
TIpenapaToB CBEIEHUS 0 COONMIOACHUH
TEMIIEPATYPHOTO PEKKMMa TIPH IIEPEBO3KE
JIEKapCTBEHHBIX TpenapaToB?

6. Hcnons3yroTes JTn Ui IIEPEBO3KH nyHKT 62 IIpaBun
JIEKapCTBEHHBIX MIPENapaTroB HajUIexKanel NpaKTHKH
TPaHCIOPTHBIE CPEACTBA? XpaHCHUA

7. O6ecneunBaroT JIM TPaHCIIOPTHEIC nyHKT 62 IIpaBui
CpeZcTBa M 000pYI0BAHHUE [l IEPEBO3KH | HA/yICKAIIeH PaKTHKH
JIEKApPCTBEHHBIX IIPENAPATOB KaueCTBO, XpaHeHus
3¢ peKTHBHOCTD U 6€30I1aCHOCTh
JNEKAapCTBEHHBIX IIpenaparoB?

8. Hcnosp3yeTcs JIn IpU MIEPEBO3KE myHKT 62 [TpaBun
TEPMONAOMIBHBIX JIEKAPCTBEHHBIX HaJIeXalleH PaKTHKH
IpenapaTos CHelMaTu3ipOBaHHOS XpaHCHHuA
oGopynoBaHuE?

9. ObecneunBaeT JId CIEIUaTH3HPOBAHHOE myHKT 62 IIpasun
ofopynoBanue NOMIePKaHHE TpeGyeMbIX Ha/Iexale MpaKTHKH
TEMIIEPATYPHBIX PEKUMOB XPaHCHHUS XpaHCHUA
JIEKApPCTBEHHBIX NIPENaparoB?

10. | IIpu nepeBo3Ke JIEKApCTBECHHBIX nyHKT 63 IIpaBui
IpernapaToB coOII0AACTCS T YCIIOBHE HaJUIEKAIIEeH PAKTHKK
OTCYTCTBHS IIPAMOTO KOHTaKTa XpaHCHHA
XJIaJI03JIEMEHTOB C JIEKAPCTBCHHBIMHU
npenapaTaMi B H30TEPMHUIECKHX
KoHTeiHepax?

11 | PyxosoauteneM cyGhekTa OOpaleHus myHKT 63 [IpaBun
JIEKApCTBEHHEIX MPENapaToB MPOBOIUTCH HaJIeXKallel MPaKTHKH
JIM MHCTPYKTAX O IOPA/IKE IIOATOTOBKH XpaHCHHA
H30TEPMHIECKUX KOHTEHHEPOB K
IIepeBO3Ke JICKapCTBEHHBIX npenaparos (¢
YUETOM CE30HHBIX 0COOEHHOCTER), a TAKKe
0 BO3MOXHOCTH IIOBTOPHOTO
HCIIONB30BAHHS X/1a/I03/IEMEHTOB?

12. | Ipowwto i o60pynoBaHHe, OTHOCALEEC K nyHKT 64 IIpaBui

HaJyIe)KaIIEeH MPaKTUKA
XpaHEeHU

TIepBUYHYIO MOBEPKY H (W/H) KanuOpoBKy
10 BBOZIA B 3KCINTyaTalMIo?

nyHKT 64 TIpaBun
HaJUTeXaleH MPaKTHKH

XpaHeHHUs
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TIepBMYHYIO TIOBEPKY U (IH) KanmuOpPOBKY
nociie peMOHTa?

nyHKT 64 IIpaBun
HaJJIeXalleH IPaKTHKU
XpaHEeHHUA

TEPHOIHHYECKYIO IOBEPKY H (WIH)
KaJTMOPOBKY B Mpoliecce

nyHKT 64 TIpaBun
HaJIeXKalied pakKTHKH

JICKapCTBEHHBIX nmperaparoB Ha
TPaH3UTHBIX cxmagax?

SKCILTYaTaLHH? XpaHeHHs

13. | JlocTaBisioTCs JIM JIEKApCTBEHHBIE nyHKT 65 IIpasun
Tpenaparsl 1o afpecy, yKasaHHOMY B HaJuIexaled TpaKTHKH
TOBAapPOCONPOBOIUTENBHBIX IOKYMEHTAX? XpaHEHUs

14. | CoGmromaroTcs JiM YCIOBHS XpaHCHHA nyHKT 67 IIpasui
JEKApPCTBEHHBIX IPENaparoB B HajuIeXxamel IpakTHKH
IOMEIICHHSAX Ha TPAH3UTHBIX CKIanax? XpaHeHHA

15. | O6ecneunBaeTcs 11 6€30I1aCHOCTD nyHkT 67 [Tpasun

HaJIe)KameH IPaKTHKH
XpaHEeHHs

Tapa, ynakoBKa H MapKHPOBKA JIEKAPCTBEHHBIX NIPENapaTos (craTbs 46 61-®3, rnasa 8 IlpaBua
HaJJIeKamel NPAKTHKH XPAHEHHS)

YIIaKOBKa € y4CTOM:!

16. | Biuser mu TpaHcopTHas Tapa Ha nyHkT 68 IIpasmn
KauecTBO, 3 PEKTHBHOCTH U Ge30MMaCHOCTE | HaJUIeXAIleH MPAKTHKH
JIEKapCTBEHHBIX NIPENapaToB IPH HX XpaHeHHUs
nepeBo3ke?

17. | OBGecrneynBaeT JIK TPAHCIIOPTHAsA Tapa nyHkT 68 IIpasmn
3aIMTy OT Bo3AeiicTBHs pakTopoB HaJIeKamed NPakKTHKA
BHEIIHEH cpelsl? XpaHEHHUs

18. | BeiOupaeTcs i TPAHCIIOPTHAS Tapa, nyHKT 69 IIpasun

Ha UIe)KaIEH MPaKTHKH
XpaHEeHUS

TpeGOBaHMit K YCIOBHAM XPaHCHHA U
TIEPEBO3KH JIEKAPCTBCHHBIX MpenapaTos?

myHKT 69 [IpaBun
HaJIeKaIed MpakTHKA
XpaHEHH

NIeKapCTBEHHBIX NPENapaToB?

06beMa, HeOOXOJMMOTr0 AT pa3sMEILCHUS

niyHkT 69 Ilpasun
HaJUIeXalled MpaKTHKA
XpaHEHHS

BO3MOYKHOE IIPOMEXYTOUHOE XPaHECHHE
JNIEKapCTBEHHBIX PENaparoB?

KoseGanuii TeMIeparypsl okpyxaiomeit | mynkr 69 Ilpasun

cpensi? HaJJIe)KaInen IPakKTHKH
XpaHEHHUs

JUTATENIHEHOCTH TIEPEBO3KH, BKITIOYas nyHKT 69 [Ipasun

HaJyIeXKaIney MpaKkTUKH
XpaHEHHUSA
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19. | Ha TpaHCHIOpTHYIO Tapy HaHOCATCS JIH: nyHkT 71 ITpasun
HaJUIeXKaleHd MPaKTHKH
XpaHCHHUs
HAaUMEHOBAHHA JIEKaPCTBEHHBIX nyHkT 71 IIpaBui
npenaparoB? HajuIexalnel NpakTHKH
XpaHEeHUs
CepHH JIEKapCTBEHHBIX NIPENapaToB? myHkT 71 IIpaBun
HaJ[JICXKAIIEeH MPaKTHKH
XpaHEeHUs
JiaTa BHITYCKa? myHKT 71 IlpaBun
HaJUIeXKaned MpaKTHKH
XpaHECHUS
KOJIH4EeCTBO BTOPHYHBIX nyakT 71 Ipasun
(moTpeGUTENLCKHX) YIIAKOBOK HaJJIe)KaImen IPaKTHKH
JNIEKAPCTBEHHbIX IIPENapaToB? XpaHEHHS!
HHOOPMAIHS O IPOU3BOJUTENE myskt 71 [IpaBun
JNIEKApCTBEHHBIX [IPETNApaToB ¢ yKa3aHHUEM | HaIeKameH NpakTHKH
Ha¥MEHOBaHHI 1 MECTOHAXOXICHHS XpaHEHUS
(ampeca) IPOU3BOAUTEIIA JIEKAPCTBEHHBIX
Ipernaparos?
CPOK FOTHOCTH JIEKAPCTBEHHBIX nyskt 71 [TpaBun
TpernaparoB? Ha/JIeXaIne IpakTHKH
XpaHEeHus
YCJIOBHS XPaHEHHS U IEPEBO3KH nyHkT 71 IIpasun
JIEKapCTBEHHBIX IPEnapaToB? HaJuIeXalel IPaKTUKA
XpaHeHUs
HEe00XO0IUMBIC IIPEAYIIPEAUTEIbHBIE nyHKT 71 IIpaBun
Hajmnucu? HaJIeXxanei IpakTHKH
XpaHeHUs
MAaHHUIYJISTOPHBIC 3HAKK? nyHkt 71 IIpaBun
HaJIeKAIIEeH MPaKTHKH
XpaHEeHUs
DO. | Cob6mrogaercd iy 3alpeT Ha MOBTOPHOE nyHkT 63 Ipasun
HCIIOJIF30BaHUE HEXOCTATOTHO HaJUIeXalel PakTHKH
OXNTAXKIEHHBIX XJIAT03IEMEHTOB? XpaHEHHUs!
P1. CoGimogaerca JIM 3anpeT Ha nyHKT 63 [Ipasun
HCIIONIE30BaHME MOBPEKICHHBIX HaJUIeKalleH IPaKTUKA
XJ1aJj03JIEMEHTOB? XpaHEHHUs]
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(momxzOCTh ¥ PHO NOIDKHOCTHOTO JIMLIA, 3aIIOTHUBIIETO TIPOBEPOYHbII JIKCT, OJIHCH, AaTa)

(momxHOCTH 1 ®UO OIKHOCTHOTO JIMIA FOPHANIECKOr0 JIMIA, IPACYTCTBOBABIIETO IIPH
3aTI0THEHHH IPOBEPOYHOTO JIHCTA, IIOIITHCE, /1aTa)




IMpunoxenue Ne 15
K npukasy PenepanbHoi CIyKObI
110 Haa30py B cdepe 3ApaBOOXPaHEHHS

ot (911 M1 X Ne 9438

®opma

IIpoBepoOYHBIH JIHCT
(CIHCOK KOHTPOJIBHBIX BONPOCOB),
nenoab3yemblii @enepaiabHoii cryk00f N0 HaA30py B c(epe 3ApaBOOXpaHEHHUsI
H ee TEPPHTOPHAILHBIMH OPraHaMH MPH NPOBEJeHHH IIIAHOBBIX NpOBEPOK NpH
ocylIecTBJIeHHH (peepasbHOro rocyIapcTBeHHOro Hal30pa B cepe oOpamenus
JIEKAPCTBEHHBIX CPECTB
(mepeBo3Ka JIEKapPCTBEHHbIX NpenapaToB A MEAHUHHCKOTO npuMeHeHHs B
anTeKe NPOM3BOXCTBEHHOI)

(Hal/IMCHOBaHPIe Oprasa, OCYIIECTBILIFOIIETO TUJIAHOBYHO l'IpOBepKy)

1. Bug roCcyAapCTBEHHOTO KOHTpPOJIA (nag3opa)

2. Ilpemmer IUIaHOBOM TIPOBEpKHM IOPMAMHMECKHX JIMIL  H HHIUBAAYaIbHBIX
IpeTpUHAMATENIel OrpaHHIHUBAETCS 00A3aTENbHBIMA TpeGoBaHUAMH, COOOCHUE KOTOPhIX
qBIsieTcs HawGoNee 3HAYAMBIM C TOUKHM 3PEHHS HEIOMYLICHWs BOSHUKHOBCHMS yIPO3BL
TPUYMHEHMs BPEJIa )KHU3HH, 3M0POBBIO IPAXIAH, H3JI0KCHHBIMH B dbopmMe IPOBEPOYHOTO JINCTA
(CIINCKA KOHTPOJIbHBIX BOTIPOCOB).

3. HamMeHOBaHHe IOPUAMYECKOTO JHIa, (amMuims, HMsA, OTIECTBO (IpH  HAJIAYIH)
WH/IMBUTY aJIBHOIO | NpeAnpUHUMATEIIA:

4. Mecto IpOBEACHUA IIJIAHOBOH NpoOBEPKHU C 3aIlI0JIHEHUEM IIPOBEPOYHOTO JIUCTA:

5. PeXBM3WTHI TIpHKa3a O MMPOBEJICHHM TUIAHOBOK MPOBEPKH: OT

Ne

6. YueTHbIN HOMep IPOBEPKH U JlaTa MPUCBOEHHUS yYETHOTO HOMEpa IIPOBEPKHU B EnnHoM
peecTpe IPOBEPOK:

7. JIOMXHOCTh, GaMUIMA M WHHLMATEl TOJDKHOCTHOrO JIMIEA (7H11), IPOBOASIIErO(KX)
IUIAHOBYIO ITPOBEPKY:

1. ;

2. .
8. [TepeueHb BONPOCOB, OTPaXAIOIIHUX COACPKAHHNE 06s3aTeNbHBIX TpeOOBaHUH, OTBET Ha
KOTOpEIE OJHO3HAYHO CBUMAETENLCTBYET O COOJIIOIEHUH HIH HECOOMIOACHHH IOpUIHIECKIM
JIMLOM, VHIMBHAYATBHBIM MPeANPHHAMATENIEM 00S3aTebHBIX TpeGoBaHui, COCTABMIAIOMNX
IpeaMeT IPOBEPKH:
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PeKkBH3HTBI BbIBOI 0 BBINOJTHEHHH
HOPMAaTHBHBIX TpeGoBaHMH

Ne BOl’lpOCbI, oTpaxaromue coaAepKaHue IIpPaBOBbLIX aKTOB, €

n/n 00s3aTEJIbHBIX TPeOOBaHUH yKa3aHHeM HX aa HeT

CTPYKTYPHBIX
€/IMHHII, KOTOPLIMH

YCTaHOBJIEHBI
00a3aTeIbHbIE
TpedoBaHHusA

Hynxr 4 cratbn 9 @exepaiabHoro 3akona or 12 ampeis 2010 r. Ne 61-®3 «O6 obpamennn
JexapcTBeHHBIX cpencTs» (CobpaHne 3aKOHOAATEIBCTBA Poccuiickoii ®exepanun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, ct. 4283) (nanee - 61-®3), riasa 7 lpaBui Hauiexkameil NPaKTAKHE XPaHEHHs
M epeBO3KH JIEKAPCTBEHHLIX NPENapaToB il MEAHNHHCKOr0 NPHMEHEHHM:, YTBEPHICHHBIX
npukazom MunHCTepcTBa 31paBooxpaHenns Poccuiickon ®denepauun ot 31 aprycra 2016 r.
Ne 646H (3aperncTpuposan MunucTepcrBoM locTuman Poccniickoii @enepannn 9 ssnsapsu 2017 r,,
perncrpamuonnsiii Ne 45112) (nanee — IlpaBuia Haaiexamedi NPaKTHKH xpaHenns); IIpaBuna
XpaHeHHs JeKapPCTBEHHBIX CPECTB, YTBePKIeHHbIe NpuKka3oM MunuCcTepCcTBA 3APaBOOXPAHCHHS
n coumanbHoro passuTHs Poccuiickoii ®enepammm OT 23 aBrycra 2010 r. Ne 706n
(3aperncrpupoBan  MunHcTepcTBoM locTunun Poccniickoii ®enepanun 4 oxrsops 2010 r.,
perucrpanuoHHbIii Ne 18608) ¢ u3sMeHeHHMAMH, BHECEHHBIMHM IPHKa30M Munucrepcersa
3ApPaBOOXPAHEHNs M coUMaabHoro passutusa Poccumiickoii ®enepanuum 0T 28 nexadps 2010 r.
Ne 1221u (3aperucTpupoBan MunmcrepcrBom loctuipun Poceniickoii ®enepannu 4 ¢eBpais
2011 r., perucrpanuonnsiii Ne 19703) (nasee — IIlpaBuia XpaHeHHd JEKaPCTBEHHDIX € DEICTB)

1. CoracyroTces JIM ¢ IOJIy4areiieM myHkT 56 [Ipasun
OCTaTOYHBIE CPOKH I'OJHOCTH HaJUIeXaIeH NPaKTUKA
IIOCTABJIAEMBIX JIEKapCTBEHHBIX XpaHeHHs
npenapaToB?

2. ®uxcupyercs 1 cyobekTOM obpaleHus myHKT 58 [Ipasuin

JICKapCTBCHHBIX MpenapaToB I’IH(I)OpMaI_II/IH HaJyIexKamei IIPAKTUKH
0 IICPEBO3KE JICKapCTBEHHBIX npenapaTOB? XpaHCHUA

3. OcymecTBiseTCs T4 HHPOPMUPOBAHUE nyHkT 61 [Ipasun
OTIpaBHUTENA U (UIH) [OTyYaTess HaJUIeXaed TPaKTHKA
JIEKapCTBEHHBIX NPENapaToB O XpaHEHHUs

BEISBIIEHHEIX B IIPOIIECCE NIEPEBO3KH
Cllydyasx HapylIeHHs TEMIIEPATYPHOro
pexuMa XpaHeHHs?

4. OcylecTBIsAeTCS 11 HHPOPMHPOBAHUE nyHkT 61 ITpasun
OTIPaBUTENA U (UML) [OTyYaTess HaJUTeXaIIEeH TpaKTHKH
JIEKapCTBEHHBIX NIPENapaToB O XpaHEHHS

BBIBICHHBIX B IIPOLIECCE MEPEBO3KH
CITy4asX HapyHICHHs MOBPEXKIACHASL
yIIaKoOBKH?
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5. [IpenocTaBisoTes M CyOBEKTOM nyHkT 61 ITpasun
ofpatneHus JIeKapCTBEHHBIX MpenapaToB HaIeXKamel NpakTHKA
TI0 3aNpoCy MOJIydYaTeNns JeKapCTBEHHBIX XpaHEeHHUS
IpeNapaToB CBEACHHA O COOMIOACHIN
TEMIIEPATyPHOTO PEXKUMA IIPH IIEPEBO3KE
JIEKAPCTBEHHBIX TIPENapaToB?

6. Vcrone3yroTes Jid 1 IEPEBO3KH myHKT 62 [IpaBun
JIEKapCTBEHHBIX NpENapaToB HaJJIeXKaIEH MTPaKTHKH
TPaHCIIOPTHBIE CpeACcTBa? XpaHeHUs

7. O6ecneunBarOT JIX TPAHCIIOPTHEIE nyHKT 62 IIpaBun
cpencTBa H 060pyIOBaHKE JUIA IEPEBO3KH | Ha/UIeXKaleH MPaKTHKY
JIEKApCTBEHHBIX NIPENapaToB Ka4eCTBo, XpaHCHHA
3} dexTUBHOCTD U 6€3011aCHOCTH
JIEKApCTBEHHBIX IIpenaparoB?

8. Hcnionp3yercs v IpH IIEPEBO3KE myHKT 62 [Tpasun
TEPMOJIaOHIIBHEIX JIEKAPCTBEHHBIX HajIeXaulei IpakTHKH
IpenapaToB CICIHATU3HPOBAHHOE XpaHCHHUA
oGopynoBanue?

9. OGecneurBacT JI CIENHATM3HPOBAHHOE IyHKT 62 [IpaBun
o6opyIoBaHHe OJepKaHue TpeOyeMbIX | HaIexameH NpakTHKY
TEMIIEpaTyPHBIX PEKUMOB XPaHEHUS XpaHCHHA
JIEKapCTBEHHBIX IIPETapaToB?

10. | [Ipm mepeBo3Ke JIEKAPCTBCHHBIX nyHKT 63 IIpaBun
IpenapaToB COOIIONAETCS JIA YCIOBUE HaJUIeKAINEH PaKTHKH
OTCYTCTBHS IIPAMOr0 KOHTaKTa XPpaHCHHAA
XJIJI037IEMEHTOB C JIEKapCTBEHHBIMU
npenapaTaMi B H30TEPMHYIECKHX
KOHTelHepax?

11 PykoBoauTeneM cyOnexTa obparneHus myHKT 63 ITpaBui
JIEKapCTBEHHBIX PENapaToB IPOBOJUTCA HaJIeXKanei NpakTHKA
JIA MHCTPYKTaX O IOPAIKE MOATOTOBKH XpaHCHHA
H30TEPMUYECKUX KOHTECHHEPOB K
TIEpeBO3Ke JIEKAPCTBEHHbIX PENapaTos (C
Y4€TOM CE30HHBIX 0COOEHHOCTEN), a TaKKe
0 BO3MOXHOCTH IIOBTOPHOTO
HCIIONB30BAHKS XJIaI03JIEMEHTOB?

12. | Ipouwno i o6opynosaHue, OTHOCALIEESCH K myHKT 64 IIpasun

cpeacTBaM H3MEpEHMI:

HaJyiexKalleH NpakTHKH
XpaHeHus

TepBHYHYIO OBEPKY ¥ (MJTH) KaTHOPOBKY
10 BBOJA B SKCIUTyaTanuio?

myHKT 64 IlpaBun
HaJJTeXKAaIIeH IPAKTHKU
XpaHECHHS
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KaITHOPOBKY B IpoLiEcce

[1epBUYHYIO TIOBEPKY M (MJIM) KATMOPOBKY | IyHKT 64 Ilpasun

rocsie peMoHTa? HaJyIeKauled MpakTHKH
XpaHeHUs

TIepPHOIMYECKYIO TIOBEPKY M (WiH) nyHKT 64 TIpaBun

HaJUIe)Kalled MPakKTHKU

JIEKapCTBEHHBIX MPENapaToB Ha
TPaH3UTHBIX CKJIaax?

3KCI'IJTyaTaIIHH? XpaHEeHUs

13. | JlocTaBIsIIOTCS JIH JIEKAPCTBEHHBIE nyHkT 65 [IpaBun
npenaparhl IO aJpecy, yKa3aHHOMY B HajyIeXKamei IpaKTHKA
TOBapOCONPOBOAUTEIBHEIX JOKYMEHTaX? XpaHEHUs

14. | CobmonaroTcs JIM YCIIOBHS XpaHEHH myHKT 67 ITpaBun
JIEKapCTBEHHBIX NPENaparoB B HaJUIeXalnel IPaKTHKA
IOMENeHHAX Ha TPAH3UTHBIX CKIajax? XpaHEeHUA

15. | ObecneuynBaetcst i 6€30IaCHOCTH nyHKT 67 [IpaBun

HaJiJIe)Xalei IIpakTHKH
XpaHEHHUs

Tapa, ynakoBka H MapKAPOBKa JIEKAPCTBEHHBIX NPeNapaTon (craTbs 46 61-®3, rnasa 8 IlpaBui
HaJJIeKameil MPAKTHKH XPAHEHHSs)

YIIAKOBKa C YUC€TOM.

16. | Bamser nu TpaHCIIOPTHAs Tapa Ha nmyHKT 68 ITpaBun
KauecTBO, 3QPEKTUBHOCTE K GE30IIaCHOCTh | HayeKaIeH NPaKTAKK
JIEKapCTBEHHBIX MPENapaToB MU UX XpaHEHHUs
nepeBo3ke?

17. | OGecneunBacT JH TPAHCIIOPTHAA Tapa myHKT 68 IIpaBun
3aIIUTY OT BO3AEHCTBHSA (HaKTOPOB HaJJIS)XKalIeH TPaKTHKA
BHEIIHEH cpebl? XpaHEeHHs

18. | BriOupaercs 1 TpaHCIOPTHAsA Tapa, myHKT 69 IlpaBuin

HajuIeXXamen MpakTHKH
XpaHEHHs

TpeGoBaHHUH K yCIIOBHSM XPaHECHHS H
IIEpPEBO3KH JIEKAPCTBCHHBIX MPENapaToB?

nyHkT 69 ITpasun
HaJUIe)KaIIeH MPaKTHKA
XpaHEHHUs

JNEKapCTBEHHBIX IIpenaparoB?

06beMa, HE0OXOJUMOrO U pa3MEIECHUs

nyHkT 69 [IpaBun
HaJUIeKAIIEH MPAaKTHKA
XpaHeHHs

KoJeOaHni TeMIIEPaTyphl OKPYKaroIeH
cpensi?

nyHKT 69 IlpaBuin
HaJIeXKaIEeH MPaKTHKI
XpaHEHHs

JUTMTEILHOCTH NEPEBO3KH, BKITIOYAs
BO3MOJKHOE ITPOMEXYTOYHOE XpAaHEHHE
JNeKapCTBEHHBIX TIPeTIapaToB?

myHKT 69 [IpaBun
HaJUIeXAaIEeH TPaKTHKA
XpaHEHUs
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HCIIONIb30BaHHEe MOBPEXKICHHBIX
XJIAA03IEMEHTOB?

19. Ha TpaHCHOpPTHYIO Tapy HaHOCATCS JIK: nyHkT 71 [IpaBun
HaJIeXalled MPaKTHKA
XpaHEeHUs
HAMMCHOBAHHUS JIEKAPCTBEHHBIX nyHkT 71 IIpaBun
npenapaToB? HaJJIE)KAINEH TPaKTUKH
XpaHEeHUs
cepHH JIEKapCTBEHHBIX MPENapaToB? nyskT 71 [IpaBun
HaJyIe)Kaen NpakTHKA
XpaHeHus
Jata BBIITyCKa? nyHKT 71 IIpaBun
HaJJIeXale MPaKTAKA
XpaHCHHUS
KOJIMYECTBO BTOPHYHBIX nyHKT 71 IIpaBun
(OTpeOUTENBCKHX) YIIAKOBOK HaJIJIeXaIle IpaKTHKH
JNIEKapCTBEHHBIX IPenapaToB? XpaHEHHS
uHpopManys O NPOU3BOAUTENE nyHKT 71 IIpaBun
JICKapCTBCHHBIX mpernaparos © YKasaHHEM Ha;[ne)xameﬁ IIPaKTHKH
HAVMEHOBAHWHA U MECTOHAXOXKICHUS XpaHeHHs
(azpeca) IpON3BOAUTEINS JIEKAPCTBEHHBIX
npenapaTos?
CPOK I'OZTHOCTH JIEKAPCTBEHHBIX nyskT 71 Ilpasun
npenapaToB? HaJUTE)KAIEH ITPaKTHKH
XpaHeHUs
YCIIOBHUS XPaHEHHS M TTEPEBO3KHA nyHKT 71 IIpaBun
JIEKapCTBEHHBIX TIpenaparoB? HaJJIe)Kane npakTHKK
XpaHEeHHs
HeoOX0JUMEBIE TpeAYIIpEANTEIILHBIE nyHKT 71 IIpaBun
Haamucu? HaJyIexKare mpakTHKK
XpaHeHUs
MaHHUIYJISTOPHbIE 3HAKH? myHKT 71 IIpaBun
HaJJIexalei mpakTHKK
XpaHEHHUs
D0. | CobGmonaeTcs U 3alpeT Ha IOBTOPHOC nyHKT 63 IIpaBun
HCIIOJIb30BaHKNEe HEJOCTATOYHO HaJUIeKaIIEH MTPaKTHKH
OXJTaXACHHBIX XJIaIIOBJ'ICMCHTOB? XpaHCHUS
P1. | Cobmomaercs 1M 3alpeT Ha myHKT 63 IIpaBui

HaUIeXALIEeH MPaKTHKU
XpaHEHHs
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(zomxzocTh ¥ GUO N0DKHOCTHOTO JIHIIA, 3aTIOTHUBLIETO IIPOBEPOYHBIH JUCT, OJIHCD, JaTta)

(momxHOCTh ¥ ®UO [OIDKHOCTHOTO JTHIA IOPHIMIECKOTO JIHIA, IPUCYTCTBOBABIICTO IIPH
3aIIOJTHEHHH IPOBEPOYHOrO JIHCTA, O/NNCH, 1aTa)
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Ipunoxerue Ne 16
K npuKasy QenepanbHO# CIyXObI
10 HaJ30py B cdepe 31paBOOXpaHeHHUs

or Q9 M AT Ne G 28

®opma

ITpoBepouHbIii JHCT
(CIHCOK KOHTPOJIHHBIX BONIPOCOB),

HcnoJib3yemblii PegepasibHOi ciiy00H 0 HAA30PY B cepe 31paBooOXpaHeHHs
H ee TEPPHTOPHAJILHBIMH OPraHAMH NPH NPOBEACHHH MIAHOBBIX NPOBEPOK NPH
ocyiecTBJIeHHH (heJepabHOro rocy1apcTBeHHOI0 Ha130pa B cdepe obpameHuns

JIEKAPCTBEHHBIX CPEICTB
(mepeBo3Ka JIEeKapCTBEHHBIX NPeNapaTos AJs MEAHIHHCKOro MPHMEHEHHUH B
anTeKe NPOU3BOACTBEHHOH C MPABOM H3rOTOBJICHHS ACENTH1ECKHX
JeKapCTBEHHBIX MPEeNapaToB)

(HaUMeHOBaHHE OPrana, OCYLECTRIAIOMIETO IRHOBYIO IPOBEPKY)

1. Bun roCyJapCTBEHHOIO KOHTPOJIA (Ham3opa)

2. Tlpeamer TUIAHOBOM IIPOBEPKHM FOPUAMYECKHX JAL H HMHIMBHIYajbHBIX
Tpe IIpHHAMATeIelf OrpaHHIMBAETCS 00s3aTeNbHBIMH TpeGOBaHUAMH, COOJIIOIEHHE KOTOPBIX
SBISIETCS Haubojee 3HAYHMMBIM C TOUYKH 3pEHHS HEJOIYIIeHHWS BOSHHUKHOBEHHS YIpO3BI
NIPHYUHEHHS Bpea XU3HH, 30POBBIO MPaXKJIaH, H3JI0KEHHBIMHA B ¢dbopMe ITpOBEPOYHOTO JIUCTA
(crIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HamMeHOBaHHE MOPHIAHUECKOTO JHUa, (aMMIHA, MMS, OTYECTBO (UpH HATMIHH)
HHIUBUyaIbHOIO IpeATPHHAMATEJIS:

4. Mecto MMPpOBEACHHUA [JIAHOBOM MIPpOBEPKHU C 3alOJIHCHUCM NPOBEPOYHOro JIMCTA.

5. PexBU3UTEI nprkKasa o NMpoBEACHHUH TJIAaHOBOM IIPOBEPKHU: OT

Ne

6. V4eTHbIi HOMEp IPOBEPKH M 1aTa IPHCBOCHHUS yJETHOIr0 HOMepa IPOBEPKH B Enunom
peecTpe MPOBEPOK:

7. JIomKHOCTB, GaMIINs M WHHLHUAIE JODKHOCTHOTO JIMIA (nui), mpoBozALIero(yx)
IUIAHOBYIO MTPOBEPKY:

1. ;

2. .

8. TlepeyeHb BOIPOCOB, OTPAKAIOLINX CONEPKAHUE 00s3aTeIbHBIX TpeGOBaHMH, OTBET Ha
KOTOPBIE OJJHO3HAYHO CBHUAETEIBCTBYET O COOMIONCHUM I HECOOJIIOIEHIH FOPUINYECKUM
JIHIIOM, HHAUBHAYaIbHBIM PENPUHAMATEIeM 00s3aTeNbHbIX TPeOOBaHHH, COCTABIAIOIINX
IpeaMeT IIPOBEPKH:




BriBO 0 BHINOJTHEHNH
TpeboBaHMid

PexBH3HTHI
HOPMATHBHBIX

Ne Bonpockl, 0Tpaxkaloniue coaepKanue [PABOBBIX AKTOB, €

yKa3zaHHEeM HX
CTPYKTYPHBIX
e¢HHHUIl, KOTOPLIMH
YCTAHOBJIEHBI
o6s3aTeJbHbIC
TpedoBanus

n/n 00s3aTeJLHBIX TPeOOBaAHHH aa HeT

Iynxr 4 craten 9 @enepanbHore 3akoHa or 12 anpens 2010 r. Ne 61-®3 «O6 obpamennu
JeKapcTBeHHbIX cpefcTB» (CobpaHue 3aKOHOJATENLCTBA Poccuiickoii ®enepannn, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cT. 4283) (naee - 61-®@3), riuasa 7 [Ipasni HaJJICKAINell MPaKTHKH XpaHeHus
M [EPeBO3KH JIEKAPCTBEHHbIX NPENaparoB s MeIHIHHCKOro NPUMEHEHMs, yTBEPKICHHBLIX
npuka3oM MHHHCTEPCTBA 3JPaBOOXPAHCHHHA Poccmiickoii Pexepanuu or 31 asrycra 2016 r.
Ne 6461 (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepanuu 9 sasaps 2017 r.,
perncrpaunonnsii Ne 45112) (nanee — IlpaBuna HaJ/IeKamel NpaKTHKH XpaHenus); IIpasnna
XpaHeHH JIEKAPCTBEHHBIX CPEICTB, YTBePKICHHbIE MIPHKA30M MuHuCTEpPCTBA 3APABOOXPAHCHHSA
M comuagbHoro pasutus Poccmiickoii ®enpepanum or 23 aBrycra 2010 r. Ne 706m
(3aperncTpupoBan MHHHCTEPCTBOM OCTHIHH Poccuiickoii ®enepanun 4 oxrabps 2010 r.,
perucrpanuonnbii Ne 18608) ¢ m3MeHCHHSAMH, BHECEHHBLIMH NPHKA30M MuHncTepeTBa
3ApPABOOXPAHEHHS M COUMAJIBLHOI0 Pa3sBHTHI Poccuiickoii ®enepamuu or 28 pexadbps 2010 r.
Ne 1221 (3apeructpupoBan MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®exepannu 4 denpans

2011 r., perncrpamuonnsiii Ne 19703) (nanee — IIpaBuia XpaHeHHd JIEKapCTBCHHDIX C DENCTB)

1. CornacyroTcs 4 € IIoIydaTesieM yHKT 56 [Ipasun
OCTaTOYHBIE CPOKU FOJHOCTH HaJIeKALIECH TIPaKTHKH
MOCTABJISEMBIX JIEKAPCTBEHHBIX XpaHeHHUs
npemnapaToB?

2. ®ukcupyercs I CyOBEKTOM 0OpaleHus myHkT 58 [Ipasui
JIeKapCTBEHHBIX MpenapaToB HHGopManys | Hajlexamel NPaKTHKK
0 TIepeBO3Ke JIEKapCTBEHHBIX Npenaparos? | XpaHCHHA

3. OcyuecTBisieTcs 1 MHPOPMHPOBaHHE nyHKT 61 Ilpasun
OTIpaBUTeIIs U (MIH) TOJTyYaTeNs HaJuIeKanen NpakTHKH
JIeKapCTBEHHBIX MPEIapaToB O XpaHCHHUs
BBIABJIEHHBIX B IIPOLIECCE MEPEBO3KHU
CiTyyasix HapyIIeHHs TEMIIepaTypHOro
peXuMa XpaHEeHHS?

4. OcymecTeisercs 1 HHGOpMUpOBaHUE nyHKT 61 Ilpasun
OTIpaBUTENA U (HJIH) IOTy4aTess] HaJIexalie IpakKTHKA
JIeKapCTBEHHEIX MTPETIapaToB O XpaHeHus
BBISBJIEHHBIX B IPOLECCE MEPEBO3KHU
CIIydasx HapyIIEeHHs TOBPeKACHUSA
YIAKOBKH?
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5. IpenocraBisroTes 1A CyOBEKTOM nyHKT 61 [IpaBun
oOpallleHr s JIEKApCTBEHHBIX [IPENapaToB HaJIeXaIei MpaKTHKA
TI0 3aIpOCy MOJTyYaTens JIeKapCTBEHHBIX XpaHEeHHUs
IIpEeapaToB CBEICHUS O COOMOACHUI
TEMIIEPATYPHOTO PEXXUMa IIPU NMEPEBO3KE
JIeKapCTBEHHBIX IIpenapaToB?

6. Hcnons3yrores v UL IEPEBO3KU nyHKT 62 IIpaBun
JIEKapCTBEHHBIX MpeapaToB HaJyIeXKaIe IpakTHKU
TPaHCIOPTHBIE cpeAcTBa? XpaHeHus

7. OO6ecneunBarOT JI TPAHCIIOPTHBIE myHKT 62 [IpaBun
CpelcTBa B 000pyAOBaHKE UL IICPEBO3KH | Hajiexkallel NpaKTHKH
JIEKapCTBEHHBIX MIPENIapaToB Ka4eCTBO, XpaHeHHUs
3¢eKTHBHOCTH M 6€30I1aCHOCTh
JIEKapCTBCHHBIX IIPeTIapaToB?

8. HWcnone3yeTcs Ty IpH 1epeBO3Ke nmyHKT 62 [IpaBun
TEpMOTaOHIBHBIX JTEKAPCTBEHHBIX HaJUTeXKAIIel NPaKTUKH
[IPENnapaToB CIELMAIN3UPOBAaHHOE XpaHCHHA
ob6opynoBanue?

9. ObecneynBaeT 11 COEHMATU3UPOBAHHOE nyHKT 62 IlpaBun
o6opymoBaHue TTOAAEP)KaHUE TPEOYEMBIX HaJlIeXKAIEH TPAKTHKA
TEMIIEpATYPHBIX PEKUMOB XpaHECHHS XpaHCHHA
JICKapCTBEHHBIX MperapaToB?

10. | Ilpu nepeBo3ke I€KapCTBEHHBIX nyHKT 63 [IpaBun
TIpenapaToB COOMIOAAETCS 1A YCIOBUE HaJUICKALICH [IPaKTHKH
OTCYTCTBHS IIPSIMOTO KOHTaKTa XPaHCHHA
XJIaJ03J/IEMEHTOB C JIEKapCTBEHHBIMHU
mpenapaTaMi B M30TEpMHYECKHX
KOHTelHepax?

11 PykoBojuTeneM cybbeKkTa oOpalmeHus myHKT 63 [IpaBmi
JIEKapCTBEHHBIX IIPENapaToB NPOBOAUTCS HaJUIeXKaIlei TpakTHKA
JIA HHCTPYKTaX O MOPAIKE IOATOTOBKH XpaHCHUA
HU30TEPMHUYECKUX KOHTEHHEPOB K
IepeBo3Ke JIEKapCTBEHHBIX Ipenaparos (C
yUETOM CE30HHBIX 0COOCHHOCTEH), a TaKxKe
0 BO3MO>KHOCTH IIOBTOPHOTO
HCITOJIb30BaHUS XJIaH03JIEMEHTOB?

12. | IIpouwro iu 060pynoBaHME, OTHOCAUIEECS K myHKT 64 TlpaBun

CpeICTBaM H3MEPEHHUM:

HaJJIeKallel IPaKTHKH
XpaHEHHUs

MEPBUYHYIO MOBEPKY H (HWIH) KanuOpoBKY
10 BBOJA B SKCIUTyaTalMio?

nyHKT 64 ITpaBun
HaJUTeXKallel MPaKTUKH
XpaHeHHs
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IepBUUHYIO NOBEPKY M (HJIH) KanmuGpoBKY
noce peMOHTa?

nyHKT 64 TIpasuin
Haexaiel mpakTHKH
XpaHeHus

[epHOMYECKYIO NIOBEPKY U (WIH)
KaMOpOBKY B MpoLecce

myHKT 64 [Ipasun
HaJiexarei MpakTHKU

JIEKapCTBEHHBIX NIPEapaToB Ha
TPAaH3UTHBIX CKJIafax?

3KCIUTyaTalmu? XpaHeHus

13. | JocTaBnsoTcs JiK JICKapCTBEHHbIC nyHkT 65 [TpaBun
Ipenaparsi 1o ajipecy, ykasaHHOMY B Hajuiexamiei IpaKTHKH
TOBAPOCOMPOBOUTENBHEIX IOKyMEHTAX? XpaHEHHs

14. | Co6ironaroTcs M yCIOBHS XpaHCHHS nyHKT 67 [Tpasun
JIEKapCTBEHHBIX IIPENIApPaToOB B Hajuiexkarne NpakTHKH
IOMEIEHHAX Ha TPAH3UTHBIX CKIanax? XpaHEeHHS

15. | O6ecneunBaercst i 6€30MaCHOCTH myHKT 67 [IpaBun

HaJIe)Kalel IpaKTuKA
XpaHEHUs

Tapa, ynakoBKa H MAPKHPOBKA JIEKAPCTBEHHBIX NPENApaTos (cTaTns 46 61-®3, riasa 8 Ipasua
HajJIeKameil NPAKTHKH XPAHEHHST)

YIaKoOBKa C y4CTOM:

16. | BrmsieT i TpaHCIIOPTHAS Tapa Ha nyHkT 68 [IpaBun
KauecTBO, 3PPEKTHBHOCTE U 6€3011aCHOCTh HaJIeXKale IpakTHKH
JNIEKapCTBEHHBIX MpEnaparoB IIPH HX XpaHeHHUs
nepeBo3ke?

17. | OGecneunBaeT i TPaHCIIOPTHAS Tapa nyHkT 68 IIpasun
3aIUTY OT BO3JeicTBHS (aKTOpPOB HaJuIeXaIey mpakTHKU
BHEIIHEH cpepl? XpaHeHus

18. | Beibupaercs au TpaHCIIOPTHAsA Tapa, nyHkT 69 Ipasun

HaJUIexaIe! MpaKTHKA
XpaHEeHHUs

TpeGoBaHUi K YCIOBHAM XPaHEHHS U
IIEPEBO3KH JIEKAPCTBCHHBIX NpenapaTon?

myHKT 69 [Ipasun
HaJIexKamed MPaKTHKA
XpaHEHHs

NEKapCTBEHHBIX NPETApaToB?

00BeMa, HEOOX0UMOT'O U1 Pa3sMEIIECHH

nyHKT 69 IIpaBun
HaJUIeKaINEH IIPaKTUKH
XpaHCHHSA

KoJieOaHui TeMIepaTypsl OKpy KaromeH
cpensl?

nyHKT 69 [Tpasun
HaJIeXaIneH MpakTHKH
XPaHEHHS

JUTATENTEHOCTH TIePEBO3KH, BKITHOYas
BO3MO>KHOE TIPOMEXYTOUHOE XPAHEHHE
NEKapCTBEHHBIX IPeNapaToB?

nyHKT 69 ITpasui
HaJIeKaIeH MPakKTHKA
XpaHCHUs
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19. | Ha TpaHCOpTHYIO Tapy HAHOCSATCS JIM: myHkT 71 IIpasun
HaJIJIe)Kaled IPaKTHKH
XpaHEeHUs
HAHMEHOBAHHUS JIEKAPCTBEHHBIX nyskt 71 [IpaBun
npenapaToB? HauIexane NpakTHKH
XpaHEeHUsA
CEpHH JIEKapCTBEHHBIX IIPENapaToB? yHKT 71 ITpaBun
HaJUIeXXaIei NpakTHKH
XpaHCHUS
JaTa BHITYCKa? nyHkT 71 [IpaBui
HaJJIe)KaIe NpaKTHKH
XpaHEeHUsA
KOJIM4E€CTBO BTOPHYHBIX nyHKT 71 IIpasun
(TOTPEOUTENBCKHX) YIIAKOBOK HaJUTe)XaIIeH IpaKTHKK
JIEKapCTBEHHBIX MPENapaToB? XpaHEHHS
HHpOpMALHA O IPOU3BOIAUTEIIC nyHKT 71 IlpaBun
JIEKApCTBEHHBIX IPENapaToB ¢ yKa3aHHEM | HaeKamel NpakTHKK
Ha¥MEHOBaHHWI ¥ MECTOHAXOXKICHH XpaHCHHS
(ampeca) MPOU3BOAMTENS JIEKAPCTBEHHBIX
mpenapaToB?
CPOK T'OTHOCTH JIEKAPCTBEHHBIX nyHKT 71 IlpaBun
mpenapaToB? HaUTe)XaIe NpakTHKK
XpaHeHHA
YCJIOBHS. XpaHEHHMS ¥ TIEPEBO3KA nyHKT 71 [IpaBun
JIEKapCTBEHHBIX MIPENapaToB? HaJUIeXameH IpakTHKH
XpaHEeHHUs
HE0OXO0JUMBIE MPEAYIIPEAUTEILHEIC nyHKT 71 IIpaBun
Hajanucu? HaJUIeXxalel NpakTHKU
XpaHCHHS
MaHUIYJISTOPHEIE 3HAKH? nyHKT 71 [IpaBun
HaJUIe)XalIeH IPaKTHKA
XpaHECHUA
P0. Co0Jrro1aeTcs JiM 3alpeT Ha IIOBTOPHOE myHKT 63 IIpaBmi
UCIIONIb30BaHUE HEAOCTATOYHO HaJUIEXKAIIEH PaKTHKH
OXJIKIEHHBIX XJIa03JIEMEHTOB? XPaHEHHs
P1. | CobmomaeTcs M 3ampeT Ha myHKT 63 IIpaBun
UCIIOJIb30BaHUE TIOBPEXKIEHHBIX HaJJIeXXaInei MpakTHKK

XpaHEeHUs
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(momxHOCTH 1 ®HO NODKHOCTHOTO JIHIIA, 3AIOJHHUBIIETO IIPOBEPOYHBII JIUCT, HOIIHCE, 1aTa)

(momxHOCcTs B PYO HOIDKHOCTHOTO JIAA FOPH/IMYECKOTO JIANA, IPHCYTCTBOBABLICTO IIPH
3aMO/THEHHH TIPOBEPOTHOTO IUCTA, IOIIHCE, [1aTa)
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ITpunoxenue Ne 17
K npukasy PenepanbHoi ciIyXObl
T0 Haa30py B chepe 34paBOOXpaHEHU]

ot Q94 ML Ne 945

®opma

IIpoBepo4HbIH JHCT
(CNMHCOK KOHTPOJILHBIX BOIIPOCOB),

HcnoJb3yemblii @egepanbHoii ci1yx00il o Haa3opy B cdepe 3ApaBOOXpaHEHHS
H €€ TEPPHTOPHAIbHBIMH OPTraHAMH IIPH NPOBEICHHH IIJIAHOBBIX MPOBEPOK NPH
ocymiecTBIeHHH (peaepaibHOro rocyAapcTBEHHOro HaA30pa B cdepe oOpameHus

JIEKAPCTBEHHBIX CPEACTB
(nepeBo3Ka JIEeKApPCTBEHHBIX NPeNapaToB AJisl MEAHIHHCKOro NpUMeHeHHs B
MeIHIHHCKHX OPraHU3alusAX H X 000c006/1eHHBIX NOApa3AeeHHAX (HEeHTPbI
(oTmenenusn) obmeit BpauyeOHol (ceMeliHOH) NPaKTHKH, aMOyJ1aTopuH,
deapamepckue U QebAMEpPCKO-aKylIepCKHe MYHKThI), PACHOJI0KEHHbIE B
CeJIbCKHX HaceJIeHHBIX MyHKTAX)

(HaI/]MCHOBaHI/IC OpraHa, OCYLIECTBJIAIOMICTO IIAHOBYIO HpOBCpKy)

1. Bun roCyIapCTBEHHOTO KOHTPOJIA (Hag3opa)

2. Tlpemmer TIaHOBOM TPOBEPKHM IOPUAMYECKMX JIMII W  HHIWBUAYaJbHBIX
TNpeANpHHEMATENIEH OrPaHHIHUBAETCS 0053aTeTbHBIMU TPeOOBaHUAMH, COOJIIOIEHHE KOTOPBIX
gBisieTcs Hauboyee 3HAYMMBIM C TOYKH 3PEHHS HEAOMYLICHHS BO3HHKHOBEHHS YTIPO3bI
TIPUYKHHEHNS BPEa XU3HH, 310POBBIO IPaX/IaH, H3JI0KEHHBIMHA B HOpMe IPOBEPOYHOTO JINCTA
(criMcKa KOHTPOJIBHEIX BOIIPOCOB).

3. HaumeHoBaHWEe IOPUAMWYECKOTO IUNA, (aMUINSA, HMMs, OTYECTBO (NpH HAIAYMH)
HUHIUBUAYaEHOTO TIpeAMPHHAMATEIS:

4. Mecto IMpOBCACHUA IJIAaHOBOM IIPOBEPKHU C 3alOJHECHHEM IIPOBEPOTHOTO JACTA.

5. PexBU3WTHI NpHUKa3a O MPOBEICHUM IIJIAHOBOM IPOBEPKH: OT

Ne

6. Y4eTHbIii HOMEp IPOBEPKH M [aTa IPHCBOESHHS yI€THOI0 HoOMepa IpoBepku B ExuHOM
peecTpe MpOBEPOK:

7. JIOMKHOCTB, (paMUIHs M MHHALMAIB! JOJDKHOCTHOTO JHLA (ML), MPOBOAALIEro(HX)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .

8. ITepedeHn BOIPOCOB, OTPAXKAIOLIIX COZePXKaHHe 0053aTeNbHBIX TpeOOBAHHUM, OTBET Ha
KOTOpbIE OJHO3HAYHO CBUIETENBCTBYET O COOIIONEHHH MM HECOOMIOAEHUH FOPHAMIECKUM
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JIALIOM, HHIMBUIYaJI5HBIM TpeIIPUHAMATEIEM 0053aTe/IbHbIX TPeOOBaHHH, COCTABILOLINX
IIpeIMET IPOBEPKH:

PexBH3UTHI BrIBO 0 BHIIOJTHEHHH
HOPMATHBHBIX TpeOoBaHHUI
Ne Bonpocel, 0Tpaxkalomue coaepkaHue NpPaBOBLIX aKTOB, ¢
n/n 00sa3aTeJLHBIX TPeOOBaAHHH yKazaHHeM HX aa Her

CTPYKTYPHBIX
€IMHHIl, KOTOPLIMH

YCTAHOBJIEHBI
o0s3aTEeIbHBbIC
TpeOoBaHHA

Iyukt 4 cratbn 9 @enepanbHoro 3axoHa or 12 anpess 2010 r. Ne 61-03 «O0 obpamennu
JeKapcTBeHHbIX cpeacT» (Cobpanne 3aKOHONATENbLCTBA Poccuiickoii ®enepamun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, c1. 4283) (7anee - 61-@3), raasa 7 [IpaBui HajIeKaMel NPAKTAKH XPAHCHH S
M MEpPEBO3KH JICKADCTBEHHBIX MNPENapaToB MJs MEIHIHHCKOro NPHUMEHCHHS, YTBEPKICHHBIX
npukazoM MunHCTepcTBa 3ApaBooxpaHenus Poccmiickoi ®degepanmn or 31 aerycra 2016 r.
Ne 6461 (3aperncrpupoBan MuHHcTepcTBOM IocTHIMM Poccniickoi ®enepanun 9 ausaps 2017 r,
perucTpaunonnbiii Ne 45112) (1anee — IlpaBuia HajIexKameii NPAaKTHKH xpaHeHns); Ilpasuia
XpaHeHHs JIEKAPCTBEHHBIX CPEACTB, YTBEPKICHHbIE NPUKA3OM MHuHHECTEpPCTBA 31PABOOXPaAHEHHUS
W coumanpbHOro pasBuTHA Poccmiickoii ®exepammm or 23 aBrycra 2010 r. Ne 706m
(3aperucTpupoBan MuHncTepcTBoM locTHuuu Pocemiickoi ®enepanun 4 oxrabps 2010 r.,
perncrpamuonnbiii Ne 18608) ¢ u3MeHeHHSIMH, BHECEHHLIMH TPHKA30M MuHHCcTEpPCTBA
3APABOOXPAHECHHS H COIMHAJBHOTO PA3BUTHA Poccmiickoii ®egepanuu or 28 nexadbps 2010 r.
Ne 1221n (3aperucrpupoBan MunncrepcrBoM locrumun Poccniickoi ®enepanuu 4 deBpais
2011 r., peructpanuonnsbiii Ne 19703) (nasiee — IIpaBH/ia XpaHEHNs JIEKAPCTBCHHBIX € DECTB)

1. CoracyroTcs i € HOoJIy4aTeaeM myHKT 56 IlpaBun
OCTaTOYHBIE CPOKY I'OJHOCTH HaIe)KaeH MPaKTHKH
ITOCTABJIAEMBIX JIEKAPCTBEHHBIX XpaHEeHUs
npenapaToB?

2. duxcupyercs ju cyObeKTOM 00pallleH s nyHKT 58 IIpaBun

JIeKapCTBEHHBIX MperapaToB HEGopMalys | HajJlexKalleH MPaKTRKY
0 TIepeBO3Ke JIEKAPCTBEHHBIX NPENapaTos? | XpaHeHHs

3. OcymecTsisiercs 11 HHGOPMUPOBaHHE nyHKT 61 [TpaBun
OTIIPABUTEINS ¥ (WIH) IONTyYareis HaJIexame IpakTHKH
JIEKapCTBEHHBIX IIPENIApaToB O XpaHEeHUA

BBIIBJICHHBIX B ITPOLIECCE NMEPEBO3KU
ClIy4asx HapyIeHHs TEMIIEPATypHOro

peXuMa XpaHEHHUsA?

4. OcymiecTBisercs 1 HHPOpMHUPOBaHHE nyHkT 61 [IpaBun
OTIpaBUTeIs H (AIIH) MOTyYaTess HaJUIeXaIei MpakTHKH
JIEKapCTBEHHBIX MIPENaparoB O XpaHEeHHUs

BBISIBJICHHBIX B IIPOLECCE MTEPEBO3KU
cily4asix HapyIIeHHs IOBPEXICHHUS
YITaKOBKH?
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CpeZCTBaM H3MEPEHHI:

5. IIpemocTaBAIOTCS U CyOBEKTOM nyHKT 61 IIpaBun
oOpallieHus IEKapCTBEHHBIX NPEIIapaToB HaJIeXKaIeH TpaKTHKH
TI0 3aIIPOCY MOTYYaTENs IEKApCTBEHHBIX XpaHeHUs
IpenapaToB CBEACHU O COOIIIONCHAN
TEMIIEPATYPHOTO PEXKUMA MIPH IIEPEBO3KE
JIEKAPCTBEHHBIX PENapaToB?

6. Hcnons3yroTes JIH A7 IEPEBO3KH nyskT 62 IIpasun
JIEKapCTBECHHBIX IIPENaparoB HaJyiexaneH NpakTHKH
TpPAHCIIOPTHBIE CPENCTBA? XpaHeHUs

7. O6ecneynBaroT JIH TPaHCIIOPTHEIE nyHkT 62 [TpaBun
cpeacTBa H 060py/I0BaHHE JUIA IEPEBO3KA | HAJIeKaMEH NPaKTHKA
JIEKAPCTBEHHBIX [IPENapaToB Ka4yecTBo, XpaHeHHUs
3¢ deKTHBHOCTD U 6€30IaCHOCTh
JNIeKapCTBEHHBIX PENapaToB?

8. Hcnonp3yeTcs i Py IEPEBO3KE myHkT 62 [Ipasun
TEPMONIaCHIIBHBIX JIEKAPCTBEHHBIX HajyIe)KaeH NPaKTHKH
[IpenapaToB CCIHATH3UPOBAHHOC XpaHCHHs
oGopynoBaHue?

9. O6ecrieunBaeT JIM ClIeIHATU3HPOBAHHOE myHKT 62 IIpaBuin
oBopynoBaHHe NOLIEPKAHUE TPEOYyEMBIX HaJIIe)amen IpakTHKH
TEMIIEPATyPHBIX PEXUMOB XPaHCHHUS XpaHCHHA
JIEKapCTBEHHBIX IIPENaparoB?

10. | IIpu nepeBo3Ke IEKapCTBEHHBIX myHKT 63 IIpasun
npenaparoB cOOMIOAAETCA JIM YCIIOBHE HaJIeXallel PaKTHKA
OTCYTCTBUS NPAMOro KOHTaKTa XpaHCHHA
XJIJI03JEMEHTOB C JIEKaPCTBCHHBIMH
npenaparaMi B H30TEPMUAIECKUX
KOHTelHepax?

11 PykoBoauTeneM cy6bekTa obpammeHus nyHKT 63 IIpaBun
JIEKapPCTBEHHBIX MPENapaToB IPOBOIUTCA HaJUIeXKAMIEH MPaKTHKH
JIM HHCTPYKTAX O IOPSAKE MOArOTOBKH XpaHCHUA
U30TEPMHUYECKUX KOHTEHHEPOB K
TIepeBO3Ke JIEKapCTBEHHBIX MpenapaTos (¢
Y4ETOM CE30HHBIX 0COOEHHOCTEH), a TAKKE
0 BO3MOXXHOCTY IIOBTOPHOTO
HCIOJIB30BaHHsA XJ1a{03JIEMEHTOB?

12. | [Tpouwto nu 060py0BaHKE, OTHOCAILEECS K myHKT 64 IIpaBun

HajyIe)KameH MpaKTHKA
XpaHEeHHs

TEPBHYHYIO NOBEPKY M (WIH) KaTMOPOBKY
0 BBOZA B 3KCILTyaTaLHIO?

nyHKT 64 IIpaBun
HaJyIexKalleH MPakTHKH
XpaHEeHHUA
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MepBHUHYIO MOBEPKY H (HTH) KaTuGpOBKY
nocie peMoHTa?

nyHKT 64 TIpaBmn
HajuIexalleH NpakKTHKA
XpaHeHus

MEPHOIMUYECKYIO [IOBEPKY 1 (1WIH)
kaJHOpPOBKY B mpoLecce

myHKT 64 IIpaBui
HajJIeKallel NpaKTAKA

JIEKapCTBEHHBIX NpenapaTroB Ha
TpPaH3UTHBIX CKJIaJax?

BKCIIJ'IyaTaLII/II/I? XpaHEHHA

13. | JlocTaBisrOTCS JIM JIEKApCTBEHHBIC myHKT 65 IIpaBun
Tpernapars! 10 a/Ipecy, yka3aHHOMY B HaJUIEKAINEH NPaKTHKA
TOBAPOCONPOBOUTENIBHEIX IOKYMEHTaX? XpaHeHHs

14. | CobimronaroTes I YCIOBHS XPaHCHHS nyskt 67 [IpaBun
JIEXKapPCTBEHHBIX NPENapaToB B Hajyiexalei IpakTHKA
IOMEIIEHASX Ha TPaH3UTHBIX CKIanax? XpaHeHHUs

15. | ObecneunBaercs 1M 6€30MaCHOCTD nyHKT 67 IIpaBmn

HaJuIeXxamei MpaKTHKA
XpaHEHHs

Tapa, yNaKoBKa H MADKHPOBKA JIEKAPCTBEHHBIX NMPENapaToB (ctaTbs 46 61-@3, riasa 8 IlpaBui
HajIexKameii IPAKTUKH XPaHeHus)

yIlaKOBKa C yICTOM:

16. | Biuser ma TpancrnopTHas Tapa Ha nyHKT 68 IIpaBmi
Ka4ecTBo, 3 (HEKTHBHOCTD ¥ (e30I1aCHOCTh | Ha/eKaleH MPaKTHKH
JIeKapCTBEHHBIX IIPENapaToB MPH HX XpaHeHHs
mepeBo3Ke?

17. | OGecneunBaeT ¥ TPAHCHOPTHAA Tapa nyHKT 68 IIpaBun
3aIMTy OT BO3AeHCTBHA GaKkTOpOB HaJUIe)Karel NpakTHKA
BHEIIHEH cpepl? XpaHEHHS

18. | Buibupactcs Iu TpaHCIOPTHAL Tapa, nyskT 69 IIpaBun

HaJJIeXKaIIECH MPaKTHKA
XpaHEHHus

TpeGOoBaHMIT K yCIIOBUSIM XPaHCHUA U
[EpPEBO3KH JIEKaPCTBEHHBIX PenapaTon?

myHKT 69 [TpaBun
Ha UTIeXKaleH IIPaKTHKH
XpaHEHHS

JNIEKApCTBEHHEIX TIPETIapaToB?

o6neMa, HEOoOXOoIMMOTO I pa3MeIICHUSA

nyHkT 69 [Ipasun
HaIJIe)KaIen IpaKTHUKY
XpaHEeHU

KoneGaHuil TEMIIEpPATyphI OKPYKAroIeH
cpenni?

nyHKT 69 IIpaBmn
HaJJIeXanen MpaKkTUKI
XpaHEHHS

JUIHTEIILHOCTH TIEPEBO3KH, BKIIIOYAS
BO3MOJKHOE MPOMEKYTOYHOE XPAHCHHE
JNIEKapCTBEHHBIX IIPETapaTos?

nyHKT 69 IIpaBun
HaJJIe)XaIeH MPaKTUKH
XpaHEeHHUs
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HCIIONIE30BaHKE TTOBPEXKACHHBIX
XJ1a102JIEMEHTOB?

19. | Ha TpancmopTHYIO Tapy HaHOCATCS JIH: nyHkT 71 [IpaBun
HaJUIeXamei NpakTHKH
XpaHEHHUS
HaWMEHOBaHUS JIEKapCTBEHHBIX nyHkT 71 [IpaBun
npenaparoB? HaJJIexalei MpakTHKH
XpaHEeHUS
CEPHH JIEKapPCTBEHHBIX IIPENapaToB? myHKT 71 IIpaBun
HaJUIeKaed NpaKTHKY
XpaHEHHUs
JiaTa BhIMycka? nyHKT 71 [IpaBui
HaJyIeKaIei NpakTHKH
XpaHEeHUs
KOJMYECTBO BTOPUYHBIX nyHKT 71 ITpaBun
(TOTPEOUTENBCKUX) YIIAKOBOK HaJJIeKAIEH MPaKTHKH
JICKapCTBCHHBIX npenapaTOB? XpaHEeHHs
HH(popMaus 0 NPOU3BOJUTENC myHKT 71 ITpaBun
JIEKapCTBEHHBIX NIPENApaToB C YKA3aHHEM | Ha/IeXalneH MpaKTHKH
HaHMEHOBaHUHN H MECTOHAXO0XICHHUS XpaHEHHS
(anpeca) IpOKU3BOAMTEIL JIEKAPCTBEHHBIX
npenaparon?
CPOK I'OJTHOCTH JIEKAPCTBEHHBIX nyskt 71 [IpaBun
mpernapaToB? Ha/UTexarned MpakTUKH
XpaHEHHs
yCJIOBHS XPaHEHHSA U MIEPCBO3KH nyHKT 71 [IpaBui
JIEKapCTBEHHBIX MPENapaToB? HaJJIeXallel MPaKTHKH
XpaHEHUs
He0OX0IUMBIE NpeayIIPEAUTENBLHEIC myHKT 71 IIpaBui
Hajgnucu? HaJJIexXaIel MpaKkTHKH
XpaHeHHUs
MaHHITYJIATOPHEIE 3HAKH? nyHKT 71 IIpaBun
HaJIeKaleH IpakKTHKH
XpaHEeHHUs
D0. | Cobmonaetcs Jiy 3apeT Ha MOBTOPHOE myHKT 63 IlpaBun
HCIOJIb30BAaHHE HEJOCTATOYHO HaJIeXKaeH MpaKTHKH
OXJTAXKIACHHBIX XJ'IaIIOSJ'IeMeHTOB? XpaHCHHSA
P1. | Cobmonaercss 1 3anpeT Ha nmyHKT 63 [IpaBuin

HaJyIeXalled NpaKTHKA
XpaHCHHUS
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(nomxHocTh 1 @PUO KOKHOCTHOTO JIHIA, 3aII0JIHABIICTO HpPOBEPOYHBIH JHCT, MOIHUCE, JaTa)

(momxsOCTh B ®UO HOKHOCTHOTO JIMIA FOPUIMIECKOTO JIALA, PUCYTCTBOBABIIETO TIPH
3aI0JIHEHHH TIPOBEPOYHOTO JIUCTA, TIOAINCE, 1aTa)
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[Tpunoxernne Ne 18
K npukasy denepanbHoi CITyKOBI
110 HaJ30py B chepe 3ApaBOOXPAHEHNS

ot (09 41 401X Ne 4i38

®opMa

IpoBepoYHbIii JIUCT
(cIMCOK KOHTPOJIbHBIX BOIIPOCOB),
ucnoas3yemelii @exepaiabHoii ciyx00i no Hax3opy B cdepe 31paBOOXpAHCHHS
¥ ee TEPPUTOPHAILHLIMH OPraHaMH NPH NMPOBEICHUH JIAHOBBIX MPOBEPOK NPH
ocymecTB/JIeHHH (eepajbHOro rocy1apcTBeHHOro Haj3opa B cdepe oOpaLieHus
JIEKAPCTBEHHBIX CPEACTB
(mepeBo3Ka JEeKAPCTBEHHBIX MPeNapaToB A/ MECAHUHHCKOTO npuMeHeHHs
HHAHBHAYAJLHBIMH npeAnpHHAMATEJSAMH)

(HaPII\deHOBaHPIe oprasa, OCYIISCTRIIAIOMICTO IUIAHOBYIO nponepKy)

1. Bun roCyIapCTBEHHOTO KOHTpOJIS (nay3opa)

2. Tlpeamer IUIAHOBOM MPOBEPKH IOPHAMYECKMX JHI M HHIMBUAYaNBHBIX
MpeanpyUHIMaTeNeH OrpaHnIHBACTCS 06s13aTeIbHBIME TPeGOBaHHAMH, COOJIIOIEHHE KOTOPBIX
gBIseTcs HauGonee 3HAUAMEIM C TOUKH 3PEHMS HENONYLICHHS BOSHUKHOBEHHS YIDOSHI
IPUYMHEHUs BpeJla XH3HH, 3I0POBBIO IPAXKIAH, H3N0KCHHBIMH B dopme MPOBEPOYHOTrO JIUCTA
(CIIHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHMe OPHIMYECKOTro JHIE, (aMwims, MMs, OTIECTBO (IpH HaJINYHUH)
MHIABUYaJIbHOTO npeAnpUHEMATEIS:

4. MecTto TpOBeIeHHs IUIaHOBOM NPOBEPKH C 3aMlOTHEHHEM IPOBEPOTHOTO JHCTa:

5. PexBM3UTHI PUKa3a O MPOBEICHUU TUIAHOBOH IPOBEPKH: OT

Ne

6. YueTHbIH HOMep IPOBEPKH 1 JIaTa IPUCBOSHHU: YHETHOTO HOMCpa IPOBCPKH B EnuaoM
peecTpe MPOBEPOK:

7. JJomKHOCTb, (GaMIIHA M MHILUAIE! JOJDKHOCTHOTO JIALA (yum), mpoBozsero(ux)
TLIAHOBYIO IIPOBEPKY:

1. ;

2. :
8. ITepevueHb BOIPOCOB, OTPAXKAIOLIAX COACPKAHAE 00s3aTeNbHBIX TPeOOBaHUM, OTBET HA
KOTOpbI€ OJHO3HAYHO CBHAETENIBCTBYET O COOJIIONECHUH WM HECOOIIOACHUH FOpUANIECKUM
JIAIOM, WHIABHAYaTEHEIM MpeANpHHAMATENeM 00s13aTeNbHBIX TpeGOoBaHHl, COCTABIAIOMINX
IpeaMeT IPOBEPKH:




BbIBOJ 0 BHINOJTHEHHH
TpedoBaHmii

PexBH3IHNTBI
HOPMATHBHBIX

Ne BOl'lpOCl:l, oTpaKaomue CoAepKaHue NpaBOBbIX aAKTOB, €

HET

n/n o6s3aTeabHBIX TpeOoBanuii yKa3aHHeM HX aa

CTPYKTYPHBIX
eIMHHII, KOTOPbIMH
YCTAHOBJIEHBI
00s3aTe/IbHBbIC
TpebGoBaHHA

IIynkr 4 cratbn 9 @enepajbHOro 3aKoHa 0T 12 ampensi 2010 r. Ne 61-®3 «O6 oGpamenun
JeKapeTBeHHbIX cpencTB» (CobpaHHe 3aKOHOAATEILCTBA Poccuiickoii ®eaepanun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, c1. 4283) (nasee - 61-®3), riasa 7 lpaBun HaJJIeKameil NpaKTHKY XpaHeHHs
M TEPeBO3KH JIEKAPCTBEHHBIX NpPENapaToB Ui MEIHIMHCKOro NPHMEHEHHH, yTBEPKIACHHBIX
npuka3oM MmuHHCTEPCTBA 31paBOOXpPaHEHHH Poccuiickoii ®enepanun or 31 aerycra 2016 r.
Ne 646n (3aperucTpupoBan MHUHHCTEPCTBOM I0CTHIHH Poccuiickoii ®enepauun 9 sasaps 2017 r.,
perncrpamuonnsiii Ne 45112) (nanee — IIpaBuiaa Hajexamell NpakTHKH xpanenus); Ilpasnia
XpaHeHHs JEKAPCTBEHHBIX CPEACTB, YTBEPKICHHbIE IPHKA30M MuHucTEpPCTBA 3APAaBOOXPAHEHH
¥ coumaabHoro passutus Poccmiickoii ®emepanuu oT 23 aBrycra 2010 r. Ne 706
(3aperncrpupoBan MumnncrepcTBoM locTHumn Poccniickoi ®denepanun 4 oxradps 2010 r.,
perucTpamionnbii Ne 18608) ¢ m3MeHeHMsMH, BHECEHHBIMH TNPHKA30M MuHHCTEpPCTBA
3paBOOXPAHEHHA H COUHAJIBHOIO PA3BHTHA Poccuiickoii ®enepanun or 28 nexabps 2010 r.
Ne 1221n (3aperucTpupoBaH MHHHCTEPCTBOM OCTHIHH Poccuiickoii ®enepannn 4 ¢deBpans

2011 r., perucrpanuonnbiii Ne 19703) (nasee — Ilpanjaa XxpaneHus JeKapCTBCHHBIX ¢ DEICTB)

1. CoracyroTcs M C IoJydYaTeneM myHKT 56 IIpasun
OCTATOYHBIE CPOKH FOJHOCTH HaJUTe)XaeH IPaKTHKH
MOCTABJISIEMbIX JICKAPCTBEHHBIX XpaHEHHUA
IpenapaToB?

2. ®ukcupyetcs i CyobeKToM 00paleH s myHKT 58 [TpaBuin
JIEKApCTBEHHBIX NPENapaToB HHGOpMaIis | HaJIeKAIMEH TPaKTHKA
0 TIepeBO3Ke JIEKapCTBCHHBIX NPENapaToB? | XpaHCHHS

3. OcymiecTBisieTcs 11 HHPOPMHUPOBAHHE nyskT 61 Ipasun
OTIpaBHTENS K (MIH) IONyJaTens HaJUTeXKae MpakTHKA
JIEKQPCTBEHHBIX IPENIAPaTOB O XpaHeHHS
BBIABJIEHHBIX B IIPOLIECCE IIEPEBO3KH
ClIy4asx HapylIeHHs TEMIEPaTypHOTo
pexuMa XpaHeHHus?

4. OcyiecTBisieTcs JT1 HHPOPMUPOBAHUE nyHKT 61 IIpaBun
OTIpaBUTENs U (MIIH) MONTydaTeILs HaJIe)KaIIel TpaKTHKH
JIEKApCTBEHHBIX IIPEMapaTroB O XpaHEHHUS
BBIABJICHHBIX B IIPOIIECCE NIEPEBO3KU
ciydasix HapyIIEHHMs! TOBPEXICHHSA
yIIaKOBKH?
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cpencTBaM U3MEPEHHH:

5. ITpemoCTaBIIOTCS JTH CyOBEKTOM nyHKT 61 [Tpasun
o6paleHns JeKapCTBEHHBIX MPenapaToB HaJUIeXamel MpaKTHKH
110 3aIpOCy IOTydaTes JIEKapCTBEHHBIX XpaHEeHHs
TpenapaToB CBEASHUs 0 COOMIONEHUH
TEMIIEPATYPHOTO PEXXHUMA IIPH IICPEBO3KE
JNeKapCTBEHHBIX TPenapaToB?

6. Hcnons3yroTes JIF UL IEPEBO3KH nyskT 62 IIpaBun
JIeKapCTBEHHBIX IIPENapaToB HaJuIexamed IpaKTHKH
TPaHCIOPTHBIE CpeacTBa? XpaHEHUs

7. O6ecnevnBaloT JIM TPAHCIIOPTHHIC nyHKT 62 [IpaBun
cpencTBa H 060pyIOBaHUE JUIA IEPEBO3KY | HANIEXKAIleH MPaKTHKHA
JIEKapCTBEHHBIX MPEMaparoB KayecTBo, XpaHEeHHs
5((eKTUBHOCTD U 6€30I1aCHOCTD
JNIeKapCTBEHHBIX IIpenapaTos?

8. Hcnons3yercs 1 IPH IIEPEBO3Ke nyHKT 62 [Ipasun
TePMOJIaOHIIBHBIX IEKAPCTBEHHBIX HaJJIeXaIeH PaKTHKH
[IPENapaToB CICIHATH3HPOBaHHOE XpaHCHHA
obopynoBanue?

9. Ob6ecnednBaeT JIY CIENUAIN3UPOBAHHOE myHKT 62 IIpaBun
obopymoBaHue MOIEPKaHAE TpeOyeMBbIX HaJIeXallei MPaKTHKH
TEMIIEPATYPHHIX PEXHMMOB XPaHCHHUS XpaHCHHA
JIEKapCTBEHHBIX IIPENapaToB?

10. | ITpu mepeBo3Ke JI€KApPCTBEHHBIX myHKT 63 IIpaBuin
IpenapaToB COOIIONACTCS JIH YCIOBHE Ha[UIeXamen IpaKTHKA
OTCYTCTBHS NPSAMOro KOHTaKTa XpaHCHHUA
XJIaJ103JIEMEHTOB C JIEKAPCTBCHHBIMU
npenapaTtaMi B U30TEPMHYCCKHX
KOHTeiHepax?

11 PykoBoauteneM cyOnexTa oGpalieHus nyHKT 63 IIpaBun
JIEKapCTBEHHBIX MPENapaToB MPOBOJUTCH HajJIeXKalllei TPaKTHKH
JIH HHCTPYKTAX O IOPSAAKE IOATQTOBKH XpaHCHHA
A30TEPMHUYECKHX KOHTEHHEPOB K
TIepeBO3Ke JIEKapCTBEHHbIX MPenapaToB (¢
YYETOM Ce30HHBIX 0COOEHHOCTEH), a TakKe
0 BO3MOXXHOCTH ITOBTOPHOT'O
HCIIOIBE30BaHUs XJIA{03IEMEHTOB?

12. | Ipouwio i o6opynoBaHUe, OTHOCAIIEEC K myHKT 64 IpaBuin

HaJUIeXKalleH MPaKTUKH
XpaHEHHUA

TEpPBUUHYIO [OBEPKY U (WJIH) KaJTMOPOBKY
10 BBOJA B 3KCILTyaTaLHIO?

nyHKT 64 IlpaBun
HaJIeKaleH IIPaKTHKH
XpaHeHus
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TepBUYHYIO TOBEPKY U (WIH) KaTuOpOBKY
rnocjie peMOoHTa?

myHKT 64 I1pasmn
HajJIexallen NpaKTHKH
XpaHeHH

TIEpPHOIMHUECKYIO TIOBEPKY ¥ (WIIH)
KkagHOpOBKY B IIpouecce
SKCIUTyaTauun?

nmyHKT 64 TIpasui
HajUIeKalen MpaKTHKY
XpaHEeHHs

Ilocrammo*rca JIU JIEKapCTBEHHBIC

Ipenaparhl 110 aJIpecy, yKa3aHHOMY B
TOBapOCONMPOBOIUTENBHBIX JOKYMEHTAX ?

nyHKT 65 [Ipasun
HaJJIeXaIIeH NPaKTHKH
XpaHEeHUs

Co60ar0TCA JIM YCIIOBUS XPaHEHUA
JIEKApCTBEHHBIX MPENApaToB B
IOMEIICHAAX Ha TPaH3UTHBIX CKIaax?

myHkT 67 [Tpasun
HajIexaIne MpakTHKH
XpaHEHH

O6ecmneunBacTcs i 0€30IMacHOCTh
JIEKapCTBEHHBIX IPENapaToB Ha
TPaH3HUTHBIX CKJIAJax?

nyakT 67 [IpaBun
HaJJICXKAINCH MIPaKTHKH
XpaHEHUs

Tapa, ynakoBKa H MADKHPOBKA JIEKAPCTBEHHbIX NPeNapaTos (ctaTbs 46 61-®3, riasa 8 Ipasua
HagIeKameii IPAKTHKHA XPAHEHHS])

16.

BivsgeT n¢ TpaHCIIOPTHAS Tapa Ha
Ka4ecTBo, 3QPEKTUBHOCTE H 6€30I1aCHOCTh
JIeKapCTBEHHBIX NPENapaToB IIPH UX
nepeBo3ke?

nyHkT 68 IIpaBuin
HaJUIeXaIel NIpaKTHKA
XpaHEeHHS

O6ecnieunBaeT I TPAHCIIOPTHAS Tapa
3aIIUTY OT BO3JAEHCTBHA (HaKTOpOB
BHEIIHEH cpelibl?

nyHkT 68 [IpaBui
HaJUTeKaIEeH TPaKTHKA
XpaHEHHUs

Bri6upaeTcs 1M TPaHCIIOPTHAs Tapa,
YIIAKOBKa C yIETOM:

myHKT 69 [IpaBun
HaJIeXKaleH IPaKTHKA
XpaHeHus

TpeGOBaHHH K YCIOBUSM XPaHCHHS U
TIePEBO3KH JIEKAPCTBEHHBIX PENapaTos?

myHKT 69 IIpaBmi
HaJUIeKaIeH [IPaKTHKA
XpaHEHHS

obpeMa, He0OX0AUMOTO AT Pa3MEICHHUS
JNIeKapCTBEHHBIX NMPENapaToB?

myHKT 69 IlpaBun
HaJyTIeXAaIed MPaKTHKH
XpaHEeHUSA

KoyeGaHuii TeMIEpaTypsl OKpyKaroLeH
cpenmnr?

nyHKT 69 IIpasui
HaJUIeXKameH MPaKTHKA
XpaHEHHs

JUTHTENILHOCTH [EPEBO3KH, BKITIOYast
BO3MOYHOE IPOMEXKYTOYHOE XPaHCHHE
JNIeKapCTBEHHBIX MPENapaToB?

nyHKT 69 [Tpasun
HaJUTe)XaneH MPaKTHKA
XpaHEeHUs
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HCIIOJIH30BAHHE MOBPEXKICHHBIX
XJIaI03JIeMEHTOB?

19. | Ha TpaHCHOpPTHYIO Tapy HAHOCSTCS JH: myskT 71 IIpaBun
HaJyIeXKamen IPaKTHKA
XpaHEeHUs
HAaUMEHOBAHMS JIEKAPCTBEHHEIX nyHkT 71 ITpaBun
npemnapaToB? HajuIexKalei IpakTHKA
XpaHeHUs
CepHH JIEKAPCTBEHHBIX IIpenapaToB? nyHKT 71 IlpaBun
HaJJIeXKaIed MpakTUKH
XpaHeHHUs
Jata BhITycKa? nyskt 71 IIpasun
HaJyIeXKAaIleH NPaKTHKH
XpaHEeHUs
KOJIHYECTBO BTOPHYHBIX nyHKT 71 IIpaBun
(mOTpeGUTENBCKIX) YTIAKOBOK HaJUIeXKaIei MpakTUKA
JIEKapCTBCHHBIX IIpenapaToB? XpaHEHHS
uHpOpMAaIHs O IPOU3BOAUTEIE nyHKT 71 I[IpaBun
JEeKapCTBEHHBIX MPENapaToB C YKa3aHHUEM | Hajexalleil IpakTHKH
Ha¥MMEHOBaHUH 1 MECTOHAXOXICHHUS XpaHEHHUs
(ampeca) IPOU3BOAMTEILA JICKAPCTBEHHBIX
Ipemnaparos?
CPOK FOJHOCTH JIEKApPCTBEHHBIX nyHKT 71 ITpaBun
Ipenaparos? Ha yIe)xKanei paKTHKH
XpaHeHUs
yCIOBHSI XPaHEHHS U IIEPEBO3KU nyHKT 71 IIpaBun
JIEKAPCTBEHHBIX IPeNapaToB? HaJJIe)XameH MpakTHKA
XpaHeHHs
HeoOXO0MMbIe IpeAyNpeIUTEIbHbBIE nyHKT 71 IIpasun
HaamHCH? HaJJIe)KaIed NpaKTHKH
XpaHeHUs
MaHHUIYJIATOPHBIE 3HAKH? myHkT 71 IpaBun
HaJyIeXKaleH MPaKTHKU
XpaHeHus
DO. CoOmogaeTcs M 3apeT Ha IIOBTOPHOE nyHKT 63 1IpaBun
UCIIOJIF30BaHHE HEJJOCTATOUHO HaJIeXAaIe MpaKTHKA
OXJIAXKIEHHBIX XJIaI031€MEHTOB? XpaHEHHS
P1. | CobmomaeTcs 1u 3ampeT Ha myHKT 63 [Ipasun

HaJyIeKaIe MpakTHKA
XpaHEHHUS
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(nomxaOCTh ¥ @VIO HOMKHOCTHOTO JIHIA, 3aII0JIHUBIIETO TIPOBEPOYHBIH JIUCT, ONMHCh, 1aTa)

(momkEOCTS B ®HO JODKHOCTHOTO JIL@ FOPHIMYCCKOTO JIMIA, IPHCYTCTBOBABIIETO IIPH
3aTI0IHEHMH IPOBEPOYHOrO JIUCTA, OIHKCE, 1aTa)
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TTpunoxenune Ne 19
K npukasy ®esepanbHoi CIyKO5!
110 HaJ30py B cdepe 3ApaBOOXPaHEHHUA

OTO{zJ/%{)/QZ/ Ne Q42§

®opma

IIpoBepo4HBIii JINCT
(CHHCOK KOHTPOJIbHBIX BOMPOCOB),
ucnoJb3yembrii deepajibHOM cryx00ii o Haz30py B cepe 3ApaBOOXPAHCHASN
¥ ee TEPPHTOPHAIBLHBIMH OPraHAaMH NPH MPOBECHAH ILIAHOBLIX NpOBEPOK NpH
ocymiecTBJeHHH (helepajibHOrO rocyIapCcTBeHHOro Haji30pa B cepe odpameHust
JIEKAPCTBEHHbIX CPEACTB
(oTHmycK JieKapCTBEHHBIX NMPENapaToB s MEHIHHCKOTO npuMeHEeHHs B
MeIHIAHCKON OpPraHN3alMy 1 HHbIX OPraHH3AUHAX, HMEIOIIHX JHIICH3HIO Ha
MeXHIHHCKYIO 1eiTeIbHOCTD)

(HaMMEHOBaHHUE OPraHa, OCYIIECTBIIMIOMEr0 IIaHOBYIO POBEPKY)

1. Bun roCyAapCTBEHHOTO KOHTPOJIS (Hapm3opa)

2. Tlpenmer TUIaHOBOM TPOBEPKM IOPMAMYECKMX JHMI H MHIVBHTY AIBHBIX
npeapUHAMAaTENeH OrpaHHINBAETCS 06s3aTeNBHBIME TPEGOBAHMAMH, COOIIOICHHE KOTOPBIX
qBISETCs HamboNmee 3HAYAMBIM C TOUKHM 3PEHHA HENOMYIIEHHs BO3HMKHOBCHHSA yIPO3BI
IIPHYMHEHNS Bpe/la XU3HH, 3[0POBBIO IPAXIaH, U3/I0XKCHHBIMY B dbopme MpOBEPOYHOTO JIHCTA
(CIICKA KOHTPOJIBHBIX BOTIPOCOB).

3. HanMeHOBaHHe IODHIMYECKOTO JHIA, (aMuiusd, HMs, OTYECTBO (TpH HaJIMYKH)
HUHIAMBHIYaJIbHOIO npeAIpUHIMATENS:

4. Mecto TIPpOBCICHU IUIAaHOBOH npoBEPKU C 3aIMIOJIHEHUEM TIPOBEPOIHOTO JIACTA!

5. PexBM3UTHI IPHKA3a O NPOBEJCHHM IUIAHOBOH IPOBEPKH: OT

Ne

6. YueTHBIH HOMEp MPOBEPKHU U {aTa IPUCBOSHHUS Y4€THOT0 HOMEpa IPOBEPKH B EnnnoM
peecTpe NPOBEPOK:

7. JomxHOCTh, haMUIKs U MHULMAJIE! JOJDKHOCTHOIO JIMIA (yur), poBoAsLIero(kX)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. [lepeueHs BOIPOCOB, OTPAXAOIIMX COACPIKAHHE 00s3aTeNbHEIX TPeOOBaHHMH, OTBET HA
KOTOpble OJHO3HAYHO CBHIETENLCTBYET O COOIIIOIEHIH WM HECOOMOAEHHH IOPHINIECKUM
JIHIIOM, MH/MBHLYaNTbHEIM TIPSATPHHAMATENeM 0043aTebHBIX TpeGOBaHMi, COCTABIAIOMNX
IpeAMET MPOBEPKH:
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PeKkBH3HTBI BoiBoza o
HOPMATHBHBIX BBINOJTHEHHH
Ne Bonpocsl, oTpakamue coaep:Kanne NPaBOBLIX AKTOB, C TpeOoBaHmii
n/n o6sa3aTe/ILHBIX TPeOoBaAHHH yKa3zaHHEM HX

CTPYKTYPHBIX aa HeT
e(MHHIl, KOTOPbIMH
YCTaHOBJICHBI
obs13aTeIbHbIE
TpeboOBaHHA

®egepaabHbIii 3aK0H oT 12 anpens 2010 r. Ne 61-@3 «O6 o0pammeHnN JeKaPCTBEHHBIX CPEACTB
(Co6panue 3axononarenbcTBa Poccmiickoi ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nanee - 61-®3); PeaepaabHbIil 3aK0H 0T 8 IHBapH 1998 r. Ne 3-@3 «O HapKOTHYECKHX
cpeacTBax H IICHXOTPONMHLIX BeEMIECTBAX» (Cobpanmne 3axoHopaTeabcTBa Poccuiickoii
®enepamuu, 1998, Ne 2, cr. 219; 2016, Ne 27, cr. 4238) (nanee - Ne 3-®@3); IIpasmiia oTmycka
JEKApCTBEHHBIX NpeNapaToB s  MeJHUHMHCKOr0o NpHMEHeHWs, B TOM  4uCIe
HMMMYHOOHO/IOTHYeCKHX  JIEKADCTBEHHbIX  INPENaparoB, AaNTEYHbLIMH  OPraHH3alHAMH,
MHIMBHAYAILHBIMH NPENPHHUMATEISAMH, HMCIOIHMH JIANEH3HI0 HA (apMaleBTHIECKYIO
AeATENbHOCTh, YTBEpXKAEHHbIE NPHKa3oM MUHHCTepCTBa 3APaBOOXPAHEHHS Poccuiickoit
®enepamuu ot 11 wroas 2017 r. Ne 403H (3aperncrpupoBaH MunncTepcTBOM IOCTHIHH
Poccuiickoii ®enepamun 8 cenrsiops 2017 r., perncrpanuonnbii Ne 48125) (manee - IIpaBuiaa
ornycka); Ilopsgok Ha3HAYeHHS M BLINMCHIBAHHSA JICKADPCTBEHHLIX NpeNaparos, H3aenit
MEIHIMHCKOT0 HA3HAYEHHS H CHENHAIM3HPOBAHHBIX NPOIYKTOB Je4eOHOro MNMTAHAH,
yTBepHKIeHHLIH  NpuKa3oM MHHHECTepCTBA 3APABOOXPAHEHHS H COUMAJIBHOIO pa3sBHTHHA
Poccniickoii ®enepamn ot 12 gespans 2007 r. Ne 110 (3aperucrpupoBad MuHHCTEPCTBOM
rocrumun  Poccmiickoii ®exepamuu 27 anpeas 2007 r., permcrpanmoHHbIf Ne 9364) ¢
H3MeHeHHsIMA, BHECEHHbLIMH NpHKazom MunucTepcersa 3apaBooxpaHenus Poccniickoii
®egepanun ot 26 ¢espans 2013 r. Ne 94n (3aperncTpHpOBaH MHuHHCTEPCTBOM IOCTHIHH
Poccuiickoii ®enepanun 25 urons 2013 r., perucrpannonnbiii Ne 28881) (nanee — Hucrpyxnus);
TlepeueHs HAPKOTHYECKHX CPEJICTB, ICHXOTPOMHBIX BEMECTB H HX MPEKyPcoOpoB, MOAJIEKAMUX
KoHTpomo B Poccmiickoit ®eaepanuu, YTBePKICHHBLIH TOCTAHOBJIECHHEM IIpaBuTEABLCTBA
Poccuiickoii ®enepanun ot 30 mions 1998 r. Ne 681 (CobpaHue 3aK0OHOIATE/IBCTBA Poccuiickoit
®enepaunn, 1998, Ne 27, cr. 3198; 2017, Ne 33, 1. 5182) (nanee - IlepeveHh HAPKOTHIECKHX
M NCHXOTPONHLIX JEKapCcTBeHHBIX mpenapatos); Ilopsitok HasHa9eHMsi H BBINHCHIBAHHS
JIEKAPCTBEHHBIX NpPENapaToB, a Takke (OPM PpelenTypHbIX 0/1aHKOB Ha JIEKapCTBCHHbIC
npenaparsl, Hopsxok odopMiIeHHs yKa3aHHBIX 0JJAHKOB, HX Y1€Ta H XpaHeHHS, YTBepKIACHHbIA
npukazoM MumHCTepcTBa 31paBooxpanenus Poccuiickoii @enepanun o1 20 pexabps 2012 r.
Ne 1175 (3apermcTpupoBan MunucTeperBoM locTHmmn Poccuiickoii ®enepannn 25 uonA
2003 r., peructpanuonnbiii Ne 28883) ¢ uzMeHeHHAIMH, BHECCHHLIMH NPHKA30M MuHuCTEpPCTBA
3apaBooxpanenus Poccuiickoii @enepanun ot 21 anpens 2016 r. Ne 254 (3aperucTpHpoOBaH
Munucrepersom octunun Poccumiickoii @enepauun 18 mions 2016 r., perncTpalHOHHbII
Ne 42887) (nanee - Iopsi0k Ha3HAYEHHS H BHINUCHIBAHHAA)

1. [omyyaroT n¥ MeJWIMHCKHE OpTaHM3alMy | MyHKT 3.1 [Ipunoxenus
JNIEKapCTBEHHBIE IpemapaTsl M3  amTedHoH | Ne 13 riasbl III
OpraHM3aLliy [0 TPeGOBAHMSIM-HAKIIAHEIM? HucTpyKumH

2. Umeercs M Ha TpeGOBaHMsAX-HAKNAMHBIX Ha | mynkt 26 IIpasun
TIOJTy4YeHHe JIEKapCTBEHHBIX PENapaToB: OTIIyCKa;
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1. 3.1 IIpunoxenus
Ne 13 rnassi 111
HucTpyKIUH

rramin?

nyHKT 26 [IpaBun
OTIIYCKa;

nyHKTH 3.1, 3.2
IMpunoxernns Ne 13
rnasel 111 UaCTpyKIMM

KpyTias MeYaTh MEAHIMHCKON OpraHH3aluu?

myHKT 26 [IpaBun
OTITyCKa;

nyskTH 3.1, 3.2
[Mpunoxenus Ne 13
riasl 111 MaCTpyKIIMH

IO AITACH €€ PYKOBOOHUTCIA  HIIHM cro
3aMecTHTENA 110 JiedeOHOoH vacTtu?

myHKT 26 IIpaBun
OTIyCKa;

nyskTH 3.1, 3.2
TMpunoxerns Ne 13
rnasbl 111 MacTpyKuum

HOMepa, JaThl COCTAaBIICHAS JIOKYMEHTa?

myHKT 26 [IpaBun
OTIyCKa;

myHKT 3.1 [Iprnoxenus
Ne 13 rnaBsr 111

HHCcTpyKIun

OTIHpABHTEIS ¥ NOJTydaTelis JIEKapCTBCHHOTO
mpenapara?

myHKT 26 [IpaBun
OTIIyCKa;

myHKT 3.1 IIpunoxeHus
Ne 13 rnasm 111

WucTpyKuuu

HaVMEHOBAaHKME JIEKapCTBEHHOTO IIpemapara
Ha JIATMHCKOM s3bIke (C  yKasaHHeM
N03MpOBKH,  (QOpMBI  BBIIYCKA,  BHIA
yIaKOBKH, criocoba mpuMeHeHus)?

myHKT 26 [IpaBun
OTITyCKa;

myHKT 3.1 Ilpunoxenus
Ne 13 rnagsr 111
Unctpykunn

KOJIMYECTBO 3aTpeOOBaHHBIX JICKAPCTBEHHBIX
rpernapaToB?

myHKT 26 IIpaBun
OTITYCKa,

myHkT 3.1 [Ipunoxenns
Ne 13 rnass1 111
Hucrpyxuun

KOJIMYECTBO M CTOMMOCTH OTIIYIIEHHBIX
lIeKapCTBEHHBIX IIPENnapaToB?

myHKT 26 IIpaBun
OTITYCKa,

nyHKT 3.1 Ilpunoxenus
Ne 13 rnags! I
Huctpykiuu

OC}’H.ICCTBJISIGTCH A OTHYCK IO OTACIBbHBIM
TpCGOBaHI/IHM-HaKJIalIHBIMI

myHKT 27 IIpaBuin
OTIyCKa
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upcie OTIycKaeMbIX Ge3 perenTa?

HAPKOTHYECKHX " ncuxoTponHbix | myHKT 27 IpaBun

JlexapcTBeHHBIX IpenaparoB CIHCKa II u 1II | ormycka

[MepedHs HApKOTHYECKHX H TCHXOTPOIHBIX

TeKapCTBEHHBIX IPENapaToB?

leXapCTBEHHBIX TPENIApAaToB, MOIEKAIIX myskr 27 ITpasun

IpeIMETHO-KOIMYECTBCHHOMY y4eTy? OTIIycKa

MHBIX JIEKAPCTBEHHBIX IMPENApaToB, B TOM nyuxr 27 [pasu
OTIyCKa

VKa3pIBalOTCS JIM TP BBIIMCHIBAHUH
JIEKAPCTBEHHOTO npenapaTa s

WUHIUBUIYAJILHOI'O 0OJILHOT'O JOIIOJIHUTEIBHO!

nyskT 3.2 IlpunoxeHns
Ne 13 rnassi 11T
HucTpyKuuu

ero (hamMuIis 1 HHALHAIBI?

myHkT 3.2 Ilpunoxenus
Ne 13 rnassr 111
HEcTpyKIUH

HOMep HCTOpHH GoJe3Hu?

nyskT 3.2 IpunoxeHus
Ne 13 rnassr 11T

NucTpykumn

BBIIUCHIBAIOT JTH CTOMATOJIOTH, 3yOHBIE BpaUH
3a cBOeil MOANMHCEIO TpeOOBaHWA-HAKJIAIHBIC
TONLKO HA JIEKAPCTBEHHBIE  IIperaparsl,
HMpUMEHSIECMBIE B CTOMAaTOJIOrMIECKOM
kaOuHeTe, 6€3 IpaBa BbIJauH HX MallieHTaM Ha
pyku?

nyHKT 3.3 [Ipunoxenus
Ne 13 rnassr I
HucTpyKuuu

HNmMeercss 1 Ha Tpe6OBaHI/I$IX Ha SIJOBUTHIC
JICKapCTBCHHBIC CPEACTBA!

nyHkT 3.4 IpunoxeHus
Ne 13 rnass 11
HucTpyKiua

IOJMKCH CTOMATOJIOra UK 3yOHOTO Bpaya?

nyHKT 3.4 [Ipunoxenus
Ne 13 rnaser 111
HHcTpyKInn

MOAMHUCH PYKOBOIHMTEIS YUpEeXKICHHS
(OT/IeNIEHHAs) MK €T0 3aMECTHTEIS?

nyHKT 3.4 [IpunoxeHus
Ne 13 rmagsr1 111
HHCTpYKIIHH

KpyIrias MedaTh MEMIMHCKOH OpraHH3al|H?

nyHKT 3.4 [IpunoxeHus
Ne 13 rnaser 11T
Wnctpykiun

Odopmitens! mu TpeGoBaHHA-HAKIATHBIE HA
OTIYCK  YacTHONPAKTHKYIOLMM  BpavaM
JNIEKApCTBEHHBIX ~IIPENaparoB B  IOPAIKE,
onpenenerHom 0. 3.1 - 3.4 MHcTpyKumu?

myHKT 3.5 [Ipunoxenns
Ne 13 raassr 111
WucTpykin

OcyIuecTBIsIeTC. i XpaHEHWe TPeOOBaHHI-
HAKJAmHBIX, 10  KOTOPBIM  OTIIYIIEHBI
JIeKapCTBEHHEIE NIPETIapaThl:

nyHkT 3.6 [Tpunoxerns
Ne 13 rmasst 111
HucTpyKimu




Ha  HApPKOTHYECKME M  [ICHXOTPOIHBIE
nexapcTBenHsle mpenapathl Cracka II u 111
[lepeunss HapKOTHYECKUX W MCUXOTPONHBIX
JIeKapCTBEHHBIX IIPENapaTtoB - B TCYCHHE
necsrta 1et?

nyHKT 3.6 Ilpunoxenus
Ne 13 rnassi 111
HHcTpyKnu

Ha JIEKapCTBEHHbIE IpenapaThl, MOIEXKaIue
[pe/IMETHO-KOJIMIECTBEHHOMY Y4eTy, - B
TeueHue Tpex JeT?

myHKT 3.6 [Ipunoxenus
Ne 13 rnasst I1I
WHcTpyRuuu

Ha HHBIE JIEKApCTBEHHBIC IIpernaparel - B
TCUCHUC OJHOTO ro,ua?

nyskT 3.6 IIpunoxenns
Ne 13 rnassr 111
HucTpyxiun

(momxHOCTh 1 OUO OIDKHOCTHOTO JIMIIA, 3aTIOHUBILIETr0 IPOBEPOYHBLH JIMCT, IOAIHUCH, laTa)

(zomxHOCTS 1 ®UO HODKHOCTHOTO JIMIA FOPUAMIECKOTO JIMIA, IPACYTCTBOBABINCTO IPH

3aIMOJIHCHUH IIPOBEPOYHOTO JINCTA, TOAIIHCE, naTa)
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IMpunoxxenue Ne 20
K npukasy ®enepanbHOR CITyKObI
TI0 HAI30py B cepe 3ApaBOOXPaHEHHs

ot 09 4140/ Ne G420

®opma

IIpoBepo4HBbIil THCT
(cMHCOK KOHTPOJIBHBIX BONPOCOB),
ucno/b3yemblii ®enepanbHoii cay:xboii mo Hag3opy B chepe 31paBOOXpaHeHHS
H e¢ TEPPHTOPHAILHBIMH OPraHaMH NPH NPOBeJeHHN MIAHOBBIX NPOBEPOK NpH
ocyliecTBIeHHH PeaepanbLHOro rocyiapcTBeHHOro Haa30pa B cepe oOpameHus
JIEKapCTBEHHBIX CPEACTB
(oTmycK H peanu3amus JeKapCTBEHHBIX NPeNapaToB s MEAUIHHCKOro
NpUMEeHEHHs B anTeKe roTOBBIX (opm)

(HaUMEHOBaHME OpTaHa, OCYIUECTBISIONMEro INIAHOBYIO MPOBEPKY)

1. Bun roCyAapCTBEHHOIO KOHTPOJIS (Ham3opa)

2. TlpemMer IUTAHOBOM IPOBEPKM IOPHIOMYECKHX JIMI M HMHIMBHAYaIbHBIX
TpeIpuHUMaTENell OrPaHNINBAeTCs 0053aTebHBIMU Tpe©oBaHUAMH, COONIOIEHHE KOTOPBIX
ABIIgeTCS Haubojee 3HAYMMBIM C TOYKH 3PE€HHS HEIOIYIIEHHS BO3HHKHOBEHHMSA YIPO3bI
NpUYHHEHNS Bpea )KU3HH, 37I0POBbIO MPaXkIaH, H3JI0KEHHBIMH B (bopMe IpOBEPOYHOrO JIUCTA
(cHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHE IOPHAMYECKOTO JHIA, (aMuiusa, WMs, OTYIECTBO (mpH HAJTHYMH)
UHJIWBUIYaIBHOTO IpeAnpUHUMATE]IA:

4. MecTo IpOBeleHHs IUIAaHOBOH IPOBEPKH C 3aIlOJHEHHEM MPOBEPOYHOrO JIHCTA:

5. PeKkBU3UTHI MpUKa3a O NPOBEICHUM ILIAHOBOW IPOBEPKH: OT

Ne

6. YdeTHbII HOMEp IPOBEPKY U 1aTa IIPHCBOEHHS yIETHOIO HOMEpa IIPOBEPKH B Ennnom
peecTpe IpOBEPOK:

7. JloJDKHOCTb, (haMIUTHSl ¥ MHULHAIIE JOKHOCTHOTO Juua (JIHL), IPOBOAAIIETrO(KX)
IIJTAHOBYIO MTPOBEPKY:

1. ;

2. .

8. IlepedeHb BOIPOCOB, OTPAXAIOIIMX COIEPXKaHue 00s3aTebHBIX TpeOOBaHU, OTBET HA
KOTOpEIE OJHO3HAYHO CBHJIETENHCTBYET O COONIIONACHUH HIIH HECOOIIOEHUH IOpUANYECKUM
JIMIIOM, MHIMBUIYalbHbIM MpeIIpHHAMATENEM 00A3aTeIbHBIX TpeOoBaHUH, COCTABIIAIONINX
IIpeaMeT IPOBEPKHU:
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PexBH3HTHI BeiBox o
HOPMATHBHBIX BHINOTHEHHH
Ne Bonpocsl, 0Tpaxalomue coxepxanue NpaBoOBbLIX AKTOB, € TpeboBanmii
n/n 06s3aTe/IbHBIX TPeGoOBaAHMIH yKa3aHHEM HX

CTPYKTYPHBIX aa HeT
elMHHI, KOTOPLIMH
YCTaHOBJICHBI
o0s13aTe/ILHbIE
TpeboBanus

®eepaanubiii 3aKkod ot 12 anpens 2010 r. Ne 61-®3 «O06 06pamennn JeKAPCTBEHHBIX CPEACTB)»
(Cobpanue 3akoHoaaTenbcTBa Poceniickoii ®egepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (naxee - 61-®3); @eaepaabHbIii 33K0H 0T 8 AHBAPH 1998 r. Ne 3-®3 «O HAPKOTHIECKHX
cpeacTBaxX H TNCHXOTPONHBLIX BEMIECTBAX» (CoGpanne 3aKkonozaTenbcTBa Poccuiickoi
®enepanuu, 1998, Ne 2, cr. 219; 2016, Ne 27, cr. 4238) (nanee - Ne 3-03); IIpaBuia oTmycKa
JIEKAPCTBEHHBIX ~ MpPENapaToB Ui  MeJHUMHCKOr0  NpUMEHEHH#, B  TOM  HHCIC
MMMYHOGHOIOTMIECKHX  JEKAPCTBEHHBIX  NPENapaToB, anTedHbLIMH  OPraHM3AIMIMH,
HHINBHAYAILHBIMH [PeXIPHHAMATEISIMH, HMCIOMMMH JIMIEH3HI0O HA dapmaneBTHIECKY IO
JAeSITeJIbHOCTh, YTBeP:KIeHHBbIe MNpHKa3oM MHHHCTEPCTBA 3APaBOOXPAHCHHS Poccniickoit
®enepamun ot 11 wmioas 2017 r. Ne 403H (3aperucTpHpOBaH MHHHCTEPCTBOM HOCTHIMH
Poceniickoii ®enepamun 8 centsGps 2017 r., peracTpanHOHHLIH Ne 48125) (manee - IIpaBuia
ormycka); Ilopsiok Ha3HAYeHHS W BBLINHCHIBAHHS JICKAPCTBEHHBIX NpENapaTos, H3eani
MEIMIMHCKOT0 Ha3HAYEHHMS] M CHENHATH3UPOBAHHBIX IPOXYKTOB Jeq4e0HOr0 TNHMTAHMSA,
yTBepAIeHHbI  IpHKa3oM MHHHCTEPCTBA 31PABOOXPAHEHHS H COUHMAILHOIO pa3sBUTHHA
Poccuiickoii ®enepanun ot 12 despans 2007 r. Ne 110 (3aperncTpupoBaH MuHHCTEPCTBOM
rocrumnn  Poccmiickoii @enepanua 27 anpeast 2007 r., permcTpanHoOHHbIN Ne 9364) c
H3MEHEHHSIMH, BHECEHHbIMH mpHKazoM MuHHCTEpCTBA 3PaBOOXpPaHCHHs Poccuiickoif
@enepanun or 26 ¢pespana 2013 r. Ne 94m (3aperncTpupoBaH MuHHCTEPCTBOM OCTHIAH
Poccuiickoii ®enepamun 25 uions 2013 r., peracTpanuoHHbIH Ne 28881) (nanee — UHcTpYKINs);
TlepedeHs HAPKOTHYECKAX CPEACTB, ICHXOTPONHEIX BEMECTB U HX NMPEKYPCOPOB, MOIEKAMMHX
konTpomio B Poccmiickoii ®enepanun, yTBepKICHHBIH MOCTAHOBICHHEM IlpaBuTenLCTBA
Poccniickoii ®enepamnn ot 30 urons 1998 r. Ne 681 (CoGpaHune 3aKOHOATEILCTBA Poccuiickoi
denepanun, 1998, Ne 27, cT. 3198; 2017, Ne 33, cr. 5182) (nanee - [IepeveHs HAPKOTHYECKHX
M NCHXOTPOMHBLIX JIEKAPCTBEHHBIX Npenapato); ®opMel 0aHKOB PEeNENTOB, COACPMAMMHX
HazHaYeHHe HAPKOTHYECKHUX CPEICTB HJIH ICHXOTPOMHBIX BEIIECTB, MOPSI0K HX H3TOTOBJICHM,
pacnpefeienus, PerHCTPalMH, Y4era M XpaHeHHs, a Takke NpaBuIa odopMmiieHHS,
yTBepKIeHHble NpHKa3oM MuHnucTepcTBa 3ApaBOOXpaHEHHS Poccniickoii ®enepanmuu 0T
1aBrycra 2012 r. Ne 54n (3apernctpuposad MHHHCTEPCTBOM HOCTHIHH Poccuiickoit @eaepanuu
15 aBrycra 2012 r., perucrpanuonnbiii Ne 25190) ¢ H3MeHeHHAMH, BHECCHHRIMH MPHKA30M
MunsncrepeTBa 3apaBooxpaHenust Poccuiickoii ®enepanun ot 21 ampeasi 2016 r. Ne 254u
(3aperucTpupoBan  MHHHCTEPCTBOM OCTHUHH Poccmiickoii ®enepanun 18 wmrons 2016 r.,
perucrpaunonHbIii Ne 42887) (aanee - mpuka3s Ne 54); Ilopsizok Ha3HAYEHHN H BLINMHCHIBAHUS
JIeKAPCTBEHHBIX NpEnapaToB, a Takke (GopM peUeNTYPHBIX OJIAHKOB HAa JIEKapCTBEHHLIC
Ipenaparhbi, HOpAA0K 0pOPMIEHHS YKa3aHHbIX 0JJaHKOB, UX y1eTa H XPAHCHMU, yTBepKICHHbIH
npuka3oM MHHHCTEPCTBA 31PaBOOXPAHECHHS Poccuiickoit ®enepaunu ot 20 gexabpsa 2012 r.
Ne 1175n (3aperncTpHpoBaH MHMHHCTePCTBOM OCTHIHHA Poccuiickoii ®enepanuu 25 MIoHSA
2003 r., perucTpanuonablii Ne 28883) ¢ n3MeHeHHAMH, BHCCEHHBIMH NPHKA3IOM MunucTepceTBa
sapaBooxpanennsi Poccuiickoii @enepanun or 21 anpess 2016 r. Ne 254n (3aperncTrpHpoOBaH
MunncrepcrsoM toctuuun Poccniickoit ®exepanuu 18 mionst 2016 r., perucTpanHOHHBINA
Ne 42887) (nanee - Ilopsiiok Ha3HAYEHHS H BHITHCHIBAHHSA); IlepedeHn JeKAPCTBEHHBIX CPEACTB
AN MEIHMIMHCKOro TNPHMEHEHHs, IOJJeKAMHX MNpPeAMEeTHO-KOJHYeCTBEHHOMY YHeTy,
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yTBEpAIAeHHbIH MNpHKa3oM MuHHHCTEPCTBA 3ApaBOOXpaHCHHS Poccuiickoit  Pegepanmu
or 22 ampens 2014 r. Ne 183n (3apermcrpupoBan MHHHCTEPCTBOM IOCTHIHH Poccuniickoii
®enepanun 22 mioas 2014 r., perucrpamnonnbiii Ne 33210) ¢ HIMeHeHHAMH, BHeCeHHLIMH
npuka3om MuHHCTepcTBa 30paBooxpaHenus Poccuiickoi ®denepanun ot 10 cenrsdps 2015 r.
Ne 634n (zaperumcrpupoBaH  MHHHCTEPCTBOM  IOCTHUHH Poccuiickoit  @exepanus
30 cenrsnéps 2015 r., perucTpanuonnbii Ne 39063) (nasee - Ilepedens JexapcTBeHHBIX CpeicTB);
Ilopsok OTHMycka (H3HYECKHM JIMIaM JI€KAPCTBEHHBIX MNpenapaToB A MEIHIHHCKOro
NPHMEHEHHsl, COJEPKANMHUX KPOMe MAJIbIX KOIHYECTB HADKOTHIECKUX CPEACTB, HCHXOTPONHBIX
BeNIecTB H MX NPEKypPCOpoB Apyrue papMaKoJornyeckue akTHBHbIE BEMECTBa, yTBepXKIACHHbIH
npnKa3oM MUHHCTEPCTBA 3PABOOXPAHEHHS H COLHAILHOT0 PA3BHTHS Poccniickoit ®enepanun
or 17 mas 2012 r. Ne 562m (3apermcrpupoBan MunucTepcTBoM 1ocTHHHH Pocchiickoi
®enepanun 1 mions 2012 r., perHcTpanuoHHbIH Ne 24438) ¢ u3MeHEHHAMH, BHECEHHBIMH
npuka3om MuHHCTepcTBa 31paBooxpaHenns Poccniickoii ®enepannu oT 10 ceutsniops 2015 r.
Ne 6341 (3aperucTpupoBan MunncrepcrBoM roctunuu Poceniickor ®enepauuu 30 ceHTsHOPH
2015 r., perucTpannonnbii Ne 39063) (nanee — nopsiox); IlepeueHn KU3HEHHO HEe00X0IHMBIX H
BAXKHEHMHNX JIEKAPCTBEHHLIX NpemapaTos Ha 2016 rox, a Takke mepeveHb JIEKapCTBEHHBIX
NpenapaTos /il MEAMIMHCKOro NPHMEHEHHs H MHHUMAJIbHDIH ACCOPTHMEHT JIEKAaPCTBEeHHbIX
npenapaToB, HEOOXOAMMBIX JUIfi OKa3aHHMsl MeIHIHMHCKOH momomM, YTBepPHICHHLIE
pacnopsiskennem IIpaBuTtenscrea Poccmiickoii ®enepanuu oT 26 mexabps 2015 r. Ne 2724-p
(Co6panue 3akoHoaaTebcTBa Poccuiickoii ®enepannm, 2016, Ne 2, ct. 413) (nanee — Ilepevenn
JIEKAPCTBEHHLIX IMpPENAPATOB, BXOJAIMX B MHHHUMAJBHBIA ACCOPTHMEHT); Ilepeuens
Jo/KHOCTeH (papManeBTHUECKHX M MEIHIHHCKAX PaGOTHHKOB B OPraHM3anMsX, KOTOPBHIM
NPEA0CTAB/ICHO MPABO OTIYCKA HAPKOTHYECKHX JIEKAPCTBECHHBIX NPENapaToB H NCHXOTPOMHBIX
JIEKAPCTBEHHBIX MPENapaToB (GHIMIECKHM JHNAM, YTBEPKICHHbIH MPUKA30M MuHHCTEpPCTBA
3apaBooxpaHennst Poccniickoii ®enepanun ot 7 cenrsiops 2016 r. Ne 681u (3apermcTpupoBaH
Musncrepcreom foctunuu Poccmiickoii @enepanmn 21 ceHTSOps 2016 r., peracTpanuOHHbIH
No 43748) (nanee — [lepeveHb NODKHOCTENH)

1. OTmyckarores m HapKOTUYECKHE u | myskT 3 IIpasun
ICHXOTPOITHBIE JIEKAPCTBEHHBIE MPENapars! Mo | OTIyCKa
perrentam?

2. OrmyckaroTcs Ju  MMMyHOGHosoruyeckme | myHKt 3 IlpaBun
JIeKapCTBEHHbIE IperapaThl 10 penentam? OTITyCKa

3. Otnyckarorces b1 HapKOTHYECKHE u | mynkr 4 [IpaBun

TICUXOTPOIIHbIE  JIEKAPCTBEHHEIE IPENaparsl, | OTIYCKa;

paecenaple B Cmmcox 11 Ilepeuns | mpumoxenus Ne 1 m 2 k
HapKOTHYECKHX " ICUXOTPONHbIX | mpuka3y Ne 54u
NIeKapCTBEHHBIX IpenapaTos, pH
NpeIbABICHAM PENENTOB, BBITHCAHHBIX HA
penenTypHbIX Onankax ¢popmel Ne 107/y-HII,
YTBEPKACHHON IPHUKA30M Ne 54n?

4. Otnyckarotrcs m ncuxotponHsle | myHKT 4 ITpasun
NeKapCTBEHHbIE IIperaparhl, BHECEHHBIE B | OTIYCKa;

Crucox Il Tlepeuns Hapkotwdyeckux H | myHkr 9 Ilopsnxa
NICHXOTPOIIHBIX JIEKAPCTBEHHBIX IIPEMaparoB, | HA3SHAYCHHUS U
TIPH TIPEIbABICHUH PELENTOB, BHIIMCAHHBIX Ha | BBIMHCHIBAHHS
penenTypHbx Gnankax gopmer Ne 148-1/y-88,
yTBEpKIEHHOM nprkazoM Ne 54H?
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Ornyckatotest 1 HApKOTHYECKHe U
NICHXOTPONHbBIE  JIEKAPCTBEHHBIC — IperapaTel
Crnucka II Ilepeunss HapKOTHYECKHX H
ICHXOTPONHBIX JIEKAPCTBEHHBIX MPENapaToB B
BHAE TPAaHCACPMAIBHBIX  TEPAIEBTUYCCKHX
CHACTEM TpH  [PEOBIABICHHH  PELEeNTOB,
BHIIMCAHHBIX HA PENENTYPHBIX OlaHKaX GOpMBI
No 148-1/y-88, yTBep)KACHHOH IMPHUKA30M
Ne 54u?

nyHkT 4 [Ipasun
OTITyCKa;

nyHKT 9 INopszaka
Ha3HAYCHHs U
BBHINHACHIBAHUS

OTIycKaKoTCs JIM JIGKApCTBEHHBIE Ipenaparsl,
BKIIOYEHHBIE B IIEpEUCHb JIEKAPCTBEHHBIX
CpeiAcTB Ui MEMHIMHCKOrO IPHUMCHEHHS,
MOUIEKAIMUX  [PEIMETHO-KOIHYECCTBEHHOMY
yuery, Tpd  TpPEABbSBICHHM  PELENTOB,
BBITHACAHHBIX HA PELENTYPHEIX 61aHKaX GOPMBI
Ne 148-1/y-88, yTBEpXKICHHOM MpPHUKa3OM
Ne 54n?

IyHKT 4 [IpaBun
OTITyCKa;
pasmenst  I; I, III
[lepeuns

JIEKAPCTBCHHBIX CPEACTB

OTIycKaloTCs M JIEKapCTBEHHEIE Ipenaparsl,
obnagaromye aHabONMMYECKOH aKTHBHOCTHIO,
IpH TPEIBABICHAH PEIENTOB, BHITHCAHHBIX Ha
penentypHubx Gnarkax dopmel Ne 148-1/y-88,
yTBEpXKIeHHOM mprka3oM Ne 54u?

1. 4 [IpaBun oTIycKa,
NOAIYHKT 3 MyHKTa 9
ITopsiaka Ha3HAYECHHS H
BEHINMCHIBAHHUS

OTmycKaloTCs TH JIeKapCTBEHHBIE MpPErapaTh,
cojepxampe KpOME MalblX  KOJMYECTB
HAPKOTHYECKHX  CPEICTB,  MCHXOTPOIHBIX
BEIECTB M WX  IPEKypCcOpoB  Jpyrue
(papMakoJIOrHYeCKUE aKTHBHBIE BEIECTBA, NIPH
IPEIbABICHAN DPELENTOB, BHIIHCAHHBIX Ha
penentypHbix Gnankax ¢opmel Ne 148-1/y-88,
yTBepKIeHHO#M npuKkazoM Ne 54u?

nyHKT 4 IIpaBun
OTIIyCKa; MYHKT 5
nopsiika

OcymecTBIsIeTC. JTH OTIYCK JIEKapCTBEHHBIX
npenaparoB 6e3 PElENnTOB B COOTBETCTBHH C
MHCTPYKUMAMH O  HX  MEJUIMHCKOMY
IPUMEHEHUIO?

nyHKT 5 [IpaBun
OTIIyCKa

10.

OCyIIecTBIACTCS M OTHYCK JIEKapCTBEHHBIX
IperaparoB B TEYCHHE YKa3aHHOrO B pelente
CpOKa ero JeHCTBHsA?

myHKT 6 [TpaBmn
OTITyCcKa

11,

[lpunuMaeTcs JH B ClOy4ae OTCYTCTBHA
NEeKapCTBEHHOro  Ipemapara  pelenTt  Ha
o0cIy’)KHBaHHUE B CICAYIOINHE CPOKH!

yHKT 6 IIpaBui
OTITyCKa

[PELIENT C IOMETKOM «statim» (HEMEIIICHHO)
oOciy)XKuBaeTcs B TEYCHHE  OIHOTO
pabodero mHA co OHA OOpamIeHus JuIa K
Cy6BEKTY PO3HHYHOMN TOPrOBJIH?

nyHKT 6 IIpaBun
OTITyCKa

pEIIENT C TIOMETKOM «Citoy» (CPOYHO)
06CITyXKMBA€ETCs. B TEUEHHE JIBYX pabodux

nyHKT 6 [IpaBun
OTIIyCKa




179

el co HA obpalneHus A K CyOheKTy
PO3HHYHOM TOPTOBIH?

pelienT Ha  JIEKAapCTBEHHBIH  IIpemapar,
BXOIAIIMHA B MHHHMAIBHBIA aCCOPTHMEHT
lIeKapCTBEHHBIX NpenapaToB pifiv|
MEIHIMHCKOTO TPUMEHEHHS, HEOOXOMMMBIX
s okasaHMsA  MEIMIIMHCKONM  ITOMOIIH,
o6Gcmy)KuBaeTcss B TE€YCHHE IIATH pabourx
nHeit co AHS obpamneHus nuna kK CyObekTy
[PO3HHUYHON TOPTOBJIH?

nyHkT 6 [IpaBun
OTITyCKa

12.

O6CITyXK1MBaeTCA JIA PELIENT Ha JIEKApCTBEHHbIH
npenapar, OTIIyCKaeMblii OecIuraTHO HIH CO
CKHAKOM M HE BOWIENNMHA B MHUHHMAaJIbHBIHA
aCCOPTHMEHT JIEKapCTBEHHBIX NpENapaToB s
MEIUIIMHCKOTO TIPHMEHEHHUS, HEOOXOMMMBIX
U1 OKa3aHHsd MEIWIMHCKOM IIOMOIH, B
TeueHWe JecATH pabounx JHEH co JHA
ofpamennst Jmna K CcyOBEKTY PO3HHYHOM
TOProBiu?

nyHkT 6 [Tpasun
OTIycKa

13.

O6cmyXuBaroTCa b1 penenTsl Ha
NEKapCTBEHHbIE IIPENapaThl, Ha3HagaeMbIEC IO
pemeHnI0 BpaueOHOM KOMHCCHH, B TCYCHHE
ITHAAUATH pabodux JHel co JHs 0OpalneHus
JIANA K CyOhEKTy PO3HHYHOHN TOpProsiu?

myHKT 6 [Tpasun
OTITyCKa

14.

OTIycKaAIOTCs JIH JIEKapCTBEHHBIC IPENapaThl
10 PEIENTaM C HCTEKIIMM CPOKOM JIeACTBHS?

myHKT 6 IIpaBun
OTITyCKa

15.

OcymiecTBisieTcss M IPH HCTEYCHHH CPOKa
JeHCTBHs pelienTa B NEPHOJ HAXOXACHUS €ro
Ha OTCPOYEHHOM OOCIY)XMBaHHH OTIIYCK
JIEKapCTBEHHOTO IpenapaTa 1o TaKoMy PelenTy
(Ge3 ero mepeodhopMIcHHS)?

myHKT 6 IIpaBun
OTIIyCKa

16.

OTIycKaroTCs M JIeKapCTBEHHEBIE NPENapaThl B
KOJIMYECTBE, YKa3aHHOM B perente?

myHKT 7 IIpaBun

Ha3HAYCHHA U
BBITHUCHIBAHUSA

17.

Otmyckaer mH (hapMaleBTHUECKHH pPabOTHUK
TIpeebHO IOIyCTUMOE HIM PEKOMEHI0BAHHOE
KOJIMYECTBO JIEKAPCTBEHHOIO IIpemapara Ui
BHIIHCHIBAHMS Ha  OOMH  peUuenT  IpH
NpENbSABICHAM pelenta ¢ IPeBBINCHHEM
npeaeabHo JIOITyCTHMOTO WIN
PEKOMEHI0BaHHOTO KOJIHYECTBA
JIEKapCTBEHHOTO IIpenapara A BHITHCHIBAHUS
Ha OQMH  penent ¢  IIPOCTaBICHHEM
COOTBETCTBYIOIIEH OTMETKH B perente?

myHKT 7 IIpaBun
OTITyCKa

OTITyCKa; IPHIIOKCHUS
Ne 1 u Ne 2 Ilopsnka
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18. | OcymectBisieTcsa JNH OTMYCK JICKApCTBEHHOTO | CTAThA 46 Ne 61-03;
mpemapaTa B IEPBHYHOM M BTOPHYHOH | MYHKT 3 cratpu 27
(MOTpeOUTENBCKOI) YIIaKOBKax c | Ne 3-@3;
MapKuPOBKOH? myHKT 8 IIpaBun

OTITyCKa

19. | Hapymaercs M  NepBHYHAS  YNAKOBKa | IYHKT 8 IIpaBun
JIeKapCTBEHHOTO MpernapaTa IpH ero oTmycke? | oTmycka

20. nyHKT 9 IlpaBun
[IpocrapmseTcs M pH OTITYCKE OTITyCKa
JIEKapCTBEHHBIX NPENapaToB Ha perentTe
OTMETKA 00 OTIyCKe JeKapCTBEHHOTO
npernapaTa ¢ yKa3aHueM:

TOPrOBOTO HAMMEHOBAHHS, O3MPOBKM M | MyHKT 9 IIpaBui

KOJIMYECTBA OTIMYIIEHHOTO JIEKApPCTBEHHOIO | OTIIyCKa

npenapara?

pamunIH, HMeHH, 0TdecTBA (IpH HamM4KMK) | MyHKT 9 [TpaBHiI

MeIHIIMHCKOTO paboTHHKa B CiydYasX, | OTIyCKa

yKa3aHHBIX B a03alle YeTBEPTOM IIyHKTa 7 U

a63ane Tperbem myHkTa 10 IIpaBun

oTmycka?

PEKBU3HTOB JOKyMEHTa, yAocToBepsiomero | myHKT 9 [IpaBu

JIMIHOCTD nMna, HOJIy4YMBIICTO | OTITYCKa

IeKapCTBEHHBI Ipemapar, B Ciydae,

ykazaHHOM B tyrKTe 20 [Ipasum oTmycka?

haMmITHH, MMEHH, OT4eCTBa (IpH Hanuawy) | MyHKT 9 IIpasmn

(hapMaIieBTHYECKOTO paboTHHKa, | oTIycKa

OTIYCTHBIIETO JIEKAPCTBEHHBIN Ipenapar, 1

€ro TOATUCH?

naThl OTITyCKa JleKapcTBEHHOro npemnapara? | myHKT 9 IIpaBun
OTITyCKa

21. | BosBpamaerca qu peuent ¢ oTMeTkod mnpw | myHkt 10 IIpaBmn
OTIlyCKE JIEKapCTBEHHBIX IIPENapaToB IO | OoTImycCKa;
pelenty, BBIIMCAHHOMY Ha PEUENTYPHOM | mpuioxenue Ne 2
6nanke QopMer Ne 107-1/y, yTBEpXICHHOH | [Topsika HasHAYEHHS K
npukazoM Ne 54H, CPOK ACHCTBUSA KOTOPOTO | prinvorimapug
COCTABJISICT ONUH roa?

22. | Ilepemaercsa b3 dapmaneBTHyeckuM | myHKT 11 IIpasin
paGOTHHKOM iy, IpHOOPETAIOIIEMY | OTIIyCKa

(monyyaromeMy) JEKapCTBEHHBIE MpenapaThl
O pEIENTy, BHIIMCAHHOMY Ha pelenTypHOM
6manke dopmer  Ne  148-1/y-04 (),
YTBEPXKIECHHOH IIPHKa30M Ne 54n, nnmu
dopmer Ne 148-1/y-06 (m), yTBEpIKACHHOMH
npukazoM Ne 54H, 3amOJHEHHBIA KOPEIIOK
TaKoro penenta?
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23.

[Tpocrasnsercs i npu OTILYCKE
HapKOTHYECKOTrO u IICUXOTPOIHOTO
nexapcTBenHoro npenapara Crucka II [Tepedrs
HapKOTHYECKHX " IICHXOTPOITHBIX
JIEKapCTBEHHBIX IIpenapaToB Ha penente o6
OTIIyCKe JIEKapCTBEHHOTO IIperapara nedaTh
OpraHu3alMi, B KOTOpOH yKa3aHO MOJIHOE
HauMeHOBaHue (IIPY HAIMYHH [1eYaTH)?

myHKT 12 [IpaBun
OTIIyCKa

24.

Vka3plBaeTcs M Ha pelenTe HIH KOPEIIKe
pelienta TOYHOE BpeMs (B 9acaX M MHHYTaX)
OTIycKa HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Ipenapara?

nyHKT 13 IIpaBuin
OTITyCKa

25.

Ortnmyckarotcs JIE  MMMYHOOHOJIOTHYECKHUE
JIEKapCTBEHHBIE IpenapaThl MpH HATHYIAH
CIIELIMATBHOrO TEPMOKOHTeiHEpa?

myHKT 13 IIpaBun
OTIIyCKa

26.

OctaloTci M XpaHATCcS JH Y CyOBeKTa
o0paleHns: JTeKapCTBEHHBIX CPEICTB PELICIITHI
(¢ ormerkoit «JlekapcTBeHHBIH —Tpenapar
OTIYUIICH ») HA:

nyHkT 14 [IpaBun
oTImycKa

HApKOTHYESCKHE U [ICUXOTPOITHEIE
nexapcrBenHbie mpenapatsl  Crmcka 11
[lepeunss HAPKOTHYECKUX M MCHXOTPOMHBIX
IEKapCTBEHHBIX IIPENapaToB - B TEUCHHE
MSATH JIET?

nyHKT 14 [IpaBun
OTIIyCKa

[ICHXOTPOITHbIE JICKAPCTBEHHBIE MpenapaThl
Crmucka III TlepeuHs HapKOTHYECKHX H
[ICHXOTPOIIHBIX JIEKapCTBEHHBIX
[penaparos - B TEUCHHE IATH JIeT?

nyHKT 14 [Ipasun
OTIycKa

JIeKapCTBEHHbIE IPENapaThl, OTIYCKaeMBbIC
GecIIaTHO WK CO CKHIKOH, - B TEUCHHE
Tpex Jet?

nyHKT 14 IIpaBun
OTIIyCKa

KOMOHHHPOBAaHHBIE JIEKapCTBEHHBIE
[pemaparsl, COAEpXallde HapKOTHYECKHe
CcpeicTBa WM IICHXOTPOIIHBIE BEILECTBA,
pHecennsle B Crnmcku II m III Tlepewrs
HApKOTHYECKUX u TICUXOTPOIHBIX
JIeKapCTBEHHBIX IIPEnaparoB,
M3rOTOBIICHHBIE B alTEYHOM OpraHM3aLlUH,
- B TEUCHHE TpeX JIeT?

myHKT 14 [IpaBui
OTILyCKa

leKapCTBEHHbIE IperapaTsl, 00Jaxaronme
aHaGOIMYECKOM aKTHBHOCTBIO, - B TEUECHHE
Tpex JeT?

myHKT 14 IIpaBui
OTIIyCcKa

lleKapCTBEHHBIE IIpEnaparhl, MOISKaIIIe
[IPEIMETHO-KOIMYECTBEHHOMY Yy4eTy, - B
TEUCHHUE TPEX JIET?

myHKT 14 ITpasun
OTIIyCKa
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neKapcTBEHHBlE MpemapaThl B KHJIKOH
liekapcTBeHHOM popme, conepaume Gonee
15% STHIOBOTO CIOHPTA OT 00BEMa rOTOBOM
[IpO/YKIIHH, - B TEUCHHE TPEX MeCsIeB?

nyHKT 14 [Ipasun
OTITyCKa

HHBIC JIEKapCTBEHHBIE
OTHOCSIIUEC o
AHTHIICUXOTHYECKHAM
NO5A), amkcuonutkaMm (kom NO5B),
CHOTBODHBIM M CEJaTHBHBIM CpPEJCTBaM
(xonr NO5C), anTHACIIPECCAHTaM (xon
NO6A) ¥ He NOMIEKAIIHE NPEAMETHO-
KOJIMUECTBEHHOMY Y4ETy, - B TEUCHUE TPEX
MecsIieB?

pernaparsl,
ATX K
cpeacrBaM  (KOX

nyHkt 14 IIpaBui
OTIIyCKa

27.

OtMeyqaloTcs JM PELENTHl, HE YKa3aHHBIC B
IIYHKTE
«JIexapCTBEHHBIN Iperapar OTIyIIEH)?

14 IlpaBun oOTmycKa, INTaMIIOM

nyHkT 15 [IpaBun
OTITyCKa

28.

Bo3ppamaroTcs JIM PelENThl, He YKa3aHHEIE B
TMYHKTE
I0JTyHBLIEMY JIEKapCTBEHHBIN mpeniapar?

14 TIlpaBun oTmycka, JHIy,

myHKT 15 Ilpasun
oTHmycKa

29.

HmeeTcs
PETHCTPUPYIOTC  PELENThI,
HapyuieHueM [IpaBui oTIrycka, ¢ yKa3aHHeM:

AH  OKypHa1, B  KOTOpPOM

BBRIIIMCAHHBIC C

IyHKT 15
[IpaBui OTIIycKa

BLISBJICHHBIX HapylieHHi B 0QOpMIICHHH
perienita?

IyHKT 15
[TpaBui oTmycka

haMEIAM, MMEHH, OTYeCTBa (IIPH HAJTHYIUH )
Ta, BHINKMCABILETO PELENT?

MYHKT 15
[TpaBui oTIycka

HAVMEHOBAHHS MEIMIMHCKON OpraHu3auu?

IOyHKT 15
[TpaBu otiycka

NpHHATHIX Mep?

myHKT 15
IIpaBui ormycka

Orpannuennsi, HajJaraemble Ha (papManeBTHIECKHX

npogecCHOHANBHOM JeATeNbHOCTH (CTATHS 74 ®enepaabHOro 3aKOHA

pab0THHKOB NpPH OCYIECTBICHHH UMM
ot 21 nosnbpsn 2011 r.

Ne 323-@3 «O6 ocHOBAX OXpaHBI 3A0POBbs rpaxian B Pocchiickoi ®egepauun» (Cobpanue
3aKoHoxaTeaberTBa Poceniickoit ®enepanun, 2011, Ne 48, cT. 6724; 2017, Ne 31, cr. 4765) (nanee -

Ne 323-®3)

30.

dapmaueBTHIECKHE PaOOTHHKH ¥
PYKOBOIHMTENH aIITeUHBIX OpraHI3alui:

HDOJIYHKTHI 2 U 4
MyHKTa 2 CTaThu 74
Ne 323-®3;

myHKT 17 IIpaBun
oTIycKa

[10JTy4aroT JIU OT KOMIIAHUH, IPEACTABHTENA
KOMIIaHHH 00pa3Ibl TeKapCTBEHHbBIX
perapaTos JUIsl BPyYeHHs HACEICHHUIO?

HOIYHKTHI 2 ¥ 4
TyHKTA 2 CTaThH 74
Ne 323-@3;

myHKT 17 IIpaBun
OTIIyCKa




[PEIOCTABIISIOT JIM HACEICHUIO
HEIOCTOBEPHYIO H (HIIH) HETIONHYIO
MHPOPMALIHIO O HAJMYKH JIEKAPCTBEHHBIX
penaparoB, BKIIIOYas JIEKAPCTBCHHBIC
HpenapaThl, HIMEIOIIHe OJMHAKOBOE
MEXTYHAPOJHOE HENATEHTOBAHHOE
HauMeHOBaHHE?

MOJIYHKTSHI 2 ¥ 4
IyHKTa 2 CTaThH 74
Ne 323-®3;

myHKT 17 IIpaBun
OTITyCKa

CKPBIBAIOT /I HHGOPMAIUIO O HATHIHH
neKapCTBEHHBIX IIPENapaToB, MMEIOIIHX
Golee HU3KYIO LIEHy?

MOJIIYHKTHI 2 1 4
nyHKTa 2 cTaThu 74
Ne 323-®3;

nyHKT 17 IIpaBui
OTIycKa

Tpeﬁonamm K OTHYCKY HapKOTHYE€CKHX H NCUXOTPOMNHBIX JIEKapCTBECHHBIX npenapaTos,

JIEKapCTBECHHBIX
JIeKapCTBCHHBIX NpeENapaTos, noaJIeKamux npeamMeT: HO-KOJINYECTBCHHOMY YU€TY

npenapaTtos, 00Jama0muxX

anaGoaunueckoi

AKTHBHOCTHIO,

HHBIX

31.

OcyIIeCTBIAETCS JIM OTIYCK HAapKOTHYECKUX U
TIICHXOTPONHBIX JIEKAPCTBEHHBIX IperapaToB
(apManieBTHYECKUMHU paboTHHUKAMH,
3aHMMAIOIMMH JOJDKHOCTH, BKIIOYCHHBIC B
TlepedeHp JOIDKHOCTER?

myHKT 19 [IpaBun
OTIIyCKa;
I[MepeueHs NOKHOCTEH

32.

OcymecTBis€TCS JIH OTIYCK JICKApCTBEHHBIX
IpenaparoB, OONajalOMKUX —aHabOIHIECKOH
aKTHBHOCTBIO, dbapManeBTHYSCKIMH
pabOTHHKAaMH, 3aHUMAIOIMMH  JOJDKHOCTH,
BKJTIOYEHHEIE B [lepeueHb JODKHOCTER?

myBKT 19 IIpaBun
OTITyCKa;
[epedcHb NOKHOCTEH

33.

Otnyck JIeKapCTBEHHBIX npenaparos,
MOVIEKAIMX  [IPEIMETHO-KOJIHIECTBEHHOMY
y4ery, OCYILECTBIIAETCSA m
¢apMaIeBTHYECKAMH pabOTHHKAMH,
3aHMMAIOIUMK JIOJDKHOCTH, BKIIOYECHHBIC B
ITepeueHb TOIKHOCTEH?

myHkt 19 [IpaBun
OTIyCKa;
[MepeueHb TODKHOCTEH

34.

OTIrycKarTC izt HApKOTHYECKHE U
IICHXOTPOMHBIE  JEKAapCTBEHHBIC IPENapaThl
Crnucka II  TlepeyHs HapKOTHYECKHX H
IICHXOTPOIHBIX JIEKapCTBEHHBIX IpPENaparoB
npu TpeIbsBICHAH IOKYMEHTa,
yAOCTOBEPSIOLIETO JIMYHOCTb, iy,
yKa3aHHOMY B DpeELenTe, €ro 3aKOHHOMY
NPENCTABATENIO MM  JIANY, HMCIOIIEMY
0(pOpMIIEHHYIO B COOTBETCTBHHU c
3aKOHOJATeNLCTBOM Poccuiickoi Deaepanyuu
JIOBEPEHHOCTh Ha MIPaBO IIOJMYYCHHS TaKHX
HapKOTHYECKHX u TICHXOTPOIHBIX
JIEKapCTBEHHBIX NPENaparoB?

mysKT 20 IIpaBun
OTILyCKa

35.

Brlaercs I 1OCIe OTIIyCKa HAPKOTHYECKHUX H
NICHXOTPONHBIX JEKAPCTBEHHBIX IIPENaparoB
Croucka II u IIT TlepeyHs HApKOTHYCCKHX H
ICUXOTPOIHBIX JEKapCTBECHHBIX IIPENapaToB
CHTHATYpA C XEJTOM IOJNIOCOH B BEpXHEH 4acTH

myHKT 22 IIpaBun
OTITyCKa
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¥ HaAOUCHI0 4YepHBIM MmpudTOM Ha HEH
«Curnarypay, B KOTOPOH YKa3bIBaIOTCS:

HANMEHOBAHHE H aipec MecToHaxoxaeHns | mynkr 22 Tlpasun
cyObekTa OOpalneHHs — JIEKapCTBEHHBIX | OTIyCKa
cpencTs?

nyHKT 22 [IpaBun
HOMEDp H JIaTa BHIIHCAHHOTO perenta? oTHyCKa
haMEMsA, UMs, OTYeCTBO (IPH HAIAYAH) | MYHKT 22 TlpaBun
numa, g KOTOPOro  NPEAHA3HAYeH | oTImycKa
NeKkapcTBEHHBIH IperapaT, €0 Bo3pacT?
HOMEDP MEIUIMHCKOM KapThl MalHeHTa, | IMyHKT 22 [IpaBun
OMYYAIOIEro MEIUIMHCKYIO IOMOIIb B | OTITyCKa
aMOyJIaTOPHBIX YCIOBHSX, i1 KOTOPOTO
IpeHA3HAYEH JIEKApCTBEHHBIN IpenapaT?
baMuHs, MMs, OTYECTBO (TIPH HAIMYHM) | MYHKT 22 Ilpasun
MEIUIIMHCKOTO pabOTHHKA, BBIIMCABIIErO | OTmycKa
pCIlenT, er0 KOHTAKTHBIH Tenedor mmbo
TenedoH MeTUUMHCKOH OpraHu3anuu?

myHKT 22 [IpaBun
CoNepKaHue pelenTa Ha IATHHCKOM A3bIKe? | ormycka
baMuHs, UMsT, OTYECTBO (TIpH Hanuuuu) B | myHKT 22 ITpasun
MOIACH (apMaleBTHUCCKOro paGoTHHKA, | OTmycKa
OTITyCTHBIIETO JIEKAPCTBEHHBIH Ipenapar?

myHKT 22 [IpaBun
laTa OTIyCcKa JIEKapCTBEHHOTO npenapata? | ormycka

TpeGoBaHus K OTIYCKY

MEAHMIHHCKYI0 NeATECJIbHOCTD

JEeKapCTBEHHbIX IIpenaparTros no TpCﬁOBaHﬂﬂM-HaKﬂaI{HLIM
MEAUIITHHCKHX opraﬂmauni’l, HHIHBHAYAJbHBIX npezmpunuMaTeJleii, HMEINX JHIEeH3HI0 HA

36.

myHKT 26 IIpaBun
UMeeTcst U Ha TpeGOBaHMAX-HAKTamublx Ha | OTIYCKa
TI0JTydY€eHHe JIEKAPCTBEHHBIX MPENaparoB: Ipunoxernne Ne 13
rinassl [II UHCTpYKIMH
myHKT 26 [IpaBuin
rran? OTIIYCKa;

’ IMpumnoxenne Ne 13
rnasel [11 MHCTpYKIIMH
nyHKT 26 [IpaBun

KpyTias neyarhb MEIULIMHCKO#M | OTIIYCKa,
opraHu3anuu? IMpunoxxerne Ne 13

rinassl [II MHCTpYKIMH

HOANIMCh €€ pPYKOBOOUTENsA MK  €ro
3aMeCTHTENS 10 JiedeOHoMH yacTu?

nyHKT 26 IIpaBun
OTIIyCKa;
[Mpuitoxenne Ne 13
rnassl 111 UHCTpYKIMH




HOMeEp HOKyMeHTa?

nyskT 26 [Tpasun
OTITyCKa;
[Mpunoxenne Ne 13
rnassl 111 MaCTpYKIIMH

raTa COCTaBJICHUA IIOKYMCHTa?

nyHKT 26 [IpaBun
OTIIYCKa;
IMpunoxenne Ne 13
rinassl [II MHCTpYKITHH

HaHMECHOBaHHE
TeKapCTBEHHOro mpernapara?

OTIIPAaBUTENA

myHKT 26 [IpaBui
OTITyCKa;
[Mpunoxenne Ne 13
rinassl 11 MHCTpYKIAH

HAaNMEHOBAHHE
TeKapCTBEHHOTO Npenapara’?

roaxy4arest

myHKT 26 [IpaBun
OTITyCKa;
IMpunoxenue Ne 13
rnass! [1I MTHCTpYKITHH

HalMEHOBaHHE JIECKapCTBEHHOr O Npenapara
Ha JIATHHCKOM s3bIke (€ yKa3saHHEM
NO3WpOBKKA, (GOpMBI  BBIIYyCKa, BHIA
YTIaKOBKH, CII0c06a MPHMEHEHH)?

nyHKT 26 [IpaBui
OTIIYCKa;
[Mpunoxenue Ne 13
rnassl 11 MHCTpYRIIMH

KOJITYECTBO 3aTpe0OBaHHBIX
eKapCTBEHHBIX IIpenapaToB?

nyHKT 26 [IpaBuin
OTILYCKa;
TMpunoxenne Ne 13
rnassl [T MaCTpYyKItMH

myHKT 26 [IpaBuin
KOJIMYECTBO M CTOHMOCTh OTIYIIECHHBIX | OTITYCKa,
TexapCTBEHHEIX IpenapaToB? [Mpunoxenue Ne 13
rnassl [II UaCcTpyKIuH
37. OCyIeCTBASeTCS MM OTIYCK TO OTAeMbHBIM | TYIXT 27 Ipasun
TpeGOBAHMSM-HAKIIAJHEIM: OTmycKa
HApPKOTHYECKHX 3 ICUXOTPONHBIX | MyHKT 27 IIpaBui
nexapcTeennbIx npenaparos Crcka [Tu I1T | oTmycka
[lepeuHs HAPKOTHYECKHX U IICHXOTPONHBIX
TeKapCTBEHHBIX IIpenapaToB?
ICKapCTBEHHBIX IIPENapaToB, MOIEXaIIIX nynkr 27 [Tpasun
TIpe/IMETHO-KOIUYECTBCHHOMY y4IeTy? oTmycka
MHBIX JICKAPCTBEHHBIX IIEIApaToB, B TOM | )<t 27 Ilpasun
1CIIe OTITYCKaeMbIX Oe3 perenTa? OTiycka
38. TIpocTaBisieTcs 1M Ha TpeGOBaHUU-HAKIAMHOH | TYHKT 29 Ilpasun
OTMETKAa O KOJMYECTBE M CTOMMOCTH | OTIyCKa
OTHYIIEHHBIX JIEKAPCTBEHHBIX IIPeNapaTos?
39. OcyImecTBsieTcs: M XpaHEHHE TPEOOBAHMH- | MyHKT 30 ITpasui
HAKTagHBIX, 110  KOTOPHIM  OTIIYIICHBI | OTIyCKa

JICKapCTBEHHBIC IIpENIapaThl:
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TCUCHUEC OJHOI'O ronxa?

Ha HapKOTHUECKHe M  ICHXOTpomHbie | myHKt 30 ITpaBun
nexapcreernsie npenapathl Cricka Il u III | oTmycka
[Nepeuns HapKOTHYECKHMX M MICHXOTPOIHBIX
TeKapCTBEHHBIX IIpENapaToB - B TEYECHHE
ATH JeT?
Ha JIEKapCTBEHHBIE npenaparsl, | myHKT 30 IIpaBun
T10JIJICXKAIIHUC IIpeaMETHO- | OTIIYCKA
KOJMYECTBEHHOMY YUETY, - B TEUCHHE TPEX
htet?

nyHKT 30 [IpaBun
Ha MHBIE JIEKAPCTBEHHBIE IIpPEraparhl - B

OTIyCKa

40.

CobmrofaeTcs JTH 3ampeT Ha HapyIIeHHe
TepBUYHOM yIIaKOBKH JIEKapCTBEHHOTO
npenapara IpH €ro OTIycKe Mo TpeboBaHHIO-
HaklamHOM (3@ HCKIOUeHHeM cyObekrTa
PO3HMYHOM TOPTOBIIH, HMEIOLIETO JIMLEH3UIO HA
(dapManeBTHIECKYIO JEATENIBHOCTE C IPaBOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX NIPENapaToB)?

nyHKT 31 [Ipasun
OTIIyCKa

41.

Cobiromaercs M 3alpeT Ha  OTIYCK
JIEKApCTBEHHBIX IIPENapaToB B KOJHYECTBE,
yKa3aHHOM B peLeNnTe, B Ciy4ae, Korma Uit
JIEKAapCTBEHHOTO  IIperapaTa  YCTaHOBIICHBI
TpefIebHO JOIYCTUMOE HJTH PEKOMEH/IOBAHHOE
KOJIMYECTBO JUIA BHIIHACHIBAHMA Ha OIHMH
penent?

myHKT 7 IlpaBun
OTITyCKa; IPHII0XKEHHUS
No 1 u Ne 2 TTopsinka
Ha3HA4YECHHUS H
BBITHCHIBAaHHUS

42.

Cobmomaercss M 3ampeT Ha HapylieHUe
BTOPHUYHON  (IOTPeOUTENHCKOH) — yIaKOBKH
JEKapCTBEHHOTO  Ipemapara ¥ OTHYCK
JIEKaPCTBEHHOT0 Ipemapara B [ICPBUYHON
ynakoBKe?

myHKT 8§ [IpaBun
OTIIyCcKa

43,

Cobmomaercs JIM  3anpeT Ha  OTHYCK
HapKOTUYECKHUX u IICUXOTPOIHBIX
nexapcTBenHbx npenaparoB Crmcka II u III
IMepeudss HApKOTHYECKMX H ICHXOTPONHBIX
JIEKapCTBEHHBIX MPENapaToB Mo TpeGOBaHUAM-
HaKJIaaHbIM WHAABUNYAJIBHOIO
NpeANpHHIMATENs, MMEIOMEro JIMICH3NIO Ha
MEIMIIHHCKYIO AESATEIbHOCTD?

myHKT 28 IIpaBun
OTIyCKa

(momxuaocTh 1 PHIO HOIHKHOCTHOTO JIALA, 3aII0IHUBIIErO TIPOBEPOYHEIH JIUCT, TIOMIIHCE, [1ATa)

(mormxHOCTE 1 ®VIO ONKHOCTHOTO JIAIA FOPAAMICCKOrO JIMNA, IPHCYTCTBOBABLICTO IIPH
3aII0THEHHH IPOBEPOYHOTO JIMCTA, OMIHCE, JaTa)
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IMpunoxenue Ne 21
K nprkaszy OefepalbHOR CITyXObI
10 HaA30py B cdepe 31paBOOXpaHCHUA

or O HAE Ne GH 4K

®opma

IIpoBepo4YHbBIH JIHCT
(CIICOK KOHTPOJIBHBIX BOIPOCOB),
ncnoJb3yemblii @eaepanabHoii c1yxk060ii Mo Haa30py B cepe 31paBOOXpaAHEHHS
H ee TePPHTOPHAJLHBIMH OPraHAMH NPH NPOBEeHHH MJIAHOBLIX NPOBEPOK NPH
oCyLIeCTBJICHHH (helepajbHOr0 rocyAapcTBEHHOro Haa30pa B cepe oOpaueHus
JIEKAPCTBEHHBIX CPEACTB
(oTmyck H peann3anus JeKapcTBEHHbIX NPeNapaToB A/ MEAHIHHCKOr0
nNpUMeHeHHs! B aNTEYHOM NMYHKTE)

(HaMMEHOBaHHUE OPTaHa, OCYIIECTBILIOLIEr0 IUIAHOBYIO MIPOBEPKY)

1. Bun roCcyAapCTBEHHOTO KOHTPOJIA (Hag3opa)

2. Tlpenmer IUIaHOBOM NPOBEPKH IOPUAMYECKMX JIUI M  HHAWBAXYalIbHBIX
[peATpHHEMATE eH OTpaHIYMUBACTCS 003aTeTbHBIME TPEGOBAHHMAMH, COOJTIOIEHAE KOTOPBIX
SBISETCS HamboJiee 3HAYMMBIM C TOYKHM 3pEHMS HEJIOINYIICHHsS BO3HUKHOBEHHS YIPO3bI
IIPHYMHEHHS BPeia XU3HH, 3N0POBBIO TPaXX/IaH, H3JI0KEHHBIMU B HOpMe IIPOBEPOTHOTO JIHCTa
(crimcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHEe IOPHAMYECKOrO IHl@, (aMHIMS, WM, OTYECTBO (UpH HATHIHH)
UHIHBHYaJIBHOTO NpeanpHHAMATEIS:

4, MecTo TpoBeleHHs IUIAHOBOH MPOBEPKH C 3allOJHCHHEM NPOBEPOYHOrO JIHCTA:

5. PexBU3HTHI NpHKa3a O IPOBEJECHHH IJIAHOBOH MPOBEPKH: OT
Ne

6. YueTHbIH HoMep IPOBEPKH | 1aTa IPHCBOCHHSA YYETHOTO HoMepa PoBepkH B EfuHOM
peecTpe NpOBEPOK:

7. JIOJDKHOCTH, (haMIUTHS ¥ MHULMAIE! JOJDKHOCTHOTO Jiuua (JIHL), HPOBOIALIEro(HX)
IUTAHOBYIO IIPOBEPKY:

1. ;

2. .

8. ITepeueHs BOIPOCOB, OTPAXKAIOIIMX COAEPKAHUE 00I3aTEIBHBIX TpeOOBaHHH, OTBET HA
KOTOpBIe OJHO3HAYHO CBHIETEIBCTBYET O COGMIONEHMH MM HECOOMONCHIN IOPHANICCKIM
NULOM, AHI¥BHAYaIBHBIM MpEANPUHAMATEIEM 00S3aTeNbHbIX TPeOOBaHHH, COCTABIMIOMINX
IIpeIMeT IIPOBEPKH:




PexBH3HTHI BbiBoj 0

HOPMATHBHBIX BBINOJTHCHHH
Ne Bonpocel, 0Tpaskaiomue coAepxanne PaBOBbIX AKTOB, C TpeGoBanuii
n/n o6sa3aTeNLHBIX TpeOoBaHMI yKa3aHHEM HX

CTPYKTYPHBIX aa HeT
eHHHI, KOTOPbIMH
YCTAHOBJICHBI
o0s3aTe/IbHbIE
TpeboBanus

®denepaibHbIi 3aK0H oT 12 anpens 2010 r. Ne 61-@3 «006 o6pamenns JIeKAPCTBEHHBIX CPEACTB)»
(CobGpaHue 3aKOHOIATEIHCTBA Poccuiickoit ®exepamun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (3anee - 61-@3); PeaepaabHbIi 3aKOH OT 8 ssaBaps 1998 r. Ne 3-@3 «O HapKOTHYECKHX
CpeicTBAX H NICHXOTPOMHBIX BEMECTBAX» (CoGpanue 3aKOHOAATEIbCTBA Poccuiickoi
®enepannn, 1998, Ne 2, ct. 219; 2016, Ne 27, cr. 4238) (nanee - Ne 3-@3); IlpaBuaa oTmycKa
JIEKAPCTBEHHBIX  NPEnapaToB  Ads  MEJUIMHCKOro  MpHMEHCHUA, B TOM YHCIE
MMMYHOGHOJOTHYECKHX  JIEKAPDCTBEHHBIX — NPENaparos,  aNTEIHbLIMH OpraHH3alHsAMH,
MHAMBHAYAILHBIME NPEINPHHHMATEIAMH, HMEIOMHUMH JIHICH3AI0 HA (dapManeBTHYECKYIO
MeATEILHOCTD, YTBEHJICHHbIe NpHKa3oM MHHHCTePCTBA 3/PaBOOXPAHEHH Poccniickoi
®enepamuu ot 11 mioas 2017 r. Ne 4031 (3apermcTpupoBan MUHHCTEPCTBOM OCTHIAH
Poccuiickoit ®enepanun 8 cenradpa 2017 r., perncrpammonnbiii Ne 48125) (nasee - IIpasuaa
ormycka); ITopsiiok HasHaueHMS H BbINHCHLIBAHHSA JIEKAPCTBEHHBIX Mpenaparos, H3J1eJ i
MEIUIMHCKOr0 HA3HAYEHHS H CHENUATH3HPOBAHHLIX MPOAYKTOB JedeOHOro NHTAHHA,
yTBepAIeHHBbIH  Ipukazom MHHHECTEpCTBA 3[PaBOOXpAHEHHS U COLMAJIBHOTO Pa3BHTHA
Poccuiickoii ®egepanun ot 12 despans 2007 r. Ne 110 (3aperucrpupoBan MHHACTEPCTBOM
roernmun  Pocemiickoii ®enepanun 27 ampens 2007 r., perucTpanuonubpii Ne 9364) ¢
H3MeHeHHsIMH, BHECeHHbIMH TNpHKasoM MMAHHCTEPCTBA 31PaBOOXpPAHEHMH Poccniickoi
®egepanun ot 26 despams 2013 r. Ne 94n (3apermcTpHpoBaH MHUHHCTEPCTBOM IOCTHIMH
Poccniickoii ®enepanuu 25 nions 2013 r., peracrpanuonnbii Ne 28881) (nasnee — Hucrpyknus);
ITepeveHb HAPKOTHYECKHX CPEICTB, NCHXOTPONHBIX BEMECTB H HX MPeKypPCoOpOB, MOLIeKAMHAX
koutpomio B Poccmiickoii ®enepanun, yTBepsIeHnbI MocTaHoBaenneM IlpaBaTeabcTna
Poccuiickoit ®enepaunu or 30 mons 1998 r. Ne 681 (CoGpanne 3aKOHOJATEIbCTBA Poccuniickoit
®enepannu, 1998, Ne 27, cr. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepevyeHb HAPKOTHIECKHX H
ICHXOTPONHBIX JIEKAPCTBEHHBIX IpENapaToB); ®opmbl (J1aHKOB PENENTOB, COJEPAKAMHUX
Ha3HAYeHHe HAPKOTHYECKAX CPEICTB MM NICHXOTPONHLIX BEIICCTB, MOPAAOK HX H3rOTOBJICHUS,
pacnpeielenusi, pPerHcTpamuy, y4eTa M XpaHeHHsd, a TaKike npaBmwia odopmieHHS,
yTBepKIeHHbIe NPHKa3oM MHHHCTEPCTBA  3APaBOOXpAHEHUA Poccuiickoii Peaepanun
or 1 aprycra 2012 r. Ne 54n  (3aperucTpupoBaH MunucreperBom locrunnu Poccniickoit
®denepauun 15 abrycra 2012 r.,, perucrpanmonnpiii Ne 25190) ¢ H3MeHeHHAMH, BHCCCHHLIMH
nprka3oM MHHHCTEPCTBA 31PaBOOXPAHCHUS Poccuiickoii ®eaepamuu or 21 anpens 2016 r.
Ne 254n (3aperucrpupoBan MHHHCTEPCTBOM HOCTHIHH Poccuiickoii ®enepauuu 18 nioas 2016 .,
perncTpanuoHHbli Ne 42887) (masee - npHkas Ne 54); ITopsagok Ha3HAYEHHS M BBINUCHIBAHMS
JIeKAPCTBEHHBLIX NpenapaToB, a Takke (OPM PpelenTyPHBIX 6JIAaHKOB Ha JIeKapCTBEHHbIE
npenaparbl, NOpsAA0K 0GopMICHAA YKa3AHHBIX 6JaHKOB, HX yUeTa H XpaHEHHS, yTBEPKICHHbIH
npuka3oM MHHHCTEPCTBA 3PABOOXPAHCHUSA Poccmiickoii ®exepamun ot 20 nexabps 2012 r.
Ne 11758 (3aperucTpuposan MMHHCTEPCTBOM IOCTHUHH Poccuiickoii ®exepannn 25 HioHA
2003 r., perucTpanuonHbiii Ne 28883) ¢ n3MeHeHUAMH, BHECCHHBIMHU npuka3zom MuHHCTEPCTBA
3apasooxpaHenus Poccmiickoii ®exepanu oT 21 anpeas 2016 r. Ne 254u (3aperucTpHpPOBaH
MunncreperBoM ocTuun Poccmiickoii ®enepanun 18 mionsi 2016 r., perHcTpanMOHHbLIA
Ne 42887) (nanee - ITopsinoxk Ha3HAYEHHA H phinuchiBaHus); IlepeteHb JIEKAPCTBEHHbBIX CPEICTB
AdS  MEJUIUHCKOr0 TNpPHMEHEHHs], TOMICKAMMUX TIPeAMETHO-KOJNIECTBEHHOMY _ y4eTy,
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yTBepKIAeHHbIH npukasoM MHHHCTEPCTBAa 3APABOOXPAHCHUS Poccniickoit Penepanun
or 22 anpeas 2014 r. Ne 183m (3aperncTpupoBaH MunucrepcrBoM OcTHIHH Poccmiickoi
®enepanun 22 mious 2014 r., perncTpalHOHHBIH Ne 33210) ¢ u3MeHEHHAMH, BHECEHHBLIMH
npuxa3oM MHHHCTEPCTBA 31PABOOXPAaHEHHS Poccuiickoii ®enepanuu or 10 cenTabpa 2015 r.
Ne 6341 (3aperucrpupoBaH MHUHHCTEPCTBOM I0CTHIIAA Poccniickoit ®enepauun 30 ceHTa0ps
2015 r., perucrpanuonusiii Ne 39063) (zanee - IlepeueHn JieKapCTBEHHBIX cpencts); Ilopsimok
OTHycKA (GHUIHYECKAM JHLIAM JIEKAPCTBEHHBIX NPENapaToB /Ui MEAHIUHCKOrO MpHUMEHCHHA,
coflepIKANIAX KPoMe MaJIbIX KOJIMYeCTB HAPKOTHIECKHX CPeICTB, NCHXOTPOIHLIX BEIMECTB H HX
NpeKypcopoB apyrue (papMakoJorndecKHe aKTHBHBIE BEHMIECTBA, yTBEPKICHHbIH NPHKa30M
MuHHCTEPCTBA 3IPaBO0XPAHEHHS U COIIHAIBHOIO0 PA3BUTHS Poccniickoii ®exepamun ot 17 mast
2012 r. Ne 5621 (3aperuncrpupoBaH MunucTepcTBOM IOCTHIHH Poccniickoii ®enepanun 1 mons
2012 r., perucrpauuonubIii Ne 24438) ¢ n3MeHeHHAMH, BHECCHHbIMH INPHKA30M MuHucTEpCTBA
3apaBooxpanenusi Poccuiickoii ®enepauun ot 10 cenTadpsa 2015 r. Ne 634u (3aperncTpHpoBaH
Munsucrepersom tocTunuu Poceniickoii ®enepannu 30 cenTa0psa 2015 r., perucTpanHOHHBII
Ne 39063) (nanee - nopsnok); Ilepedens ;A3 HEHHO HEOOXOTHMBIX H BasKHEHIIHX JIEKAPCTBEHHBIX
npenaparos Ha 2016 roa, a TakoKke mepeveHb JIEKAPCTBEHHLIX NpenapaTos AJIs MeIHIHHCKOT0
NpUMeHeHHs] § MHHHMAJIBHBIH aCCOPTHMEHT JIEKAPCTBEHHBIX NPeNapaTos, He00XOIHMBIX IS
OKa3aHAS MeAMIMHCKONW TOMOINH, YTBepKieHHble pacnopsukenneM IIpaBuresnncTBa
Poccuiickoit ®enepamuu ot 26 mexadps 2015 r. Ne 2724-p (CoOpaHue 3aKOHOATEIbCTBA
Poccuiickoii ®enepamun, 2016, Ne 2, ct. 413) (nanee — IlepedeHs JeKapCTBEHHBIX NPENApaTos,
BXOASIMAX B MHHAMAJIbHbIH accoprument); Ilepedens A0MKHOCTeH dapManeBTHIECKAX M
MEQMIMHCKAX pAGOTHHKOB B OPraHM3aUMUAX, KOTOPBEIM MNPEIOCTABJICHO NpaBo OTIycKa
HAPKOTHYECKHX JeKAPCTBEHHBIX MPENapaToB M ICHXOTPONHBIX JIEKAPCTBEHHBIX MpENapaTon
dH3HYecKHM TANAM, YTBEP:KICHHDIH NpHKa3oM MHHHCTEPCTBA 31PaBOOXPaHCHAN Poccuiickon
®egepanuu or 7 cenrsdps 2016 r. Ne 681H (3aperHCTpHPOBaH MuUHHCTEPCTBOM IOCTHIHH
Poccniickoii ®enepanun 21 centabps 2016 r., perncTpanuonHbIi Ne 43748) (nanee — Ilepeuens
JMOJKHOCTEH)

1. OTmycKaloTcds ~ JA  HapkoTHyeckWe W | IyHKT 3 Ilpasun
IICHXOTPOIHBIE JIEKAPCTBEHHBIE IIPENapaThl Mo | OTHyCKa
penenTam?

2. OTmyckaroTcs U~ MMMYHOOHOJOTHYECKHE | IIYHKT 3 Ilpasun
JNIeKapCTBEHHBIE TIPerapaThl 110 perentam? OTIIyCKa

3. OtnyckaroTcd o HApKOTHYECKHE u | mynkt 4 [IpaBui

IICHXOTPONHBIE JIEKapCTBEHHbIE IPEerapaTsl, [ OTITYCKa,

pHecenple B Crmcok 11 Tlepeuns | mpumoxenns Ne 1 12 k
HApKOTHYECKUX u IICHXOTPONHBIX | mpHKa3sy Ne 54u
JIEKapCTBEHHBIX Ipenaparos., pH
IPEIbABJICHAA PELENTOB, BBHIINMCAHHBIX HA
penentyprbx Gnankax ¢dopmer Ne 107/y-HII,
yTBEP)KIAEHHOH PHKa30M Ne 54n?

4. OTtmyckaroTcst M TICHXOTPOIHEIE | MYHKT 4 [IpaBun
NeKapCTBEHHbIE IIpelaparbl, BHECEHHbIE B | OTITYCKA;
Crmcox III Ilepeuns HapkoTudeckux u | myHKT 9 Hopsiika
TICHXOTPONHBIX JIEKAPCTBEHHBIX IIpenapaToB, | Ha3HAUCHHUS H
IIPH IPEebSBICHHN PEIENTOB, BHIIUCAHHbIX HA | BBITHCHIBAHUA
perenTypHbIX Gnankax popmsr N 148-1/y-88,
yTBEPKAEHHOM mpuKaszoM Ne 54u?
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Ornyckarorcs HapKOTHYeCKHE  H
IICUXOTPOIHBIE  JIEKAPCTBEHHBIE  Iperaparhl
Cmucka II Tlepeurns HapKOTHYECKHX U
HCHXOTPOMHBIX JIEKapCTBEHHBIX INpEnapaToB B
BUIE TPAaHCAEPMAIBHBIX  TEPANEBTHYECKUX
CHCTEM TMPH  HPEHBABICHHM  PELENTOB,
BRIIIMCAHHBIX HA PELENTYPHBIX O1aHKaX GOpMBI
Ne 148-1/y-88, yTBEpKIECHHOM OpPHKa30M
No 54u?

nyHkT 4 [IpaBun
OTITyCKa;

nyHKT 9 [lopsiaka
Ha3HAYCHHS U
BBITMCHIBAHUS

OTmycKaroTCs JIM JIEKapCTBEHHBIE MpEMaparsl,
BKTIOYCHHBIE B II€peYeHb JIEKapCTBEHHBIX
CPelCTB JUIi MEIHMIMHCKOTO INPUMEHEHH,
HOUTEKAIMX  [IPEAMETHO-KOIHYECTBEHHOMY
yueTy, [OpH  INpPeIbsIBICHHH  PELENTOB,
BBINMCAHHBIX HA PEUENTYPHBIX O1aHKax GOpMBI
Ne 148-1/y-88, yTBepXIOCHHOH IpPHUKa30M
Ne 54u?

MYHKT 4 [Ipasun
OTIIYCKa;
paszensl
[Tepeuns

JICKapCTBCHHBIX CPEACTB

L I, I

OrmycKaroTcs JIM JIEKapCTBEHHBIE IPEMaparsl,
obnanaronme aHabOMUUeCKOH aKTHBHOCTBIO,
IIpH TIPeABIBICHAN PEEITOB, BHITMCAHHBIX HA
penentypHbIx Gnankax ¢opmer Ne 148-1/y-88,
YTBEpXKICHHOM nprkazoM Ne 54u?

1. 4 [IpaBui OTIIyCKa,
IOANYHKT 3 IMyHKTa 9
[Topsnka Ha3HAYECHUSA U
BEINICHIBAHHSA

OTIycKaroTcs M JEKapCTBEHHBIE Mpenaparsl,
cojepiKallie KpoM€  MajblX  KOJHYECTB
HAPKOTHYECKAX  CPEACTB,  ICHXOTPOIHBIX
BEIIECTB M WX  MpPEKypcopoB  Apyrue
(apMakoIOrHYeCKHE aKTHBHEIE BEIIECTBA, IPH
MpENbIBICHAN PEUENTOB, BBIIHCAHHBIX Ha
penenTypHbx Gnankax dopmel Ne 148-1/y-88,
yTBEpXAECHHOH nprKa3zoM Ne 54u?

nyHKT 4 [IpaBun
OTITyCKa; MYHKT 5
nopsiaKa

OcymecTsiseTcss M OTHYCK JIEKapCTBCHHBIX
npenaparoB 6e3 pelenToB B COOTBETCTBHH C
HHCTPYKIMAMH 10 HMX  MCOUIHHCKOMY
IPHUMEHCHHUIO?

nyHkT S ITpaBun
OTIIyCKa

10.

OcCymiecTBIACTCA JIH OTIYCK JIEKapCTBEHHBIX
IpernapaToB B TEUYCHHE YKa3aHHOTO B PELENTE
CpOKa ero JeicTBus?

myHKT 6 [IpaBun
OTIyCKa

11.

[lpunuMaeTcs 1M B Ciyd4ae OTCYTCTBHS
JIEKapCTBEHHOTO  ITIpemapara  pelent Ha
o0ciIy>XKHBaHHE B CIEIYIOIINE CPOKH:

myHKT 6 [IpaBun
OTIIyCKa

PELIENT ¢ IIOMETKOM «statim» (HEMEUIEHHO)
oOCTy)XUBaeTCs B TE€YEHHE  OTHOrO
paboyero mHsS co AHA OOpalleHHs JHOa K
CyOBbeKTy pO3HHYHOM TOProBIH?

myHKT 6 [IpaBun
OTIIyCKa

PEIIENT C OMETKOM «cito» (CpOYHO)
06CITy)KUBAETCS B TeYEHHUE JBYX paboumx

myHKT 6 [IpaBun
OTIIyCKa
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nHeit co mHs obpamieHus IUna K CyOBeKTy
PO3HHUYHOM TOPrOBJIH?

perienT Ha  JIEKapCTBEHHBIM  IIpenapar,
BXOOAIMMI B MHMHHMAIbHBI aCCOPTHMEHT
JIeKapCTBEHHBIX IperapaToB itic
MEIMIHHCKOTO IPHMEHEHNUs, HEOOXOMUMBIX
UIs  OKazaHMs MEIWIMHCKOW  IIOMOINH,
00CITy)KMBAa€TC] B TEHYCHUC ILATH pabouux
nHedt co mHA ofpalleHus JTHua K CyObeKTy
PO3HAYHOM TOProBIM?

myHkT 6 IIpaBun
OTITyCcKa

12.

OG6CITyXUBaeTCs I PELENT Ha JEKapCTBCHHbIH
Tpenapar, OTIyCKaeMblf GeclulaTHO HIIH CO
CKHOKOH M HE BOINEMIMA B MHMHHMAJIbHbIHA
ACCOPTHMEHT JIEKAPCTBEHHBIX MpPENapaToB AILd
MEIUIHHCKOTO TIPUMEHEHHUS, HeoOXOMHMBIX
JUIS  OKAa3aHHsA MEJUIMHCKOM TOMOINH, B
TeyeHHe JecATH pabodyMx JHEd CO JHA
obpameHuss JMUHa K CyOBEKTY pPO3HHYHOH
TOPrOBJIH?

nyHKT 6 [IpaBun
OTIIycKa

13.

OGCTyXUBarOTCs I penenThl Ha
NIEKapCTBEHHBIE NpenapaThl, Ha3HaYacMbIe M0
pElICHHI0 BpaueOHOH KOMHCCHH, B TECYCHHE
nsTHAANATH paGoumx JHEH cO MHA oOpalneHus
JTUIA K CyOBEKTY PO3HIIHOM TOProBym?

myHKT 6 Ilpasun
OTIIyCKa

14.

OTIIYCKaI'OTCﬂ I JICKapCTBEHHBIC IIpCraparbl
110 penenTaM ¢ HCTEKINHM CPOKOM I.[CﬁCTBI/IH?

myHKT 6 [IpaBun
OTIIyCKa

15.

OcyiiecTBisgeTcss M NpH HCTEYCHHH CpOKa
JEHCTBHS pelenTa B NEPHOJ HAXOXKACHUS €ro
Ha OTCPOYEHHOM OOCIYXHBAaHHH OTIIYCK
NIEKapCTBEHHOTO NpeMapara 110 TaKoMy PerenTy
(6e3 ero nepeodopmierns)?

myHKT 6 [IpaBun
OTITyCKa

16.

OTIIYCKaIOTCSI JIH JICKapCTBCHHBIE NIPCHapaThl B
KOJNYECTBE, YKa3aHHOM B peuenTe?

nyHkT 7 [IpaBuin
OTITYCKa; IPUJIOKCHUA
Ne 1 u Ne 2 Iopsinka
Ha3HA4YeHUs U
BBINACHIBAHHUS

17.

Otmyckaer 1u (apMaueBTUYECKHH paGOTHHK
TIpEENBHO JOIyCTHMOE MIIM PEKOMEHI0BAaHHOE
KOJIMYECTBO JIEKAPCTBEHHOIO Ipenapara st
BBITUCHIBAHMsA HAa OJNMH  peUenT IpHu
NPeIbSABICHAM DPElenTa ¢ IPEBBINCHHEM
peAeIbHO JOIyCTHMOTO WIN
PEKOMEHIOBAHHOI'O KOJIMYECTBA
JIEKapCTBEHHOTO IIpenapara Uil BHIIHCHIBAHUS
Ha  OOWH  peuent ¢  IPOCTaBJICHHEM
COOTBETCTBYIOIIEH OTMETKH B pelente?

myHkT 7 IIpaBun
OTIIyCKa
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18. | OcymecrtBisieTcss M OTIYCK JEKapCTBEHHOTO | CTAThs 46 Ne 61-03,;
mpemapata B IEPBHYHOM M BTOPHYHOH | MYHKT 3 cratbu 27
(moTpeOuTeIHCKOM) yIaxoBKax ¢ | No 3-@3;
MapKUpPOBKO¥? myHkT 8 IIpaBun

OTITyCKa

19. |Hapymaercs M  mepBUdYHas  YIaKOBKa | IYHKT 8 I1paBun
JIEKaPCTBEHHOTO TperiapaTa IpH €ro OTIycke? | OTIyCKa

20. nyHkT 9 [IpaBun
IMpocTaBnsercs a4 IIPU OTIIYCKe OTITyCKa
JIEKapCTBEHHBIX IIPENapaToB Ha perenTe
OTMETKa 00 OTITyCKe JIEKapCTBEHHOTO
Tpernapara ¢ yKa3’aHHEM:

TOProBOro HAWMEHOBAHMS, JO3WPOBKM H | MyHKT 9 Ilpasmi

KOJIM4YecTBAa OTIIYIIEHHOTO JEKAapCTBCHHOTO | OTIyCKa

npenapara?

(haMEIHH, WMEHH, OTYeCTBa (IIPH HAIMYMHA) | IMYHKT 9 [IpaBun

Fmennunﬂcxoro paboTHMKa B cIydasX, | OTIIyCKa

yKa3aHHBIX B ab3ale 4eTBEPTOM IyHKTa 7 H

aG3arie TpeTheM mmyHKTa 10 IIpaBun oTnycka?

PEKBH3HTOB JIOKYMEHTa, yAOCToBepsiomero | myHKT 9 IIpasu

THIHOCTD JHIa, IIOJIyYHBIIErO | OTIIYCKa

nexapcTBEHHBI — Ipemapar, B CiIyd4ae,

ykasaHHOM B yHKTe 20 ITpasm oTiycka?

(haMHTHM, HMEHH, OTYeCTBA (IIPH HANHYMM) | MYHKT 9 Ilpasun

(hapMarieBTHYECKOTO paGoTHuKa, | OTIyCcKa

OTIIyCTHBIIETO JIEKAPCTBEHHBIN Mpernapat,

ero moAnucu?

aTHI OTITYCKA JIEKapCTBEHHOro nmpemnapata? | myHKT 9 [IpaBmit
OTITyCKa

21. | Bo3BpamaeTcs ¢ pEUENT ¢ OTMETKOH IIPH | MyHKT 10 IIpaBun
OTIYCKE JIEKAPCTBEHHBIX IIPENaparoB IO | OTIIYCKa;
peuenry, BRIIMCAHHOMY Ha peuenTypHOM MPUIOKEHUE Ne 2
6nanke Qopmpi Ne 107-1/y, yTBEpKICHHOH | [Jopsyxa HasHAUEHHUS H
npukazom Ne 54H, cpok AEHCTBHS KOTOPOTO | primycpmanus
COCTaBJISIET OMMH ION?

22. | llepenaercsa M dapmaneBTHueckuM | myHKT 11 IIpaBua
pabGOTHHKOM VLY, nprHoOpeTaoIEeMy | OTIycKa

(mojtyyarouieMy) JIEKapCTBEHHBIE IIPEHapaThl
[0 pELENTy, BHIITHCAHHOMY Ha PELeNTypPHOM
Gnanke  ¢dopmer  Ne  148-1/y-04 (i),
YTBEPKICHHOH IPUKA30M Ne 54n, nim
dopmer Ne 148-1/y-06 (1), yTBEpXIEHHOH
npukasoM No S54H, 3aNOJIHEHHBIH KOpEIIOK
TAKoro penenra?’
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[Tpocrasnsercs byt pH otnycke | mynxkr 12 IlpaBun
HApKOTHYECKOTO " MCHXOTPOIIHOTO | oTITycKa
nexapcteennoro npenapara Crucka II [Tepewns

HapKOTHYECCKHX H TICHXOTPOITHBIX

JIeKapCTBEHHEIX MpeNapatoB Ha penente 00
OTIyCKe JIEKapCTBEHHOTO IpenapaTa INe4aTh
OpraHM3aliiy, B KOTOPOW YKa3aHO IIOJHOE
HAaHMEHOBaHHE (IIPH HAJWYHH T1e4aTH)?

Ha penenre Wik KOPEIIKe PEIENTa YKa3bIBACTCA | IIyHKT 13 IIpaBun
JTH TOYHOE BpeMs (B 4acax M MHHYTaX) OTIIYCKa | OTIyCKa

HMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOT'O
npenapara?

nyHKT 13 [IpaBun
HMMyHOGHOIOIHYECKHE JIEKapCTBEHHBIC | oTmycKa

IpenapaTsl OTIYCKAIOTCA JU TPH HATMINH
CIIEIHAILHOTO TSPMOKOHTEHHEpa?

OcratoTcs ¥ Xpamarcas nu y cyOwekrta | myHkT 14 IIpaBmin
obpaieHust JIEKAPCTBEHHBIX CPEACTB PENENTEH | OTIyCKa

(c orMerkoif «JlekapcTBeHHBIH —Ipenapar
OTIyIIECHY») Ha:

HapKOTHYECKHE u ICHXOTponHble | myHKT 14 IIpasun
nexapcteennsie  npemaparsl  Cmmcka 1T | ormycka
[lepeurss HAPKOTHYECKHX M TCHXOTPOMHBIX
IeKapCTBEHHBIX IIPENapaToB - B TEUCHHE
TR J1eT?

ICHXOTPOMHBIE JIEKAPCTBEHHBIE IIpenaparhbl | MyHKT 14 [IpaBun
Crnucka III Tlepeuns HapKOTHYECKHX H | OTIIyCKa
[ICHXOTPOIHBIX JIEKAPCTBEHHBIX NPENapaToB
- B TEUEHHUE IIATH JIET?

llexapCTBEHHEIE IMpenaparsl, OTHycKaemble | MyHKT 14 IlIpaBmi
GecIyIaTHO MM CO CKHMIKOH, - B TCUEHHE TPEX | OTIycKa
met?

KOMOHHUPOBaHHBIE nexkapctBeHHble | myHKT 14 [IpaBun
npenaparsl, CcofAepKallie HapKOTHYECKHE | OTIyCKa
cpeacTBa MM IICHXOTPOIHBIC BEINECTBA,
BHeceHnple B Crmcku II m 1T Tlepeuns
HAPKOTHYECKHX a IICUXOTPOMHBIX
7IeKapCTBEHHBIX IIPENaparoB, H3rOTOBJICHHBIE
B allITEYHON OpraHW3alldd, - B TCYCHHE TPEX
ner?

TeKapCTBEHHBIC Ipenaparhbl, O00NaJarolmMe | MyHKT 14 IIpaBun
aHAOOIUYECKOM AKTHBHOCTBIO, - B TCUYCHHE | OTIIyCKa
Tpex ner?

JIEKApCTBEHHBIE TIPENapaThl, IOMIEXAIHe | MyHKT 14 ITpaBun
[peIMETHO-KOJIMYECTBEHHOMY  Y4€Ty, - B | OTIycKa
€UCHHC TPEX JIeT?
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lleKapCTBEHHEIE MpEmaparhl B  IKHIKOH
lekapcTBeHHOM (opme, conepxamue Goree
15% oTHIOBOTO cnUpTa OT 00BheMa roToBOM
POYKIHH, - B Te4EHHE TPEX MeCAUEeB?

nyHkT 14 IIpasun
OTIIyCKa

HHBIC JIeKapCTBEHHEIE Tpenaparsl,
OTHOCAILIHECS 1o ATX K
AHTHIICHXOTHIECKHM cpencTBaM (kox NOSA),
apkcronuTrKaM (ko1 NOSB), CHOTBOPHBIM H
cenatmsusiM  cpeactBaM  (kox  NOSC),
anTHaenpeccantaM  (kox NO6A) u  He
MOJIeXKAIKE MPEAMETHO-KOMISCTBEHHOMY
ydery, - B Te4eHHE TPEX MECALEB?

myHKT 14 IIpaBun
OTIyCKa

27. | Penenrtsy, He ykasanmsie B myHkTe 14 [Tpaun | myHKT 15 [Tpasun
OTHycKa,  OTMEYaloTCs  Ji  INTaMIIOM | OTIycKa
«JIeKkapCcTBEHHBIH IpenapaT OTITYIIEH»?

28. | PeuerTsl, He yKa3aHHBIE B IyHKTe 14 [IpaBii | MyHKT 15 IIpaBun
OTITYCKa, BO3BPALIAIOTCH b1z mny, | oTmycka
TIOTYYHBIIEMY JIEKapCTBEHHBIH mpenapar?

29. | UMeerca nu  XKypHal, B KOTOpOM
PETUCTPHPYIOTCS  PELENTHI, BBIIMCAHHBIC C | MYHKT 15
napymenneM [IpaBun OTIycKa, ¢ YKa3aHHEM: ITpaBun oTIyCcKa

BEIABNECHHBIX HApyIIeHHH B OQOpPMIECHHM | MyHKT 15
perienita? IIpaBui oTmycka
dbammnuM, UMEHH, OTYeCTBa (IPH HaJIW4MH)| IMyHKT 15
TMIa, BBIIACABIIETO PEleNT? [IpaBui otmycka
. TMyHKT 15

HAMMEHOBAHHUSA MEJIMLIMHCKOM OpraHu3aum?

IIpasmu oTmycka

MYHKT 15
MPUHATHIX MEp? i

[IpaBun oTmycka

Orpanuvenusi, Hajaraevble Ha (papMaleBTHIECKHX paGOTHUKOB NpPH OCYHMIECTBJICHHH HMH

npodeccHOHAIBHOH AeATeILHOCTH (CTATHA 74 @enepanbHOro 3aKkona ot 21 Ho

sopst 2011 r.

Ne 323-03 «O6 ocHOBaX OXpaHBI 310pOBbA rpaxian B Poccuiickoii ®exepanumn» (Cobpanne
3aKkoHoAaTe bcTBa PoccHiickoii ®enepanmu, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (naee -
Ne 323-03)

30.

dapmareBTHIECKHE PAOOTHUKH H
PYKOBOIHMTEIH alTEYHBIX OpraHH3aliii:

MOMIYHKTHI 2 ¥ 4
nyHKTa 2 cTaThu 74
Ne 323-@3;

nyHKT 17 [IpaBun
OTIIyCKa

TI0JTy4aroT JI OT KOMIIAHHH, TIPECTABUTENISA
KOMIIAHMH 00pPa3Ibl JIEKAPCTBEHHBIX
NpemnapaToB Ul BPYYCHHs HAaCENCHHIO?

HOAMYHKTHI 2 1 4
HyHKTa 2 cTaThu 74
Ne 323-@3;

nyHkT 17 IIpaBun
OTIIyCKa
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PEIOCTABIISIOT JIX HACETICHHIO IOJUTYHKTHI 2 1 4
HEJ0CTOBEPHYIO H (M) HETIOIHYIO IYHKTa 2 cTaThu 74
MHGPOPMALMIO O HATHUIMH JTeKAPCTBEHHBIX Ne 323-@3;
TpenapaToB, BKIIOYAs ICKapCTBCHHbIE nyskr 17 Tpaun
npernaparsi, IMEIOIHe OJHHAKOBOE oTIycKa
MEX[yHApO/IHOE HEMaTeHTOBAHHOE
HauMEHOBaHME?

MOJNYHKTEI 2 1 4
CKPBIBAFOT JI HHGOPMALHMIO O HATHYHH yHKTa 2 cTaTsu 74
lleKapCTBEHHBIX IIPENapaToB, HMerommx Gomee| Ne 323-03;
HH3KYIO LEHY? nyHkT 17 [IpaBuin

OTIIyCKa

Tpe6oBanusi K OTHYCKY HAPKOTHYECKHX H IICHXOTPONHBLIX JIEKAPCTBEHHBIX NPENaparos,
JeKAPCTBEHHBLIX NpenaparoB, of1agaommx aHA00/MYecKod AKTHBHOCTBIO, MHBIX
JIeKAPCTBEHHBIX NMPENapaToB, MOJJIeKAMHUX MPEAMETHO-KOTHICCTBEHHOMY Y1€Ty

31. OcyIecTBIAETCS JIA OTIYCK HAPKOTHYECKHX H | myHKT 19 Ilpasun
ICUXOTPOIHBIX JICKAPCTBCHHBIX IIPENapaToB | OTIIyCKa;
(hapManeBTHUECCKAMH paboTHUKaMY, | [TepedeHb MOMKHOCTEN
3aHHUMAOIAMH JOJDKHOCTH, BKJIIOUYEHHEIE B
[TepeueHs NOKHOCTEH?

32. OcymecTBIsseTcs I OTIYCK JIEKAapCTBEHHBIX | MyHKT 19 IIpasuin
mpemnaparoB, oONagaromuX —aHaGONMYECKOH | oTmycKa;
aKTHBHOCTEIO, dbapmanesTHUecKEMA | [JepedyeHs HOKHOCTEN
pabOTHUKaMM, 3aHMMAIOIMMH  JO/DKHOCTH,
BKIOYeHHbIE B [lepedeHb JODKHOCTEH?

33. OcyIIecTBIsSETCA JIH OTIYCK JIEKApCTBEHHBIX | MyHKT 19 IIpaBmi
Mpenaparos, MoAJIeKAIIKX NPEIMETHO- | OTITYCKa;
KOJTHYCCTBCHHOMY YUY€TY, (l)apMaHeBTH‘IeCKI/IMI’I HepequB JOJDKHOCTEH
paboOTHHKaM{, 3aHMMAIOIIUMH  JIOJDKHOCTH,
BKIOYeHHble B [lepedeHb JOMKHOCTER?

34. OtnyckaloTess  J napkotuueckue  u | myHKT 20 IIpaBun
NCHXOTPOINHbIE JIEKapCTBEHHBIE IIPEIaparsl | oTmycka
Crnucka [I  Ilepeuns HapKOTHYECKHX H
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
IIpH IIPEAbSBICHAN JIOKyMEHTA,
yIOCTOBEPSIOIIETO JMYHOCTD, nuny,
yKa3aHHOMY B pelENTe, €ro 3aKOHHOMY
OpPEeJCTaBUTENIO HIM  JIMIY, HUMEIoIEeMY
odhopmiIeHHYIO B COOTBETCTBHHU c
3aKoHOJATeNbCTBOM Poccuiickoit ®enepanuu
JOBEPEHHOCTh Ha MpPaBO IONYYCHHS TaKUX
HapKOTHYECKHX " NICUXOTPOIHBIX
JIEKapCTBEHHBIX IIpenaparTos?

35. BboigaeTcs JM MOCe OTITyCKa HAPKOTHYEeCKUX U | myHKT 22 [pasun
ICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPEMapaToB | oTHycKa

Cnucka II u III Tlepeyns HapKOTHYECKHUX H
IICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB
CHTHATYpA C XKEJTOH M0I0CO B BEPXHEH 4acTH
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M HAONHCHIO 4YepHHIM wWpHPTOM HA HEH
«Curaarypay, B KOTOPOH YKa3bIBalOTCA:

HAaUMCHOBAHME M aJpeC MECTOHaXOXAeHHs | myHKT 22 [1paBui
cy6nekta  ofpameHHs  JICKapCTBEHHBIX | OTIyCKa
cpenctB?

myHKT 22 [IpaBun
HOMep M JaTa BHITHCAHHOTO perenTa? oTIIycKa
(ammTaa, uMd, OT4eCTBO (NIpM HAIMYMH) | OYHKT 22 TlpaBun
Mra, QU8 KOTOpPOro  IpeAHA3sHa4YeH | oTIycka
eKapCTBEHHBI penapar, ero Bo3pact?
HOMep MEIWIMHCKOM KapThl —IIAIMEHTa, | MHKT 22 [TpaBun
MOJIy4YaroIlero MEAHMIMHCKYIO [OMOMmB B | OTIyCKa
aMOy/IaTOPHBIX YCIOBHAX, /IS KOTOPOTO
pemHa3HAuYeH IEKapCTBEHHBIH Ipenapar?
damumusg, WM, OTYECTBO (IIPH HAJMYHH) | IyHKT 22 [Tpasun

eIUIMHCKOro palCOTHHKA, BBIIMCEABILETO | OTIYCKA

pEllenT, €ro KOHTAKTHBIA TeneoH mubo
Tene(OH MEUIUHCKOH Opranu3aliu?

myHKT 22 [IpaBun
ColepyKaHue pereNTa Ha JATHHCKOM s3bIKe? | ormycka
damuus, EMs, oTdecTBO (UpW Hamuyuu) H | myHKT 22 [1pasun
NONIHMCH (papMalleBTHYECKOTO pabOTHHUKA, | OTHycKa
OTITyCTHBINETO JIEKAPCTBEHHBIH Npenapar?

nyHKT 22 [IpaBun
aTa OTITycKa JIEKapCTBEHHOTO npemnapara? oTImycKa

TpeGoanuss K OTHYCKY JIEKAPCTBEHHBIX NpENapaToB o TpedoBaHHAM-HAKJIATHBIM
MeIHIHHCKHX OpraHu3anuii, HHIHBHAYAIbLHBIX NpPEANPHHAMATEIeH, HMEIOMHAX JTHICHIHI0 HA
MEIMIMHCKYIO JesiTeJJbHOCTh

36.

HmeeTcs nmu Ha Tpe6OBaHI/I$IX-HaKJIa,HHI>IX Ha
MOJIy4CHME JCKapCTBCHHBIX IIpenapaToB:

nyHKT 26 [IpaBun
OTIYyCKa;
IMpunoxerue Ne 13
rnassl [II MaCTpYXKIHH

[rraMI?

IyHKT 26 [IpaBH
OTIIyCKa;
IMpunoxenue Ne 13
riiassl 111 MHCTpYKIMY

KpyTIias nevaTh MEAHIIHHCKOM opranu3armn?

myHKT 26 [IpaBui
OTITYCKa,
[Mpunoxenne Ne 13
rnasel 111 MaCTpYKI(HMH

NOANMChL €€ PYKOBOAUTENI HIH  €ro
3aMecTHTENs 110 JieueOHOM JacTu?

nyHKT 26 IIpaBun
OTIIyCKa,;
TMpuiosxerue Ne 13
rnassl 11 MHCTpYKIIMH




nyHKT 26 [Tpasun

YIIaKOBKH, C1Ioc06a MPUMEHERHA)?

L ome 0 OTITyCKa;

P IOKyMEHTa! IMpunoxenue Ne 13
rinassl 111 MHCTpYKIMHK
nyHKT 26 ITpaBmi

TaTa COCTaBJIEHAA HTOKYMEHTa? OTIyCKa;
I[Tpunoxxenne Ne 13
rnasel [I1 UaCTpYKIum
myHKT 26 ITpaBun

HaUMECHOBaHHE OTIpaBUTENS | OTIIYCKA,

TexapCTBEHHOrO Ipenapara? ' IMpunoxenune Ne 13
riassl [ MaCTpyKIMH
myHKT 26 [Ipasun

HapEMEHOBaHHe MOJTyJaTelis JIEeKapcTBEHHOro | OTIIYCKa,

npenapara? IMpunoxenne Ne 13
rnassl [1I MaCTpYKINHM

HaUMEHOBAaHWE JIEKAPCTBEHHOTO mperapata | IYHKT 26 IIpaBun

Ha JIATUHCKOM s3bIKe (C  yKasaHHeM | OTIYCKa;

no3upoBKH, (GoOpMBl  BhTycka, Buza | [Ipamoxenue Ne 13

rnassl 111 UeCTpYyKIIHH

KOJIMYECTBO 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX
rpernapaToB?

nyHKT 26 [IpaBun
OTIIYCKa;
Ipunoxernue Ne 13
rnassl 111 MHCTpYKIMH

nyHKT 26 [IpaBun
KOJMYECTBO M CTOMMOCTh OTIYHIEHHBIX | OTIyCKa,
lIeKapCTBEHHBIX IPENapaToB? Ipunoxernue Ne 13
riassl 111 MaCTpYKIHH
37. OCyIECTBIAETCS M OTIYCK MO OTAENBHBIM | 1V <t 27 Ipasun
TpeGOBaHUAM-HAKIIAHEIM: OTITyCKka
HapKOTHYECKHX 74 ricuxoTponHeIx | myskT 27 IlpaBun
nexapcTennsx npenapato Crmcka II u IIT | ormycka
[Tepeunss HAPKOTHYECKHX M ICHXOTPONHBIX
lekapCTBEHHBIX MPENapaToB?
leKapCTBEHHBIX IperapaTo, mozexamux | YHKT 27 Ipasun
TIpeMETHO-KOIMYECTBEHHOMY Y4YeTy? OTIrycka
MHBIX JIEKAPCTBEHHBIX IPETIapaToB, B ToM | 13t 27 lpasan
qpcIIe OTIYCKaeMbIX 6e3 penernra? OTIIycKa
38. TIpocTapnseTcs i Ha TpeGOBaHMH-HAKNaHOH | myHKT 29 [Ipasui
OTMETKA O KOJIMYeCTBE M CTOHMOCTH | OTIIyCKa
OTIYHIEHHBIX JIEKAPCTBEHHBIX MPEnapaTos?
39. OcymecTBisercs 1M xpaHenue TpeGopammii- | myHKr 30 [Ipapun
HaKJIagHbIX, IIo KOTOPbIM OTIIYINCHBI | OTITyCKA

J€KapCTBEHHbIE ITPENapaThl:




Ha  HApPKOTHYeCKME M  ICHXOTPOMHEBIC
nexapcTBeHHble mpenapathl Crucka Il u I
[lepeuns HAPKOTHYECKHX M ICHXOTPONHBIX
eKapcTBEHHBIX IIPENapaToB - B TEYCHHE
[STH JIeT?

nyskT 30 Ipasun
OTIyCKa

reyeHHe OHOTO rosa?

Ha JIeKapCTBEHHBIE IIPENIapaThl, o/eKamye | yHKT 30 ITpasun
[peIMETHO-KOMIECTBCHHOMY YHeTy, - B | OTIyCKa
TEUEHHUE TPEX JIET?

nyskT 30 ITpasun
Ha WHBIC JIEKApCTBEHHBIE NpEmapaTthl - B

OTIycKa

40.

Cobmromaercs JiM  3anpeT Ha HapyIICHHS
epBUYHON YIIaKOBKH JIEKapCTBEHHOTO
mpenapara TpE €ro OTIYCKE IO TPeOOBAHHIO-
HaKMamgHOM (33 HCKIO4YeHWeM CyObekTa
PO3HMYHO# TOPrOBJIH, MMEIOIIET0 JIMIICH3NIO HA
dbapManeBTAYECKYIO [EATeIBHOCTE ¢ MPABOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX IIPENapaTos)?

myHKT 31 IIpaBun
OTITyCKa

41.

Co6moaeTca M 3alpeT Ha  OTIYCK
HapKOTHYECKHX u TICHXOTPOIHBIX
JNeKapcTBEHHBIX NpernaparoB Crmcka II u IlI
[lepednss HApKOTHYECKMX H ICHXOTPONHBIX
JIeKapCTBEHHBIX [PENapaToB Mo TPeOOBAHMAM-
HaKJIaHBIM HMHIUBHAYAJIEHOTO
IpeANpUHUMATENS], MMEIOIEro JIMUEH3HIO Ha
MEIUIHHCKYIO AeSTeNbHOCTD?

nyHKT 28 [IpaBun
oTIycKa

42.

Cobmonaercd JH 3ampeT Ha HApYIICHHC
BTOpHYHOH  (HOTpEOUTENbCKOM)  YHAKOBKA
JeKapCTBEHHOro  Npemapara M OTHYCK
JIeKApCTBEHHOr0 Ipenapata B  NEPBHIHOH
ynakoBKe?

myHKT 8 IIpaBun
OTIIyCKa

43.

Cobmomaercda M 3alpeT Ha  OTIIYyCK
JNIEKApCTBEHHBIX IIPENapaToB B KOJIMYECTBC,
YKa3aHHOM B pelenTe, B Clydae, Korza Ui
JIEKapCTBEHHOTO  Ipemapara  yCTaHOBJICHEI
TpeesIbHO JOIMYCTHMOE WITH PEKOMEHI0BaHHOE
KOJIMYECTBO JUI BBINMCHIBAHUA Ha OIUH
penent?

nyHkT 7 IIpaBun
OTITYCKa; IPHIOKCHHS
Ne 1 1 Ne 2 Tlopsanka
Ha3HAYCHUS H
BBITHCHIBAHHA

(momkHOcTh 1 PVIO TOIDKHOCTHOTO JTHNA, 3aMONTHUBIIETO IIPOBEPOUHBIH JIUCT, NIOAIHCE, Jara)

(momxaocTh ¥ ®VIO IOJDKHOCTHOTO JIUIA FOPUHIECKOro JIMIa, IPHCYTCTBOBABIIETO MPH

3al0JHEHUH IIPOBEPOIHOTO JmcTa, NOAMUCH, zxa'ra)




TTpunoxenue Ne 22
K TIpukasy QenepanbHOH CITy>XOBI
10 Hag30py B cepe 3MpaBOOXPaHEHHS

OTC(}M‘MﬂZ No G4yAY

®opma

IIpoBepo4HbIil JHCT
(CHHCOK KOHTPOJIBHBIX BOIPOCOB),
ucnoab3yemblii @efepanbHOH ciy»k00ii mo HaaA30py B cdepe 31paBOOXpAHEHHSA
H ee TePPATOPUAILHBIMH OPraHAMH NPH MPOBEACHHH NJIAHOBBLIX NPOBEPOK NpH
ocymecTBieHHH (e1epaibHOro rocy1apcTBeHHOro Haa3opa B cepe oOpamieHus
JIEKapCTBEHHbIX CPe/ICTB
(OTIycK W peajiH3anusl JIEKapCTBEeHHBIX NPENapaTon JJIA MEAHIHHCKOrOo
npUMeHeHHs! B alITeYHOM KHOCKe)

(HAaMMEHOBAHHE OPTaHa, OCYMECTRIISIOIErO MIAHOBYIO OpOBEPKY)

1. Bupg rocyAapCTBEHHOTO KOHTPOJIS (gam3opa)

2. TlpenMer TMaHOBOM NPOBEPKH  HOPHAMIECKUX AN ¥ HHAABHIYATBHBIX
TIpeAIpHHUMATENIEH OrPaHHIMBACTCA 00s3aTeIbHBIMU TPeGOBaHUAMH, COOIIIOACHHE KOTOPEIX
gBJisleTcss HamOoJjiee 3HAYMMBIM C TOYKH 3PEHHMS HEIOIYIICHMIA BO3HUKHOBEHHUA YIPO3bI
IPHUYHHEHS Bpe/ia )KU3HH, 310POBBIO IPaXK/IaH, M3JI0)KEHHBIMH B (POpME IIPOBEPOTHOTO JINCTA
(crvcka KOHTPOJIBHBIX BOIIPOCOB).

3. HaumenoBaHue HOPUAUYECKOro JHIA, damuns, ¥Ms, OTYECTBO (UpH HaJIH4HHK)
WHAUBHIYAJIBHOIO npeIpUHUMATENA:

4. MecTo mpoBeleHHMs ILIAHOBOH NPOBEPKA C 3aMOTHEHHCM IPOBEPOYHOr0 JIMCTA:

5. PekBU3UTH TIpHKa3a O NPOBEACHNH IJIAHOBOM NPOBEPKH: OT
Ne

6. Y4eTHbI# HOMep MPOBEPKH H JIaTa IPHCBOCHHS y1ETHOTO HOMEpa npoBepku B EnnHOM
peecTpe IIPOBEPOK:

7. JlomKHOCTH, haMuIus W WHHIHAIB! JOIDKHOCTHOTO muua (JIHIT), TpOBOAAMIEro(UX)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepedeHs BOMPOCOB, OTPAXKAIOMIMX CONCPKAHNE 006s3aTeNbHBIX TpeOOBaHUi, OTBET HA
KOTOpBIE OJHO3HAUYHO CBHIETEIBCTBYCT O COBIIONEHUH WX HECOOIOEHUH IOPUANICCKAM
JIULIOM, MHAABHAYaJbHBIM MpPEAIpHHUMATEICM 06s3aTeNIbHBIX TPeOOBaHH#, COCTaBIIAFOIIMX
npeMeT IPOBEPKH:




PexBH3ATHI BsiBoa 0
HOPMATHBHBIX BBINOTHEHHH
Ne Bonpockl, 0Tpaxanmue coaep:kanne NpPaBOBBIX AKTOB, C TpeGoBaHHi
n/n 06A3aTeILHLIX TPeOOBaHM I yKa3aHHEM HX

CTPYKTYPHBIX aa HeT
eAHHHIl, KOTOPLIMH
yCTAHOBJICHBI
o0n3aTeIbHbIE
TpeGoBanus

®enepasbHbli 3aKoH oT 12 anpess 2010 r. Ne 61-®3 «O06 o0panmeHnH JEKaPCTBEHHBIX CPEACTBY
(CoGpanue 3aKOHOAATEJIbCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cr. 4283) (1anee - 61-®3); IpaBuiia OTHYCKA JEKAPCTBEHHBIX MPENAPaTOB /LI MEAHIHHCKOTr0
NpHMeHEeHHs, B TOM YHC/I€ HMMYHOOHOJOrHYECKAX JICKAPCTBECHHBIX npenaparoB, ANTEYHLIMH
OpraHM3alusMH, HHIMBHIYAIbHbIMH NPEINPUHAMATENSAMH, HMCIOMHMH JHMIEH3HI0 Ha
dapManeBTHIECKYIO JMEATEILHOCTD, yTBEpKICHHbIE NpHUKA30M MunmncTepcTBa
sapaBooxpanenns Poccmiickoii ®@enepaunn 0T 11 miona 2017 r. Ne 4031 (3aperucTpHpoBaH
MunncrepcrsoM 1octunun Poccuiickoit @exepannu 8 cenrs6ps 2017 r., perHcTPaNMOHHBII
Ne 48125) (nanee - [lpaBniia oTnycka); [lopsitox Ha3HAYEHHH H BBINACHIBAHH JIEKapCTBEHHBIX
npenapaTos, H3eNuil MEIHMIMHCKOIO HA3HAYEHHS H CHENHATHIHPOBAHHBIX MpOAYKTOB
Ae4eGHOT0 TNHTAHHUA, YTBEPKICHHBII npukazoM MHHHCTEPCTBa 31PaBOOXpAHEHHA M
comuajbHoro pasBuTus Poccmiickoii @enepanuu 0T 12 deppanm 2007 r. Ne 110
(3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccniickoii @enepanun 27 anpeas 2007 r.,
perncTpanuonnbiii Ne 9364) ¢ H3MEHEHHAMH, BHECEHHBLIMH npukazoM MHEHHCTePCTBA
3apaBooxpaHennsi Poccuiickoii ®exepanuu ot 26 despans 2013 r. Ne 94n (3aperncTpupoBaH
MunucTepcTBoM locTHiuH Poccnmiickoit ®exepanun 25 mons 2013 r., perucTpanHOHHBIH
Ne 28881) (nanee — HMucrpykums); Ilepeuenb KA3HEHHO Heo0X0AHMBIX M BaKHEHAIIHUX
JleKapCTBEHHbIX npenapaTob Ha 2016 rox, a Takke NepeyeHs JEKApPCTBEHHBIX npenapaTos JJIfl
MEIMIHAHCKOr0 NPHMEHEHHsi H MHHHMAIBHBIH ACCOPTHMEHT JIEKAPCTBECHHLIX MpenapaTos,
HeOGXOQHMMBIX Ul OKA3aHHSl MeJHUIMHCKOH TNOMOIMM, YTBEPXKAEHHbIC pacHOPIKEHHCM
Ipasureascrea Poccmiickoii @enepanmd 0T 26 nexaéps 2015 r. Ne 2724-p (CoGpanme
jakoHoaTeabcTBa Poccmiickoii ®@enmepanmum, 2016, Ne 2, cr. 413) (manee — Ilepeuenn
JleKapCTBEHHbIX [IPENapaToB, BXOAAMMX B MHHHMAJbLHbIH aCCOPTAMEHT)

1. OCyIIecTBIAETCS JIM OTIYCK JIEKapPCTBEHHBIX | IYHKT 5 Ipasun
npenapaToB 0e3 PelenToB B COOTBETCTBHM C | OTIYCKa
MHCTPYKIMAMH [0  HX  MCIUIMHCKOMY

IPUMEHECHHIO?

2. OcymecTBIseTCS M OTIYCK JIEKApPCTBEHHOrO | CTAThA 46 Ne 61-D3;
npenapara B IIEPBHYHOH M BTOpUYHOH | yHKT 3 craTsu 27
(moTpeOUTETHCKOH) yTaKOBKax ¢ | Ne 3-93;
MapKUpPOBKOH? nyHkT 8 IIpaBun

OTITyCKa
3. Hapymaercs 1H  IepBHYHas  YIaKoBKa | IyHKT 8 Ilpasun

JIEKApCTBEHHOTO IIperapara Ny €ro OTIycKe? | OTIycka

OrpaHndenusi, HajaraeMpie Ha (apMaleBTHIeCKHX paGOTHHKOB NMPH OCYHIECTBJICHHH HMH
npodeccHOHANLHON AeATeTLHOCTH (ctatbs 74 @egepajibHOro 3aKoHa 0T 21 nosbpsa 2011 r.
Ne 323-®@3 «O06 ocHoBax OXpaHbI 30pPOBbSl IpaxkaaH B Poccniickoii ®enepanum» (Cobpanue
sakonoaaTeabeTBa Poccniickoii ®exepamnn, 2011, Ne 48, ct. 6724; 2017, Ne 31, cr. 4765) (nanee -
Ne 323-@3)
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dapMarieBTHYECKHE PAOOTHUKHY U
PYKOBOJIMTEIH AITCYHBIX OpraHU3alHH:

MOAMYHKTHI 2 ¥ 4
nyHkTa 2 cTaten 74
Ne 323-03,;

nyskT 17 IIpaBun
OTIyCKa

TIOJTy4aroT JIH OT KOMIIaHWH, MNpeacTaBUTEIA
KOMITaHUH 06pa3m,1 JICKapCTBEHHBIX
[pernapaToB JULA BPYUCHHUA HaceJeHHuI0?

MOINYHKTHI 2 ¥ 4
IyHKTa 2 cTaThH 74
Ne 323-03;

nyskT 17 IIpasun
OTIyCKa

[IPEAOCTABIIAIOT JIH HACSJICHUIO
HETOCTOBEPHYIO U (MITH) HEMOIHYIO
MHGPOPMALIHIO O HAJIMYIHH JICKAPCTBEHHBIX
npenaparoB, BKIIOYas JIEKapCTBEHHEIE
[IpemapaThl, IMEIOIIHE OHHAKOBOE

€XIYHAPOJHOE HEMTAaTEHTOBAHHOEC
Fl\:anmeHOBaHne?

HNOANYHKTH 2 1 4
nyHkTa 2 craten 74
Ne 323-@3;

nyHKT 17 IIpaBun
OTIIyCKa

CKpBIBAIOT JTH HHGYOPMAIIHIO O HATHYHH
TeKapCTBEeHHBIX NIPENApaToB, MMEIOIINX
Goiee HU3KYIO LEeHY?

[ONIMYHKTHL 2 ¥ 4
myHKTa 2 cTatbu 74
Ne 323-03;

nyHKT 17 IIpaBun
OTIyCKa

TpeGoBamusi K OTOYCKY JIEKADPCTBEHHBIX NpPENapaToB Io TpeGoBaHHAM-HAKJIAIHbIM
MEIUIAHCKAX OPraHH3anui, MHANBHAYAILHBIX NPENPHHAMATEICH, HMEIOMHX JHICHIUI0 HA

MEIHIHHCKYI0 NCATCJIbHOCTH

5.

WmeeTcs 1 Ha TpeOOBaHMSAX-HAKJIAJAHBIX Ha
TIOJTy4€HHUE JIEKAPCTBEHHBIX MPEIIapaToB:

myHKT 26 [Ipasui
OTILYCKa;
IMpunoxenne Ne 13
rinassl [II MHCTpYKIHH

[rraMmi?

myHKT 26 [IpaBun
OTILYCKa;
[Mpunoxenne Ne 13
rinassl [11 UHCTpYKIIMH

KpyTJias ne4yarb METUIMHCKOM

opraHu3anun?

nyHkT 26 [Tpasun
OTITYCKa;
[Mpunoxenne Ne 13
riaBbl 11 UHCTpYKIHH

MOANNCh €€ PYKOBOAHWTENS HIH €ro
aMmecTuTeNd 1o gedebHoM gacTu?

myHKT 26 [IpaBun
OTILYyCKa;
IMpunoxenue Ne 13
rnasbl 111 MECTpYKUHHA

HOMEpa, JaThl COCTABICHUA LIOKYM@HTa?

nmyHKT 26 [Tpasui
OTILYCKa;
Tpunoxenue Ne 13
rnaskbl [11 MaCTpYKITMH




OTHpaBUTEI] JIEKAPCTBEHHOTO npemnapara?

nyukT 26 ITpasun
OTIIYCKa;
TIpuoxenue Ne 13
rinassl [11 MHCTpYKIUH

MoTydaTeNIs IeKapCTBEHHOTO Tpenapara?

nyukt 26 IpaBun
OTITyCKa;
ITpunoxenune Ne 13
rinassl I11 MHCTPYKIIUH

TeKapcTBEHHBIX IPENapaToB?

HAaMMCHOBAHHUE JICKApCTBEHHOIO Ipenapata myHKT 26 [IpaBmn

Ha JIaTHHCKOM sA3bike (C  yKasaHueM | OTIyCKa,

nosmpoBk#, GOpPMBI  BBITYCKA,  BHMA TTpunoxerue Ne 13

yIIaKOBKH, CI0c0o6a IIpUMEHEHNs)? riassl 111 MHCTpYKIIHA
nyHkT 26 IpaBun

KOJIMYECTBO 3aTpe6OBaHHBIX | OTIyCKa;

TTpunosxxenne Ne 13
rnassl 11l MHCTpYyKIMA

KOJIMYECTBO M CTOMMOCTh OTIYIICHHBIX
eKapCTBEHHBIX MPENapaToB?

nyskT 26 [TpaBun
OTITyCKa;
Ipunoxxenne Ne 13
rnassl 111 MHCTpYKIHA

OcCyLIecTBIACTCA JIH XpaHCHHE TpeGOBaHHIA-
HAKIaOHBX, O  KOTOPEIM  OTIYINEHBI
JNleKapCTBEHHbIE PENapaThl, B TCYCHHE OJIHOrO
roxa?

myskT 30 IpaBun
OTIIyCKa

CobOmoiaeTcs JH 3an0peT Ha HapyIMCHHC
NEePBHYHON YIIaKOBKH JIEKApCTBEHHOTO
IpenapaTa TpH ero OTIyCKe MO TPeOOBAHHIO-
HAKJAMHOW (32 HCKIIOYeHHeM  CyOBeKTa
PO3HUYHON TOPTOBJIH, AMEIONIETO JUICH3HIO Ha
dapMaeBTHYECKYIO AEATENBHOCTE C IPaBOM
H3TOTOBJIEHUS JIEKAPCTBEHHBIX PENapaToB)?

myskT 31 IIpaBun
OTITyCKa

CobmomaeTcs ¥ 3amper Ha  OTIYCK
JleKapCTBEHHBIX TIPENapaToB IO perenTam?

nyskr 3 [IpaBun
OTIIyCKa

CobmomaeTcd /I 3anmpeT Ha HapyIICHHC
BTOpUuHON  (OTPEOHTENBCKOH) — YHAKOBKH
NEeKapcTBEHHOro  Opemapara H  OTIYCK
JIEKapCTBEHHOTO ~ IIpemapara B IEpPBHYIHOM

ymaKoBKe?

nyHkt 8 IIpaBun
OTITyCKa

10.

Cob6monaercss T 3ampeT Ha  OTHYCK
HapKOTHYECKHX u IICHXOTPOIHBIX
JNeKapcTBEHHBIX mpenapatoB Crmcka I u I
Tlepeuns HapKOTHYECKAX M ICHXOTPOIHBIX
JIeKapCTBEHHBIX [PENapaToB 10 TPeOOBAHMIM-
HaKJIaHbIM WH/IMBHYJILHOTO

myHKT 28 [IpaBun
OTIyCKa
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NIpSANpPHHUMATEIA, HMEIOIICIO JTHICH3UIO Ha
MECIHUIHHCKYIO NEATEIBHOCTE?

(momxHOCTS 1 ®HIO HO/HKHOCTHOTO JIMIIA, 3aII0IHABIIETO IPOBEPOYHBIH JIUCT, OIKCH, 1aTa)

(momxuocts 1 ®YO KODKHOCTHOTO JIMIA IOPUANIECKOTO JIMIA, IPUCYTCTBOBABIICTO NPH
3aII0JIHEHHMH [IPOBEPOYHOTO JIUCTA, TOAIHUCH, JaTa)
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IMpunoxerne Ne 23
K npukasy OenepansHol CITyX 65l
0 Haa30py B cdepe 31paBOOXpaHEeHUs

ot 0941 A1E Ne G458

®dopma

IIpoBepoyHbIii THCT
(CIHCOK KOHTPOJILHBIX BONPOCOB),
ncnoJb3yemblii @enepanbHoi ci1yx00ii o Haa30pYy B cdepe 3ApaBOOXpPaHeHHS
M ee TePPUTOPHAIBLHBIMH OPTaHAMM NPH NPOBEJCHAH IIAHOBLIX POBEPOK MpH
ocyHIecTBJIEHHH (heiepaibHOI0 rocy1apCTBEHHOr0 HA/I30pa B cepe obpamennsi
JIeKAPCTBEHHBIX CPeICTB
(oTIycK M peajM3anHs JeKaPCTBEHHBIX MPeNapaTos A1 MCAHIHHCKOTO
NpHMeHEeHHs B aNTeKe NPOH3BOACTBEHHOM)

(HaNMEHOBaHME OPTaHa, OCYIIECTBISIONIETO MIAHOBYIO NPOBEPKY)

1. Bug TOCYapCTBEHHOI'O KOHTPOJIA (namzopa)

2. TlpeameT TMUIaHOBOH TPOBEPKH IOPHAMYECKHX JHL M  HHIMBALyajbHBIX
npe/fpHHEMAaTeNel OrPaHNIHBAETCs 00S3aTeNbHEIMH TpeGOBaHUAMH, COOMIOIEHHE KOTOPHIX
gBIIsSeTcs HapHbonee 3HAYMMBIM C TOYKH 3pEHMS HENOMYIICHHsS BO3HUKHOBEHMS yIPO3BI
NPUYHHEHHS BPea XH3HH, 310POBBIO IPak/aH, H3N0XKEHHBIMH B ¢opme IPOBEPOYHOTO JIUCTA
(CIIHCKa KOHTPONBHEIX BONPOCOB).

3. HauMeHOBaHHE IOPHAMIECKOTO IHIE, (amiius, HMs, OTYECTBO (mph HaTHYHH)
HHIHBUIYaIHHOTO peIpUHAMATENS:

4. MecTo TpOBEIEHUs IUIAHOBOH INPOBEPKU C 3aMOJHEHIEM IIPOBEPOHHOTO JIACTA:

5. PeKBHM3UTHI NPHKa3a O MMPOBEJCHUM IUIAHOBOH IPOBEPKM: OT

Ne

6. VaeTHbI! HOMEp IIPOBEPKH U IaTa IPUCBOCHHS YUETHOrO HOMEPa IPOBEPKH B EnunoM
peecTpe MpOBEPOK:

7. JomxKHOCTb, GaMIINA U MHHUIMANB! JOJDKHOCTHOrO JiHIA (), poBoAAIIEro(KX)
IUTAHOBYIO NIPOBEPKY:

1. ;

2. .
8. [TepeyeHs BOIIPOCOB, OTPAXKAIOIIMX CONCPKAHUC 00s3aTeNbHBIX TPEOOBaHUM, OTBET Ha
KOTOpbi€ OTHO3HAYHO CBHIECTENIBCTBYET O COOIIIOIEHNY WM HeCOOMIOAEHHH IOpHANIECKIM
JIMIIOM, MHIWBHIYAJIBHBIM MPENNPUHAMATEICM 00s3aTeNpHBIX TPpeOOBaHMM, COCTABIAIOMINX
IpeaMeT IPOBEPKH:




PexBH3UTHI BeiBoa 0
HOPMATHBHBIX BBHINOJIHEHHH
Ne Bonpocol, 0Tpakalomue coiepxanne NpaBoOBbIX AKTOB, C TpeboBaHHI
n/n o6a3aTeILHBIX TPeGoBaHUH yKa3aHHEeM HX

CTPYKTYPHBIX na HeT
eINHHL, KOTOPbIMH
yCTAHOBJICHbI
oGs3aTesIbHBIE
TpeGoBaHHd

®enepanbHblil 3aK0H OT 12 anpenst 2010 r. Ne 61-®@3 «O6 o6pamennH JIeKapCTBCHHBIX CPEACTB»
(Cobpanue 3aKOHOAATENLCTBA Poccniickoii ®enepamun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cr. 4283) (nastee - 61-@3); denepajbHBIii 3aK0H OT 8 AHBaPSH 1998 r. Ne 3-@3 «O HapKOTHIECKHX
cpeAcTBaX M MCHXOTPONHBIX BemECTBAX) (CoOpanne 3aKOHOJATEIbLCTBA Poccniickoi
dexepaunn, 1998, Ne 2, c1. 219; 2016, Ne 27, et. 4238) (nanee - Ne 3-@3); IpaBuiia OTIycKa
JIEKAPCTBEHHbIX ~ NpENapaToB Uil  MEIUIMHCKOro NpuMeHeHHsl, B TOM  YHCae
HMMYHOGHOJIOrMYECKHX  JIEKAPCTBEHHBIX  NpEnaparos, anTeYHbIMM  OPraHH3ALMSIMH,
AHINBHAYAJLHBIMH NPeINPHHAMATEISMH, HMEIOIMUMH JHMIEH3AI0 HAa (apManeBTHIECKYI0
NeATENLHOCT, YTBepXKAeHHbIC NPHKA3OM MuHHCTEpPCTBA  3PABOOXPAHCHHS Poccniickoi
®epepanun ot 11 moas 2017 r. Ne 403n (3aperncrpuposan MHHHCTEPCTBOM OCTHIHMH
Poccuiickoii ®egepanuu 8 cenrsops 2017 r., perncrpanuonnbiii Ne 48125) (nanee - IlpaBuna
ormycka); IlopAaoK HasHaYeHHS M BLINHCHIBAHMI JeKapCTBEHHBIX NPENapaToB, H3Je/IHi
MeIMIHMHCKOr0 HA3HAYEHHS M CICHHAIM3HPOBAHHLIX NPOIYKTOB Je4eGHOro MNHTAHHUS,
yTBepKIeHHBIH  npukasoM MuHHCTEPCTBA 3APABOOXPAHEHHA H CONMAJILHOrO Pa3BHTHS
Poccniickoii ®enepaunu or 12 despans 2007 r. Ne 110 (3aperactpupoBaH MHHHCTEPCTBOM
focTumun  Poccmiickoii @enepanuu 27 anpens 2007 r., permcTpanHOHHBIH Ne 9364) ¢
M3MEHEHHSIMH, BHECCHHBLIMH INpPHKa3oM MHHHCTEPCTBA 3APaBOOXPAHECHHI Poccmiickoi
®ecaepanun oT 26 ¢despans 2013 . Ne 94u (3apermcrpaposan MHHHCTEPCTBOM IOCTHIIHH
Poccniickoit ®egepanun 25 uons 2013 r., perncrpanuonnbiii Ne 28881) (manee — MHCTPYKIHASA);
Tlepeuens HAPKOTHIECKAX CPEACTB, NCHXOTPOMHBIX BEMIECTE H HX NPEeKypPCOpOB, MOMJIeKAMMX
xonTpoaio B Poccmiickoi ®enepannn, YTBEPACHHLIH MOCTAHOBJICHHEM IIpaBHTEJILCTBA
Poccniickoii ®enepannu ot 30 mons 1998 r. Ne 681 (CoGpaHue 3aKOHOJATENLCTBA Poccniickoit
®enepanun, 1998, Ne 27, cr. 3198; 2017, Ne 33, cr. 5182) (nanee - IlepedeHb HAPKOTHYECKUX H
NCHXOTPOIMHBIX JIEKAPCTBEHHBIX npenaparos); PopMbl 0JaHKOB PpeNeNToB, coepKamux
Ha3HAYeHHEe HAPKOTHYECKHX CPEACTB HJIH NCHXOTPONHLIX BEMIECTR, NOPS/IOK HX H3rO0TOBJICHHS,
pacnpele/eHHs, PerucTpanud, ydeTa H XpaHeHHd, a Takke NOpaBWiIa odopmieHHsd,
yTBepKACHHbIC MNPUKA30M MuHHCTEpCeTBA  3APABOOXPAHCHHS Poccmiickoii ®enepauun 0T
1 aprycra2012r. Ne 54u (3aperucTpuposaf MusBCcTepcTBOM I0CcTHIMA Pocchiickoi ®egepanun
15 aBrycra 2012 r., perncTpanHOHHbIH Ne 25190) ¢ HM3MeHEHHSIMH, BHECEHHBIMH IPHKA30M
MHHHCTEPCTBA 3APABOOXPAHCHHS Poccniickoii ®enepamun ot 21 ampens 2016 r. Ne 254n
(3aperucTtpupoBan  MHHHCTCPCTBOM  IOCTHIHH Poccniickoii ®exepaunu 18 mions 2016 r.,
perucTpanuonnbiii Ne 42887) (manee - mpuka3s Ne 54); Ilopsiiox Ha3HAICHHAS H BLINMHCHIBAHUA
JeKAPCTBEHHBIX NpeNnaparoB, a TaKxke dopM penenTypHBIX OJIAHKOB HA JIEKAPCTBEHHBIC
npenaparbl, HOPsAOK ohopMiIeHHs YKA3AHHBIX 6JIaHKOB, X y4eTa H XpaHeHHsl, yTBepXKACHHBIH
npuka3oM MHHHCTEPCTBA 3APABOOXPAHCHHS Poccmiickoii ®enepanum ot 20 nexabps 2012 r.
Ne 11751 (3aperdctpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®eaepanun 25 HIOHHA
2003 r., perucTpanHoHHbIH Ne 28883) ¢ H3MeHEHHSIMHA, BHECCHAbLIMH NPHKA30M MununcTepCcTBa
sapasooxpanenns Poccuiickoi ®enepannn ot 21 anpeas 2016 r. Ne 254n (3aperucTpupoOBaH
MunncreperBoM 1ocTunuu Poceuiickoi ®enepanun 18 mions 2016 r., perncTpanHoHHbIA
Ne 42887) (nanee - Ilopagox Ha3HAYEHHUS H BomuchiBanns); IlepedeHb JeKaPCTBEHHBIX CPEICTB
AIs  MEIMIMHCKOro  NIpHMEHEHMsl, NOLIeKAIMX npeJMeTHO-KOJIHYeCTBeHHOMY  yHeTy,
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YTBep:KIeHHBbII npHkasomM MuHucreperBa 3apaBooxpanenusi Poccmiickoit  ®exepanun
oT 22 ampens 2014 r. Ne 1831 (3aperucTtpupoBaH MHHHCTEPCTBOM IOCTHIHHM Poccmiickoi
Oenepauun 22 uoan 2014 r., perucrpamuonnbiii Ne 33210) ¢ u3MeHeHHMSMH, BHECEHHLIMH
npukazom MuHHcTepcTBa 3apaBooxpanenusi Poccniickoii @enxepanuu ot 10 centadps 2015 r.
Ne 6341 (3aperncrpupoBaH Munucrepcrsom octunuu Poccuiickoit Megepaunu 30 ceHTsOps
2015 r., perucrpanuonnsiii Ne 39063) (nanee - Ilepedens gexapcTBeHHbIX cpeacts); Ilopsmox
oTnycka (GpH3IHIeCKHM JIMIAM JIEKAPCTBEeHHBIX NMpenapaToB JJisi MEIHIUHCKOI0 NMpPHMEHEHMS,
COEPKAMMNX KPOME MAJIBIX KOJHYECTB HAPKOTHYECKHX CPECTB, ICHXOTPONMHBIX BelEeCTB H UX
NpPEeKypcopoB Apyrue ¢papMako/IorHdecKue aKTHBHbIE BeHIECTBA, YTBEP)KACHHBI NPHKA30M
MunucTepceTBa 3/paBoOXpaHeHHs H CONHAILHOrO pa3BuTHA Poccuiickoii ®eaepamun ot 17 man
2012 r. Ne 5621 (3aperncrpupoBan MunucTepcTBoM rocTHuuH Poccuiickoii ®enepanuu 1 mons
2012 r., perucrpanuoHnblii Ne 24438) ¢ n3MeHeHNSIMH, BHECEHHBIMH NPUKa3oM MuHHCTEpCTBA
sapaBooxpaHeHns Poccuiickoit ®@enepanuu ot 10 centadpsa 2015 r. Ne 634H (3aperucTpupoBan
Munucrepecreom roctuunn Poccuiickoii @exepanun 30 cenrsbps 2015 r., perucTpanMoOHHBIH
Ne 39063) (nanee — nopsiaok); [lepevueHs KN3HeHHO HEOOXOAMMBIX H BAXKHEHIIAX JIEKAPCTBEHHBIX
npenapaToB Ha 2016 roa, a Takxe nepeveHb JEKAPCTBEHHBIX MPENapaToB I MeAHIHHCKOI0
NpHMEHEHHS ¥ MHHHMAJILHBIA aCCOPTHMEHT JIEKADCTBEHHBIX MPeNnapaToB, HEOOXOAUMBIX IS
OKa3anMsi MEIHIHHCKOH NOMOMM, YTBep;KACHHble pacnopsukenueM IlpaBHTEbCTBA
Poccuiickoii ®enepanun or 26 nexadps 2015 r. Ne 2724-p (CoGpaHme 3aKOHOIATEIHCTBA
Poccuiickoii ®eaepanun, 2016, Ne 2, c1. 413) (manee — [lepedeHn JekapcTBEHHBIX MPENAPATOB,
BXOASIHX B MHHHMAJILHBIH accopTumeHT); IlepevueHnr nosrkHoOcTeli (papManeBTHUECKHX H
MEIMIHHCKHX pa0OTHHKOB B OPraHM3alHsiX, KOTOPHIM IIPEeJOCTABJICHO MPAaBO OTIYCKa
HAPKOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB H NCHXOTPOIHBIX JIEKAPCTBEHHBIX MPenapaToB
(u3snYeckuM IHLAM, YTBepKIeHHbIH NpHKazoM MuHHCTEpCTBA 3ApaBooxpaHenus Poccuiickoi
®enepannn or 7 ceaTadpa 2016 r. Ne 681 (3apermcrpupoBan MHHHCTEPCTBOM IOCTHIIHH
Poccniickoii ®enepanun 21 centadps 2016 r., peructpanuonnsiii Ne 43748) (nanee — Ilepedenn
HOJIKHOCTEI)

1. Otnyckarotes I HapKOTHYECKHE 1 | nyskr 3 [IpaBun
IICHXOTPOIHEIE JTEKapCTBEHHbIE Npenaparsl 10 | OTIycKa
peuentam?

2. Otnyckarorcs 1M UMMYyHoOHoJorudyeckue | myHKT 3 I[IpaBui
J€KapCTBEHHBIE IpenapaThl 1o penentam? OTIyCKa

3. Otmyckaroress 1 HapKOTHYECKUE u | mysKT 4 [IpaBun

IICHXOTPONHEIE JIGKAPCTBCHHBIC HpeHaparhl, | OTIyCKa;
BHeceHHble B Cmucox I Ilepeuns | npunoxxenuss Ne 1 u 2 x
HapKOTHYECKUX %} TICUXOTpPOIHBIX | mpuka3y Ne 54u

JIEKapCTBEHHBIX IpenapaTos, npu
IpeIbSBICHUN PpEIeNnTOB, BBITUCAHHEIX Ha
peuentypHeix 6mankax ¢opmer Ne 107/y-HII,
yTBEpKIEHHON IPUKA30M Ne 54u?

4. Ortnyckarorcs b1’ IICUXOTpoInHbIe | MyHKT 4 IIpaBun
JIEKapCTBEHHBIE IIPENapaTsl, BHECEHHBIE B | OTIYCKa;

Crnucox III TIlepeuns Hapxotuueckux u | myHkt 9 [lopsiaxa
ICUXOTPONHBIX JIEKapCTBEHHBIX IIPENaparToB, | HA3HAYCHUS U
TNPH NIPEABSBICHUN PELENTOB, BHINHCAHHBIX HA | BEIIMCHIBAHHS
peuentypHbix Onankax ¢opmbl Ne 148-1/y-88,
YTBEP)KACHHOH IpuKka3oM Ne 5417
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Ornyckaroress  JiHt HApKOTHYCCKHE  H
IICHXOTPONHBIE  JICKAPCTBEHHBIC ~ Ipenaparthl
Cmucka II TlepeuHs HApKOTHYeCKHMX H
IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB B
BUAE TPAHCAEPMAIBHBIX  TEPaNEBTHICCKHUX
cuCTeM TNpH  TPEIbABJICHHH  PCICITOB,
BBIACAHHBIX HA PEIENTYPHBIX O1aHKaX HOPMBI
Ne 148-1/y-88, yTBepKIOCHHOH IPHKA3OM
Ne 54u?

nyHkT 4 [IpaBun
OTIIYCKa,;

nysxT 9 Ilopsiaka
Ha3HAYCHHA H
BBIMHACHIBAHHUSA

OTnyckaroTes JH JIEKapCTBEHHbIE IPEMapaThl,
BKIIOYEHHbIE B II€pedeHb JIEKapCTBEHHBIX
CpENCTB IS MEIHIMHCKOrO MPUMEHEHH,
OO[UTCKAMAX  IPEAMETHO-KOJTMIECTBEHHOMY
ygeTy, TpH  TPEOBABICHHH  PELENTOB,
BHIMACAHHBIX HA PENENTYPHBIX OaHKax GOpMEI
Ne 148-1/y-88, yreepxaenHol mpuxasom No
54u?

MYHKT 4 [TpaBun
OTILYCKa;
pasmelsl
[Tepeuns

JIEKapCTBEHHBIX CPEIICTB

I; I, III

OTIyCKaIOTCs JIH JIEKApCTBEHHbIC IPEenaparhl,
obnagaromue aHabOJMUeCKO¥ aKTHBHOCTBIO,
IIPH NPENbSABICHAN PEIENTOB, BHIIMCAHHBIX Ha
penenTypHsIx GiaHkax dopmer Ne 148-1/y-88,
yrBepxkIerHo# npukazom Ne S4u7

1. 4 [IpaBui OTIIyCKa;
HOMIYHKT 3 MyHKTa 9
[Topsinka Ha3HAYCHUA U
BBIUCHIBAHUS

OTnyckaroTes T JIEKapCTBEHHEIE IPENaparsl,
cojepXalipe KpoMe  MalbIX  KOJMYECTB
HApPKOTHYECKHX  CPEICTB,  ICHXOTPOIHBIX
BEIIECTB H  HUX  IPEKypcopoB  Apyrue
hapMaKoOrHYeCKHe aKTUBHEIC BEINECTBA, NPH
IIpEAbSBICHAN PEIENTOB, BHINHCAHHLIX Ha
penentypHbIx Grankax dopmbl Ne 148-1/y-88,
yTBepKaeHHOH npuKasoM Ne 54H?

nyHkT 4 [IpaBun
OTIyCKa; IYHKT 3
mopsKa

OcymecTBnAeTcs JIH OTIYCK JIEKAPCTBEHHBIX
npenapatoB (e3 pelenToB B COOTBETCTBAU C
HHCTPYKUMSIMH [0  HMX  MEIMIMHCKOMY
IpPAMEHEHHIO?

myHKT 5 IlpaBun
OTIyCKa

10.

OcymecTBisgercs Jd OTIYCK JEKapCTBEHHBIX
TIperaparoB B TEUEHHME YKa3aHHOIO B PELCHTS
CcpoKa ero JeicTBus?

nyHKT 6 IIpaBun
OTITyCKa

11.

B cmydae  OTCYTCTBHSL  JIEKAPCTBEHHOTO
mpemapara IPUHMMAETCs IM  penent Ha
06CITy)KUBaHHE B CIEAYIOLIHE CPOKHU:

nyHKT 6 [IpaBui
OTITyCKa

perent ¢ MOMETKOH «statim» (HEeMeZIIEHHO)
obGcnyuBaeTCs B TEYCHHE  OJHOTO
paGodero IHS CO JHA OOpalleHHs JHia K
CyOBeKTy PO3HHUHOM TOProBIH?

nyHKT 6 IlpaBun
OTIIyCKa

peLierIT ¢ MOMETKOM «cito» (CpOUHO)
o6CITyKiBaeTCs B T€UEHHE JIBX paboduX

myHKT 6 [TpaBun

OTITyCKa
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el co A oOpameHus IMNa K CyOBeKTy
PO3HAYHOU TOPrOBIIH?

pelenT Ha  JEKAPCTBEHHENi  Ipenapar,
BXOMAIINA B MHHHMAIbHBIA aCCOPTHMEHT
lleKapCTBEHHBIX npenapaTroB Juist
Jmennunncxoro IpUMEHEHHS, HEOOXOAUMBIX
U11  Oka3zaHMd MeIMIMHCKOM  IOMOINH,
0GCITy)KMBaeTCS B TEUCHHE ILITH paGodmx
nEeit co mHs obpameHds TMIa K CyOBEeKTy
O3HHYHOM TOProBIH?

nyHKT 6 [IpaBun
OTITyCKa

12

OGciIyKuBaeTCs JM PEIeNT Ha JIeKapCTBeHHBIH
TpenapaT, OTIYCKaeMblii OeCIUaTHO HIH CO
CKHIKOM ¢ HE BOINEAIIMA B MHUHHMAILHBIH
ACCOPTHMEHT JIEKapCTBEHHBIX MPENapaToB JUIA
MEIUIIMHCKOTO NpHMEHEHHs, HeoOXOMMMBIX
IO  OKa3aHHd MEIULMHCKOH IIOMOIIH, B
TeueHHE JAECATH palbodyux [HEeH co JHA
obpamenuss Juna K CyOBEKTy PO3HHYHOM
TOPrOBJIH?

myHKT 6 ITpaBui
OTIIyCKa

13.

OGcmyXuBalOTCH bzt penenTsl Ha
JIeKapCTBEHHbIC IIpenaparhbl, Ha3Ha4YaeMEIE II0
pelleHUI0 BpaueOHOH KOMHCCHH, B TEUCHHE
nsaTHAAIATH pabouux Hell co JHA obpainenus
LA K CyOBEKTY PO3HHUYHOM TOProBIn?

nyskT 6 [IpaBun
OTIIyCKa

14.

OTIYCKAalOTCA JI¥ JIEKAPCTBEHHBIC IPENapaThl
IO pelleNnTaM C UCTEKIIAM CPOKOM JIeHCTBHS?

nyHKT 6 [TpaBun
OTIIyCKa

15.

OcymiecTBisieTcss M TPH HCTEYCHHH CpOKa
IeMCcTBHS pelenTa B INepHOJ HaXOXICHHS €ro
Ha OTCPOYEHHOM OOCITYXMBaHHH OTIYCK
JIeKapCTBEHHOTO IIpeTnapara 10 TakKoMY PELENnTy
(6e3 ero mepeodopmieHus)?

nyHeKT 6 IIpaBun
OTITyCKa

16.

OTIyCKaIOTCA X JIEKapCTBEHHBIC MIPEIapaTkl B
KOJIMYECTBE, YKA3aHHOM B periente?

nyHKT 7 [IpaBuin
OTITYCKa; IIPHIOKCHHS
Ne 1 u Ne 2 [Topsinka
Ha3HA4YCHUs H
BBITACEIBAaHHS

17.

OtnyckaeT qH (apMaueBTHUECKHH DPabOTHHK
NpeeNbHO JOIYCTHMOE WK PEKOMEHIOBAHHOE
KOJIMTYECTBO JIEKAPCTBEHHOTO IIperapara Ajsd
BBIMACHIBAHMA HA  OAMH  pEUCeNT  IpH
NpEbSBICHAN pELENTa C MPEBBIIICHUEM
IpeaeabHO JIOITYCTHMOTO 70074
PEKOMEHI0BaHHOTO KOJINYeCTBA
JIEKApCTBEHHOTO Ipenapara /Uil BbIIHCHIBAHHS
Ha OAMH  peuent ¢  [POCTaBICHHEM
COOTBETCTBYIOMIEH OTMETKH B penente?

nyHKT 7 IIpasun
OTITyCKa
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18. | OcymectBngerca A OTMYCK JICKAPCTBEHHOTO | CTAaThA 46 Ne 61-D3;
mpenapaTa B IEPBHYHOM W BTOPHYHOMH | MyHKT 3 cratbu 27
(motpeOuTENHCKOH) ynaKkoBKax c | Ne 3-03;
MapKHpPOBKOH? nyHkr 8 Ilpasun

OTITycKa

19. | Hapymaercs M  MepBHYHAs  YNaKOBKa | MyHKT 8 IpaBun
JIeKapCTBEHHOTO Iperiapara OpH €ro OTImycKe? | OTIyCKa

20. nyHKT 9 IIpaBun
ITpocTaBiAeTcs T4 NPH OTILyCKe OTIycKa
JIEKAPCTBEHHBIX IIPENaparoB Ha peuentTe
OTMETKa 00 OTIIyCKE JIEKapCTBEHHOTO
npenapaTa ¢ yKa3saHHeM:

TOproBoro HAaWMEHOBaHWsi, J03HpoBKH u [ myHKT 9 IIpasmn

KOJIMYECTBA OTIYIIEHHOTO JIEKapCTBEHHOIO | OTIIyCKa

npenapara?

(pamEIHM, MMEHH, OTYeCTBA (IPH HAIMYMHM) | IYHKT 9 IIpaBun

IMemumuHCKOro  paboTHHKa B Clydasx, | OTIIycKa

yKa3aHHEIX B ab3ale 4eTBepTOM ITyHKTa 7 H

ab3ane TpeTbeM myHkTa 10 IIpaBun oTmycka?

DEKBH3UTOB JOKYMEHTa, yAOCTOBEpsiomero | myHKT 9 IIpaBm

ITMYHOCTD JHLa, IOTYYHBIIETO | OTIYCKa

TeKapCTBCHHBI — npemapar, B  Clydae,

ykasaaHoM B myrkre 20 IIpaBun otmycka?

amunun, umenn, ordectsa (npu Hammdau) | TyHKT 9 IIpasmn

(hapMaIeBTHYECKOrO paboTHHKa, | OTIIyCKa

OTIIYCTHBLIETO JICKAPCTBEHHBIM Npenapar, U

ero Mmoanucu?

IaThI OTITYCKA JIeKapcTBEHHOTO npenapara? | myHKT 9 Ilpasun
OTITyCKa

21. | BosBpamaercs mu peuent c ormerko# mpw | myrkt 10 Ilpasun
OTIyCKE JIEKapCTBEHHBIX IIPENaparoB IO | OTIYCKa;
peuenty, BBITMCAaHHOMY Ha peucnTyYpHOM TPHIOXKEHHE No 2
6nanke ¢dopmbi Ne 107-1/y, yTBEpXIEHHOH | [Jopsika Ha3HAYEHHS U
npukazoM Ne S54H, CPOK HEHCTBHS KOTOPOTO | prinwcppanms
COCTABJISIET OAUH roa?

22. | Ilepemaercsa by’ ¢apmanerrueckuM | myHKT 11 [IpaBun
pabOTHHKOM nuny, IpUOOPETAIOLIEMY | OTITyCKA

(monyyaromeMy) JeKapCTBEHHBIE Npernaparhl
0 pEUENTy, BHIHMCAHHOMY Ha PELEeNTypHOM
6manke  ¢opmer  Ne  148-1/y-04  (u),
YTBEPIXKICHHOH IPHKa30oM Ne 54u, umu
dopmel N 148-1/y-06 (i), yTBEpXACHHOH
npukazoM No 54H, 3aIOJHEHHBIH KOPEIIOK
TaKoro penenra?
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23.

[TpocrasseTcs I pu OTITyCKE
HapKOTHIECKOTO " TICHXOTpPOITHOTO
JlekapcTBeHHOro mpenapara Criucka Il ITepeuns
HApKOTHYIECKHX U IICUXOTPOMHBIX
JIeKapCTBEHHBIX IIPerapaToB Ha peueire o6
OTIyCKe JIEKapCTBEHHOro Ipemapara nedarh
OpraHM3aliiy, B KOTOpOH YKa3aHO TOJIHOE
HauMeHoBaHue (IIPH HAIMYHH Te4aTh)?

nyskt 12 Ipasun
OTITyCKa

24.

Ha penerite Wil KOpEIIKe pelienTa yKasbIBaeTCs
¥ ToYHOE BpeMs (B Yacax M MHHYTax) OTITYCKa
HAMMYHOOHOJIOTHYECKOrO JIEKApCTBEHHOTO
npernapara’?

nyskt 13 Ilpasun
oTImycKa

25.

OTmyckaloTesd  JH HMMYHOOHOIOTHIECKHE
JeKapcTBEHHbIC Mpemaparsl Tpd  HaIHTHK
CIIELMATBHOrO TEPMOKOHTEHHEpa?

nyskT 13 IIpasmin
OTITyCKa

26.

OcTaloTcs ©W XpaHsares JH Yy CyOBekTa
obpaleHnst TEKapCTBEHHBIX CPEIICTB PEICIITRI
(¢ oTMeTKOH «JlexapcTBEHHBIA  IIpenapar
OTIYIIEH») HA!

nysekT 14 IIpaBun
OTIIyCKa

HAapKOTUIECKHE U IICHXOTPOIHEIE
7IeKapCTBEHHBIC — IpPENapaThl Cnucka II
[lepeurss HAPKOTHYECKHX M IICHXOTPONHBIX
eKkapCTBEHHBIX IIPENApaToB - B TEHCHUC
ATH JIeT?

nyukT 14 ITpaBun
OTITyCKa

IICUXOTPOITHBIC JIeKapCTBECHHBIC npenapaTsl

nyHKT 14 IIpaBun

eT?

Cnucka III TlepeuHs HapKOTHYECKHX H | OTIIyCKa
[ICMXOTpPOIHBIX JIEKAPCTBEHHEIX NPEnaparos

- B TEUECHHE [ISTH JIET?

llexapCTBEHHbIS Ipenaparsl, OTIyCKaeMble | IYHKT 14 Ilpasun
GecILIaTHO HITH CO CKHMIKOH, - B TEUSHHE TPEX | OTIyCKa

KOMOMHHPOBaHHBIC JIeKapCTBEHHBIC
npenaparhl, COACPXKAlMe HApKOTHICCKHE
cpeicTBa HIM TICHXOTPONMHBIC BCLICCTEY,
puecennple B Comcku 11 m III Ilepeuns
HAPKOTHYECKHX %4 IICHXOTPOIHBIX
TeKapCTBEHHBIX NIPEIIapaToB, H3rOTOBICHHAIC
B aITEYHOH OpraHM3aliH, - B TEYCHHE TPCX
et?

nyskT 14 TIpaBun
OTIyCKa

exapCTBEHHBIE Ipemapatsl, OOHajaomue
aHaGoIM4ecKodl AKTMBHOCTBIO, - B TE€UCHHC
rpex neT?

myHKT 14 IIpaBun
OTITyCKa

neKapcTBEHHEIE Mpernaparsl, MOIICHKAIHe
[IpeIMETHO-KOJMIECTBEHHOMY  Y4€Ty, - B
TeUYCHHE TPEX JIET?

nyskT 14 [1paBun

OTITyCKa
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TeKapcTBEHHEIC —IIpemapaThl B xunxoit | mynkr 14 ITpasun
nexapcTBeHHOM (opMme, ConepxKamue Gonee | ormycka

15% 5THIIOBOTO CIHpPTa OT 00BEMa FOTOBOH
IPONYKLHHY, - B TSICHHE TPEX Mecsues?

HHBIC JIEKapCTBEHHBIC npenapartsl, | myHKT 14 IIpaBan
OTHOCSIIIAECS o ATX K | otnycka
pTHICHXOTHIecKHM cpenctBaM (kon NOSA),
arkcuoauTrkaM (xkox NO5SB), CHOTBOpPHBIM H
cenaTMBHBIM  cpencTBaM  (KOX N05C),
antHenpeccanTaM (koA NO6A) u He
HoUIeKAaIUe TPeIMETHO-KOIMIECTBEHHOMY
y4eTy, - B TE4EHHE TPEX MecaneB?

27. | OtMedatorcs TH pelenThl, He YKa3aHHBIC B | IYHKT 15 Tpasuin
nyskre 14 Tlpasun oTiycka, IOTaMIOM | OTIycka
«JlexapCTBEHHBIH Ipenapar OTHyICH »?

28. | BosppamaroTcs JIH peleNTsl, HE yKasaHHBIE B | IYHKT 15 Ipasuin
nyakte 14  Ilpapun  OTHyCKa, JIHIY, | OTHyCKa
IOTyYHBLIEMY JIEKAPCTBEHHBIH npemnapar?

29. | WNmeercs  nom  KypHai, B KOTOpPOM
PETHCTPHUPYIOTCS  PCUENTHI, BBIIHCAHHBIC € OYyHKT 15
HapymeHneM ITpaBii OTITYCKa, C yKasaHAEM: TpaBuin oTIIyCcKa

SLIIBICHHBIX HapylmleHu#i B OGOPMICHHH| ITYHKT 15

perenTa? [MTpaBu oTIycKa
amuuK, WMEHH, OT9CCTBa (mpu HayAuMM)| MYHKT 15
JTy11a, BEITMCABLIEr0 PEIeT? [TpaBun OTIIyCKa
. MyHKT 15
HAMMEHOBAHHMS MEAMIIMHCKOM OpraHu3aluu?
[Tpasui OTIyCKA
OyHKT 15

MPUHATHIX Mep?

ITpaBui oTIyCKa

OrpaHndeHnsi, Hajaraemple Ha ¢apManeBTHUECKAX PadOTHUKOB NpH OCYIIeCTBJICHHHA HMH
npodecCHOHANBLHOM JeATe/IbHOCTH (craTba 74 @efepajibHOrO 3aKoHA OT 21 monbpsa 2011 r.
Ne 323-03 «O6 ocHOBaX OXPaHbI 310POBbSA rPANIaH B Poccniickoii ®enepanun» (Cobpanue
zaxoHoaareancTea Poccniickoii @enepanuy, 2011, Ne 48, ct1. 6724; 2017, Ne 31, cT. 4765) (nanee -

Ne 323-D3)
30. HOIMyHKTHI 2 U 4
nyHKTa 2 cTaThH 74
dapManeBTHICCKHE PAOOTHHKH U N Ne 323-D3;
PYKOBOJIMTENH ALTEYHBIX OPraHH3alii: myscr 17 Hpasun
OTIIyCKa

HONIYHKTHI 2 U 4

4
[OTySAIOT JH OT KOMITAHHUE, TPE/ICTABUTENS r}?"?;ga cngTaTbn 7
KOMITAHHH 0GPa3II JTEKapCTBEHHBIX 2 323-@3;

npenaparoB [Jist Bpy4CHHs HaCeJICHUIO? nyrkt 17 [Tpasui
OTIyCKa




[PEAOCTABIIIOT I HACEICHUIO
HEZOCTOBEPHYIO H (HJIH) HETIOTHYIO
HMHGPOPMAILIHIO O HATTHYMH JIEKAPCTBEHHBIX
MpenaparoB, BKJIIOYAs JE€KapCTBEHHBIC
npenaparsl, HIMEIOIIHE OJMHAKOBOS
eXIYHapOIHOE HENAaTCHTOBaHHOE
HaNMEHOBaHHE?

MOJNYHKTHI 2 1 4
nyHkTa 2 crateu 74
No 323-03;

nyHKT 17 [IpaBun
OTIycKa

CKpEBIBAIOT 1 HHYOPMAIMIO O HATHINH
leKapCTBEHHBIX NPEIapaToB, HMEIONIKX Goree
HU3KYIO HEHY?

TOJIYHKTHI 2 1 4
IyHKTa 2 cTatey 74
Ne 323-03;

myHKT 17 [IpaBun
OTITyCKa

TpeGoBanusi K OTIYCKY HAPKOTHYECKHX H NCHXOTPOMHBIX JIEKAPCTBEHHBIX npenaparos,

JIeKapCTBEHHBIX
JIEKapCTBEHHBIX NMPENaparos, noaJiIeXKamux npeamMeT: HO-KOJHYECCTBEHHOMY YIETY

npenaparoB, 00Jajalommx

anaboanueckon

aAKTHBHOCTLIO,

HHBIX

31.

OcyIecTBIAeTCs I OTIMYCK HAPKOTHYECKHX H
TNICHXOTPOIHBIX JIEKAPCTBEHHEBIX IIPENaparoB
(hapMaIeBTHYECKHMH paboTHHKaMH,
3aHUMAOMIMMH JOJDKHOCTH, BKJIIOYCHHBIE B
I[lepeyeHs JOLKHOCTEH?

myHkT 19 IIpaBun
OTILYCKa;
ITepeueHb NOKHOCTER

32.

OcymecTBisieTcss TH OTIMYCK JIEKapCTBEHHBIX
IpenapatoB, OfJajalomuX —aHaboIHIecKoi
aKTHBHOCTBIO, dapMareBTHIECKUMHU
pabOTHHKAMH, 3aHMMAIOMMMHA  JOJDKHOCTH,
BKJTIOYEHHEIE B [lepeueHb NODKHOCTEH?

myskT 19 [pasun
OTITYCKa;
IMepedeHb TOMKHOCTEH

33.

OcyIIecTBISICTC U OTMYCK JIEKapCTBEHHBIX
IpenapaTtoB,  NOMIEXKAMMX  NPEIMETHO-
KOJIMYECTBEHHOMY YUeTy, hapMalleBTHICCKUMHU
paGOTHMKaMH, 3aHHMAIOMKMMHA  JOJDKHOCTH,
BKJTFOUEHHBIE B IlepeueHb JODKHOCTER?

myHkT 19 IIpaBun
OTIIYCKa;
ITepeyeHb NOIDKHOCTEH

34.

OtmycKarTcs b1 HApKOTUYECKHE 51
ICHXOTPOITHBIE JIEKAPCTBEHHBIC  IIPETIapaThl
Cmucka II Tlepeuns HapKOTHYECKHX H
ICUXOTPONHBIX JIEKAPCTBEHHBIX IIPENapaToB
npu NpEAbABICHHH IIOKyMEHTa,
YIOCTOBEPAIOIIETO JIUYHOCTb, JMITY,
YyKa3aHHOMY B DelenTe, €ro 3akOHHOMY
NPENCTABUTENIO HIIA  JIALY, HMCIOMEMY
0(hopMIIEHHYIO B COOTBETCTBHH c
3aKOHOJaTeNscTBOM Poccuiickoil ®Pepepaunu
JIOBEPEHHOCTh Ha IIPaBO [MMOJIYYEHHS TaKHX
HApKOTHYECKHX " TICUXOTPOITHBIX
JNeKapCTBEHHBIX NPENaparoB?

nyHkT 20 IIpaBun
OTIIyCKa

35.

BrigaeTcs Jd MOCHE OTITyCKa HAPKOTUYECKUX U
IICHXOTPOIMHEIX JICKAPCTBEHHBIX MPENapaToB
Cmucka II u III TlepedHs HApKOTHYECKHX H
IICHXOTPOIHEIX JIEKapCTBEHHBIX TPENapaToB

CHTHATYpa C XEJITO! [OJI0CoH B BepXHel 4acTH

nyHkT 22 [TpaBui
OTIIycKa
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M HaAOMCBIO dYepHBIM ImpudToM Ha HeH
«Curaarypay, B KOTOPOH yKa3bIBAtOTCA:

HaNMCHOBAaHHE M ajpec MecToHaxoxaeHus | mymkt 22 IIpamin
cybpekta  OOpallleHHsi  JIEKApCTBEHHBIX | OTIyCKa
cpencTs?

myHKT 22 IIpaBun
HOMEp H JIaTa BBIIHCAHHOTO penenta’ oTHyCKaA
ammIEs, HMs, OTYECTBO (IIPH Hammuny) | nyrkr 22 IIpasun
nmuma, I8 KOTOpOro  IpelHa3sHadeH | oTmycka
leKapCTBEHHEIH NpeNapar, ero Bo3pact?
HOMEP MEIMLEHCKOM KapThl MAlMEHTa, | MyHKT 22 TpaBun
IOJTy4alOIEro MEIUIIMHCKYI0 IIOMOING B | OTHYCKA
aMOyJIaTOPHBIX YCJIOBHSAX, MAJNS KOTOPOTo
npeHa3HaveH JIeKapCTBEHHBIH mpenapat?
damMuIEs, WMsi, OT4ecTBO (IpH HanuuuH) | nyHKT 22 IlpaBun
rmezmupmcxoro paGoTHHKaA, BBINMCABIIETO | OTIyCKa
pelleNT, €ro KOHTAaKTHBIH TenedoH 6o
restehOH MeTMIIMHCKON OpraHu3aiun?

nyHKT 22 [IpaBun
Coepikanpe penenTa Ha JIATHHCKOM si3bIke? | ormycka
dammnms, ¥MA, OTIECTBO (TIPH HanmpukK) U | myHKT 22 [Ipasun
oanvch (hapMaleBTHYECKOro pabOTHHKE, | OTIyCKa
OTITYCTHBIIETO JIEKAPCTBCHHBIN npenapar?

nyHKT 22 [Ipasun
naTta OTIyCKa JIEKapCTBEHHOTO Ipemnapara? oTHycKa

TpeGoBanust K OTIYCKY

MEAHIHHCKYIO ICHATEC/IbHOCTD

JeKAPCTBEHHBIX NPeNnapaTroB o
MeIHIHHCKHAX OpraHu3anui, HHAMBHAY AJbHbIX npeanpUHAMATEell, HMEIOIHX JHIECH3UI0 HA

36.

Umeercd 1u Ha TpC60BaHI/IHX-HaKJ'IaI[HI>IX Ha
MOJY4YSHHEC JICKapCTBCHHBIX Ipernaparos:

myHKT 26 [IpaBun
OTILYCKa;
IMpunoxenne Ne 13
rnassl [1I UHCTpYKIIHH

[rami?

nyHKT 26 IIpaBun
OTITyCKa;
IMpunoxenne Ne 13
rnassl [ MacTpykuun

Kpyrjias redarb MeHHHHHCKOﬁ opranmannn‘?

myHKT 26 ITpaBui
OTIIYCKa,
Tpunoxenne Ne 13
rinaBbl 111 MHCTpYKIIUH

MOANMHCH €€ PYKOBOIMTENS WIH  €ro
haMecTUTENs O JIedeOHOM JacTu?

nysKT 26 [Ipasun
OTITyCKa,
TTpunoxenne Ne 13
rinassl 111 MHCTpYKIMH

TpedGoBaHUAM-HAKJIATHBIM




HOMEp HOKyMeHTa?

nyskt 26 [Tpasun
OTIIYCKa,

Tpunoxenue Ne 13
rnassl 111 MHCTpYKIIHH
nyHKT 26 [IpaBun

aTa COCTaBJIEHHUS IOKyMeHTa? OTIyCKa;

™ ) ITpunoxenue Ne 13
rinassl 111 UHCTpYKIIMH
myHKT 26 [Ipasun

HaHMCHOBaHHE OTIpaBuTENA | OTIYCKA,

lleKapCTBEHHOTO Ipenapara’? [Ipunoxenne Ne 13
rinassl 111 MHCTpYKIIMH
nyHKT 26 [Ipasun

HaMMEHOBAaHHE TIOTydaTells JIeKapCTBEHHOro | OTIYCKa;

nperniapaTa? [punoxenue Ne 13
rnassl [ UHCTpYKIIMA

AMMCHOBAHHE JICKAPCTBEHHOro mpemapata | TYHKT 26 IIpasui

Ha JlaTMHCKOM s3bike (¢ ykasaHueM | OTHYyCKa,

nosupoBkH, QopMBI  BBIIYCKa,  BHIA Tpunoxerue Ne 13

[YIIaKOBKH, croco6a MpUMeHeH!s)? rnassl 11 UHCTPYKITHH
myHKT 26 IpaBun

KOJTIMUECTBO 3aTPeOOBAHHBIX JIEKAPCTBEHHBIX | OTITYCKa,

IpernapaToB? TIpusnoxenne Ne 13
rnassl [T MHCTpYKIINHA
nyHKT 26 IIpaBun

KOJHMYECTBO M CTOWMOCTh OTIYIIEHHBIX | OTIYCKa,

TeKapCTBEHHBIX [IPEMapaToB? [Ipunoxerne Ne 13
rnassl 111 MeCTpYRKIIAK

37. | Ocymectistercs MM OTHYCK MO OTACHBHBIM mynxr 27 TIpasur
Tpe6GOBAHMSM-HAKIATHBIM: OTIrycKa

HapKOTHYECKHX 74 ICHXOTPONHBIX | MyHKT 27 IIpaBHi

nexapcTBeHHBIX npenaparoB Crucka Il u Il | ormycka

[lepeuns HAapKOTHYECKMX H MCHXOTPOIHBIX

leKapCTBEHHbIX NpeTaparos?

lleXapCTBEHHBIX MpENApaToB, MOIEKAIIHX mynkr 27 [pasai

[pe/IMETHO-KOMMIECTBEHHOMY y4eTy? OTIyCKa

MHBIX JICKAPCTBEHHBIX IpENapaToB, B TOM mynKT 27 [TpaBrit

urcite OTIycKaeMbIx Ges perernra? oTIycka

38. ITpoctapnsaeTcs ¥ HA Tpe6OBaHNA-HAKIAMHON | IyHKT 29 I'lpasun
OTMETKAa O KOJHYECTBE M  CTOMMOCTH | OTIyCKa
OTIyLIEHHBIX JEKAPCTBEHHbIX npenaparos?

39. OcCylecTBIAETC JTH XPaHCHHE TpeGoanuii- | mynkt 30 I1pasun
HAKNQ[HBIX, 1O  KOTOPBIM  OTIIYIICHBI | OTITyCKa

JNeKapCTBEHHBIE ITpenapaThl:




Ha  HApKOTHYeCKHE W  IICHXOTPONHBIC
nexapcTBennsie npenapatsl Crucka I u 111
[MepeyHs HAPKOTHYECKHX H ICHXOTPOIHBIX
TeKapCTBEHHBIX IIPEMaparoB - B TCYCHHE
AT J€T?

nyHKT 30 [IpaBui
OTITyCKa

TeueHue OAHOTro rojaa?

Ha JleKapCTBEHHbIC IIPENapaTEL, Tojuiexamye | MyHKT 30 Ilpasm
[IpeIMETHO-KONMYECTBEHHOMY y4eTy, - B | OTIycka
TeueHHe TpeX JIeT?

nyskT 30 [TpaBmi
Ha WHbIC JIeKapCTBEHHbIC IIpeNapaThl - B

OTITyCKa

40.

Cobmojaerca JH 3alpeT Ha HapylleHHe
MepBUYHON yIIaKOBKH JIEKapCTBEHHOI'0
npenapaTa MpH €ro OTIyCKe IO TpeOOBaHHMIO-
HawragHoH (33  MCKIOYEHHEM  CyObheKTa
PO3HHYHOMN TOProBIIH, HMEIOLIETO JIMIICH3HIO Ha
¢dapManeBTHYECKYIO JEATENPHOCTh € IMPaBOM
H3TOTOBJIEHHUS JIEKAPCTBEHHBIX IIPENapaToB)?

nyHkT 31 ITpaBun
OTHyCKa

41.

Cobmomaercs JIM  3ampeT Ha  OTHYCK
JIEKapCTBEHHBIX IIPENapaToB B KOJNMYECTBE,
YKa3aHHOM B peLlenTe, B Clydyae, KOTAa UL
NEKapCTBEHHOr0  IIpenapara  yCTaHOBJICHBI
IpeebHO JOIYCTIMOE Wl PEKOMEHIOBAHHOE
KOJIMYECTBO /IS BBIHCHIBAHHMS Ha OJVH
penent?

myHKT 7 IIpaBun
OTIIyCKa; IPHIIOKEHUA
Ne 1 1 Ne 2 ITopsnka
Ha3HA4YCHHs H
BBINKACHIBAHHS

42.

CobmomaeTcss 7 3ampeT Ha HapyIIeHHE
BTOpHYHON  (OTPEOHTENBCKOH) — YTaKOBKH
NEKapCTBEHHOro  IIpemapara M OTHYCK
JNIEKAPCTBEHHOTO MpemapaTa B MEPBHYHOM
ymakoBKe?

nyHKT 8 [Ipasmi
oTIIycKa

43.

Cobmogaerca JH  3ampeT Ha  OTIYCK
HApKOTHYECKHX u TICHXOTPOIIHBIX
nexapcTBeHHbIX npenapatop Cmucka II m III
Ilepeyns HApPKOTHYECKMX M ICHXOTPONHBIX
JNIEKAPCTBEHHBIX IIPENapaToB M0 TpeOOBaHUIM-
HaKJIa{HBIM HHINBUIYJIBHOTO
[peANpUHAMATENS, HMEIOMIETO JIMUECH3HIO Ha
MEIUIUHCKYIO JeATeTbHOCTD?

myHKT 28 ITpasun
OTIyCKa

(nomxsOCTh 1 @HO TODKHOCTHOTO JIHIIA, 3AIIOJIHABIIETO IIPOBEPOYHBIN JIHCT, IOITHCH, 11aTa)

(nomkHOCTh M MO NOIDKHOCTHOTO JIMLA FOPH/IYECKOT0 M4, IPHCYTCTBOBABIIETO TP

3al0JTHEHUY IIPOBEPOYHOrO JIUCTA, ITOAIHUCE, lIaTa)




IMpunoxenne Ne 24
K npukasy DezepanbHOH CIryxO5I
110 Ha/I30py B cdepe 31paBOOXPAHEHHUS

or(0 HA1L Ne 9435

dopma

IIpoBepo4HBIi JIHCT
(cnMCOK KOHTPOJIbHBIX BOINPOCOB),
ucnoab3yemblii ®egepanbHOA cay-x00ii mo Hafzopy B cdepe 3APaBOOXPAHCHUS
1 ee TepPHTOPHAILHBLIMHA OPraHaMH NPH NPOBECHHH IIAHOBBIX NPOBEPOK NpH
ocymiecTBIeHHH (pe/iepajbHOro rocy1apcTBeHHOro HaA30pa B cepe oOpameHust
JIEKAPCTBEHHDLIX CPEACTB
(oTHycK M peajn3anus JIEKAPCTBEHHBIX NPenapaTos A MeINIHHCKOIo
npHMeHEHHs B anTeKe NpPOM3BOACTBEHHOI C IPaBOM H3TOTOBJICHHS
aceNTHYECKHX JIEKaPCTBEHHBIX MPENapaToB)

(Ha¥MEHOBAHHE OPraHa, OCYLIECTRIIAIOIETO NIAHOBYI0 TIPOBEPKY)

1. Bun rocyJapCTBEHHOTO KOHTpOJIA (Hamzopa)

2. Tlpenmer IIaHOBOH NPOBEPKH HOPUAMYECKHX JIALL H HHAWBUALYILHEIX
npeNpUHAMATeNIel OrpaHIIHUBAETCS 00A3aTebHBIMM TpeGoBaHMAMH, COOIIOAEHHE KOTOPBIX
qBIISeTCS HanGoNee 3HAYMMBIM C TOYKA 3PCHMsS HEJIOIYLICHHs BOSHUKHOBCHMS YTPO3bI
IIPHYMHEHAs BPe/a XA3HH, 3M0POBBIO IPAX/IaH, H3MOXKCHHEIMA B dbopMe MPOBEPOYHOTr0 IUCTA
(CIIHCKA KOHTPOJIBHEIX BOTIPOCOB).

3. HawmeHoBaHHe IOpHUIWYECKOro IHIA, damunus, UMs, OTYECTBO (mpH HAJIMIHH)
MHIHABUIYaTbHOIO TpeIpHHAMATEIA:

4. MecTo mpoBeJeHHMs IUIAHOBOM NPOBEPKH C 3aMONHEHHEM MPOBEPOTHOTO nucTa:

5. PeXBM3WTHI IIPHKa3a O NPOBEJICHAH IUIAHOBOH MPOBEPKH: OT

Ne

6. YdeTHBIA HOMep IPOBEPKH U JaTa IIPUCBOCHIs YIETHOrO HOMEpa pOBEPKH B EnuHom
peecTpe IMPOBEPOK:

7. JIOMKHOCTB, (GaMIIUs ¥ WHUIMANBl JOJDKHOCTHOTO JIMIA (o), poBozsmIero(ux)
IJIAHOBYIO NIPOBEPKY:

1. ;

2. .
8. [NepeueHb BOIPOCOB, OTPAXAIOMUX COACPKAHME 06a3aTeNbHBIX TpeOOBaHMU, OTBET HA
KOTOpbI€ OXHO3HAYHO CBHJCTEIBLCTBYET O COGIIONEHAN WM HecOoOMoNeHIH I0pUANIECKIM
JIALIOM, MHAMBUAYAIBHEIM NPEANIPUHAMATEICM 00s13aTeNbHEIX TpeOOBaHMH, COCTABIIIOMNX
npeAMeT NMPOBEPKU:




PexBH3HTHI BbiBoa 0
HOPMATHBHBIX BBINO/IHCHHH
Ne Bonpochl, oTpaXKalouse coiepranne NpPaBOBBIX AKTOB, C TpeGoBanuit
n/n o6s3aTe/IbHbIX TPeOOBAHMIA yKka3aHHEM HX

CTPYKTYPHBIX aa HeT
eIMHHI, KOTOPbLIMH
YCTaHOBJIEHbI
obs3aTeabHbIE
TpeGoBaHHS

®egepabHblii 32K0H 0T 12 anpens 2010 1. Ne 61-®3 «O6 00pameHHH JeKaPCTBEHHBIX CPENCTB»
(CoGpanne 3aKOHOAATEIbLCTBA Poccuiicxoii ®enepamuu, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nasee - 61-®3); ®enepaabHbII 3aK0H OT 8 IHBAPS 1998 r. Ne 3-®3 «O HapKOTHIECKHX
CPECTBAX M MCHXOTPONHBLIX BCHICCTBAX) (CobOpanne 3aKOHOAATENALCTBA Poccuiicxoi
®enepanun, 1998, Ne 2, cT. 219; 2016, Ne 27, cr. 4238) (nanee - Ne 3-@3); IlpaBuia OTIYyCKa
JIEKAPCTBEHHbIX  NpeNapaToB  JUIA  MEJHIHHCKOro npHMeHeHAs, B TOM  YHCae
MMMYHOGHOJIOTHYECKHX  JIEKAPCTBEHHBIX  NPENaparos, anTeYHbIMH  OPraHH3allUAMH,
MHIMBHAYATLHBIME NPEANPHHHMATENSIMH, HMEIOMUMH JHNeH3n0 Ha (apManeBTHIECKYIO
eATeIbHOCTb, YTBEPKICHHBIC MPHKA30M MuHHCTEPCTBA 3APAaBOOXPAHEHHSA Poccuiickoit
®epepamun ot 11 mons 2017 . Ne 403u (3aperncTpHpoBaH MEHHCTEPCTBOM HCTHIUH
Poccniickoii ®enepannu 8 cenradps 2017 r., perncrpammonnbii Ne 48125) (nanee - IlpaBnia
ormycka); Ilopsgoxk HasHAYeHUS H BBLIMACHIBAHHA JIEKAPCTBEHHBIX INpPENapaTos, H3aeHH
MEIMIMHCKOTO HA3HAYEHAS M CHENHAJTH3MPOBAHHBLIX TNPOXYKTOB JedeOHOro HNHTAHHAS,
yTBEpAKACHHBIH  IPHKA3OM MuHMCTEpCTBA 31PABOOXPAHEHH H CONHAJILHOrO pa3BUTHA
Poccuiickoii ®exepanuu ot 12 denpana 2007 r. Ne 110 (3apermcrpupoBaH MHHHCTEPCTBOM
rocrnmun  Poccmiickoii ®enepauuu 27 anmpelis 2007 r., perncrpanuonHbiii Ne 9364) ¢
H3MEHCHHAMH, BHECCHHBIMH mpHKasom MuHHCTEPCTBA 3apaBooxpanenns Poccuiickoi
denepauun oT 26 denpans 2013 r. Ne 94u (3apermcrpupoBan MHHHCTEPCTBOM HCTHIHH
Poccniickoii ®exepanun 25 mons 2013 r., peracTpanHoHHbIH Ne 28881) (nanee — MHCTPYKIMSH);
TlepedeHb HAPKOTHIECKHX CPEACTB, IICHXOTPOMHBIX BEMCCTH M HX HPEKYPCOPOB, NMOIE/KAMMX
xouTpomio B Poccmiickoi ®enepanuy, YTBEPKIEHHDbIH TMOCTAHOBICHUEM [IpaBHuTEILCTBA
Poccniickoii ®exepanun ot 30 uions 1998 r. Ne 681 (CoGpanme 3aK0HOJATEILCTBA Poccuiickoi
®denepanun, 1998, Ne 27, cT. 3198; 2017, Ne 33, ct. 5182) (zanee - Ilepedenn HAPKOTHYECKHX
H TICHXOTPOMHBLIX JIEKAPCTBEHHBIX npenapatos); ®@opMbl 0aHKOB PELENTOB, coiepIKAHX
Ha3HaveHne HAPKOTHUECKHX CPEICTB HJIH NICHXOTPOMHLIX BEIECTB, NOPSAOK HX H3rOTOBJICHH,
pacnpeeieHHsi, PErHCTPalnH, yd4eTa H XpaHCHHH, a Takke nNpaBmiIa odopmieHus,
yTBep/KIAeHHbIe TPHKA30M MuHMcTEpCTBA  3APaBOOXPAHCHHHA Poccuiickoii Deaepanuu
or 1 aBrycra 2012 r. Ne 54 (3aperucTpHpOBaH MHuHHCTEPCTBOM [OCTHIHH Poccuiickoit
®enepamun 15 asrycra 2012 r., perucTpanuoHHbIA Ne 25190) ¢ u3MeHEHHSIMH, BHECCHHBLIMA
npuka3oM MHHHCTEPCTBA 3APaBOOXPAHEHMS Poccniickoit ®enepauun or 21 anpes 2016 r.
Ne 2541 (3aperucTpHpoBaH MAHHCTEPCTBOM JOCTHINH Poccniickoii ®enepanuu 18 mrons 2016 r.,
perucTpanMoHHbIi Ne 42887) (manee - mpuka3s Ne 54); Iopsaox HA3HAYEHAS H BHIYCHIBAHMS
JAeKAPCTBEHHBIX NpENnaparos, a TaKke $opM pemenTypHLIX O0JAHKOB HA JIEKAPCTBEHHLIC
TIpenaparbi, NOpsIoK 0GopMIeHHA YKA3AHHBIX 0JIAHKOB, HX y4eTa H XpaHEeHMH, yTBEpPKACHHBIH
npukazoM MHHHCTEPCTBA 3APaBOOXPAHCHUS Poccniickoii @enepannn ot 20 xexaldps 2012 r..
Ne 1175u (3apermcrpupoBan MUHHCTEPCTBOM IOCTHIHH Poccmiickoii ®exepanmn 25 HIOHS
2003 r., perucTpaHOHHBIH Ne 28883) ¢ N3MEHEHNAMH, BHECEHHBIMH NPHKAa30M MuHHCTEPCTBA
3xpaBooxpanennsi Poccmiickoii ®dexepaun 0T 21 ampensi 2016 r. Ne 254n (3aperncTpupoBaH
MuHHCTEPCTBOM HOCTHIHH Poccuiickoii @eaepanun 18 mions 2016 r., perncTpaNHOHHBIA
Ne 42887) (nasee - Ilopsiok Ha3HAYEHUS H poimuchbiBagnsn); IepedeHn JJeKapCTBEHHBIX CPEACTB
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AAs  MEAUIMHCKOro TNpPHMEHEeHHs, MNOJIeKAMUX IpPeAMEeTHO-KOJIHIECTBEHHOMY YYeTy,
yYTBepXKIeHHbIH mnpukazoM MunucrepcTBa 3apaBooxpaneHus Poccmiickoit ®enpepanmm oT
22 ampeas 2014 r. Ne 183 (3aperucrpupoBan MmunmcreperBom loctHnuuH Poccmiickoit
Oepepanuu 22 moan 2014 r., perucrpanmonnbiii Ne 33210) ¢ u3MeHeHHSIMH, BHeCeHHBIMH
npuka3om MuaHcTepcTBa 3apaBooxpaHenns Poccuiickoii @enepannu ot 10 cenradps 2015 r.
Ne 6341 (3apermcTtpupoBan MunncrepcTBoM wcrnnun Poccniickoii @enepannn 30 ceHTsOps
2015 r., peructpaunonHblii Ne 39063) (nanee - Ilepeuens JiekapcTBeHHBIX cpeacts); Ilopsagok
OTIYCKA (PU3MYECKHM JIMIAM JIEKAPCTBEHHBIX MPenapaToB i MEAHIHHCKOro IpHMeHeHHs,
co/iep;KalIuX KpoMe MaJIbIX KOJIHYeCTB HAPKOTHYECKHX CPEJACTB, ICHXOTPONHBIX BEIIEeCTB H HX
NpeKypcopoB Apyrue ¢papMakoorndecKie aKTHBHbIE BelIeCTBAa, YTBEPKICHHbIN HPHKA30M
MuHHCTEepPCTBA 3PABOOXPAHEHHS M COMATLHOrO pa3BuThs Poccuiickoit ®enepanum ot 17 mas
2012 r. Ne 562n1 (3aperncTpupoBaH MunucrepcTBoM 1octuun Poccniickoii ®enepanun 1 nions
2012 r., perncrpanuonnbrii Ne 24438) ¢ n3MeHeHHAMH, BHECEHHBIMH NPHKa30M MuHuCTEpCTBA
s3apaBooxpanenus Poccniickoit ®enepanun ot 10 cenradps 2015 r. Ne 6341 (3aperncTprpoBaH
MunncrepcrBoM wctunuu Poccuiickoli @egepannu 30 centsbps 2015 r., perucrpanuoHHbII
Ne 39063) (nanee — nopsaaok); Ilepevens ;kn3HeHHO He0OXOAHMBIX H BaKHeHIINX JIEKAPCTBEHHBIX
npenapaToB Ha 2016 roa, a Taxxke nepeveHb JeKAPCTBEHHBIX NPENApaToB sl MeAHINHHCKOI0
NpHMEHeHHS 1 MUHHMAJIbHBIH ACCOPTHMEHT JIEKaPCTBEHHBIX NMpeNapaTroB, HEOOXOAMMBIX ISl
OKAa3aHHS MeJMIHHCKOH NOMOmM, YTBep)KIeHHble pacnopsikeHnem IlpaBurenbcTBa
Poccuiickoit ®enepamun ot 26 nexabps 2015 r. Ne 2724-p (CobOpaHue 3aKoHOIATeIbCTBA
Poccuiickoii ®enepanuun, 2016, Ne 2, cr. 413) (nanee — IlepeyeHs JiekapcTBEHHBIX NPENapaToB,
BXOAAMHNX B MHUHMMAJABLHbIH accoprumeHT); Ilepedenn no/ukHocTeil dapManeBTHYECKHX H
MEQHIHMHCKHX pa0OTHHMKOB B OpraHu3alUsAX, KOTOPbIM MPeIOCTABJEHO MNPABO OTIYCKa
HAPKOTHYECKHX JIEKAPDCTBEHHbIX NPENapaToB H NCHXOTPONHBLIX JeKAPCTBEHHBIX NMpeNapaToB
(H3NIeCKHM JHIOAM, YTBePKAeHHbII NpHKa3oM MuHHCTepcTBa 31paBooxpaHenus Poccuiickoii
@®enepamnu ot 7 cenrsdops 2016 r. Ne 681 (3aperncTpupoBaH MHHHCTEDPCTBOM HOCTHIHMH
Poccniickoii @egepaunn 21 cenrsiopa 2016 r., perncrpaunonssbiii Ne 43748) (manee — Ilepeuenn
AOJKHOCTeEI)

myskT 3 [IpaBun
oTIycKa

1. Otnyckarorcss M HapKOTHYECKHE W
TICUXOTPOIIHEBIE JIEKAPCTBEHHBIE IpenapaThl IO
peuentam?

2. Otnyckatorcs 1 uMMyHoOuonornueckue | myHKT 3 IIpaBun

JICKapCTBCHHBIC IIPpEIIapaThl 110 peuenTaM‘?

OTIIyCKa

OtnyckatoTes 1 HApKOTHYECKHE u
NICUXOTPOIHBIE JIEKAPCTBEHHBIE IIpelnapaTthl,
BHeceHHple B Cmmcok Il Ilepeuns
HapKOTHYECKHX " TICHXOTPOITHBIX
JIEKapCTBEHHBIX IIpernapaTos, pu
IpPEABABICHUN PELENTOB, BBIIMCAHHBIX HA
peuentypHbeix Giankax ¢opmer Ne 107/y-HII,
YTBEPKACHHON PHUKa30M Ne 54u?

nyHKT 4 IIpaBun
OTITyCKa;

npunoxeHus Ne 1 u 2 x
npukazy Ne 54n

ITcuxoTpomHBle JIEKApCTBEHHBIE IIpenapartsl,
BHeceHHble B Cmmcox  III  Ilepeuns
HApKOTHYECKHX u TICHXOTPOITHBIX
JIEKApCTBEHHBIX MPENapaToB, OTIIYCKAIOTCS JIH
IIpH OpeIBABICHAH PEIENTOB, BHITHCAHHBIX Ha

myHKT 4 [IpaBun
OTITYCKa;

nyHKT 9 Ilopsiaka
Ha3HAYECHUS U
BEINACHIBAHUSA




219

perienTypHBIX 6nankax Gopmsr Ne 148-1/y-88,
yTBepKAeHHOM mprkazoM Ne S4u?

Hapxotudeckue %1 TICHXOTPOITHBIE
nexapcrBenHbie npenapathl Crmcka II [lepeuns
HAPKOTHYECKUX " IICHXOTPOIHBIX
JEKapCTBEHHBIX ~ MNpenaparoB B BUIC
TpaHCAEPMAIBHBIX TEPANEBTHYECKHX CHCTEM
OTIIyCKAIOTCS JIH TIPH IPEebSBICHAN PENENTOB,
BHIMMCAHHbIX HA PELENTYPHBIX OllaHKax GOpMbI
No 148-1/y-88, yTBEPKHCHHOM TNPHUKa3OM
Ne 54n7?

nyskT 4 IpaBui
OTITYCKa;

nyskT 9 [Nopsaxa
Ha3Ha4YCHHs U
BBINTHACHIBAHHS

JlekapCTBEHHBIE IMPENAparsl, BKIIOYECHHBIC B
mepedeHb  JIGKAPCTBEHHBIX  CPEICTB VIS
MEIMIIAHCKOTO TNPHMEHEHMs, IOJUIeKaIHX
TpeAMETHO-KOJTHYECTBEHHOMY y4ery,
OTIYCKAIOTCS JTH IIPH MTPEIBSIBICHUH PELENITOB,
BHIIMCAHHBIX HA PENENTYPHBIX OlanKax popMbl
No 148-1/y-88, yTBEpXIEHHOH MPUKa30M
Ne 5417

IIYHKT 4 [TpaBun
OTITYCKa,;
pas3aeisl
Ilepeuns

JIEKapCTBCHHBIX CPEICTB

I I III

JlexapcTBeHHBIE ~ Iperaparhl, —olnajaromme
aHab0IMUEeCKOM aKTHUBHOCTBIO, OTITYCKAIOTCS JIH
IIpH [IPEABABICHHUH PELENTOB, BEMHCAHHBIX Ha
penenTypHbix Gnankax dopmer Ne 148-1/y-88,
yTBEpXKIEHHOH Mprka3oM Ne 54u?

1. 4 [IpaBu1 OTIYCKa,
HOJMYHKT 3 MyHKTa 9
[TopsAnka Ha3HAYCHHA H
BBIITACHIBAHUS

JlekapcTBeHHBIE — IpeENaparhl, —COACPXKAIIHC
KpOME MAIBIX KOIMYECTB HAPKOTHYCCKHX
CpelCTB, MCHXOTPOIHBIX BEIECTB H MX
NpeKypcopoB  ApyrHe  (apMaKoIOrHuecKue
aKTUBHBIC BEINECTBA, OTIYCKAIOTCS JIH IIPH
IpEeIbABICHAN PENENTOB, BBINMCAHHBIX Ha
penenTypHbIX Gnankax dpopmbl Ne 148-1/y-88,
yTBepxkAeHHO#M mprkasoM Ne 54u7?

myHKT 4 [Tpasui
OTITyCKa; MYHKT 5
nopsAAKa

OToycK JIeKapcTBEHHBIX —MpemapatoB  0Oe3
PELENTOB OCYINECTBIIAETCS JIX B COOTBETCTBHH C
HHCTPYKIMSAMH 10  HX  MCIHIHHCKOMY
NPAMEHEHHUIO?

nyHKT 5 IIpaBui
OTIIyCKa

10.

Otmyck JIeKapCTBEHHBIX npenapaToB
OCYIIECTBJIAETCS JIA B TE€YEHHE YKa3aHHOro B
pelerte CpoKa ero AeHCTBHS?

nyHKT 6 IIpaBun
OTILyCKa

11.

B cnywae  orcyrcTBHS
npernapara pelenT NPHHHUMAaETCA
06Ty )KUBaHHAE B CIIEYIOIIHE CPOKH:

JICKapCTBCHHOI'O
JJM Ha

myHKT 6 IlpaBui
OTITyCKa

perenT c IIOMETKOH «statim»
(HEMeIEHHO) OOCITY)KMBAeTCsA B TCICHUE
oHoro paGoyero aHs co JHA oOparieHus
rna K CyObeKTy pO3HHYHON TOPrOBIH?

myHKT 6 [TpaBun
OTIIyCKa




pelenT ¢ OMETKOH «Cito» (CpPOTHO)
0GCITy)XHBAETCS B TEGCHHE IBYX pabouux
Helt co IHA obpaneHus LA K CyOBEeKTY
PO3HUYHOMN TOPTOBIIH?

oyHKT 6 [TpaBun
OTITyCKa

pelienT Ha JIEKapCTBEHHBIH Ipemapar,
BXOAAINMA B MHUHHMAJIBHBI aCCOPTUMEHT
JIEKapCTBEHHBIX IpenapaToB s
Me THIIHHCKOTO IIPUMEHEHHUS,
He0OXOMMMBIX JUIS OKa3aHHUs MEAULUHCKOM
[OMOIIH, OOCIyXHUBAeTCS B TEUCHHE TSTH
paGounx mHeW co mHA oOpalleHHs JHna K
CyOBbEKTY PO3HHIHOH TOProBiH?

myHKT 6 [IpaBuin
OTITyCKa

12.

OGciyXuBaeTcs JIM PeLenT Ha JIEKapCTBEHHbIH
mpenapar, OTIycKaeMblil OeCIUlaTHO HIH CO
CKMIKOH ¥ HE BOLICAUMHA B MHUHHMMAaJIbHBIX
aCCOPTHMEHT JIEKapCTBEHHBIX MpenaparoB I
MEIUIMHCKOTO NPMMEHEHHs, HEOOXOMUMBIX
UIS  OKa3aHHMA MEJWIWHCKON momolm, B
TeyeHHe pecaTd pabouux [HEH co  OHA
obpameHus JHIa K CyOBEKTy DPOSHHYHOM
TOProBJIH?

nyHKT 6 [IpaBun
OTITyCKa

13.

O6cyxuBaroTCS b1 pelenTsl Ha
JNEKAPCTBEHHbIC IIPENapaThl, Ha3HaYacMbIe II0
pellleHuI0 BpadeOHOH KOMHCCHH, B TCUCHHE
nATHaAUATH pabounx AHeH co JHS oOpalleHus
JIHIA K CyOBEKTY PO3HHIHON TOProBIn?

nyHKT 6 [IpaBui
OTIIyCKa

14.

OTmycKaloTCs JIM JIEKapCTBEHHbIE MPEIapaThl
TIO PENENTAM C HCTEKIIMM CPOKOM JCHCTBHS?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcymecTBiseTcss ¥ TPH HCTEYECHHH CPOKa
JeficTBHA pellenTa B MEepPHON HaXOXICHUS €ro
Ha OTCPOYEHHOM OOCITYy)XMBaHHM  OTITYCK
JIEKapCTBEHHOTO IIpenapaTta 10 TAaKOMY PElenTy
(6e3 ero nepeodopMIICHHS)?

nyHKT 6 [Tpasun
OTITyCKa

16.

JlexapCTBEHHBIC IIpenaparhl OTIYCKAIOTCA M B
KOJIMYECTBE, YKA3aHHOM B penente?

nyHKT 7 IIpasun
OTITYCKa; IIPHIIOKCHHS
Ne 1 u Ne 2 Tlopsaxa
Ha3Ha4YCHUS U
BBLITHCHIBAaHHA

17.

dapmanieBTHIeCKHH PabOTHHAK OTIYCKAeT JIH
TIpeeNbHO JOMYCTHMOE HIIH PEKOMEHI0BAHHOE
KOJIMYECTBO JIEKApCTBEHHOI0 Ipemapara Uil
BRIIACHIBAHMA Ha  OJMH  peUenT IpH
MpEObSBICHAH peUenta ¢  IPEBBIICHAEM
IPEIEIIbHO JOIMyCTHMOTO 1511
PEKOMEHIOBAaHHOTO KOJIMYECTBa
JNIEKapCTBEHHOTO NpenapaTa Ul BHITHCHIBAHHS
HA OJWH  penent C  IPOCTABICHUEM
COOTBETCTBYIOIIEH OTMETKH B penente?

nyHKT 7 IIpaBun
OTITyCKa
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18. | Otmyck JIEKApCTBEHHOTO npenapara | ctatbs 46 Ne 61-03;
OCYIIECTBIISETCS JIA B IIEPBUYHOM M BTOPHYHOM | MyHKT 3 cTaThu 27
(moTpeOUTETHCKOM) yTaKoBKax c | Ne 3-@3;
MapKHUPOBKOH? nyHkT 8 [TpaBuin

OTIIyCKa

19. | Hapymaercs 1u  mepBuYHas  ymaxoska | myHKT 8 IIpaBun
JIEKapCTBEHHOTO Mperapara IpHU €ro OTIycKe? | oTIycKa

20. nyHKT 9 [Ipasun
ITpu OTIyCcKe IeKapCTBEHHBIX IIPENApaToB HA | OTIycka
pelenTe IpocTaBIsIeTcs I OTMETKa 00
OTITyCKe JIEKapCTBEHHOT'O IIpenapara ¢
yKa3aHHEM:

TOPrOBOI0 HAMMEHOBAHHSA, JO3MPOBKM H | myHKT 9 IIpaBui

KOJIMUYECTBA OTITYIIIEHHOTO JICKAapCTBEHHOIO | OTITyCKa

npenapara?

(amun, MeHH, oT4ecTBa (MpH Hama4uy) | myHKT 9 IIpasun

MeIUIIMHCKOr0o paboTHHKa B  CiIydadx, | OTIycKa

yKa3aHHBIX B ab3alle YeTBEPTOM IIyHKTa 7 U

abzane Tperbem myHkTa 10 IIpasun

oTIrycka?

DEKBU3UTOB IOKYMEHTA, YIOCTOBEpAIOmEro | myHKT 9 IIpasmui

THYHOCTH JMna, MOJYYUBIIETO | OTIIYCKa

TeKapCTBEHHBIM mpemapar, B  CIyd4ae,

ykasanHoM B myHKTe 20 [TpaBun ormycka?

daMmMK, UMEHHU, OTYeCTBa (TIpH HaMK4YKMHK) | MyHKT 9 IIpaBun

(apManeBTHIECKOTO paboTHHKa, { OTIyCKa

OTITyCTHBILETO JIEKAPCTBEHHBIH IIpenapaT, i

ero MOANHNCH?

TaThI OTIyCKa JIeKapcTBEHHOro npenapaTa? | myHKT 9 [IpaBun
OTIIyCKa

21. | Pement ¢ ortMerkoif Bo3Bpamaercs M npH | myHKT 10 IIpasun
OTIYCKe JIEKapCTBEHHBIX MpENapaToB IO | OTIYCKa;
peuenTy, BBIIMCAHHOMY Ha pPCICITYPHOM MIPUIIOXKEHHE Ne 2
6nanke Qopmsr Ne 107-1/y, yTBepMICHHOH | [Jopsaka HasHadeHHA U
npukazoM Ne 54H, CpOK HEHCTBHS KOTOPOTO | o oo ipaumg
COCTaBJIET OJMH roa?

22. | Ilepenaercs m ¢dapmaneprryeckuM | myHKT 11 ITpasun
pabOTHHUKOM vy, nprobpeTaoImeMy | oTmycka

(momyvaromeMy) JICKapCTBEHHBbIE Tpenaparhl
[0 PELENTy, BBIIMCAHHOMY Ha DPEIENTYPHOM
Gnanke  dopmer Ne  148-1/y-04 (1),
YTBEP>KACHHON MIPHUKAa30M Ne 541,
iy popmsr Ne 148-1/y-06 (i1), yTBEpXKIACHHOH
npukazoM Ne S54H, 3alOJHEHHBIA KOPEIIOK
TaKoro penenrta’?
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23. | IlpocraBngercs mm pH otnycke | myHKT 12 [IpaBun
HApKOTUYECKOTO 7 IICHXOTPOIIHOTO | OTIIyCKa
nekapcTBerHoOro npenapara Crucka I [Tepeuns
HapKOTHYECKHX H TICHXOTPOIHBIX
JIEKApCTBEHHBIX IPENaApaTtoB Ha PEUENTe 0b
OTIIyCKE JIeKapCTBEHHOIO Ipenaparta ne4aTh
OpraHM3alM¥, B KOTOPOH YKa3aHO IIOJIHOE
HapMeHOBaHHe (TIPH HAIMYUHY TI€YaTH)?

24. | Hapenernre HIH KOPELIKe PEIENTa YKa3bIBACTCA | IYHKT 13 Ipasun
Ji¥ TOYHOE BpeMs (B Yacax H MHHYTax) OTITYCKa | OTIyCKa
AMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
npenapaTa?

25. myskt 13 ITpasun
VIMMyHOOHONOTHYECKHE JIEKapCTBEHHBIC | oTrrycKa
Ipenaparsl OTIYCKAIOTCS JH NP HAIMIHHA
CleIMaNbHOr0 TEPMOKOHTE HEpa?

26. | Ocratorcs u xpaHsTcs Ju y CyObexTa | myHKT 14 IlpaBun

o6paleHns JTeKapCTBECHHbBIX CPEACTB PELCIITHI
(¢ ormerkoit «JlexapcTBeHHBIH Mpenapar
OTIYIIEH») HA!

OTIIyCKa

HapKOTHYECKHE 54 MICUXOTPOIHEIE
exapcTBeHHBle mpenapaThl  CrHcKa II
[lepeuHs HAPKOTHYECKHUX H ICHXOTPOIHBIX
TeKapCTBEHHBIX NpENapaToB - B TEUCHHE
[sATH JeT?

nyHKT 14 ITpaBun
OTIyCKa

[ICHXOTPOIHbIE JIEKAPCTBEHHBIC IIPETIapaThl
Crucka III Tlepeuns HapKOTHYECKMX H
MICHXOTPOIHBIX JIeKapCTBEHHBIX
[IpenaparoB - B TCUCHHE TATH JeT?

nyHKT 14 [IpaBui
OTITyCKa

TeKapCTBEHHBIE NPENApATHl, OTIYCKaCMEIS
GecIUIaTHO MM CO CKHAKOH, - B TCUCHHE
Tpex neT?

nyeKT 14 IIpasun
OTIyCKa

KOMOWHUPOBaHHBIC JIEKapCTBEHHBIC
Mpenapartsl, coJepXalue HapKOTHYECKHE
cpelcTBa MM TNCHXOTPONHBIC BEIIECTBA,
suecennsie B Crouckm II u III Tlepeuns
HApKOTHYECKAX u TICUXOTPOIHBIX
IeKapCTBEHHBIX IIpenapaToB,
HM3rOTOBJICHHEIE B alTEYHOM OpraHU3alMH,
- B TeYEHHE TPEX JET?

nyHKT 14 [IpaBun
OTIIyCKa

neKapCcTBEHHBIE IIpenaparbl, 00Jajalomue
aHaGOoIMYEeCKOM aKTHBHOCTBIO, - B TEUCHHE
Tpex NeT?

nyHKT 14 ITpaBun
OTITyCKa

TekapCTBEHHbIE IMpenaparsl, MOAIeXalue
NpeIMETHO-KOTMUECTBEHHOMY Y4€Ty, - B
gueHue TpeXx JIeT?

nyHkT 14 ITpasun
OTITyCKa
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leKapCTBEHHBIE IPeNapaTsl B JKHIKOH
nexapcTBeHHOM hopme, conepxaiue Gonee
15% STHIIOBOTO CIIMpTa OT 00BEMa IrOTOBOH
IPOXYKIHH, - B TCUEHHE TPEX MECSLEB?

nyHKT 14 [TpaBun
OTITyCKa

HHBIE JIEKapCTBEHHBIC npenapaTsl,
OTHOCSLIUECS 1o ATX K
AHTHIICHXOTHYECKAM  cpeacTBaM  (Kox
NO5A), aHkcuonuTHKaM (kox NOS5B),
CHOTBODHBIM M CENaTHBHBIM CpEJCTBaM
(xon NO5C), anTHaempeccanTaM (KOX
NO6A) ¥ He NOAJEKaIINe MNPEIMETHO-
KOJIMYECTBEHHOMY YUETY, - B TEYCHHE TPEX
Mecsmen?

nyHkT 14 IIpaBun
OTIyCKa

27. | Peuenrtsy, He ykasanmsie B myHkTe 14 ITpapun | myHkr 15 [TpaBun
OTIycKa,  OTMEYaloTCs  JId  [ITaMIIOM | OTIyCKa
«JIexapCTBERHBII IIperapaT OTHyIIeH»?

28. | Pementsl, He ykasanHble B myHKTe 14 IIpapun | myHkT 15 IlpaBan
OTHycKa,  BO3BpamialOTCs M JHIY, | OTIyCKa
TIOTyYMBIIEMY JIEKAPCTBEHHBIH penapar?

29. |HWmeercs 1M KypHai1, B KOTOpOM

PETHCTPUPYIOTCS  PEIENTHI, BHIIHCAHHBIE C
HapyuieHueM [IpaBui OTIycKa, C yKa3aHHEM:

IyHKT 15
IIpaBua orrycka

[IPUHATBIX Mep?

BHISBJICHHBIX HapylleHW# B OQOpPMICHHH| MYHKT 15
perienta? IIpaBun oTmycka
(baMuIMy, IMEHH, OTYECTBA myHKT 15
(IpH HaJAYHK) WL, BeIIHECaBIero peuent?| IIpaBun oTmycka
" TyHKT 15
HAMMEHOBAHHS MEIUILMHCKON OpraHu3aIum?
ITpaBun oTmycka
IOyHKT 15

IIpaBun oTIycKa

OrpaHndennsi, HamaraeMbie Ha ¢apMalneBTHIECKHX paGOTHHKOB NPH OCYIIECTBJICHHH HMMH
npogecCHOHAILHON JeATeNLHOCTH (CTAThA 74 MepnepanbHoro 3akona ot 21 mosbps 2011 r.
Ne 323-03 «O06 ocHOBax oXpaHbI 310pOBbs rpaxian B Poccuiickoii @enepaunny» (Cobpanue
3aKkoHoIaTeIbcTBa Poccuiickoil ®exepamun, 2011, Ne 48, cr. 6724; 2017, Ne 31, ct. 4765) (nanee -

Ne 323-03)

30.

dapmaneBTHIECKHE PaOOTHUKH 1

PYKOBOJUTEIHN alITCYHBIX opraHmauHﬁ:

NOMIYHKTHI 2 1 4
nyHkTa 2 cTaThH 74
Ne 323-93;

nyskt 17 ITpasun
OTITyCKa

MOJTYYaroT JI¥ OT KOMIIAHHH, IIPEICTaBUTE/IA
KOMITaHHH 0Opasibl JIEKapCTBEHHBIX
IIpenaparoB Ul BPYYCHHs HaCeIeHHIO?

HOJIYHKTHI 2 ¥ 4
IyHKTa 2 cTaThu 74
Ne 323-®3;

nyukt 17 [Tpasun
OTITyCKa




NpeNOCTABIAIOT JIM HACENICHUIO
HEOCTOBEPHYIO ¥ (AIIH) HEMOJHYIO
HHGOPMALMIO O HATMIHH JIeKapCTBEHHBIX
[penapaToB, BIUIIOYAs JIEKAPCTBEHHEIE
npenaparbl, HMEIOIHE OIMHAKOBOE
ﬂmencnynaponnoe HENATEHTOBAHHOE
HavMEHOBaHHE?

TO/IYHKTHI 2 U 4
NyHKTa 2 cTaTh 74
Ne 323-03;

nyskT 17 Ilpasun
OTITyCcKa

CKpEHIBAIOT JTM HHPOPMALHIO O HATHIMH
eKapCTBEHHBIX MPENApaToB, HMEIOIIHNX
Gonee HU3KYIO LICHY?

HOAMYHKTH 2 1 4
nyHKTa 2 cTaThl 74
Ne 323-@3,;

nyskt 17 IpaBun

OTIIyCcKa

TpeboBa
JIEKAPCTBEHHBIX

JIeKapCTBEHHBIX npenaparos, noAJICKAIHUX NPECAMET HO-KOJHYE€CTBEHHOMY Y4€TY

HUS K OTIYCKY HAPKOTHYECKHX H ICHXOTPONHBIX JEKAPCTBCHHBLIX NpenapaTos,
npenaparos, obaajaamux aHa00/JHYeCKOH AaKTHBHOCTBIO,

HHbBIX

31

OTnycKk HapKOTHYECKHX H  ICHXOTPONHBIX
JIEKAPCTBEHHBIX IIPETIApaToB OCYIIECTBIICTCS
b1 ¢bapManeBTHIECKIMH paGoTHHKaMH,
3aHAMAIOIMME  [OJDKHOCTH, BKIIOYCHHBIC B
ITepedyeHb HOKHOCTER?

nyskt 19 Ipasun
OTITyCKa;
I[lepedeHs JOHKHOCTEH

32.

Otmyck JIEKapCTBEHHBIX IpenapaTos,
oOnajaomux aHabOJMYEeCKOH aKTHBHOCTBIO,
ocymecTisercs JH  (papManeBTHICCKAMU
pabOTHUKAMH, 3AHAMAIOMIMMH JIOJDKHOCTH,
BKFOUeHHbIE B [lepedeHs JOKHOCTEH?

myHKT 19 IpaBun
OTIYCKa,
ITepedeHs AOIDKHOCTEH

33.

Otmyck JIEKAPCTBEHHBIX Mpenaparos,
MOINIeKAIUX  MPEIMETHO-KOJHIECTBEHHOMY
yUery, OCYIIECTBIIAETCA b7t
papMareBTUIECKUMHA pabGoTHHUKaMH,
3aHUMAIOIMAMH JO/DKHOCTH, BKIIOYCHHBIE B
IlepeyeHsb HOIDKHOCTER?

myHKT 19 [IpaBun
OTIIYCKa;
[lepedens JOMKHOCTEH

34.

Hapkotuyieckue u IICHXOTPOIIHEIE
nexapcTeHHble npenaparst Crvcka I1 [lepeuns
HApPKOTHUYECKHX u TICUXOTPOIHBIX
JEKApCTBEHHBIX IIPENApaToB OTIYCKAIOTCA JIH
pu TIpebsBICHAN JOKYMEHTa,
yIOCTOBEPSIOIIETO JTMYHOCTB, Tuy,
yKazaHHOMY B pelenre, €ro 3aKOHHOMY
NpeACTaBUTENO  MIM  JIHIly, HMCIOIEMYy
o(opMIEHHYIO B COOTBETCTBHH c
3aKoHONaTeNscTBOM Poccuiickoii denepanuu
JOBEPEHHOCTh Ha IMPaBO TOIYYCHHS TaKHX
HapKOTHYECKHUX H TICHXOTPOITHBIX
JNeKapCTBEHHBIX IPeNapaToB?

myskT 20 Ipasun
OTITyCKa

35.

BormaeTces 1 OCe OTIyCKa HApKOTHYECKHX U
HCHXOTPONHBIX JIEKAPCTBEHHBIX IPEMapaToB
Crucka II u III Tlepeuns HApKOTHYECKHX H
HCHXOTPOIHBIX JICKApCTBEHHBIX IIpENapaToB
CHrHATYPA C JKEITOH IONOCOH B BEPXHEH JacTH

nyHKT 22 [TpaBun
OTIIyCKa




225

W HAONHCHI0O 4YepHHIM MMpHOTOM Ha HEi
«Curaarypay, B KOTOPOH yKa3bIBalOTCA:

HaVMEHOBAHHUE H aJIpeC MECTOHAXOXKICHHUS
cyObekTa  OOpalleHHMs  JIEKapCTBEHHBIX
cpencts?

nyHKT 22 [IpaBun
OTITyCKa

HOMCP M JaTra BBIIUCAaHHOTO penema?

myHKT 22 [IpaBun
OTITyCKa

daMuITEs, WMs, OTYECTBO (IIPH HAJMIHH)
mMna, A KOTOpOoro  IpeaHa3Ha4yeH
TeKapCTBEHHBIH Mpenapar, ero Bo3pact?

nyHKT 22 [IpaBui
OTITyCKa

HOMED MEJVIUHCKOH KapThl MallUeHTa,
[OJTy4alomero MEIWIMHCKYIO MOMOINE B
aMOyIaTOPHBIX YCIIOBHSX, JUIL KOTOPOTO
[pelHA3HAYEH JIEKapCTBEHHBIH npenapat?

myHKT 22 [IpaBun
OTIyCcKa

amunma, ¥WMs, OTYeCTBO (IIPH HATMYMH)
MeIHIIMHCKOTO Pa0OTHHKA, BBIIMCABIIETO
PELIENT, €ro KOHTaKTHHIA TeneoH 1mbGo
Tene)OH MENUIIMHCKOM OpraHu3auu?

nyHKT 22 [IpaBun
OTITyCKa

coZiep KaHuEC pCUCIITa Ha JTaTHHCKOM A3BIKE?

nyHKT 22 [IpaBun
OTITyCcKa

daMuIHs, UM, OTYECTBO (IPH HAIHYHH) U
Hoamuch (apMaleBTHIECKOTO pabOTHHKA,
OTIyCTHBIIEro JIEKAPCTBEHHBIH Ipenapar?

myHKT 22 IIpaBun
OTITyCKa

JlaTa OTITyCKa JICKAPCTBEHHOI'O npenapaTa?

myHKT 22 [IpaBun
OTITyCKa

Tpe6oBaHHS K OTHYCKY JIeKAPCTBEHHBIX MNpPENapaToB IO TPeOOBAHMAM-HAKIAXHBIM
MeINIMHCKAX OPraHu3aldil, HHINBAIYAJbHBIX NpeINpUHUMATe/IeH, HMEIOMMX JHIEH3HIO HA

MEAHIHHCKYI0 1€ATC/IbHOCTh

36.

Vmeercs nu Ha TpeOOBaHHAX-HAKIAIHBIX Ha
T0JIyYeHHE JIEKapCTBEHHBIX NIPENapaToB:

nyHKT 26 [IpaBun
OTITyCKa,;
INpunoxenue Ne 13
rnaBbl [1I MaCcTpyKInn

mrraMmm?

myHKT 26 [IpaBun
OTITyCKa;
[Mprnoxenue Ne 13
riaebl 111 MECTpYKIMH

Kpyrias 1evyarhb MEIUIHUHCKON
OpraHu3aluu’?

myHKT 26 [IpaBui
OTIIYCKa,
[Mpunoxenne Ne 13
rnasbl [I1 MaCTpyKItHH

MOINNCh €€ PYKOBOAUTENA HJIH €ro
3aMeCTHTENS 0 Je4eOHoM yacTh?

nyHKT 26 IIpaBun
OTIIYCKa,
IMpunoxenue Ne 13
rnassl 111 MaCTpYKUIHK




HOMeEp MOKyMeHTa?

nyHKT 26 [IpaBmn
OTILYCKa,;
IMpunoxerne Ne 13
rnassl 111 MHCTpYKITNYA

nara coctapiieHus JOKyMeHTa?

nyHKT 26 IIpasun
OTITyCKa;
[Ipunoxerue Ne 13
rnassl [11 MacTpyKnum

HauMEeHOBaHHE
eKapcTBEHHOrO Mpenapara?

OTIPaBUTEIS

nyHKT 26 IIpaBun
OTILyCKa;
Tpunoxenue Ne 13
riasel 11l MHCTpYKIMH

HAMMEHOBAHHE
TexapcTBEHHOrO TIpenapara?

moJIyJarens

nyHKT 26 [IpaBun
OTITyCKa,
IMpunoxerue Ne 13
rnassi [II MaCTpyKITHA

HaVMEHOBaHWE JICKAPCTBEHHOrO Ipemnapara | TYHKT 26 Ilpasun
Ha JIaTHHCKOM s3bike (C  yKasaHuweM | OTIIyCKa,
no3upoBKY, (GOpMBEI  BBIIYCKa, BHIA IMpunoxenue Ne 13
YIIaKOBKH, CII0co0a IPUMEHEHHsT)? rnaes! 111 MaCTpyKINH
nyHKT 26 [Tpasun
KOJINYECTBO 3aTpeGOBaHHBIX | OTIIYCKa;
eXapCTBEHHBIX IPENaparos? Tpunosxenue Ne 13
riassl [II UacTpyximmn
myHkT 26 [Ipasun
KOJIMYECTBO ¥ CTOMMOCTh OTIYIICHHBIX | OTHYCKa,
leKapCTBEHHBIX IPENapaToB? [Mpunosxerne Ne 13
rnassl [1I MacTpykumn
37. OcymiecTBISeTCs U OTIYCK TO OTAEIBHBIM nyrkr 27 Ipasui
Tpe6OBaHUAM-HAK/IAAHBIM: OTIrycka
HApKOTHIECKUX u ncuxoTponHex | myHKT 27 Ilpasmn
nexapcrrennsix npenaparos Crucka [I n III | oTmycka
[TepeyHsi HAPKOTHYECKHUX U NCHXOTPOIHBIX
leKapCTBEHHBIX PeNapaToB?
leKapCTBEHHBIX MPENapaToB, TMOUIEKAIIHX mynkt 27 Hpasu
[IpeIMETHO-KOIHICCTBEHHOMY y4eTy? OTIIyCka
UHBIX [eKApCTBEHHBIX TPEIapaTos, B TOM | i<t 27 I1pasun
wiciIe OTIyCKaeMbIx 6e3 perenta? oTmycKa
38. [pocraBngercs Ha TpeGopanun-HaKnagHoH | myHKT 29 Ilpasun
OTMETKa O KOJHYeCTBE M CTOMMOCTH | OTIycCKa
OTIIYIIEHHBIX JIEKAPCTBEHHBIX MPENapaTos?
39. OcymiecTRisieTcss ~ XpaHeHWe — TpeGOBAHMIA- | MYHKT 30 IMpaBun
HAKIAOHBIX, [0  KOTOPBIM  OTIYLICHEI | OTITyCKa

JIEKapCTBEHHBIC IIpenapaThl:
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myHKT 30 [TpaBui
OTITyCcKa
Ha HApKOTHYEeCKHEe M  ICHXOTPOIHBIC
nexapcTeenHble npenapathl Crmcka 11 v 111
[TepeuHss HAPKOTHYECKHX M IICHXOTPOIHEBIX
[IEKapCTBEHHBIX INIPENapaToB - B TECUCHHUE
[STH JIeT?
Ha JIEKaPCTBEHHBIE npenapartsl, | myskt 30 IIpasun
IO AJICIKAIIHAC NpPEOMETHO- | OTIIyCKa
KOJIMUECTBEHHOMY Y4ETy, - B TEYCHHE TPEX
1eT?
myHKT 30 IIpaBun
Ha MHBIE JICKAPCTBCHHBIE IIperapathl - B oTmycKa
TedeHHe OHOTrO rojaa?

Cobmonaercs  3anper Ha  HapymeHHe | myHKT 31 [IpaBui
HepBPI‘-IHOﬁ YIIaKOBKH JICKapCTBCHHOTO | OTIIyCKa
[penapara NpH €ro OTIycKe 1o TpeOGoBaHHMIO-
HakIagHOM (32 HCKIIOYeHHeM CyObeKTa
PO3HHYHOMN TOPrOBIIH, MMEIOIIETO JIMLCH3HNIO Ha
dapManeBTHUECKYIO NEATENLHOCTE C IMPaBOM
M3rOTOBJICHHS IEKAPCTBEHHBIX IIPENapaToB)?

4]1. Cobmrogaercss JH  3amper Ha  oTmyck | myHKT 7 IlpaBun

JeKapCTBEHHBIX IPENapaToB B KOJHYECTBE, | OTIYCKA; IPHIOKEHHUS
yKa3aHHOM B pelLlenTe, B Ciydyae, Koraa ULt | Ne 1 u Ne 2 ITopsiaxa
JIEKapCTBEHHOTO  IIpenapaTra  YCTAHOBJCHBI | yaspagyeHus U
TpeJIeNIbHO JOIyCTHMOE HITH PEKOMEHI0BAHHOE
KOJIMYECTBO JJIs BHINKMCHIBAHHSA Ha OIUH
peuent?

BBEIITHCBIBAHUA

Cobmonaercs JM 3ampeT Ha HapymeHHe | myHKT 8 IIpasmi
BTODHYHON  (NOTPEOHTENBCKOH) — YIAaKOBKH | OTIyCKa

JEKapCTBEHHOro  IIpemapara ¥ OTIYCK
JNIEKapCTBEHHOro Iperapata B INEPBHYHOM

yIaKoBKe?
Cobnromaercss JH  3ampeT Ha  OTIycK | myHKT 28 [IpaBun
HApKOTHYICCKHX %4 IICUXOTPONHBIX | OTITYCKa

nexapcTBeHHbIX mpenaparoB Cmmcka II m III
Ilepeunss HApPKOTHYECKHX M ICHXOTPOIHBIX
JIEKAPCTBEHHBIX TIPENapaToB MO TPeGOBAHHSIM-
HaKJIaJIHBIM WHIUBUYaJHOTO
IpeANpHHAMATENS, MMEIOLIETo JHICH3UIO Ha
MEUIHHCKYIO JESTeNbHOCTD?

(momxrOCTh 1 PUO NOHKHOCTHOTO JINLIA, 3aII0JTHUBLIETO [IPOBEPOYHBIH JIUCT, IIOAIHUCE, JiaTa)

(nomxrocTs 1 GVIO T0MKHOCTHOrO JIHIA FOPHANIECKOTO JIHIA, IPUCYTCTBOBABIIETO NMPH
3anoJIHEHUH [TPOBEPOYHOrO JIMCTA, TOJIUCH, J1aTa)




ITpunoxerue Ne 25
K npukasy DenepaibHO# CITyKOBI
110 HafI30py B cdepe 3/paBOOXPAHECHUA

or (9112077 Ne J438

®opMa

IIpoBepo4HBIiH JIHCT
(CIHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoJb3yemMbiii @exepabHoii ciyx06oii mo Hax30py B cdepe 3ApaBOOXpaHEeHHs
M ee TEPPUTOPHAILHBIMH OPraHaMH NPH NPOBEACHHH MIAHOBLIX NpoBepOK NMpH
ocymIecTBJIeHHH (pe/lepaabHOro rocyAapcTBEHHOTo HaA30pa B cdepe obpamennst
JIEKAPCTBEHHBIX CPECTB
(OTHyCK U peajin3anus JeKapCTBEeHHbIX NPenapaTos I MeANLMHCKOro
NpHMeHeHus] B MEAHIHHCKHX OPranH3anusx H ux 000c006.,1eHHBIX
noapasaejennsx (UeHTPI (OTACICHHs) oGwieii BpaueGHOii (cemeiinoit)
NpaKkTHKH, aMOyJaTOpuH, debImepcKue (enbamepcKo-aKymepcKue
NYHKTbI), PACHOJI0O’KEHHbIE B CEJILCKHX HACETeHHBIX NyHKTAaX)

(HayMeHOBaHME OpraHa, OCYIICCTBIIAIONICTO IUIAHOBYHO nponepxy)

1. Bun roCyAapCTBEHHOTO KOHTpPOJIA (Hagzopa)

2. IlpenMer mIaHOBOH TPOBEPKH IOPUIMYECKHX JHMI  H HMHIMBUAYTBHBIX
TpeAnpUHAMATeNIed OrpaHHIUBACTCA 06s13aTeILHBIMY TPEGOBaHUAMH, COOITIOAEHIE KOTOPBIX
gBIseTCs Haubolee 3HAYMMBIM C TOYKHM 3PEHMs HEJOIYIICHHs BOSHMKHOBEHHA YIPO3BL
TIPUYMHEHMS BpeJia XXU3HH, 3N0POBBIO TPOK/AH, H3NOKCHHBIMH B dopMe IPOBEPOIHOTO JIHCTA
(cTICKa KOHTDPOJIBHEIX BOIIPOCOB).

3. HauMeHOBaHHME HOPHAMYECKOro IHMIA, (QaMuiud, uMdA, OTHECTBO (IpH  HAIHYMHK)
WHIUBHyalbHOTO npeanprHAMATeNIs:

4. MecTo IpOBE/ieHHs [UIAHOBOM MPOBEPKH C 3alONHEHHEM IPOBEPOTHOrO JIHCTA:

5. PekBU3WTH NpUKa3a O NPOBEJICHHH IUIAHOBOH IPOBEPKHU: OT

Ne

6. YdeTHbIi HOMep IPOBEPKH U JJaTa IPHCBOCHHS YIETHOr0 HOMepa pOBEPKH B EnunoM
peecTpe IPOBEPOK:

7. JlomkHOCTh, (aMIIUd W MHHUIHANbL JOJDKHOCTHOrO JIHIa (mu), npoBoAAMmEro(ux)
IUIAHOBYIO IIPOBEPKY:
1.
2.
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8. [TepeueHDb BOIPOCOB, OTPAXKAIOIIMX CONCPKAHNE 006s13aTeNIbHBIX TpeOOBaHMH, OTBET HA
KOTOpBIE OXHO3HAYHO CBUCTENECTBYET O COBIIOIEHNH WIH HECOOIONEHHH IOPUIUICCKUM
JTAIIOM, MHIMBHIYaIbHBIM NPEANPHHAMATEIEM 00s3aTeIbHBIX TPeOOBaHHM, COCTaBIAIOMIMX
IIpeAMET NPOBEPKHU:

PeKBH3HTDI BuiBOJ O
HOPMATHBHBIX BBINOJIHCHHH
Ne Bompockl, 0TpaXkaomHe Colepranne NpaBoOBBIX AKTOB, C TpeboBanmii
o/n 06s3aTeILHLIX TpeGoBaHUiA yKazaHHEM HX

CTPYKTYPHBIX na HET
eIMHHI, KOTOPHIMH
YCTAHOBJIEHBI
obs3aTeIbHbIE
TpeGoBanus

deepaibHbIil 3aK0H OT 12 anpesst 2010 r. Ne 61-®3 «O0 06pameHnH JIEKapCTBEHHBIX CPEACTB)
(CoGpanne 3aKOHOAATEILCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-®3); MenepanbHbI 32K0H OT 8 ssuBaps 1998 r. Ne 3-®3 «O HapKOTHIECKHX
CpelAcTBAX M TNCHXOTPONHBIX BEMECTBAX) (CoGpanne 3aKOHOJATEJILCTBA Poccuiickoii
Mdenepanuu, 1998, Ne 2, cT. 219; 2016, Ne 27, ct. 4238) (nanee - Ne 3-®3); [IpaBnia oTHYCKa
JeKAPCTBEHHbIX  MpeNapaToB  JUIA  MEIHIHHCKOTO npAMeHeHHs, B TOM  YHCIe
MMMYHOGHOJIOrMYECKHX  JIEKAPCTBEHHBIX  NPENapaTos, anTeYHbIMH  OPraHH3aIHAMH,
MHAMBALY A bHEIMH TPEANPHHAMATENAMH, HMCIOMAMH JHICHIMIO HA ¢apManeBTHIECKY 10
eATEIBHOCTh, YTBEDXIEHHbIe NphKa3oM MUHHCTEPCTBA 3apaBooxpaHeHusi Poccuiickoi
®egepannn ot 11 moas 2017 r. Ne 403 (3apermcrpupoBaH MHHHCTEPCTBOM IOCTHIHH
Poccniickoii ®enepanun 8 centadpsa 2017 r., perncTpannonHbiii Ne 48125) (nanee - IlpaBnia
ornycka); IlopsaoK HasHadYeHHs M BBHIMHCHIBAHH JIeKAPCTBEHHBIX HPENapaTos, M3/
MEeIMIMHCKOr0 HA3HAUeHHs H CTENUAIH3HPOBAHHLIX MPOIYKTOB Je4e0HOro NHTAHHS,
yTBepXKIeHHBbIH  NpHKasoM MHHHCTEpPCTBA 31PaBOOXpAHEHM H CONHAJLHOrO pPa3BUTHSA
Poccniickoii ®exepamuu ot 12 despans 2007 r. Ne 110 (zaperucrpupoBaH MuHHCTEPCTBOM
focTumun  Poccmifckoit @enepanum 27  anpeas 2007 r., permcrpammoHHBIi Ne 9364) ¢
H3MEHeHHAMH, BHECEHHbIMA TNpHKazom MHHHCTepCTBAa 3/1PaBOOXPAHCHUN Poccuiicxoii
®epepanun or 26 despans 2013 r. Ne 94n (3aperncTpHpoBaH MHHHCTEPCTBOM IOCTHIMM
Poccuiickoit ®enepanuu 25 mions 2013 r., perncTpanuoHHbIi Ne 28881) (nanee — HncTpyxuus);
[lepedenh HAPKOTHYECKHX CPEACTB, ICHXOTPOMHBIX BEMECTB H HX ApPeKypcopoB, MOAJIeRAMMX
koHTpomo B Poccmiickoit ®enepamun, yTBEPKICHHBIH MOCTAHOB/ICHHEM IIpaBuTeBCTBA
Poccniickoii ®eaepanun ot 30 nions 1998 r. Ne 681 (CoGpaHHe 3aKOHOJATE/ILCTBA Poccuiickoit
®enepanun, 1998, Ne 27, cr. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepedeHh HAPKOTHICCKHX
¥ TNCHXOTPOMHbLIX JIeKAPCTBEHHBIX npenaparos); PopMbl GIAHKOB PELENTOB, COACPKAIMMUX
Ha3sHAYeHHe HAPKOTHYECKUX CPEACTB MM IICHXOTPONHBIX BEMECTB, MOPAXOK HX H3rOTOBJICHUS,
pacrpeneieHns, PerHCTPalHH, ydera H XpaHCHus, a Taloke npasmia  ogopmieHHs,
yTBep:KACHHbIE PHKA30M MHHHMCTEPCTBA  3/IPaBOOXPAHECHHHA Poccniickoii  dPenepanun
or 1 aBrycra 2012 r. Ne S4u  (3aperncTpHpoBaH MunucrepcrBoM 1ocTunun Poccuiickoi
®epepanuu 15 aprycra 2012 r., perncrpanuonnpiii Ne 25190) ¢ msmMeneHusmMH, BHECEeHHBbIMH
npuka3oM MHHHCTEPCTBA 3APaBOOXPAHCHHs Poccniickoii ®enepannn ot 21 ampeas 2016 r.
Ne 254n (3aperncTpHpoBaH MHHACTEPCTBOM I0CTHIAH Poccniickoit ®enepanun 18 mrons 2016 1.,
perucrpauuoHHbIii Ne 42887) (nanee - npuxas Ne 54); Ilopsaox HasHAYCHAS U BBINUCHIBAHHS
JEeKAPCTBEHHbIX MPENapaToB, a TaKke ¢opM penenTypHbIX 0JaHKOB HA JEKAPCTBEHHBIC
Npenaparbl, HOPAAOK o0(opMIICHHS yKa3aHHBIX 6/1AHKOB, HX yUeTa H XpaHeHHs, YTBePKIeHHbIH
npuka3oM MHHHCTEPCTBA 3APaBOOXpPAHCHHUA Poccniickoii ®enepanun ot 20 nexabps 2012 r.
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Ne 11751 (3apermcrpupoBa MHHHCTEPCTBOM HCTHUHH Poccuiickoii ®eaepanun 25 mioHs
2003 r., perncrpauuonnbiii Ne 28883) ¢ n3smeHeHHSMH, BHECCHHBIMH MPHKA30M MunucTepcTBa
3apasooxpanenns Poccuiickoit ®egepanuu ot 21 ampens 2016 r. Ne 254n (3aperucTpHpOBaH
MunncrepersoM ocruunn Poccuiickoii Dexepanun 18 wions 2016 r., peracTpanHOHHbIH
Ne 42887) (nanee - Ilopsinoxk HazHaYeHHS H peinucoiBanus); IlepedeHs JieKapCTBEHHBIX CPEICTB
IS MEIMOMHCKOr0 TNpPHMEHEHHs, WOMIOKAMAX NPeIMETHO-KOIHIECTBEHHOMY YyHeTy,
yTBep:KIeHHbI NpuKa3oM MHHHCTEPCTBA 3APaBOOXPAHCHHUSA Poccuiickoii Penepauuu
or 22 anpens 2014 r. Ne 1831 (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoi
®epepannn 22 mons 2014 r., perucTpanHoHHBIH Ne 33210) ¢ m3MeHEHHAMH, BHECEHHBIMM
npuKa3oM MHHHCTEPCTBA 31PaBOOXPAHEHHA Poccuiickoii ®enepanuu ot 10 cenradps 2015 r.
Ne 634n (3apermcTpupoBaH MHHHCTEPCTBOM HOCTHIMHA Poccuiickoii ®enepanun 30 cenTadps
2015 r., perucrpanuonnsiii Ne 39063) (nanee - Ilepeuens JiekapCcTBEHHbIX cpencts); Ilopsnok
OTIycKa (H3MYECKHM JIHIAM JIEKAPCTBEHHBIX MPENApaToB /Ul MEIHINHUHCKOIO MPHMEHCHHI,
CcOAepKAMMX KPOMe MAIBIX KOJIHYECTB HAPKOTHYECKHX CPEJICTB, NCAXOTPONHEIX BEMECTB H HX
MpeKypeopoB JApyrae ¢apmMako/orauecKne aKTUBHbIC BEMICCTBA, yTBepKIeHHBbIH NpPHKa30M
MuHHACTEPCTBA 3APABOOXPAHEHHS H COLHATLHOI0 PA3BUTHS Poccuiickoii ®enepannu ot 17 Mast
2012 r. Ne 5621 (3aperncTpupoBaH MUHHCTePCTBOM I0CTHIAHA Poceniickoii ®enepanun 1 uions
2012 r., perucTpanuonHbli Ne 24438) ¢ H3MEHEHHAMH, BHECEHHBIMH IIPHKA30M MunncrepcTBa
3apaBooxpanenusi Poccuiickoii ®enepamu ot 10 ceaTaAOps 2015 r. Ne 634n (3aperucTpHpoBaH
MunncTeperBom ocTuina Poceniickoiit @enepanun 30 cenrsbps 2015 r., perHcTPANMOHHBIA
Ne 39063) (1anee — mopsaok); IlepedeHn JKu3HEHHO HEOOXOXMMBIX H BasKHEHITHX JICKaPCTBEHHBIX
npenaparoB Ha 2016 roa, a Takoke NepeveHb JeKaPCTBEHHBIX NPENApaToB A1 MEIHIHHCKOro
NpMMeHEHAsi H MHHAMAJbHBIH aCCOPTHMEHT JIEKapPCTBEHHLIX NpPENapaTos, He00X0IHMBIX IS
OKa3AHHSI MEIMIHMHCKOH TOMOIM, YyTBepKieHHble pacropsuxendem IIpaBurenscTBa
Poccniickoii ®egepannu ot 26 gexaGps 2015 r. Ne 2724-p (CoOpanne 3aKOHOAATETLCTBA
Poccniickoii ®exepanun, 2016, Ne 2, ct. 413) (nasnee — IlepedeHn JiekapCTBEHHBIX NPENapaTos,
BXOASIINX B MHUHAMAJbHbIH accopTument); Ilepedens AosnKHOCTeH (papMaNeBTHIECKHX H
MEeJMIMHCKHX PaGOTHHKOB B OPraHH3amHsX, KOTOPbIM NPEIOCTABJICHO MNPaBO OTITyCKa
HAPKOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB M MCHXOTPOMHBLIX JEKAPCTBEHHBIX OpeNapaTob
PU3HIECKHEM JIHIAM, yTBEpKICHHBIH NPHKA30M MunncTepceTBa 31paBooxpaHenns Poccniickoi
®enepannu ot 7 cenrsops 2016 r. Ne 6811 (3aperncTpHpoBaH MuHHCTEPCTBOM HOCTHIHH
Poccniickoii ®enepanun 21 centadps 2016 r., peracTpauHOHHBIH Ne 43748) (manee — IlepeueHn
JOJLKHOCTeI)

1. HapkoTrgeckue u ncuxotpomnnsie | myHKT 3 [paBun
JIEKapCTBEHHbIE NPETIapaThl OTIYCKAIOTCS JIH 110 | OTIyCKa
peuentam?

2. HNMMyHOOHOTOrMYECKHE neKapcTBEHHbIe | MyHKT 3 IIpaBait
Tpenaparhl OTIYCKAIOTCS JIH 10 penentam? OTITyCKa

3. HapxoTuueckue U ncuxoTponHele | MyHKT 4 [IpaBun

JNIEKapCTBEHHbIe TPENapaThl, BHECEHHBIC B | OTIYCKa,

Crmucok 11 Ilepeuns HApKOTHYECKHX M | IPHIIOXKEHHA No lu2k
TICHXOTPOIHBIX JICKAPCTBEHHBIX IPENaparoB, | mprkasy No 54n
OTITyCKAKOTCA JIH TIPH IPENBABICHUH PEIICIITOB,
BBIIMCAHHBIX HA PELENTYPHbIX O1aHKax GopMbl
Ne 107/y-HII, yTBEpXIEHHOH MNPHKA30M
Ne 5417
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ITcuxoTpomHble JIEKapCTBEHHBIE IpENapaTsl,
BHecennple B Cmmcoxk  III  Ilepeuns
HApKOTHYECKUX " TICHXOTPOIHEIX
JIEKApPCTBEHHBIX MPENapaToB, OTIYCKAIOTCS JIH
TIpH NPEIBSABICHAN PELENTOB, BHITHCAHHBIX Ha
penentypHsix Gnankax ¢opmbl Ne 148-1/y-88,
yTBepKIeHHOU nprka3zoM Ne 5417

nyHKT 4 [IpaBun
OTILYCKa,;

nyHKT 9 [lopsaxa
Ha3HAYCHUA H
BBINTHCHIBAaHUA

HapkoTtrueckue u IICUXOTPOITHEIE
nexapcTBeHHEIC penapaThl Crincka II Tlepeuns
HapKOTHYECKHX " IICUXOTPOITHBIX
JIEKapCTBEHHEIX  [IpenapatoB B BUJIE
TpaHCAEPMANLHEIX TEPANEeBTHYECKAX CHCTEM
OTITYCKAIOTCS JIX IIPH IPEAbSBICHAN PEIENTOB,
BBINHCAHHBIX HA PeeNTypPHbIX O1aHKkax GOpMbI
Ne 148-1/y-88, yrBepxIeHHOH mpHKa30M
Ne 54u7?

yHKT 4 [TpaBun
OTIIyCKa;

myHKT 9 [Topsaaka
Ha3Ha4YeHUs H
BBINHCHIBAHUSA

JlekapcTBEHHBIE TIpenaparhbi, BKIIOYEHHEIC B
IepedeHb  JIEKAPCTBEHHBIX  CPEACTB IS
MEIUIMHCKOTO HpPHMEHEHHs, MOJUIEXaIuX
IIPEAMETHO-KOJIHYECTBEHHOMY y4ery,
OTIYCKAIOTCS JIM IIPH MPEABSIBICHUH PEIETITOB,
BBIIHCAHHEIX HA PELENTYPHBIX Oy1aHKax HOpMEI
Ne 148-1/y-88, yTBepkaeHHOH NpHKa3OM
Ne 54n7?

ITYHKT 4 IIpaBun
OTITyCKa;
pasgensr  I; II; III
Ilepeuns
JIEKapCTBEHHBIX CPECTB

JlexapcTBeHHBlE mpemaparsl, obsafaromue
aHabO0JIHIECKO# aKTHBHOCTBIO, OTITYCKAIOTCSl JTH
TNPH IPEBABICHAN PELENITOB, BEIHCAHHBIX Ha
pelenTypHbIX Onankax ¢opmer Ne 148-1/y-88,
yTBEpXKIeHHOH npuxa3oM Ne 54n?

1. 4 IIpaBui oTirycKa;
MNOJITYHKT 3 MyHKTa 9
INopsinxa Ha3HAYCHHA U
BBITUCHIBAHHUS

JlexapcTBeHHBIE  IpemapaThi, COJACp Kallue
KpOME MaJbIX KOJMYECTB HApPKOTHYECKHX
CPeNCTB, IICHXOTPOIHBIX BEIECTB H HX
IIPEKypCOpPOB  IpyrHe  (apMaKoJIOrHYECKHE
aKTHBHbIE BEINECTBA, OTIYCKAIOTCA JH IIpH
IPEABSIBJIICHHH PpEIENTOB, BHIIUCAHHBIX Ha
penenTypHbIx OnaHkax ¢opmbel Ne 148-1/y-88,
yTBepKIeHHOH npuka3oM Ne 5417

yHKT 4 [IpaBun
OTIIyCKa; MyHKT 5
nopsaka

OTmyck  JIeKapCTBEHHBIX —IIpemapatoB  6e3
PELENTOB OCYIIECTBIIAETCS JIA B COOTBETCTBHH C
HHCTPYKIMSMH 110 KX  MEIULUMHCKOMY
IIPUMEHEHHIO?

nyHKT 5 IIpaBun
OTILyCKa

10.

Ormyck JIEKapCTBEHHBIX TIpenapaToB
OCYILECTBIISICTCS JIU B TEYCHHE YKA3aHHOTO B
perenTe Cpoka ero aeicTeus?

nyHKT 6 IIpaBui
OTIyCKa

11.

B cnyyae OTCYTCTBHS  JIEKAPCTBEHHOI'O
npernapara peUent IpUHAMAaeTcs /M Ha
006CITy)XHABaHNE B CIEAYIOIHE CPOKH:

nyHKT 6 [IpaBuin
OTIIycKa




perenT c IIOMETKOH «statim»
(HeMEUIEHHO) OOCITY)KHBACTCA B TEUCHHC
omHOro pabodero AHs CO MHS OOpalICHHS
uua K CyGBEKTy PO3HHIHOM TOProBiIA?

myHKT 6 IIpasun
OTIyCKa

perienT ¢ IOMETKO#H «Citoy (cpouHO)
0GCITy)KUBAETCA B TCUCHHE ABYX PaOOTHX
MHeit co MHA 06paleHns THIa K CyOBeKTy
[PO3HHUYHOHN TOProBiH?

nyHKT 6 [TpaBun
OTIIyCKa

pelenT Ha JICKapCTBEHHBIA IIpenapar,
BXOMAIMUIE B MUHAMAIBHBIA aCCOPTHMEHT
eKapCTBEHHBIX IpenapaToB ULt
€ IUIIHHCKOTO IIPUMEHECHUS,
HeOOXOMMMBIX IS OKa3aHHs MEIMIIHHCKON
momommy, 00CTyXHUBAETCA B TCUCHHE IATH
abounx mHEH co JHA oOpalleHUs JHLA K
CyOBEKTy PO3HHUHOH TOPIOBJIH?

nyskT 6 [Ipasun
OTIIyCKa

12.

OGBCITyKEBaeTes M PEIENT Ha JIeKapCTBEHHBIH
IIpenapar, OTIIYCKaeMbli GecIlaTHO WA €O
CKHIKOM ¥ He BOIIEJUIAA B MHHHMAIBHBIHA
ACCOPTHMEHT JICKAPCTBEHHBIX IPENapaToB ULl
MEIHMIMHCKOTO IIPAMEHEHHS, HEOOXOMUMBIX
I OKa3saHWs MEJWIMHCKOW MOMOId, B
TeueHwe JecaTH paboumx JHEH coO JHA
obpamenus una K CyOBEKTY PO3HUYHOM
TOPTrOBIH?

nyHkT 6 IpaBun
oTIycKa

13.

O6c¢myKHBAIOTCA b1’ pENEnTHI Ha
JNeKapCTBeHHbIE Hpenapathl, Ha3Ha4YaeMble IO
pelneHuio BpadeOHOW KOMHCCHH, B TCHUCHHC
nsTHAMIATH pabounx HEH co [Hs oOpameHus
JMIA K cyOheKTy POSHHYHOM TOprosm?

oyHKT 6 IIpaBun
OTIIyCKa

14.

OTIycKaloTCs JIM JIEKAPCTBEHHbIC IPEIapaTsl
110 PeLieNTaM C HCTEKIIAM CPOKOM [eHCTBHA?

nyHkT 6 IlpaBun
OTITyCKa

15.

OcymecTBISETCS U TpH HCTCUECHHH CpOKa
JICWCTBHS peLenTa B NEPHOX HaXOXKICHHS €ro
Ha OTCPOYEHHOM OOCIyXHBaHMH  OTIYCK
NeKapCTBEHHOTO IPenapaTa o TaKOMy PeLenTy
(6e3 ero nepeodpopmnenus)?

nyHkT 6 IIpaBun
OTITyCKa

16.

JlexapcTBeHHBIE TIpenapaThl OTIYCKAIOTCA I B
KOJINYECTBE, YKA3aHHOM B perente?

myHkT 7 IIpaBun

OTIyCKa; IPHJIOXKEHUS
Ne 1 u Ne 2 Tlopsnka

Ha3HAYCHUS H
BBIITAChIBAHUA

17.

(dapmaneBTHUCCKHE PaGOTHHK OTIYCKAeT JIH
peeNbHO AOMyCTHMOE HIIH PEKOMEHI0BAHHOS
KOJIMUECTBO JIEKAPCTBEHHOI'O IIpenapara i

BLIITACHIBAHUS Ha OJNH peuent npu
npeabABICHUHN penenta C NIPCBBIICHHCM
IpeacibHO JOITyCTHMOI'0 HIHA
PEKOMCHIOBAHHOI'O KOJINYECTBA

nyskt 7 IpaBun
OTIIyCKa
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JIEKapCTBCHHOT'O ITpenapara I BBIITHCBIBAHUA
Ha OH penent C TIPOCTaBJICHUEM
COOTBCTCTByIOIIICﬁ OTMCTKH B peuenre?

18. | Oroyck JIEKapCTBEHHOI'O npenapara | crathbs 46 Ne 61-03;
OCYIIECTBIAETCA JI B IIEPBAYHOM H BTOPHIHOM | IMyHKT 3 cTarsu 27
(moTpebuTeNBLCKOM) yIaKkoBKax c | Ne 3-03;
MapKHpPOBKO#H? nyHKT 8 [lpasun

OTIIyCKa

19. |Hapymaercs nm  mepsuuHas  ymakoBka | myHKT 8 Ilpasun
JIEKapCTBEHHOTO IIpenapaTa I €ro OTIyCKe? | OTIycKa

20. myHkT 9 IlpaBun
ITpu oTIycKe TeKapCTBEHHBIX PEMApaToB HA | OTIYCKa
pelenTe MpOCTABISLETCs I OTMETKA 00
OTITYCKE JIEKapCTBEHHOTO NpeTapaTa ¢
yKa3aHHEM:

TOProOBOr0 HAWMEHOBaHWs, NO3WPOBKH M | MyHKT 9 IlpaBui

KOJIMYECTBA OTIYIIEHHOTO JIEKAPCTBEHHOIO | OTIIyCKa

npenapara’?

(amunuM, KMEHH, OTIecTBa (TIpH HanuuuM) | myHKT 9 Ilpasun

MEIMIMHCKOr0 paboTHMKa B CiIy4YasX, | OTIYCKa

yKa3aHHBIX B ab3ale YeTBEPTOM IIYHKTA 7 U

ab3ane TperbeM myHkra 10 IlpaBma

ormycka?

[PEKBH3UTOB JIOKYMEHTa, YIOCTOBEpsIOmero | mMyHKT 9 Ilpasun

JTHYHOCTH JMua, MIOJIYYMBIIErO | OTIYCKa

lleKapCTBEHHBIM IpemapaT, B Ciyd4ae,

ykasaHHOM B mryHKTe 20 [TpaBun otmrycka?

damunum, umMeHn, oTyecTBa (IIpH HANKMUKMK) | MyHKT 9 [IpaBuin

(hapMaLeBTHYECKOTO paboTHHKa, | OTIIyCKa

OTITyCTHBIIETO JIEKApCTBEHHEIH Mpenapar, 1

€ro IOMUCH?

naTHl OTIYCKa JIEKapcTBEHHOro npenapara? | myHKT 9 [IpaBun
OTIIyCcKa

21. | Penent c¢ oTMeTKO# Bo3Bpamaercs Ju IpH | myHKT 10 ITpaBun
OTIyCKE JIGKapCTBEHHBIX IIPENapaToB IO | OTIYCKa;
peuenry, BBIIMCAaHHOMY Ha pPEUCNTYPHOM NPHIIOKEHHE Ne 2
Gnanke ¢opmber Ne 107-1/y, yTBEpXICHHOH | [Topsxa HasHAYCHHS U
npukazoM Ne 54H, CpOK HEHCTBHSA KOTOPOTO | proovor maung
COCTABJIIET OJMH roa?

22. | Ilepenaercs m dapmaneBTryeckuM | myHKT 11 IIpaBuin
pabOTHIKOM sy, npuobpeTaomeMy | oTmycka

(mosyyaromeMy) JIEKapCTBEHHEBIE IIpenapaThl
10 pElENTy, BBHIIHCAHHOMY Ha pELENTYPHOM
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6nanke Gopmer  Ne  148-1/y-04 (i),
yTBEPXKASHHOH IPHKAa30M Ne 541,
dopmer Ne 148-1/y-06 (1), yTBEpXKHCHHOH
npukazoM No 54H, 3alOJHEHHBIH KOPEIIOK
TAaKoro penenra’?

23.

TIpocrasisercs b3 npu OTITYCKE
HApKOTHYIECKOTO " MICUXOTPOITHOTO
nekapcTBerHoro npenapara Crucka II [lepeuns
HApKOTHYECKUX " TICHXOTPOIHBIX
JIEKapCTBEHHBIX MpENapaTtoB Ha peunente o6
OTIIyCKE JE€KapCTBEHHOro Ipenapara MeYarTh
OpraHu3allii, B KOTOpOM yKa3aHO MOJIHOE
HauMeHoBaHue (IIPH HAIWYHH [iedaTH)?

nyHKT 12 [IpaBun
OTITyCKa

24,

Ha penerrte niy KOPEIIKE PEIENTa yKa3bIBACTCA
JIH TOYHOE BpeMs (B Yacax ¥ MHHYTax) OTIyCKa
HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npemapara?

myHKT 13 IIpaBui
OTITyCKa

25.

HMMMYHOOHOIOTHYECKHE JIEKapCTBCHHBIE
Hpenaparhl OTIYCKAIOTCA JIM TpY  HAIHIHH
CIIEUATBHOTO TEPMOKOHTEHHEpa?

myHKT 13 [IpaBun
OTIyCcKa

26.

Ocrarorcss M XpaHarcs JH Yy CyObekra
oGpaleHus TeKapCTBEHHBIX CPEICTB PELENTHI
(¢ orMerkoif «JlekapCTBEHHBIH Tmpenapar
OTHYUIECH») Ha:

nyHKT 14 IIpaBun
OTITyCKa

HapKOTHYECKHE U IICHXOTPOIHEIE
nexapcTBeHHEle npemapartsl  Cmucka 1T
[TepeqHs HAPKOTHYECKUX M MCHXOTPOIHBIX
JIeKapCTBEHHBIX IIPENaparoB - B TEUYCHHE
[SITA JIeT?

nyHKT 14 IIpaBun
OTIyCKa

[ICHXOTPOIHEIE JIEKAPCTBEHHBIC Ipenaparsl
Crnucka III Ilepeuns HapKOTHYECKHX H
[ICUXOTPOIHBIX JIEKapCTBEHHBIX
IpENapaToB - B TCYESHHNE MATH JIET?

myHKT 14 IIpasun
OTITyCKa

CpelcTBa MM IICHXOTPOIHbIE BEINECTBA,
pHecennple B Crmcku II m III Tlepeuns
HapKOTHYECKHMX %4 IICUXOTPOIHBIX
TIEKapCTBEHHBIX IIpernaparos,
M3rOTOBJCHHBIE B alTEYHOM OpraHu3aluy,
- B TEYEHHE TPEX JIeT?

nexapcTBEHHBIE MpeTapaThl, OTIyCKaeMble | MyHKT 14 IIpaBmi
GecIIaTHO WJIA CO CKHIKOH, - B TEUEHHE | OTIycKa

Tpex Jet?

KOMOMHHPOBaHHEIE nexapcTBeHHble | MyHKT 14 IIpasun
Mpenaparsl, COAEePXallie HApPKOTHYECKHE | OTImycKa
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[lekapCTBEHHbIE NpemapaTsl, objajaromme
aHAG0IMYEeCKOl aKTHBHOCTBIO, - B TCUCHHE
Tpex ner?

nyskt 14 I1paBun
OTITyCcKa

JIEKApPCTBCHHBIC npenaparel, moJJIeKaImue

nyHkT 14 ITpasun

15% STHJIOBOTO CIIMpPTa OT 06BEMa FOTOBOH
MPOIYKIMH, - B TCUCHHE TPEX MeCSIEB?

[IpEIMETHO-KOTMYECTBEHHOMY Y4€Ty, - B | OTHyCKa

TeueHHE TpeX JIET?

nexapcTBEHHBIE Tpenaparsl B xuakoii | myHkT 14 TIpaBui
TexapcTBEHHON (opMeE, CONEPKALIHC oonee | oTmycka

HHBIC NIEKapCTBEHHBIE TIpenaparsl,
OTHOCSIIUECS 1o ATX K
AHTHIICHXOTHUYECKMM  cpencrsaM  (KOA
NO5A), ankcuonutHKam (Kox NO5SB),
CHOTBODHBIM H CENATUBHBEIM CpeACTBaM
(xon NO5C), anTHACHpECCaHTaM (xon
06A) u He INopIeXalye MIPEIMETHO-
KOJIMUECTBEHHOMY YUETY, - B TCUYEHHE TPEX
ecsieB?

nyHkT 14 IIpaBun
OTIIyCKa

27.

PerenTsl, He ykaszaHHble B yHKTe 14 ITpasmi
OTHycKa, OTMEUAalTCi  JH  LITaMIoM
«JTexapCTBEHHBIN IpenapaT OTIYIICH»?

nyskr 15 IIpasun
oTmycKa

28.

PelierTsl, He yKa3aHHbIC B IyHKTe 14 IIpasui
OTITYCKa, Bo3BpallaloTcs X JIHIY,
10Ny 4HMBLIEMY JIEKAPCTBEHHBIH npenapat?

myskt 15 IIpasun
OTIIyCKa

29.

VMeeTrcs JM  OKypHaI, B KOTOpPOM
PETHCTPHUPYIOTCA PELeNTH, BBIIHCAHHBIC C
HapymenueM [IpaBuiI OTIYCKa, C yKasaHHeM:

oyHKT 15
IpaBun oTmycka

BEIBJIEHHBIX HapylleHHH B oQopMICHHY]
penenta?

OyHKT 15
[TpaBun ormycka

(aMUITAH, HMEHH, OTIECTBA (py HaTMYHH)
MI@, BBIMMCABIIETO pelent?

OyHKT 15
[IpaBun oTIycKa

HAaUMCHOBAaHUA MCHHHHHCKOﬁ opraHmaunn?

IYHKT 15
IIpaBun oTmycka

[PUHATBIX MEP?

IOyHKT 15
IIpaBun oTmycka

OrpaHHYeHHs, HajlaraeMble Ha dapmManeBTHIECKHX

npogecCHOHANLHOH AECATEIHLHOCTH (ctatena 74 ®enep
Ne 323-®3 «O06 ocHoBax OXpaHbI 3X0POBbI IPAXIAH

paGOTHHKOB NMpH OCYIECTBJICHHH HMH
aabHOTO 3aKoHa oT 21 HosGps 2011 r.
B Poccniickoii ®enepannm» (Cobpanne

3aKoHOAAaTeALcTBa Poccmiickoit Menepanuu, 2011, Ne 48, cr. 6724; 2017, Ne 31, cr. 4765)
(manee - Ne 323-®3)

30.

dapmaneBTHIECKIE PAOOTHHKH U
PYKOBOJIMTEIH ANITEUHBIX OpraHu3almi:

TIOJMYHKTHI 2 1 4
IIyHKTa 2 cTaThH 74
Ne 323-03;

nyukt 17 IIpaBun
OTITyCKa
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MOJTYYAOT JIX OT KOMIIAHUH, IPEACTaBUTENA
KOMIIaHHH 00pa3iibl JIEKapCTBEHHBIX
[pENnapaToB It BpYUIEHHS HACEICHHIO?

MOJITYHKTHI 2 U 4
IyHKTA 2 CTaThul 74
Ne 323-03;

myHKT 17 [IpaBun
OTITyCKa

[IPEIOCTABISIOT JIH HACEJICHUIO
HEIOCTOBEPHYIO U (HJIH) HETIOIHYIO
UH(OPMALIHIO O HATHYHMHY JIEKAPCTBEHHBIX
[IpeIapaToB, BKJIIOYas JIEKApCTBEHHBIE
[pernaparsl, UMEIONINEe OANHAKOBOE
MEXTYHAPOIHOE HEMATEHTOBAaHHOE
HaNMEHOBaHHE?

TIOANYHKTHI 2 U 4
nmyHKTa 2 cTaThu 74
Ne 323-03;

myHKT 17 [Ipasuin
OTITycKa

CKPBIBAIOT I HHGOPMAIIHIO O HATHYHH
IeKapCTBEHHBIX IPENapaToB, HMEIOIIHX
0onee HU3KYIO IIeHy?

HDOJITYHKTHI 2 1 4
OyHKTA 2 cTaThu 74
Ne 323-@3;

nyHKT 17 IIpaBun
OTITyCKa

TpeGoBaHHs K OTHYCKY HAPKOTHYECKHX H NCHXOTPONHBIX JIEKAPCTBEHHBIX MPENapaTos,
JEKAPCTBEHHBIX IMpenapaTroB, o0Jagaomux aHA00JHMYECKOH AKTHBHOCTHIO,
JIEKAPCTBEHHBIX MPENAPATOB, MONIEKAMHX NPEAMETHO-KOJIHIECTBEHHOMY YYEeTy

HHBIX

31.

Otmyck HapKOTHYECKHMX M IICHXOTPOIHBIX
JICKapCTBCHHBIX IIPETapaToB OCYIIECTBILAETCA
na  ¢dapMaleBTHYECKMMH  pabOTHHKaMH,
3aHAMAIOIMMH JIOJDKHOCTH, BKJIIOUCHHBIE B
TlepeueHb NODKHOCTEH?

nyHkT 19 [IpaBun
OTITyCKa;
Ilepeyenp nomxHOCTEH

32.

Otmyck NEKapCTBEHHBIX IIpenaparos,
obnajaromux aHaboIHYEeCKOH aKTHBHOCTEHIO,
ocymecTBigeTcs M (apMaleBTHISCKHMH
paGOTHUKAMH, 3aHHMAIOIUMH  JOJDKHOCTH,
BKJIIOYEeHHEIE B [lepedens JomKHOCTEH?

nyHKT 19 IlpaBun
OTIIyCKa;
Ilepeuenp nomxHOCTER

33.

OTtmyck JIEKaPCTBEHHBIX Ipenaparos,
HNO[UIEKAINUX  TPEAMETHO-KOJIHYECTBEHHOMY
yUery, OCYIIECTBIIAETCS T
(bapMarieBTHUECKUMH paGoTHHKaMH,
3aHAMAIOIMMH JODKHOCTH, BKJIIOUCHHBIE B
IepeyeHp HOMKHOCTEH?

myHKT 19 IlpaBun
OTIIyCKa;
Ilepeuens gomkHOCTEH

34.

HapxoTtugeckue u IICHXOTPOIIHEIE
nekapcTBeHHble npenapatsl Crucka II [lepeuns
HapKOTUYECKHUX 74 IICUXOTPOIHBIX
JIEKQpCTBEHHBIX MPENapaToB OTIIYCKAIOTCS JIH
pu NIpeIbABICHUN JIOKYMEHTA,
YAOCTOBEPSIOIIETO JTMYHOCTb, MY,
yKa3aHHOMY B pelenTe, €ro 3aKOHHOMY
MPEACTAaBUTENI0 HIM  JIMIY, HMEHOIIEMY
0 OpMIICHHYIO B COOTBETCTBHHU c
3akoHoHareabcTBOM Poccuiickoit Penepaunu
JIOBEPEHHOCTh Ha IIpaBO IOJNYYEHHS TaKHX
HapKOTHYECKHUX %} IICUXOTPOMHBIX
JICKapCTBEHHBIX ITpenapaToB?

nyHkT 20 [IpaBun
OTIIyCcKa




35.

Brriaercs Ju Mocjie OTIyCKa HApKOTHYSCKUX U
ICHXOTPOMHBIX JIEKAPCTBEHHBIX IIpenapaToB
Crnucka II u III Tlepeunsa HapKOTHYECKHX H
IICHXOTPONHBIX JIEKaPCTBEHHBIX IperapaToB
CHTHATYpa C XKeJITOl TOJIOCOH B BEpXHEH YacTH
U HaQIIHACHI0O YEpHHIM wWpHPTOM HA HEH
«Curnarypay, B KOTOpO¥ yKa3bIBalOTCH:

myHKT 22 [IpaBun
OTIyCKa

HaMMEHOBAHME U aJlpeC MECTOHAXOXICHUS
cy6pekTa  OOpalIeHHs  JICKAPCTBEHHBIX
cpexncts?

myHKT 22 [IpaBun
OTIyCKa

HOMED H JaTa BEIMHCAHHOTO peuem‘a‘?

oyHKT 22 [TpaBun
OTITycKa

bamunms, ¥Msi, OTYeCTBO (NIPH HATMYHH)
mMoa, I KOTOPOro  IIPENHa3sHAYCH
TeKapCTBEHHBII IpenapaT, €ro Bo3pact?

myHKT 22 [IpaBun
OTITycKa

HOMEP MEIUIMHCKOH KapThl TMalMeHTa,
[OJTyYaroIero MEIUIHHCKYIO IOMOINb B
aMOyJIaTOPHBIX YCJIOBHAX, JUIL KOTOPOroO
NpeHA3HAYEH JIEKapCTBEHHBIH npenapat?

myHKT 22 [IpaBun
OTITyCKa

(ammIHs, UMs, OTYECTBO (IIPH HATHYAH)
MEIUIMHCKOTO pabOTHHKA, BBHIMTHCABIIETO
pellenT, ero KOHTAaKTHBIH TenepoH mubo
TeneOH MEIHIMHCKOH OpraHu3aiuu?

nyHKT 22 [Ipasun
OTIIyCKa

COECPKaHUC peUENTa Ha TaTHHCKOM SI3BIKE?

myHKT 22 [IpaBun
OTILyCKa

daMuIHs, UM, OTYECTBO (IIPH HAIHYHMH) U
noanuch (apManeBTHYeCKOro paboTHHKA,
OTIyCTHBLLErO JIEKapCTBECHHBIH Ipenapar?

myHKT 22 IIpaBui
OTIIyCKa

MaTa OTITyCKa JIeKapCTBEHHOrO Ipenapara?

myHKT 22 [IpaBun
OTITyCKa

Tpe6oBanust K OTHYCKY JIEKapCTBEHHBIX IpenapaTroB mo TpedoBaAHNAM-HAKIAXHBIM
MeIMIHHCKHX OpPraHM3anuil, HHAHBHIYAJIbLHBIX NpeINpUHAMAaTeIell, HMEIOMHUX JHICH3HI0 HA
MEJHIHHCKYIO 1eATeIbHOCTh

36.

nyHKT 26 [IpaBun
UMeeTcs MM Ha TpeGOBAHMAX-HAKIamHBIX Ha | OTHYCK:
TOJTy4eHHE IeKAPCTBEHHBIX IPENapaToB: IIpunoxenne Ne 13
rnasbl I UaCTpyKIIHH
IyHKT 26 IIpaBuin
OTITyCKa;
rrTamr?
IMpusoxenue Ne 13
rnassl I MECTpYKIMH
Kpyrias evyarb MemqMuuHCKo# | MyHKT 26 IIpaBui
OpraHu3aluy? OTIIyCKa,;
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[Mpunoxenune Ne 13
rnassl 111 MHCTpYyKUIMHK

MOAMHMCh €€ PYKOBOOUTENA HWJIH €TI0
3aMeCTHTEN 10 JIeyeOHOH YacTh?

myHKT 26 IIpaBuin
OTITyCKa;
[Tpunoxenue Ne 13
rinassl 111 MHCTpYKIIMH

HOMEp JOKyMEHTa?

myHKT 26 [IpaBun
OTITYCKa;
ITpunoxenue Ne 13
rnaesl 111 UaCcTpykumu

naTa COCTaBJIEHHS JOKyMeHTa?

myHKT 26 ITpaBun
OTITYCKa;
[Tpunoxenue Ne 13
rnassl [1I MaCTpYyKIINHK

JICKAPCTBEHHOI'O npenapara‘?

nyHKT 26 [IpaBun
HaMEHOBaHHE oTnpasurelid | OTIIYCKa,
JIeKapCTBEHHOTO Ipernapara’? [Tpunoxenue Ne 13

riassl 111 UHCTpYKIIMU

myHKT 26 [IpaBun
HaMECHOBAaHHE HoJydaTess | OTHYCKa;

[Tpunoxenue Ne 13
rnassl [1I MaCcTpykuun

HalMEHOBAHUE JIEKAPCTBEHHOTO Npernapara
Ha JIaTHHCKOM s3bike (C  yKa3aHHMeM
Mo3MpoBKH, (GOpMBI  BBITYCKa, BHIA
YIAKOBKH, criocoba mpuMeHeHus)?

myHKT 26 IIpaBuin
OTITYCKa;
IIpunoxenne Ne 13
rnassl [ MHCTpyKIun

KOJIHYCCTBO BanC60BaHHI>]X
UICKAPCTBCHHBIX npenapaTOB?

nyHKT 26 [IpaBun
OTIIyCKa;
[Mpunoxenue Ne 13
riasel I MacTpyknmu

KOJINYECTBO M CTOMMOCTH OTIYILEHHBIX
JIeKapCTBEHHBIX IIpernapaToB?

myHKT 26 [IpaBun
OTIIyCKa,
ITpunoxenne Ne 13
rnaBsl [II UHCTpYy)RIMHK

37.

OcymecTsisiercs i OToyck mo otaembbmM | TYHKT 27 lpasun
TpeGOoBaHUAM-HAKIIATHBIM: oTmycka
HapKOTHYECKHAX u IICHXOTPONHEIX | myHKT 27 [IpaBun
nnekapcTBeHHBIX npenapaToB Crnucka Il u III | otmycka
[TepeuHs HAPKOTHYECKHX ¥ MICHXOTPOIHBIX
lIeKapCTBEHHBIX IIpenaparoB?
lleKapCTBEHHBIX IIpenaparos, momiexamux | TYHKT 27 lpasun
peMETHO-KOJTHIECTBEHHOMY y4eTy? oTIycka
MHBIX JIEKAPCTBEHHBIX IpemapatoB, B Tom | TYHKT 27 Ilpasun
qHCIIe OTITyCKaeMBbIX Oe3 perenta? OTmycka
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38. TIpocTapnsieTcs 1 Ha TPeOOBAHMU-HAKIAIHON | MyHKT 29 Ilpasun
OTMETKAa O KOJMYEeCTBE M CTOMMOCTH | OTIHyCKa
OTIIyIIEHHBIX JIEKAPCTBEHHBIX MPENapaToB?

39. OcyInecTBIsAETC M XpaHEHHe TpeOOBaHMH- | IYHKT 30 IIpasun
HAaKJAOHBIX, [0  KOTOpBIM  OTIYINEHHI | OTIyCKa
NEKapCTBEHHBIC IIPENapaThl:

nyakT 30 ITpasun
oTmycka
Ha HApKOTHYECKME M  ICHXOTPOMHBIC
nexapcTpenHsble npenapaTsl Crmcka 11 u 111
[Tepevns HAPKOTHYECKUX U ICHXOTPOIHBIX
TeKapCTBEHHBIX IIPENaparoB - B TCUCHHE
ATH JIeT?
Ha JIeKapCTBEHHEIE npenaparbl, | myHKT 30 IIpasun
[OJIe)KAIIHE OpPEIMETHO- | OTIIyCKa
KOJIMYECTBEHHOMY YUETY, - B TCUYCHHE TPEX
ner?
myHkT 30 [IpaBun
Ha WHBIC JNICKAPCTBEHHEIC NPENApathl - B | \onoeyy
TeyeHHe OJHOro rojga?

40. CobmonaeTcs  3amper Ha  Hapymenue | myHKT 31 [IpaBun

NIEpPBUYHON YTIAKOBKH JIEKApCTBEHHOIO | OTITyCKa
Tpenapara IpH ero OTIYCKe MO TpeGOBaHHMIO-
HaKTamHOM (32 MCKIIOYEHHEM CyObekra
PO3HHYHOU TOPrOBIIH, HMEIOIIETO JIMIIEH3HIO Ha
(apMaueBTHUECKYIO IEATENBHOCTE ¢ IIPaBOM
M3COTOBJICHUSA JIEKAPCTBEHHBIX IPENapaToB)?

41. Cobmoaercs JM  3ampeT Ha  oTmyck | myHkt 7 [IpaBun
JNIeKapCTBEHHBIX MpPENapaToB B KOJIMYECTBE, | OTIYCKa; MPHIOKCHAL
yKa3aHHOM B DelenTe, B ciydae, Koraa A [ No 1 u Ne 2 [Topsiaka
JNIEKapPCTBEHHOTO  IIpemapara  YCTAHOBICHBI | yaspaueHus U
TIpeNeNbHO JOIYCTHMOE Ml PEKOMEHIOBAHHOE | pymycriBaHmS
KOJIMYECTBO JII1 BBIIMCHIBAHHS Ha OJHH
penent?

42, CobmonaeTci JH 3ampeT Ha Hapymernue | myHKT 8 Ilpasm
BTOPUMYHOM  (MOTpEeOHMTENBCKOW)  YIAKOBKH | OTIyCKa
NeKapcTBEHHOro  Ipemapara M OTIYCK
JNIEKapCTBEHHOTO IpemapaTa B NEPBHYHOH
ymakoBKe?

43. CobmomaeTcs Ju  3ampeTr Ha  OTmyck | myHKT 28 IIpaBun
HApKOTHYECKUX %4 IICHXOTPONHBIX | oTImycKa

nexapcTBeHHBIX HperapaToB Cmucka II III
[lepeunss HApPKOTHYECKMX M ICHXOTPOIHBIX
JIEKapCTBEHHBIX NPENapaToB I0 TPeGOBAHUAM-
HaKJIaJ{HbIM HHAWBUIYAIBHOTO
IpeApHHAMATENA, UMEIOMICro JHMICH3NIO Ha
MEIUIIMHCKYIO IEATETHHOCTD?
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(momxHOCTH ¥ GVO JOMKHOCTHOTO JIHIIA, 3aII0JIHUBIIErO TIPOBEPOYHBIHN JIKCT, MOJIIKCE, 1aTa)

(normkHOCTS B GUO [OIDKHOCTHOTO JIHIA IOPHNIECKOr0 JIMIA, IPUCYTCTBOBABIICTO MPH
3aI0JIHEHHH IIPOBEPOYHOTO JIHCTA, OJMKCE, /1aTa)
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[Mpunoxenune Ne 26

K npuka3sy OepnepanbHOMH CITyKObI

[0 Ha/J30py B chepe 30paBOOXPaHEHHS
) 2

ot (Y M/% N G \‘527

®dopma

IIpoBepo4HbIi JHCT
(CIICOK KOHTPOJILHBIX BOMPOCOB),
ucnob3yembiii MenepanbHoi c1yxGoii Mo Hax30py B cdepe 31paBOOXpaHEHHS
H ee TEPPHTOPHAILHBIMH OPraHAMH NPH NPOBeJeHHH VIAHOBBIX NPOBEPOK NMPH
ocymiecTBIeHHH (eepaIbHOro rocyIapcTBEHHOro Haa30pa B chepe obpameHus
JIEKAPCTBEHHBIX CPEACTB
(oTnyck u peanu3alus JeKAPCTBEHHBIX NPenapaToB AJIsi MeJHIHHCKOro
IpHMeHeHHs HHANBHAYAJIbHBIMH NpeINpAHAMATEIAMH)

(HaMMEHOBaHHMe OpTaHa, OCYIIECTBIAIONIErO MIAHOBYIO IIPOBEPKY)

1. Bun roCyJJapCTBEHHOTO KOHTPOJIA (nag3opa)

2. Tlpenmer maHOBOM IPOBepKH IOPUIMYECKUX JIHMLI M HMHIABANYalbHBIX
TpeATpHHUMATENEl OTpaHHYHBaeTCA 00A3aTENbHEIMA TPEOOBAHUAMH, cobroieHIe KOTOPBIX
ABJIAETCS Hambojiee 3HAYMMEIM C TOYKH 3PEHMS HEIOIYIIEHHS BO3HHKHOBCHHA YIPO3BI
pUYMHEHHS BpeJia XU3HH, 310POBBIO IPaXKIaH, 3J0XKEHHBIMA B OPME IPOBEPOTHOTO IHCTA
(crICKa KOHTPONBHEIX BOIIPOCOB).

3. HauMeHOBaHHMe IOPHAMYECKOTO JAUA, (GaMIIHi, HUMs, OTYECTBO (IpH HATHIHH)
HHIUBH Iy aTbHOTO MpeATPUHIMATEIS:

4. MecTo TpOBEIEHHS IUIAHOBOH IPOBEPKHM C 3alOJHEHHEM IIPOBEPOIHOro JIHCTA

5. PeKBH3UTHI [pHKa3a O IPOBEICHHH IIAHOBOH IPOBEPKH: OT

Ne

6. Y4eTHbIA HOMep IPOBEPKH U 1aTa IPUCBOSHHS YIETHOTO HOMepa IPOBEPKH B EAMHOM
peecTpe IpOBEPOK:

7. JJo/KHOCTb, (aMHIIMS ¥ MHULMAIB TODKHOCTHOTO JIHI@ (JIHLD), MPOBOJAIIEro(UX)
TIAHOBYIO IIPOBEPKY:

1. ;

2. .

8. TlepedeHs BOMPOCOB, OTPAKAIOIIMX COEPKAHUE 0053aTeNBHBIX TPEOOBAHHMH, OTBET Ha
KOTOpPHIE OJHO3HAYHO CBHIETENHCTBYET O COOMIOACHUH MU HECOOIIIOIEHUH FOPUANYECKHM
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JIALIOM, MHIMBUAYANbHBIM [PeINpPHHAMATENCM 0053aTeIbHBIX TpeGoBaHuMi, COCTABIIAIOMMX
IpeaMeT IPOBEPKH:

PeKBHU3HTDI BoiBoa 0
HOPMATHBHBIX BBLINOJTHEHAH
Ne Bonpockl, 0Tpaxalomue coaepikanne NpaBOBBIX AKTOB, € TpeboBanmii
n/n 06s3aTeLHBIX TPeGOBAHMI yKa3aHHEM HX

CTPYKTYPHBIX aa HET
eANHHI, KOTOPLIMH
YCTaHOBJICHBI
obsi3aTeIbHBbIE
TpebGoBaHms

®enepanbHbIi 3aKoH oT 12 anpesst 2010 r. Ne 61-®3 «O6 06pameHHH JIEKAPCTBEHHBIX CPEACTEY
(CobpaHue 3aKOHOAATEJILCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nanee - 61-@3); [IpaBuaa oTHycKa JeKAPCTBEHHLIX npenapaTos I MeIHIHHCKOI0
[pAMEHEHHS, B TOM UHC/Ie HMMYHOGHOIOTHYECKHX JIeKapCTBEHHBIX PENapaToB, aNTeYHLIMH
OpraHMzanUsiMH, HHIABAXYAJIbHBIMH NpeINPHHAMATEIAMH, HMEIOMHUMH JIMIEH3HI0 Ha
dapManeBTHIECKYIO JAEATEJILHOCTD, yTBep:KIeHHbIE NpHKA30M MuHHCTEPCTBA
3apaBooxpanenns Poccuiickoit @enepanun ot 11 mrons 2017 r. Ne 4030 (3aperncTpHpoOBaH
MunncTepeTBOM ocTnnun Poccuiickoi ®epepanun 8 cenrsdps 2017 r., perncTpanHOHHbIHA
Ne 48125) (nanee - IlpaBuiia ormycka); Ilopsanox HasHaYeHAS 1 BLINMCHIBAHHS JIEKAPCTBEHHBIX
Npenaparos, HIIeMi MEJHIHHCKOr0 HasHAYCHAR H CIIENHAJU3APOBAHHBIX MPOXYKTOB
fdegeGHOTO NMTAHHAS, YTBEPHIEHHbI  mpukasom MumucTepeTBa 3ipaBOOXPAHEHHS H
connananHoro passutus Poccmiickoii ®eaepauun 0T 12 ¢espana 2007 r. Ne 110
(3aperacTpupoBan MUHHCTEPCTBOM IOCTHIAM Poccuiickoii @enepanun 27 anpeas 2007 r.,
perncTpamuoHHbiii Ne 9364) ¢ H3MEHCHHAMH, BHECEHHbIMH MpHKa3oM MHHHCTEPCTBA
sapaBooxpanenns Poccniickoii ®exepannn 0T 26 despans 2013 r. Ne 94u (3aperucTpupoBan
MungcTepcTBOM ocTHIMM Poccuiickoi ®enepanun 25 mons 2013 r., perncTpanuoHHbI
Ne 28881) (nanee — Hucrpykuus); Ilopsiox HasHAICHHS H BHINMUCHIBAHHS JIEKAPCTBEHHBIX
npenapaTos, a TakxKe GopM penenTypHBIX 6/IaHKOB HA JIEKAPCTBEHHbIE MPeNapaThl, MOPHJOK
opopMiIeHHs YKA3aHHBIX O0JaHKOB, HMX Yy9eTra H XpaHeHMH, yTBEpAKIEHHBIN NPHKA30M
MuHHCTEPCTBA 3PABOOXPAHEHUS Poccniickoii ®enepannn ot 20 mexadps 2012 r. Ne 1175u
(3apermcTpupoBan MUHHCTEPCTBOM HOCTHIHH Poccuiickoit ®emepanun 25 wmions 2003 r.,
perncrpanmonHbiii Ne 28883) ¢ m3mMeHeHMAMH, BHECEHHBIMH npuKa3oM MHHHCTEPCTBA
sapaBooxpanenns Poccuiickoii Menepauu oT 21 anpens 2016 r. Ne 254u (3aperucTpupoBaH
Munucrepersom loctunun Poccniickoi ®epnepamun 18 mions 2016 r., perscTpannoRHbII
Ne 42887) (nanee - Ilopsinok Ha3HAYEHHS H poinuchiBanns); IlepedeHs JeKapCTBEHHBIX CPEACTB
LIS MEAMIHMHCKOro MNpPHMEHEHHs, MOAJIeKAMMUX NpPEeIMETHO-KOJIMYECTBEHHOMY  y1eTy,
YTBepKACHHBIH MNPHKa3oM MHuHHCTEPCTBA  3PABOOXPAHEHHS] Poccmiickoii @Penepanuu
or 22 ampeas 2014 r. Ne 183m (3apermcTpHpoBaH MHEHHCTEPCTBOM HOCTHHHH Poccuniickoit
denepanun 22 mioas 2014 r., perncrpanuonnbiii Ne 33210) ¢ H3MEHEHHAMI, BHECEHHBIMH
npuxa3oM MHHACTEPCTBA 31PaBOOXPAHCHN Poccniickoii ®enepanun ot 10 cenTaOps 2015 r.
Ne 634 (3aperncTpupoBaH MHHHCTEPCTBOM JIOCTUIMHA Poccniickoii ®enepanun 30 cenTsiGps
2015 r., perucTpaunonHbIii Ne 39063) (nanee - IlepeyeHnb JieKAPCTBEHHbIX cpenctB); Ilopaaok
oTIycKa (PH3MIECKHM JHIAM JEKAPCTBEHHBIX MpenaparTos A/ MeQMIHMHCKOro NMpHMEHeHH,
cOJEPHKAMMHUX KPOMe MATBIX KOIHYeCTB HAPKOTHIECKAX CPEICTB, NICHXOTPOIHBIX BEIECTB H HX
peKypcopoB Apyrue (GapMaKojioruieckne aKTHBHbLIC BemecTBAa, YTBEP/KACHHBIA NPHKA30M
MHUHHCTEPCTBA 3APABOOXPAHEHHSA H CONHATLHOTO0 PA3BHTHH Poccniickoii denepauun ot 17 mad
2012 r. Ne 5621 (3aperucrpupoBad MHUHHCTEPCTBOM I0CTHIIHH Poccuiickoii ®enepanuu 1 HioHs
2012 r., peracTpannoHubIii Ne 24438) ¢ H3MEHEHAAMH, BHECEHHbIMH NPHKa30M MHHHCTEPCTBA
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sapaBooxpanenus Poccuiickoii ®eaepanun oT 10 cenTsabps 2015 r. Ne 6341 (3aperncTpHpoOBaH
MunncreperBoM octuuan Poceuiickoii @enepanun 30 cenrsips 2015 r., perucTpanuoOHHBIH
Ne 39063) (nanee — mopsaok); IlepeueHnb KHIHEHHO He00X0AUMBIX B BAXKHeHIMHUX JIEKAPCTBEHHBIX
npenaparos Ha 2016 roa, a TakiKe nepedeHb JEKapCTBEHHBIX NpPENapaTon IJIS MeAHIHHCKOr0
[pHMeHeHAsl B MHHHMAJIbHBIA aCCOPTHMEHT JIEKAPCTBEHHBIX NpENapaTos, HEe00XO0AHMBIX JJIf
OKa3aHMS MEIHIMHCKOH NOMODIH, YTBEpKIeHHbIe PpPACHOPKCHHEM IIpaBuTEBLCTBA
Poccniickoii ®enepanun ot 26 aexadps 2015 r. Ne 2724-p (CobpaHue 3aKOHOAATEJILCTBA
Poccniickoii ®exepannn, 2016, Ne 2, cr. 413) (nanee — Ilepetens JekapcTBeHHBIX npenaparos,
BXOASIINX B MUHAMAJIHHbBIN aCCOPTHMEHT)

1. JlekapcTBEHHBIE IpEMapaThl, BKIIOYCHHBIC B | IMYHKT 4 [MpaBun
mepedeHs  JIGKApCTBEHHBIX  CPEICTB VLA | OTIYCKa;
MENMIMHCKOTO TPHMEHEHHs, NOMIeKAMX | pasaenst [ I, 11
IIpEeAMETHO-KOJIHYECTBEHHOMY yuery, | [lepeuns

OTITYCKAIOTCS JIH NIPH IPEIBABICHAN PELENTOB, | JIEKAPCTBEHHBIX CPEICTB
BHIMMCAHHBIX HA PEHENTYPHBIX O1aHKax HOopMBI
Ne 148-1/y-88, yTBEpXKIEHHOH NPHKa3OM
No 54u?

2. JlexapcTBeHHbIE —IpemapaTsl, —o0najaiomue | In. 4 [IpaBun OTIIyCKa,
aHaGOIHIECKON AKTUBHOCTBIO, OTITYCKAKOTCS JIH | HOAMYHKT 3 MyHKTa 9
IIpH TIPEIBABICHAN PELEITOB, BHIMCAHHBIX Ha | ITopsika HasHaYCHUA 1
penenTypHbx 6nankax ¢opmbr No 148-1/y-88, | BEIMUCHBAHUS
yTBepxKIeHHOM mprKa3oM Ne 54u7

3. JleKapCTBEHHBlE — Tpenaparsl, —cofepxamue | myHKT 4 TIpasan
KpOME MalblX KONHYECTB HAPKOTHYECKHX | OTIYCKa; MyHKT 5
CPelCTB, ICHXOTPONHBIX BEIIECTB M WX | IOps/Ka
IIpeKypcopoB  ApyrHe  (apMakoIorHyecKue
aKTUBHBIE BEIECTBA, OTIYCKAIOTCS I IIpH
IpEebABICHHH DEIENTOB, BHIIMCAHHBIX Ha
pelenTypHbIX 6rankax dopmer Ne 148-1/y-88,
yTBepIeHHOM mpruKasom Ne 5417

4. OToyck JeKapcTBEHHBIX  IIpenaparoB  0e3 | MyHKT 5 TlpaBun
PELETTOB OCYIIECTBIIAETCS I B COOTBETCTBHH C | OTIYCKa
HHCTPYKIHMSMA 10  HMX  MEIHIMHCKOMY
[IPUMEHEHHIO?

5. myHKT 6 IIpaBun
Otnyck JIEKapCTBEHHBIX TIpenaparoB | oTmycka
OCYLIECTBIISETC M B TEYCHHE YKa3aHHOIO B
pellenTe CpoKa ero AehcTBus?

6. myHKT 6 ITpasun
B cnysae OTCYICTBMA  JICKApCTBEHHOTO | OTIyCKa
npenapara peLenT IPHHMMaeTcds 1M Ha
06CITyKUBaHUE B CIICIYIOLINE CPOKH:

nyHKT 6 IIpasui
pEHENT C TTOMETKOM «statim» OTITyCKa
(HeMeIeHHO) OOCITY)KMBaeTCs B TCICHHC
oHOTO pabouero JHS cO JHA OOpalleHus
Tina K cyOheKTy PO3HHYHOM TOProBIK?

PELENT ¢ OMETKOH «citoy (CpOYHO) myHkT 6 [Tpasun
0GCITy)XHBAETCS B T€UCHHE IBYX pabouHX oTIycKa
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THelt co JHS o6palleHus MIa K CyObeKTy
PO3HMYHOM TOPTOBJIH?

pelienT Ha JIGKapCTBEHHBIA Ipenapar,
BXOSILIMH B MMHHMAJIBHBI aCCOPTHMEHT
leKapCTBEHHBIX TpenapaToB ISt
IMETUIITHCKOTO HpUMEHEHHUS,
HeOOXOIUMBIX Ul OKa3aH!s MEIUIIMHCKOM
HOMOIIH, OOGCIy)XHBaeTCS B TECYCHHE MATH
paGoumx [He# co JHA ofpauleHds nMua K
Cy6BEKTY PO3HUYHOM TOProBIH?

nyekT 6 [IpaBun
OTIyCcKa

OG6CTy>KMBAETCS JIM PELENT Ha JEKapCTBEHHBIN
npenapar, OTIycKaeMbIH OecIulaTHO MM CO
CKMAKOM W He BOIIEAIINA B MUHHMAIbHBIA
aCCOPTHMEHT JIEKapCTBEHHBIX IPENaparoB Il
MEIHUIIMHCKOTO IPUMEHEHHS, HEOOXOMMMBIX
UIS  OKa3aHMs MEIUIMHCKOM IOMOINY, B
TeyeHHe JecaTH pabouux JHEH CO JHA
obpameHus nHOa K CyOBEKTYy PO3HHYHOM
TOProOBJIH?

nysKT 6 IIpasun
OTIyCKa

OOcIyXHUBarOTCH T pELENThI Ha
NEKapCTBEHHbIE NpENapaThl, Ha3HaYaeMBbIC II0
pEeIeHUIO BpaueOHOM KOMHUCCHH, B TCUCHHE
ISTHAJALATH paGouux AHEH co JHSA oOpalmeHHs
AN K CyGheKTY PO3HHYHOM TOProBu?

nyHKT 6 IIpaBui
OTIIyCKa

OTnycKaroTes M JIEKapCTBEHHBIC IIPENapaThl
110 PENeNTaM ¢ HCTEKIINM CPOKOM JeHicTBusA?

myHKT 6 [IpaBun
OTIyCKa

10.

OcymecTisieTcs JIM IPH HMCTEYCHUH CpOKa
AelcTBHA pelienTa B NEPHOJ HAXOXKIECHUS €ro
Ha OTCPOYEHHOM OOCITyXHBaHHH OTIYCK
JNIEKapCTBEHHOTO IPENapaTa 10 TAKOMY PELCIITy
(6e3 ero mepeodopmneHns)?

myHKT 6 [IpaBuin
OTImycKa

11.

JlexapcTBEHHEIE TIPENapaThl OTIIYCKAIOTCS JIA B
KOJIMYECTBE, YKa3aHHOM B perente?

nyHKT 7 [IpaBun

Ha3HA4YCHUA U
BBIITACBIBAHH

12.

dapmaneBTHYECKHH PaOOTHUK OTIYCKAeT JIH
TIpefebHO JOIYCTHMOE MM PEKOMEHIOBAaHHOE
KOJIMYECTBO JIEKApCTBEHHOIO Ipenapara Uit
BHITHCHIBAHMS Ha OOUH  pelenT  IpH
NpENbsABIEHAN pelenTa C MPEBBINICHHEM
IpeesbHO JOITyCTHMOTO WA
PEKOMEHI0BaHHOI'O KOJIMYECTBA
JIEKapCTBEHHOTO TIPenapaTa /s BBIIHCHIBAHHA
Ha OAMH  peuent C  MPOCTaBICHHUEM
COOTBETCTBYIONIEH OTMETKH B pelenTe?

nyHKT 7 [IpaBun
OTIyCKa

OTILYCKa; IPHUIOKEHHS
No 1 u Ne 2 [opsinka
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13. | Ormyck JIEKapCTBEHHOTO npenapata | crarbs 46 Ne 61-03;
OCYINECTBJISETCS JIM B IEPBUYHON H BTOPHYHOH | yHKT 3 cTaTbH 27
(mOTpeOUTETHCKOMH) yIaKOBKaX c | Ne 3-@3;
MAapKHpPOBKO#? nyHkT 8 ITpaBun

OTIyCKa

14. |Hapymaerca M  NepBHYHAs  YIAKOBKA | MYHKT 8 Ipasmi
JleKapCTBEHHOTO Tpenaparta Py €ro OTIycKe? | OTIYCKa

15. nyHxT 9 [Ipasui
TIpu OTITyCcKe JIEKAPCTBEHHBIX IIPENapaToB Ha | OTIyCka
pelLienTe MPOCTABIISETCs JI OTMeTKa 00
OTIYyCKeE JICKApCTBEHHOTO IpeTapara ¢
YKa3aHHEM:

TOProBOro HAaMMCHOBAHWS, [O3HPOBKH H | IYHKT 9 [paBun

KOJIMYECTBA OTIYIEHHOTO JIEKapCTBEHHOTO | OTIYyCKa

npenapara’?

(baMmITHE, HMEHH, 0TYECTBA (IIPH Hanuuuy) | myHKT 9 [IpaBun
emuIMHCKOro paboTHMKAa B Cly4asdX, | OTIyCKa

YKa3aHHBIX B a63alle YETREPTOM IIYHKTa 7 ’

a63ane Tpethem mnyHkta 10 IlpaBun

ormycka?

PEKBH3UTOB JJOKYMEHTa, YAOCTOBEPSIOWIETO | IyHKT 9 IlpaBun

JTMYHOCTD TVIa, TIOJIyYMBIIETO | OTIIyCKa

nekapcTBeHHBIH —Ipemapar, B Ciy4ae,

ykasanHoM B myHkTe 20 IIpaBun ormycka?

(haMHIIAA, HMEHH, OTIeCTBa (TIPH Hampund) | myHkT 9 IIpasun

(bapMaIieBTHIECKOTO paboTHHKa, | OTIyCKa

OTITyCTUBILETO JEKapCTBEHHBIH NpenapaT, i

ero moAmucH?

aThl OTIIyCKa JIEKapCTBEHHOIO npenapata? | IMyHKT 9 IIpaBui

OTITyCKa

16. | Pement ¢ OTMeTKo# BO3BpaiaeTcs JH IpH | IyHKT 10 Ipasun
OTHyCKE JEKApCTBEHHBIX IpENaparoB IO | OTMYCKa;
pellenTy, BBHIIMCAHHOMY Ha pEHENTYPHOM | mpunosxenue Ne 2
6nanke Qopms Ne 107-1/y, yTBEpXIEHHOH | [Jopska HasHAYEHH U
npukasoM Ne 54H, CpOK [eHCTBUS KOTOPOTO | ppiycpBaHus
COCTaBJISIET OJMH rox?

17. | llepenaerca T papmanesTryeckuM | myHKT 11 [Tpasun
paGOTHHKOM iy, npuoOpeTaroIeMy | oTmycka

(monydalomeMy) JNEKapCTBEHHBIC NpenapaTsl
IO pELENTy, BBIIACAaHHOMY Ha DELENTYyPHOM
Gnanke  Qopmer N  148-1/y-04 (),
YTBEPXKICHHON MPAKa30M Ne 54u,
dopmer Ne 148-1/y-06 (), yTBEPXKICHHOM
npukazoM N 54H, 3amOJHEHHBIH KOpPEIIOkK
TaKoro pernenra?’
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18. OcratoTci ¥ XpaHATcs JH Y CyOBEKTa | MyHKT 14 IpaBun
oGpaleHns JeKapCTBEHHBIX CPE/ICTB PELeNTH | oTmycka
(¢ oTMeTKoH «JlekapCTBEHHBIM  mpenapat
OTIYIIEH») Ha:

llexapcTBEHHBIE TpENaparhl, OTIYCKaeMBbIC | IYHKT 14 TIpaBun
GecIUIaTHO WM CO CKHMIKOH, - B TEYECHHC | OTIIyCKa

Tpex JeT?

llexapcTBEHHBIE IIpemapatsl, ofnajalomue | MyHKT 14 IlpaBun
AHAGOIMYECKOH aKTHBHOCTBIO, - B TCUCHUE | OTIMYCKa

Tpex JeT?

lekapcTBEHHbIE IIpemaparhl, HOANEXAIHMe | MyHKT 14 IlpaBun
Ipe/IMETHO-KOMIECTBEHHOMY Y4ETy, - B | OTIyCKa

TeYeHHe TpexX 1eT?

nexapcTBEHHBlE IIpenaparsl B xunkoit | mynkt 14 Ilpasun
TexapcTBeHHOH opMe, ConepKaIIe fonee | oTmycka

15% >THIOBOrO CIMpPTa OT 0GbeMa FOTOBOH

POJYKIHH, - B TEUEHHE TPEX MecsIeB?

MHBIE J€KapCTBECHHBIC npenapatsl, | nyHKT 14 TIpaBun
OTHOCSIIHECS o ATX K | oTIycka
AHTHMIICHXOTHYECKHAM  cpeicTBaMm  (Kox

NO5A), aHKCHONHTHKAM (KOX NO05B),

CHOTBOPHBIM H CEINATHBHBIM CPEICTBAM

(xox NO5C), anTHICIpECCAHTaM (xox

NO6A) ¥ He MNOMJIeKamue IPeAMETHO-

KOJIMYECTBEHHOMY Y4eTy, - B TEUSHHE TPeEX

MecSIEB?

19. | Perentsl, He yKasaHHbe B myHkTe 14 IIpapun | IyHKT 15 Ipasun
OTIOyCcKa,  OTMEYAlOTCA  JIM  INTamnioM | OTIyCKa
«JlexapcTBEHHBIH penapaT OTITyIIEeH»?

20. | PemenTsl, He yKa3aHHBIE B MyHKTe 14 [IpaBui | MyHKT 15 IpaBun
OTITYCKa, BO3BpAlIAlOTCs  JU  JIHIY, | OTIYCKa
TIOTyYHBIIEMY JIEKAPCTBEHHBINR npenapar?

21. |HWmeercs  nu  XKypHal, B  KOTOpOM
PETUCTPUPYIOTCA PELENTH], BBIIHCAHHBIC C | TIYHKT 15
HapyieHueM [IpaBri1 OTIYCKa, C yKa3aHHEM: IIpasui oTiycka

BLISBJIEHHBIX HapymeHH## B O(QOPMICHHH| IyHKT 15
peuenta? ITpaBun oTIycKa
¢damMuTMH, UMEHH, OTYECTBA (pu HaIMYMH)| TMyHKT 15
TMIa, BHITHCABIIErO PENEIT? [TpaBui OTITyCKa
., o| TYBKT 15
HAMMEHOBAHHS METMIIMHCKOM OpraHu3ailii:|
paBHJI OTITyCKa
MPUHSTHIX Mep? I;IYHKT 15
paBmJI OTIIyCKa
OrpannycHHsl, HajJaraemMble Ha (apMaNeBTHYCCKUX paGOoTHHKOB NMpH OCYMECTBJICHHH WMH

npodeccHoHANLHOH NesiTeILHOCTH (cratbs 74 Penep

anpHOro 3akona ot 21 Hosiops 2011 r.
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Ne 323-®3 «O6 ocHOBax OXpaHbl 3A0pOBb rpaxkKiaH B Poccniickoii ®enepanun» (Cobpanne

3aKoHomaTeabcTBa Poccmiickoii ®enepanun, 2011, Ne 48,

(nanee - Ne 323-®3)

cT. 6724; 2017, Ne 31, cr. 4765)

22.

dapmaneBTHICCKHE PAOOTHHKY B
PYKOBOJHMTEIM ANTEUHBIX OpraHu3alMi:

HONYHKTHI 2 1 4
nyHkTa 2 crateu 74
Ne 323-@3;

nyHKT 17 [TpaBii
OTIIyCKa

OJTy4alOT JIX OT KOMIIAHHH, IPEJCTaBHTES
KOMITAaHHH 06pa3is! JEKapCTBEHHBIX
[IpenapaToB AJisl BPYUCHHs HACETIEHHUIO?

HOJIYHKTEL 2 ¥ 4
myHKTa 2 CTaThH 74
Ne 323-03;

nyHkT 17 [IpaBun
OTITyCKa

MpEeIOCTABIIAIOT JIH HACEICHUIO
HEIOCTOBEPHYIO U (MIIH) HEIOJIHYIO
HH(OPMALHIO O HATHIHHU JIEKapCTBEHHBIX
NpenaparoB, BKIOYas JIEKApPCTBCHHBIC
npenaparhl, IMEOIIKe OANHAKOBOE
MESKTyHAPOJHOE HEMaTEHTOBaHHOE
HauMEeHOBaHUE?

HOJITYHKTHI 2 1 4
nyHKTa 2 CTaThH 74
Ne 323-03;

nyskT 17 [Ipasun
OTITyCKa

CKPBIBAIOT JIK HH(bOpMaIII/IlO O HAJTHIAH

NOMIIYHKTHI 2 1 4
nyHKTa 2 cTaThH 74

leKapCTBEHHBIX IPENAPaTOB, HMEIOMNX Ne 323-@3;
GoJiee HU3KYIO LeHy? nyHkT 17 [TpaBun
OTIyCcKa
TpeGoBauusi K OTHYCKYy JIEKAPCTBEHHBIX [Mpenaparos, ofJagaromux aHAG60IHIECKOMH
AKTHBHOCTHI0, HHBIX  JIEKADCTBEHHBIX  NpENapaToB,  MOMJIEXAaMHUX  MPEAMETHO-
KOJIHYECTBEHHOMY Y4eTy
23. Otmyck JIEKapCTBEHHBIX npenaparos, | myHKT 19 IIpasun
obnamaromux aHaGOJMMYeCKOH aKTHBHOCTBIO, | OTIIYCKa;
OCYIECTBIIACTCA A (bapMaHeBTH‘ICCKHMI/I Hepequ], )IOJ'DKHOCTCI’I
paGOTHHKaMH, 3aHAMAIOIMMH  JOJDKHOCTH,
BKJTIOUYeHHBIE B Ilepeyenb JODKHOCTEH?
24, Otnyck JIeKapCTBEHHBIX npenapatos, | myHkT 19 [Ipasun
NOIEXKAIMHMX  [PEeIMETHO-KOJTHIECTBEHHOMY | OTIYCKa,;
ydery, OCYINCCTBJIACTCA ¥ | [TepeueHb NOIDKHOCTEH
(bapMaleBTHYECKUMHI paGoTHHKAMH,
3aHMMAIOIMMH JOJDKHOCTH, BKJIIOYCHHBIC B
I[TepeyeHb HODKHOCTEN?

TpeGoBanusi K OTHYCKY JIEKapCTBEHHBIX IpeNaparoB

no TpeﬁOBaHHﬂM-HaKJ]a)IHblM

MEIHIUHCKHX oprannsaunifl, HHAUBHIYAJbHBIX npennpanMaTe.neifl, HMeIIUX JIHINECH3HI0O HA
MEIHIHHCKYIO0 A1eATC¢/IbHOCTh

25.

HMmeeTcss nmu Ha Tpe6OBaHI/I}IX-HaKJIaI[HI>]X Ha
NOJy4YE€HHE JICKAPCTBEHHBIX npenapaTroB.

nyHKT 26 IIpasui
OTIIYCKa;
[Mpunosxenue Ne 13
rnassl 111 MHCTpYKIIHH




mramii?

nyHKT 26 ITpasun

OTIIYCKa,
[Tpunoxenue Ne 13
rnassl 111 MacTpykimu

Kpyrias neJaTh MEIUIHHCKOH

OpraHu3auuu?

nyHKT 26 [Tpasuin
OTIIyCKa;
[Tpunoxenne Ne 13
riass! 111 MHCTpYKIHH

NONNKACh €€ PYKOBOAMTENIL HIH €ro
aMeCTHTEN 110 JiedeOHOoM YacTh?

myHKT 26 ITpasun
OTILYCKa,;
Ipunoxenne Ne 13
rinassl 111 UaCTpYKITHH

HOMEp JOKYMEHTa?

nyHKT 26 [Ipasui
OTIIYCKa;
[Mpunoxenue Ne 13
rnassl 111 MECTpYKIIHA

TaTa COCTaBJICHUA )IOKYMGHT&?

myHKT 26 [IpaBun
OTITYCKa;
IMpmoxenue Ne 13
riasbl 111 MECTpYKITMH

HANMEHOBaHHE
nexapcTBEHHOTO Ipenapara’?

OTIPaBUTEIA

nyHkT 26 [Tpasuin
OTIIYCKa;
[Mpunoxenue Ne 13
rnassi 11T MECTpYKIIHH

HauMEHOBaHHE
TeKapCTBEHHOTO npenapara?

IoJTydaTelis

nyHKT 26 [TpaBun
OTITyCKa;
[Mpunoxenne Ne 13
riassl 111 MECTpYKOUH

TeKapCTBEHHBIX IIPeNapaToB?

HaUMEHOBAHHE JIEKAPCTBEHHOro mpenapara | IIYHKT 26 Ipasun

Ha JIATHHCKOM s3bIKe (C yKasaHueM | OTIyCKa,

nosmpoBku, (opmsl  Bemmycka, Buma | [Ipunoxenue Ne 13

YTIaKOBKH, CI0c06a IpUMEHEHHs)? rinaesl 111 MaCTpYKIHH
myHKT 26 [TpaBun

KOJIMIECTBO 3arpeGOBaHHBIX | OTIYCKa,

TeKapCTBEHHBIX IIPENapaToB? I[Mpunoxerue Ne 13
rnaBs! 111 MHCTpYKITNH
nyHKT 26 IIpaBun

KOJIMYECTBO M CTOMMOCTH OTIIYINEHHBIX | OTILyCKa,

Ipunoxenue Ne 13
riasel 11 MHCTpYKIIMM

26.

OCYIIECTBIACTCA NI OTIYCK IO OTIETBHBIM nyHKT 27 Tlpasuit

TpeGOBaHUAM-HaKIIAHbIM: OTITyCKa
[1eKAPCTBEHHEIX IPENIApaToB, MOMIEKAIIX | 10 27 Ipasun
IpeIMETHO-KOIMYECTBEHHOMY Y4eTy? OTIyCKa
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MHBIX JICKAPCTBEHHBIX NpENapaTtoB, B TOM
qrcie OTIycKaeMbIx 6e3 perenra?

myHKT 27 IIpaBui
OTIIycKa

27.

[IpocTasJisieTcs I Ha TpeOOBaHUM-HAKIIAHON
OTMETKA O KOJMYECTBE M  CTOMMOCTH
OTNYIIEHHBIX JIEKAPCTBEHHBIX IIPenapaToB?

myHKT 29 IIpaBun
OTIIyCKa

28.

OcymecTsiisieTcst i XpaHeHHe TpeOoBaHMi-
HAaKIagHbIX, @O0  KOTOpBIM  OTIIYINEHBI
JIEKapCTBEHHbIE IIpENapaThl:

nyHKT 30 IIpaBun
OTIIyCKa

Ha NIEKapCTBECHHBIE IIpenaparsl,
MO JIC)KaIINe IIPEeIMETHO-
KOJMYECTBEHHOMY YUETY, - B TCUEHHE TPEX
net?

myHKT 30 IIpaBun
OTITyCKa

Ha MHBIE JIEKApCTBEHHBIE IIpemaparhl - B
TedeHUE OJHOrO rojaa?

mysKT 30 IIpaBun
OTIIyCKa

29.

Cobmomaercs JM 3ampeT Ha HapylICHHE
HepBUYHON yIIaKOBKH JIEKapCTBEHHOI'O
npenapara IpH ero OTIycKe mo TpeGoBaHHIO-
HakmamgHoM (38  HCKIIOYEHHEM CyOBeKTa
PO3HUYHOM TOPrOBIIH, HMEIOIIETO JHLIEH3UIO HA
GapMaLeBTHYECKYIO JEATENBHOCTh C IPaBOM
H3TOTOBJICHH JIEKAPCTBEHHBIX [IPeNapaToB)?

myHKT 31 IIpasmit
OTITyCKa

30.

Cobmopaercs 1M 3ampeT Ha  OTIYCK
HapKOTHYECKHX CPEACTB HJIM IICHXOTPOIHBIX
BemecTs, BHeceHHBIX B Crimck 11 u 11 [lepeuns
HapKOTUYECKHX U IICUXOTPOTHBIX
JIEKapCTBEHHBIX NpeNnaparoB?

myHKT 3 IIpaBun
OTITyCKa

31.

CobrofaeTcs JIy 3alpeT Ha OTILYCK
HMMYHOOHOJIOTHYECKHX JIeKapCTBEHHBIX
NpenapaToB 110 perentam?

nyHKT 3 IIpaBun
OTIIyCKa

32.

Cobmomaercss Ji@  3ampeT Ha  OTIIYCK
JIEKApCTBEHHBIX IIPENapaToB B KOJIMYECTBE,
YKa3aHHOM B pellenTe, B Ciydae, Koraa A
JIEKApCTBEHHOTO  Ipenapara  yCTaHOBJICHBI
npeJebHO JONMYCTHMOE MM PEKOMEHIOBAHHOES
KOJMYECTBO I BBHIIUCHIBAHUA Ha OIWH
peuent?

myHKT 7 IIpaBun
OTILyCKa; MPUIOKEHHS
Ne 1 u Ne 2 [Topsaaka
Ha3HAYCHHSA H
BBITHCHIBAHUSA

33.

CoOmogaercs N 3alpeT Ha HapylICHHE
BTOPHYHOM  (IOTPEOUTENBCKOH)  YIIaKOBKH
JEeKapCTBEHHOTo  Ipemapara H  OTHYCK
JEKapCTBEHHOTO Tpemapara B IEPBUYHON
yIaKoBKe?

myHkT 8 [IpaBun
OTIIyCKa

34.

CobmomaeTcs 1M 3ampeT Ha  OTIYCK
HapKOTHYECKHX H IICUXOTPOITHBIX
nekapcrBeHHBIX mpernapatoB Crmcka IT u III
ITepeyns HapKOTHYECKHX H ICHXOTPOIHBIX
JIEKapCTBEHHBIX IIPerapaToB IO TpeGOBaHMAM-
HaKJIaAHbIM HHIUBUIYaTbHOTO
IpeANPUHAMATENS, HMEIOIIEro JIMLIEH3UI0 Ha
MEIMIMHCKYIO AESITEILHOCTD?

nyHkt 28 IIpaBun
OTIycKa
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(nomxrocTh 1 @O JOIDKHOCTHOTO JIAIIA, 3aT0JHUBIIErO IPOBEPOYHBII JIUCT, IIOAIHCH, /1aTa)

(I[OJI)KHOCTI: 1 ®HO nomKHOCTHOTO JIALA IOPUANICCKOTO JIM1a, NPHCYTCTBOBABIICTO IIpu
3a0JIHEHUH IPOBEPOYHOT0 JIMCTA, IIOANHCD, I[aTa)




ITpunoxenue Ne 27
K npukasy DeepanbHOM CITYKOBI
110 Haa30py B cepe 3ApaBOOXPAHEHUS

ot M A0IL N 9438

®opma

IIpoBepoYHbIii JIHCT
(CIIMCOK KOHTPOIBHBIX BONIPOCOB),
ucnob3yemblii @enepaibHoi ciryx00ii Mo HaA30pYy B cdepe 31paBOOXpaHEHHS
U ee TePPHTOPHAJILHLIMH OPraHAMH NPH MPOBEACHHH MUIAHOBBIX NPOBEPOK npu
ocymiecTBJIEHHH (elepabHOro rocyAapcTBeHHOro Ha130pa B cdepe oOpameHus
JIEKAapCTBEHHBIX CPEICTB
(peann3anusi JeKAPCTBEHHBIX CPEACTB ISl MEJUUHHCKOr0 NPHMEHEHHS
opraHu3anueii ONTOBOI TOPrOB/IH JEKAPCTBEHHBIMH CPEACTBAMH JJIH
MeAHIHHCKOro NPHMEHEeHH )

(HaMMeHOBaHKE OPraHa, OCYIIECTBIIAIONICTO IIAHOBYIO pOBEPKY)

1. Bun rOCyJapCTBEHHOIO KOHTpOJIA (Ham3opa)

2. Tlpenmer mnaHOBOM TpPOBEPKH FOPUIMYECKHX JHL H HHIUBULY AJIBHBIX
IpeANpUHEMATeNEH OrpaHHINBACTCS 06s3aTeIbHBIMA TPeOOBaHUSIMH, COOMIIOIEHHE KOTOPBIX
qBIISeTcS Hambojee 3HAUMMEIM C TOUKM 3peHHs HEJONYIIeHHs BOSHMKHOBEHUS YIPO3BL
IIpMYMHEHHUs Bpe/ia JKU3HHU, 3/0POBBIO IPAXKIAH, 3N0XKEHHBIMH B (dopMe IPOBEPOTHOTO JINCTA
(cIMcKa KOHTPONBHEIX BONPOCOB).

3. HaumeHoBaHHE IOPHAMYSCKOrO JHIIA, damunusg, MM, OTYECTBO (mpw HAJIAYHH)
WHNBUIYaJIBbHOTO [peanpUHAMATEIS:

4. MecTo IpoBeleHHs IUIAHOBON IPOBEPKM C 3allOHEHHEM NPOBCPOHHOrO JHCTA.

5. PekBU3HUTHI IIPHKa3a O MPOBENCHUH IUIAHOBOH HPOBEPKH: OT

Ne

6. YueTHBI HOMep OPOBEPKH U 1aTa IPUCBOECHNS yIETHOIO HOMEPa IIPOBEPKHU B EnuHoM
peecTpe IPOBEPOK:

7. JomxHOCTh, (paMIIUs U MHHLHAIB! JODKHOCTHOTO JIHIA (mu1r), TPOBOAAIIErO(¥X)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. IlepedeHb BOMPOCOB, OTPKAIOIIMX COAEPHKAHNES 06s13aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpBI€ OJJHO3HAYHO CBHETEIECTBYET O COGMIONCHIH WK HEecOOII0IeHHH IOPUIHICCKUM
JIMIOM, MHIMBUAYATbHBIM TPEAIPHHIMATENEM 0053aTeNIbHBIX TpeGOBaHUM, COCTABIIAIONIMX
IIpeAMET NPOBEPKU:
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Ne
n/n PeKkBH3MTHI HOPMATHBHBIX BbiBOA 0 BHINOJHEHHH
NPaBOBbIX AKTOB, C TpeGoBaHMii

BOl]pOCbl, OTpaxXawimue coaep:Kxanue YKa3aHHEM HX

00s3aTeIbHBIX TpeOoBaHMI CTPYKTYPHBIX €IHHHL, aa HeT
KOTOPBIMH YCTAHOBJICHbI

o0f13aTeIbHbIE
TpeGoBaHHA

Cratbu 53, 54, 57 ®epepaibHoro  3axkona ot 12 ampeas 2010 r. Ne 61-®3 «O6 obpamennu
JeKapcTBeHHBbIX cpeacTs» (Colpanme 3axkoHogaTenncTBa Poccuiickoit ®enepannm, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (nasee - 61-@3); IIpaBnia ONTOBOH TOProOBJH JIEKAPCTBEHHLIMH
cpeicTBaMH 1 MEAMIHHCKOrO TpPHMEHEHHs, YTBepikIeHHble NpHKazom MmuuucTepcrs
3APaBOOXpaHEeHHs] H couMajbHOro passurus Poccumiickoii ®egepammnm ot 28 pgexabpa 2010 r.
Ne 1222n (3apermcrpupoBan MunucrepcrBom loctanun Poccuiickoit ®@enepanun 4 ¢espans 2011 r.,
peracrpannoHablii Ne 19698) (nasnee — IlpaBna)

L. Opranusanyu orrroBoH ToproeiH | myHkT 4 ITpaBun
JIeKapCTBEHHBIMH CpeCTBaMH Juist
MEIULHMHCKOro NMPUMEHEHU OCYLUECTBIAIOT
JIX TIPOJaXKy JICKapCTBEHHBIX CPEICTB WIH
[epesaroT HX B YCTaHOBJICHHOM
33KOHOIATENBCTBOM Poccuiickoit
Denepauyu NOpsAIKe:

OpraHu3alisM  OMTOBOM  TOproeH| MyHKT 4 IIpaBun
eKkapCTBEHHBIMH CpeICTBaMHK?

TPOM3BOIUTENAM nexkapcTBeHHbIX| MyHKT 4 IpaBun
CpeAcTB A Hened NpOM3BOACTBA
leKkapCcTBeHHBIX CpeCTB?

anTeyHbIM OpraHU3alMaM? myHKT 4 IIpaBun
Hay4YHO-HUCCIIeI0BATETbCKUM myHKT 4 [TpaBun
OpraHU3aLMAM hib) 1 Hay4HO-

HMCCIIeIOBATEILCKOM paboTEI?

MHIWBUIYIbHBIM IIpeANpUHUMATESAM,| MyHKT 4 [IpaBmn

MMEIOIIUM JIMLCH3HIO Haj
(apMalleBTHUECKYIO AEATENbHOCTb HIIH]
UTULIEH3UIO Ha MEIHMLIMHCKYIO
eATETBHOCTD?
MEIULIMHCKAM OpraHH3auuim? IyHKT 4 IIpaBun
2. nyHKT 8 IIpaBun
CompoBogUTeNIEHbIE JOKYMEHTEI Ha
JIEKapCTBEHHBIE CPEACTBA COAEpXaT JIK
HH}pOpMaLHIO:

nyHkT 8 IIpaBun
0 nare opopmIIeHHS
COMPOBOIUTENLHOTO TOKyMEHTa?
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0 HaMEHOBAHWH JIEKAPCTBEHHOTO
cpezcTBa (MEXTyHapOIHOE
HEMaTeHTOBaHHOE HAWMEHOBAHHUE
1eKapCTBEHHOTO CPECTBA H TOProBoe
HauMEHOBAHHE JIEKAPCTBEHHOIO
cpencTea)?

myHKT 8 [IpaBun

0 CpOKe rOJHOCTH?

myHKT 8 IlpaBui

o HOMepe cepuH?

myHkt 8 [Ipasun

0 KOJIM4ECTBE YNaKOBOK?

myHKT 8 IIpaeun

0 nocTapluke (MIeHTH(HKAIMOHHBIH
HOMEp HAJIOTOILIATE IbINHKA, NOJTHOS
HaMMEHOBAHUE MTOCTABIIMKA, €ro
MeCTOHAXOXIeHHe)?

myHKT 8 IIpaBun

0 nokynatesie (HAeHTHUKALMOHHBIH
HOMEP HaJIOTOIUIATEIbIINKA, MTOJTHOC
HalMMEHOBAHHE MOKYNATeNIs, €T0
MECTOHAXOXKICHHE)?

myHKT 8 [IpaBmin

0 JAOJDKHOCTHOM JIMILIE, COCTaBIBIICM
COMPOBOAUTENEHBIN JOKYMEHT
(nomxxocts, ©.J1.0.)?

myHkT 8 [TpaBun

O NNPOU3BOAUTEIIC JIEKapCTBEHHOT'O
CpencTsa ¢ yKa3aHueM HaUMCHOBaHHA H
lMeCTOHaXO)KﬂeHPIﬂ HpOI/IBBOIlI/ITeJBI?

rryskT 8 TIpaBun

COHpOBOlIHTCJ’[BHBIC JOKYMEHTBI Ha
JIEKapCTBCHHBIC CPEACTBA 3aBCPEHEI JIK.

myHKT 8 IpaBun

MOANMUCHIO  AOJDKHOCTHOTO  JIMIA,
COCTaBHBILIETO COMPOBOAMTEIbHBIA
TOKyMEHT?

myHKT 8 IlpaBun

reyaThio OpraHu3alyy (py HATH4KK)?

nyHkT 8 I1pasuin

MH(OPMALMOHHBIM LITPUX-KOXOM (NpH
HaTIIK)?

nyHkT 8 [TpaBui

ITpuem JIEKapCTBEHHBIX CpEnCTB
OCYIIECTBIICTCA JIM MPHEMHBIM OTACIOM
opraHu3auin?

nyHKT 9 ITpasun
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Jlua, OTBETCTBEHHBIE 3a TpOBEECHUE
TIOTPY304HO-Pa3rPy304HbIX pabor
JIEKAPCTBEHHBIX CPELCTB!

myHKT 9 [TpaBun

obecneyuBalOT M KaXIYIO MapTHIO
PIeKapCTBEHHBIX CPEACTB
CONMPOBOAMTEILHBIMU JOKYMEHTaMuU?

myHKT 9 ITpaBun

KOHTPOJIMPYIOT m Hau4ue
HeoOxoauMOMH uHdpopManHu B
COTMPOBOAUTENBHBIX IOKYMEHTaxX?

yHKT 9 IIpapun

3oHa NPHEMKH JICKApPCTBCHHBIX CpPEACTB
OTACNCHA JIK OT 30HBI UX XpaHeHI/I}I?

nyHKT 9 IlpaBun

Ipn NPOBEICHHH NIOTpy304HO-
pasrpy304Helx paboT obecneuena 14
3alliTa MOCTYMAKOIIMX JIEKaPCTBEHHBIX
CPEJCTB OT aTMOC(EPHBIX OCATKOB?

nyHKT 10 IlpaBun

Ipn NPOBEICHUH NOrpy304HO-
pasrpy30o4uHbIXx pabGor  ofecrieueHa Jiu
3alUTa  MMOCTYNAMOUWMX  JIEKapCTBEHHBIX
CpPEICTB OT BO3JEHCTBHS HU3KHX U BBHICOKHX
Temmneparyp?

nyHKT 10 IlpaBun

JlexapcTBeHHbIEe cpeAcTBa MPOMapKHPOBaHEI
Y TIOMEILEHBI JTH B CNIELHATBHO BBIACIECHHYIO
(xapaHTHHHYIO) 30HY OTHEJBHO OT APYTHX
JICKapCTBCHHBIX CPECACTB.

ryskr 11 [1pasun

B NOBPEXIEHHOH ymakoBke?

myHKT 11 IlpaBun

HE COOTBETCTBYIOIIHE 3asBJICHHBIM B
CONPOBOJAUTEILHOM JOKYMEHTE
HAVMEHOBAHHSAM U KOIIMYECTBY?

myHKT 11 IlpaBun

HE HMEIOIIHEe CONPOBOJUTENHHOTO
nokymeHTa?

myHkt 11 IlpaBun

noyIexalue H3BATHIO u3
rpakaickoro obopora?

nyHkT 11 IlpaBun

10.

BosppamieHHbIe NoyvareneM
JIEeKapCTBEHHbIE CPEACTBA MEpEeMEIlAIoTCA
J4 B 30Hy [UIi OCHOBHONO XpaHEHHA
JIEKapCTBEHHBIX CPEACTB IpH  YCIOBHM
coOMoAeHUY CEAYIOIHX YCIOBHI:

nyHKT 12 IlpaBun

OITOBass TOPTOB/ISA JIEKAPCTBEHHBIMU
CpeacTBaMH He MPOTHBOPEUUT
TpeGOBaHUAM 3aKOHOZATEIbCTBA
Poccuiickoi ®enepaunn v IIpaBun?

myHKT 12 IlpaBun

UVICKApPCTBCHHBIC CPEACTBA HAXOAATCA B
CBOUX TMCPBOHAYAJIBHBIX HEBCKPBITBIX
H HEMTOBPEXKACHHBIX ynakom{ax?

myHKT 12 [IpaBun
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TIeKapCTBEHHOE cpenctBo | myHKT 12 IlpaBun
COOTBETCTBYET TpeOOBaHUAM K €ro
Ka4eCTBY, 4TO MOATBEPAKIEHO

COOTBETCTBYHOILIMMH uoxymemaMn?

11. | JlekapcTBeHHBIE CPEICTBA, BO3BPALLECHHBIC B | ITyHKT 13 IlpaBun
OpraHM3aliMlo,  M30/MpOBaHEl  JU B
CHCLHAIBHO BBIACICHHYIO (KapaHTHHHYIO)
30HY IO PUHATHS 10 HUM pelleHus?

12.
Co6mofaeTcs /M 3ampeT Ha ONTOBYIO | MyHKT 5 IIpaBui
TOPrOBIIO  HE3apPerHCTPHPOBAHHBIMUA B
Poccuiickoii Penepalyy JIEKapCTBEHHBIMU
cpencTBaMu?

13. CobmomaeTcs Ji 3anper Ha omropyo | mynkr 6 Ipasun
TOPTOBIIO ¢anbcuGUIMPOBAHHBIMU
JIeKapCTBEHHBIMHU CPEACTBAMHU?

14, Co6monaeTcs ]I 3ampeT Ha OMNTOBYIO | MyHKT 6 IIpaBui
TOProBIIO He100pOKaUeCTBEHHBIMU
JIEKAPCTBEHHBIMH CPEACTBaMH?

i5. CobmioflaeTcs Jid 3ampeT Ha oONToBYyIO | myHKT 6 IIpamun
TOProBJIIO KOHTpadaKTHBIMH
JIeKAPCTBEHHBIMH CPEICTBAMM?

(nomwkHOCTh © GYO NODKHOCTHOTO JIKIA, 3aN0HHBIIETO IIPOBEPOYHEIH JIACT, HOAMHCD, JaTa)

(nomxsocTs ¥ PMIO NODKHOCTHOTO JIMIA IOPHIMUCCKOro JIMIa, [IPHCYTCTBOBABILETO IIPH
3aM0/THEHHH [IPOBEPOYHOTO JINCTA, TIO/IACH, AaTa)
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[Mpunoxenue Ne 28
K npukasy ®enepanbHoil CIry651
0 Ha/A30py B cdhepe 34paBOOXpaHEHHUS

ot Q9 41 A0/L Ne g/ag

®opma

IIpoBepo4HbIii JHCT
(cnMHCOK KOHTPOJILHBIX BONPOCOB),

ncnoab3yemblii @enepanbHoii ciyx00H Mo Haa3opy B cepe 31paBOOXPaAHEHHS
H €€ TEPPUTOPHAJILHBIMH OPraHAMH NPH NPOBEJEHHH IIAHOBBIX NPOBEPOK NPH
ocyHIecTBJIeHHH (peAePaJbHOT0 rocyAapcTBEeHHOro Ha/i30pa B cepe oGpaleHns

JIEKAPCTBEHHBIX CPeJICTB
(YHHYTOXKEHHE JIeKapCTBeHHBIX NPenapaTos A/ MEAHIIMHCKOro NPHMEHEHHS B

OpraHH3aIHH ONTOBOMH TOPrOBJIH JIEKAPCTBEHHLIMH CPEACTBAMH)

(HaNMEHOBAaHME OpraHa, OCYIIECTBIAIONIEro INIAHOBYIO MPOBEPKY)

1. Bux rocy1apcTBEHHOTO KOHTpOJIs (HaA30pa)

2. TlpeaMer IUIaHOBOW TMPOBEPKH IOPHAMYECKHX JIMI[ W HHAMBUXYaJbHBIX
TIpeIMpUHAMATENIEH OrPaHHIMBACTCS 00A3aTENPHBIMA TPe6OBaHUAMH, COOMIONCHHE KOTOPBIX
ABISeTCS Hamboliee 3HAUMMBIM C TOYKH 3pEHHsS HEJOITYyICHHs BO3HHKHOBEHHSA YTPO3BI
TIpHYHHEHHUS BPeJa JKU3HH, 3M0POBbIO IPaX/IaH, H3JI0XEHHBIMHU B pOpMe IPOBEPOTHOTO ICTA
(crHcKa KOHTPOJBHBIX BOIIPOCOB).

3. HauMeHOBaHME IOPHUAWYECKOTrO JHILA, (aMHIMsi, WMs, OTYECTBO (NPH HATHIHH)
HHIABUIYaIBHOTO npeanpUHUMATENS

4. MecTo MNpoOBeJEHHs TUIAaHOBON INPOBEPKH C 3allOIHEHHEM IPOBEPOYHOrO JIHCTA!

5. PeKkBU3WTHI MpHKa3a O MPOBEJACHUH IIIaHOBOM IPOBEPKH: OT

Ne

6. Y4eTHEI HoMep IPOBEPKH U IaTa IPUCBOEHUS Y4ETHOTO HOMEpa IpoBepky B EnnHOM
peecTpe IIPOBEPOK:

7. JIOIDKHOCTb, (paMHIHA M HHMIMANBI AOJDKHOCTHOTO JHIA (JIML), MPOBOAAILETo(UX)
IUTAHOBYIO TPOBEPKY:

1. ;

2. ;

8. TlepeueHb BOIPOCOB, OTPAXAIOIIUX COAEPKaHNE 00A3aTebHBIX TPeOOBaHUM, OTBET Ha
KOTOpBIE OJJHO3HAYHO CBUIETENHCTBYET O COOIIONCHHH WM HECOOIOEHHH IOPUINIECKAM
JTALIOM, WHAMBHIYalbHEIM MPEANPUHEMATENEM 0053aTeNbHBIX TpeOOBaH!H, COCTABIIAIOMINX
IIpeAMET IPOBEPKH:




n/n

Bonpocsl, 0TpaKaiomue coaepkanne 00s3aTEIbHBIX
TpeGoBaHUH

PexBu3nTHI
HOPMATHBHBIX
npaBoOBBIX
aKTOB, C
yKa3aHHeM HX
CTPYKTYPHBIX
eHHHII,
KOTOPBIMH
YCTAHOBJ/IEHBI
00n3aTeIbHbIE
TpeboBaHHA

BobiBog o
BBINOJTHEHHH
Tpe0OBaAHMM

aa HET

IIpaBnia yRHYTOKEHHS He00POKATECTBEHHBIX JEKAPCTBEHHBIX CPEACTE,
H KOHTPA(aKTHBIX JIEeKaPCTBEHHBIX
®exepannu ot 3 okTaGps 2010 . Ne 674 (Cobpanue

JIeKapCTBEHHBIX
nocranosaenuem IlpaBuTebersa Poccuniickoi

cpeacTB

CpeACTB,

panbcHPHIHPOBAHHBIX
yTBEpKICHHbIC

3aKoHOMaTeNbcTBa Poccmiickoit ®exepanun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nasee —

IIpaBuia)

1. | VmeeTcs i gorosop ¢ opraHu3auuei 1o c6opy, MyHKT 8
HCIIOJIE30BAHHIO, 00E3BPEIKHBAHHIO, TPAHCIIOPTUPOBKE K IIpaBun
pasmemenuo oTxoznos I - IV xnacca onacHOCTH Ha
YHUUTOXEHHE HeT0OPOKaIECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTE,
hanpcuduIEPOBaHHBIX H KOHTpadaKTHBIX JIEKAPCTBEHHBIX
CpeCTB?

2. | B akTax 06 YHHYTOXEHHH JICKAPCTBEHHBIX CPEICTB myHKT 11
yKa3bIBArOTCS JIH: [Ipasun

AT YHUUTOXKEHHS JIEKapCTBEHHBIX CPENCTB? myHKr 11
IIpaBun
MECTO YHHUTOXKEHHS JIEKAPCTBEHHEIX CPEACTB? myHKT 11
IIpaBun
damuiK, IMEeHa, OTIECTBA JIHL, NPUHAMABIIUX yIaCTHE B myHkT 11
YHHYTOXKEHUH JIEKApPCTBEHHBIX CPEICTB, UX MCCTO pabotel, | [IpaBun
JIOIDKHOCTB?
060CHOBAHHE YHHUTOXKEHHS JIEKAPCTBEHHBIX CPENCTB? nyHKT 11
[Ipasun
Ha¥MEHOBAHHM JIEKAPCTBEHHBIX CPEICTB? nyHKT 11
IIpaBun
TeKapCTBEHHBIE GOPMBI? nyHKT 11
IIpaBun
103MPOBKH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpasun
e TMHMIIB! M3MEPEHHS JIEKAPCTBEHHBIX CPEACTB? myHkT 11
[TpaBun

CepHH JIEKapCTBEHHBIX CPEACTB?

KOJIMYECTBO JIEKAPCTBEHHBIX CPENCTB?




Tapa WX yIakoBKa? myHKT 11
[Tpasun
HauMEHOBaHHE IPOU3BOUTEIIS JIEKAPCTBECHHBIX cpeacTs? oyHKT 11
IIpasun
CBEIEHHS O BJIaIeNbIe JCKapCTBEHHBIX cpenctB? nyHKT 11
[TpaBun
c11oco6 YHUUTOXEHHS JIEKAPCTBCHHBIX cpencts? myHKT 11
IIpaBun

3. | AKTBI 06 YHUUTOXEHUN JIEKAPCTBEHHBIX CPEJICTB COCTABIIAIOTCA myHKT 12
JI¥ B [IeHb YHUUTOXEHHS HENOOPOKa4YeCTBEHHBIX [pasun
JIEKapCTBEHHBIX CPE/ICTB M (M) (anpcHpUITIPOBAHHEIX
JIEKapCTBEHHBIX CPEeNCTB?

4. | AxT 06 YHHUTOXECHHH IEKAPCTBEHHBIX CPE/CTB HIlH €10 KoM B | IMyHKT 13
TedeHue 5 paGouMx AHEH CO JIHS €ro COCTABIICHUS HANPABIACTCA I[MpaBun
JTH BAAJENBIEM YHHUTOXXCHHBIX JIEKaPCTBECHHBIX CPSICTB B
YIOTHOMOYEHHBI OpraH?

(nomxHocTh B PYIO JO/DKHOCTHOTO JIHIIA, 3aI0IHUBIICTO [POBEPOYHDIH JIUCT, ITOMIIACE, nata)

(momxuocTs 1 PHO JODKHOCTHOTO JTHIA FOPUAMIECKOTO JHIA, TPUCYTCTBOBABIIEIO MTPU
3aII0JTHCHHM TIPOBEPOYHOTO JINCTA, MOMHCH, JiaTa)
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[Mpunoxenue Ne 29
K npukasy ®@enepanbHoii ciIyX 65l
10 Haa30py B cdepe 3ApaBOOXPAHEHHA

ot Q9444044 Ne G435

®opmMma

ITpoBepoy4HbIii JHCT
(cMHCOK KOHTPOJILHBIX BONPOCOB),
ncnoab3syemblii @enepanabHoii c1yx00H No Haa30py B cdepe 31paBOOXPaHEHHS!
H ee TEPPHUTOPHAILHBLIMH OPraHaMH NPH NPOBEJCHHH NIAHOBBIX NPOBEPOK NPH
ocylecTBJIeHHH (elepaJbHOro rocyAapcTBeHHOTo Haa30pa B cdepe oOpameHus
JeKAPCTBEHHbIX CPEACTB
(YHHUYTOXKeHHUeE JeKapCTBEHHbIX NMPenapaToB AJisi MEAHIHHCKOro NpHMEHEHH s
B MEIUIHHCKOH OPraHH3alid H HHbIX OPraHU3AUHAX, HMEIOLIHX JIHIEH3HIO HA
MEeXHIUHCKYIO 1eSTeIbHOCTD)

(HaMMEHOBaHHE OPTaHa, OCYLIECTBISAIOIETO IUTAHOBYIO IIPOBEPKY)

1. Bun rOCYAapCTBEHHOTO KOHTPOJIS (Ham3opa)

2. IlpeaMer T[IaHOBOH TPOBEPKM IOPHAMYECKAX JMIl M HHAWBUIYAIBHBIX
TpeNpYHUMATENEN OrpaHHYMBAETCS 0053aTeIbHBIMU TPeOOBaHUAMH, COOIIOAEHHE KOTOPBIX
sBJIseTCd Hauboliee 3HAYMMBIM C TOYKHM 3PEHHS HEIONYIUEHHS BO3HHKHOBEHHS YTPO3bI
NIPUYHHEHNSA Bpe/a )KH3HH, 3J0POBBIO IPaXIaH, U3J0KEHHBIMH B (JOpMe IIPOBEPOYHOTO JIHCTa
(criEcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HawMeHoBaHHe IOPHAMYECKOro JHIA, (GaMuiIMsi, HMs, OTYECTBO (UpH HAIMIHH)
HHIUBUAYAILHOTO IIpeANPHHUMATES:

4. Mecro MpoBeleHHs IUIAHOBOW IPOBEPKU C 3allOJHEHHEM MPOBEPOYHOro JIMCTA!

5. PexBH3UTHI MIpPUKa3a O IPOBEACHUU INIAHOBOM MPOBEPKH: OT

Ne

6. YUeTHBI! HOMEp [POBEPKH U J]aTa IPHCBOEHUS YUETHOTO HOMepa IPOBEpKH B ExnHOM
peecTpe IIPOBEPOK:

7. JIOMXHOCTh, (haMUIIM ¥ MHHLHAIL! JODKHOCTHOrO JMIa (JIMII), IPOBOASIIEro(HX)
IUTAHOBYIO IPOBEPKY:

1. ;

2.

8. ITepeyeHb BOPOCOB, OTPAXKAIOLIKX COAEpIKaHUe 00513aTebHbIX TPeGOBaHNH, OTBET Ha
KOTOpEIE OJJHO3HAYHO CBHIETEIHCTBYET O COOIIOASHUH HIH HECOOIIONEHHH FOPHANIECKIM
JTALIOM, MHIVBHAYAIbHBIM HpeANpHHIMATENeM 006s3aTebHbIX TpeOOBaHHUM, COCTABIIAIOIINX
HpeaMeT IIPOBEPKHU:




n/n

Bonpocel, 0TpaKaloIIHe coaepkanne 003aTeIbHbIX

TpeboBaHmil

PeKBH3UTHI
HOPMATHBHBIX
IPaBOBBIX
aKTOB, C
yKa3aHHEM HX
CTPYKTYPHBIX
€M HHII,
KOTOPBIMH
YCTAHOBJICHBI
00s13aTe/IbLHbIE
TpeboBaHU4

BeiBog 0
BBINOJTHEHUH
TpeGoBaHUI

aa HET

TIpaBnJia yHHYTOKEHHA HeA00OPOKAYECTBEHHBIX JIEKAPCTBEHHbIX CPE/ICTB, danbcupuIHPOBAHHBIX

JeKapCTBCHHBIX

CpeacTB H KOHTpa(l)aKTHbIX JIEKapCTBCHHBIX

CpeAcTB,

YTBEPAKIACHHDBIC

nocranosieauem lpaBareancrsa Poccniickoii ®@enepanu oT 3 OKTAOPH 2010 r. Ne 674 (CoOpanne
3akoHoIaTebeTBa Poccmiickoii ®enepamnm, 2010, Ne 37, cr. 4689; 2016, Ne 4, cr. 535) (naaee —

IIpaBunia)

1. | Mmeercs mu morosop ¢ opraHu3anueii mo c6opy, MNyHKT 8
HCIIOJIb30BaHMIO, 00€3BPEKUBAHUIO, TPAHCIIOPTAPOBKE H [TpaBun
pasmereHuIo oTxozoB I - IV xiacca onacHOCTH Ha
YHHUTOXEHHE HeZI0OPOKAYECTBEHHBIX JIEKAPCTBCHHBIX CPEJICTB,
anscudUUMPOBaHHBIX H KOHTPA(haKTHBIX JIEKaPCTBEHHBIX
cpencTB?

2. | B axrax 06 YHHYTOXEHHH JICKAPCTBEHHBIX CPEIICTB myHKT 11
YKa3bpIBatOTCH JTH: IIpaBun

aTa YHUITOKEHHS JIEKapCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
MECTO YHHUTOXEHHS JIEKapCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
daMuiK, ©IMEHa, OTYECTBA JIMII, IPHUHAMABIIAX y4acTHE B myHKT 11
VHHUTOXKEHUH JIEKAPCTBEHHBIX CPEJICTB, KX MECTO PabOTEI, [TpaBun
IOJKHOCTB?
06GOCHOBaHHE YHHUTOXEHUS JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpasun
HauMEHOBaHHS JIEKapCTBEHHBIX CPEACTB? myHKT 11
[IpaBun
leKapCTBeHHbIE HOPMBI? myHKT 11
ITpasun
TO3MPOBKH JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
e IMHUIB] H3MEPEHHUS IEKAPCTBEHHEIX CPEICTB? myHKT 11
IIpasun
CEpHH JIEKAPCTBEHHEIX CPEACTB? myHKT 11
[Tpasun
KOJIMUECTBO JIEKAPCTBEHHBIX CPENICTB? myHKT 11

IIpaBui




Tapa WK yIakoBKa? oyHKT 11
[TpaBun
HaMMEeHOBaHHe POM3BOUTENS TEKapCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
CBEJICHHS O BJIAENbIE JEKAPCTBEHHBIX CPENCTB? myHKT 11
[TpaBun
cr10co6 YHHUTOXEHWS JIEKapCTBEHHBIX CPEACTB? myHKT 11
IIpaBun

3. | AKTBI 06 YHHYTOXECHHH JICKAPCTBEHHBIX CPEICTB COCTABIIAIOTCS | ITYHKT 12
JIA B JIcHb YHUYTOXEHUS HEJ0OPOKAYECTBEHHBIX [IpaBun
NEeKapCTBEHHBIX CPEACTB U (WH) danbcuduuupoBaHHBIX
JIEKapCTBEHHBIX CPEACTB?

4. | AKT 06 YHHUTOXEHUH JIeKaPCTBEHHBIX CPE/ICTB HIIH €r0 KOMHA B | ITYHKT 13
TeveHne 5 paGodmX HEH CO QHS €ro COCTaBlICH)s Hampasisiercs | [Ipasm
JTA BIIAJENIBIEM YHHUTOXECHHBIX JIEKAPCTBEHHBIX CPEZICTB B
YIIOJIHOMOYCHHBIH Opran?

(nomxuocTs 1 @MIO TO/DKHOCTHOrO JIMIA, 3aII0THUBIICTO TIPOBEPOYHBIi JIHCT, TOJIIHCH, 1aTa)

(momxHOCT 1 ®UO HOMKHOCTHOTO JIHIIA FOPHANIECKOTO JIMIA, IPUCYTCTBOBABIICIO IIPH
3aI0THEeHHUH IIPOBEPOTHOrO JIACTA, HOJNHKCE, aTa)




IMpunoxenune Ne 30
K pukasy DenepanbHoOi CITyXO5!
1o Haaz3opy B cepe 3APaBOOXPAHEHHUS

ot 09 11 J0(X Ne 9455

dopma

IIpoBepo4HbIil JIHCT
(CIIECOK KOHTPOJILHBIX BOTIPOCOB),
ucnoab3yemblii ®enepanbHoii ciryx06oii mo HaA30py B cdepe 31paBoOXpaHeHHs
¥ ee TEPPUTOPHAIBHBIMH OPraHaMU NPH NPOBEACHHH IJIAHOBBIX NMpOBEePOK NPH
ocyIecTB/IeHHH (helepabHOro rocy1apcTBeHHOro Haa30pa B cepe oGpamieHus
JIEKAPCTBEHHBIX CPEACTB
(YHHUTOXeEHHE JIeKaPCTBEHHBIX NPENapaToB A1 MEHIHHCKOTO NpUMEHECHHS
B anTeKe roTOBbIX hOpM)

(HarMeHOBaHHE OpraHa, OCYIIEeCTBISIOMEro IIAHOBYIO MPOBEPKY)

1. Bun rOCyIapCTBEHHOTO KOHTPOJIA (nagzopa)

2. Tlpenmer IUIaHOBOW TMpPOBEPKH IOPHAMYECKMX JMI U WHAUBUAY ATBHBIX
HpeANpHHAMATENIeH OrPaHIHBACTCS 06s3aTeIbHEIMY TPeOOBaHMAMH, COOIOEHHE KOTOPBIX
gBIseTcs Hamboee 3HAYMMBIM C TOYKM 3pEHHS HENONYIICHHMS BOSHUKHOBEHHA yTpO3BI
NPHYMHEHHS Bpe/ia XKU3HH, 3[0POBBI0 IPaXKIaH, U3I0XKCHHBIMH B (hopMe MPOBEPOITHOTO JICTA
(crHCcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHoBaHue IOPHMYECKOrO IHMIA, (aMuius, HMs, OTYECTBO (Upu  HaJHYIUH)
HHIABUYalIbHOTO TpeATnpUHAMATEI:

4. MecTo TpOBEIeHHs IUIAHOBON MPOBEPKH C 3aOIHEHHEM MPOBEPOTHOTO JIMCTa:

5. PexBuM3WTHl MPUKa3a O TPOBEIEHUH IUIAHOBOH NMPOBEPKH: OT

Ne

6. YdeTHbI# HOMep MPOBEPKH ¥ JaTa IIPHCBOSHNA Y4€THOrO HOMEpa MPOBEPKH B EnvHOM
peecTpe NpOBEPOK:

7. JomxHOCTh, (paMUIMA W MWHHALKANB! JOJDKHOCTHOrO JHlia (yu1x), TIpOBOAAIIEro(HX)
IUIAHOBYIO TIPOBEPKY:

1. ;

2. ;

8. [TepeueHb BONPOCOB, OTPAXKAIOLMINX CONCPIKAHUE 00s3aTeNbHBIX TpeOOBaHMM, OTBET Ha
KOTOpHIE OHO3HAYHO CBUIETENLCTBYET O COBIIIOIEHUH WIH HECOOMIOICHUH IOPHANICCKUM
JIAIIOM, MHIWBHAYAIbHEIM MPEANPUHIMATENEM 0053aTeIbHBIX TpeGOBaHMH, COCTABILAIOIAX
npeaMeT IPOBEPKU:




n/n

Bonpocsl, 0Tpasxkaiomue coaeprkanue 00a3aTe bHbIX
TpeboBaHMi

PexBH3UTLI
HOPMATHBHBIX
npaBoBBIX
aKToB, C
yYKa3aHHEM HX
CTPYKTYPHBIX
¢HHHII,
KOTOPBLIMH
YCTAHOBJICHBI
00s3aTeIbHBbIC
TpeboBaHHA

BouiBoa o
BbINOJIHCHHH
TpeOoBaHHM

aa HET

IpaBHIa yRHITOKEHAS He06POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, danscupuuHpoOBaAHHBIX

JIeKapCTBEHHbIX

cpeacTs H KOHTpa(l)aKTHle JIeKapCTBCHHBIX

CpencTB,

YTBEPRKRIACHHBIC

nocranosienrem Ilpasurenscrsa Poceniickoit @enepanyus oT 3 oxTal6ps 2010 r. Ne 674 (CoGpanne
saxoHomaTeabcrBa Pocemiickoit @exepamun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IIpaBuia)

1. | Mmeercs ma morosop ¢ opranusanueii mo coopy, MTyHKT 8
HCIIOJIE30BAHHIO, 00€3BPEKUBAHHIO, TPAHCIIOPTHUPOBKE M ITpaBun
pasMenenuio otxonoB I - IV kinacca oracHOCTH Ha
YHHYTOXKEHHE HeI0OPOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEAICTB,
dascuUIMPOBaHHEIX B KOHTpaQaKkTHBIX JIEKAPCTBEHHBIX
cpencrs?

2. | B akTax 00 yHHYTOXXE€HHH JICKAPCTBEHHBIX CPEJICTB myHKT 11
yKa3BIBAXOTC JIH: ITpaBun

laTa yHHYTOXKEHHS JISKAPCTBEHHBIX CPEJICTB? myHKT 11
[IpaBun
MECTO YHHUTOXEHHS JIEKapCTBEHHEIX CPEICTB? myHKT 11
[TpaBun
(aMuTHH, HIMEHA, OTYECTBA JIAL, IPHHUMABIINX y9acTHE B | IyHKT 11
VHIYTOKEHHH JIEKAPCTBEHHBIX CPEJICTB, HX MECTO paboTsl, IIpaBun
OJDKHOCTH?
060CHOBAHHIE YHHUTOXKEHHUS! TEKAPCTBEHHBIX CPE/ICTB? myHKT 11
IIpaBun
HAMMEHOBAHHUS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
ITpaBun
nekapcTBEeHHbIE (OPMBI? myHKT 11
ITpaBun
O3MPOBKHM JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun
¢ IMHAIIB! H3MEpPEHHs JIEKApCTBEHHBIX CPENCTB? myHKT 11
[TpaBun
CEpHH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpaBun
KOJIMYECTBO JIEKAPCTBEHHEIX CPENICTR? myHKT 11

[TpaBua




Tapa WM YIIaKOBKa?

nyHKT 11

JIF BIAZISBLIEM YHHYTOXEHHBIX JIEKapCTBECHHBIX CPEJICTB B
YIIOMHOMOYEHHBIH opraH?

IIpaBun
HaMEHOBaHHE [IPOM3BOIUTENS JIEKAPCTBEHHBIX cpencts? myHKT 11
IIpaBun
CBEJICHHS O BIIaJIeNbIe IEKAPCTBEHHBIX CPENCTB? myHkT 11
IIpaBun
cr1oco0 YHHYITOXCHHA JIEKapCTBEHHBIX cpencTs? myHKT 11
[IpaBun
AKTBI 06 YHHUTOXEHHH JIEKAPCTBEHHBIX CPEIICTB COCTABIIAIOTCA | TIyHKT 12
JIM B IcHb YHUYTOXXCHHS HEJ0OpOKadeCTBCHHBIX [paBui
JIEKapCTBEHHBIX CPEIICTB M (HIK) banscapHIEPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB?
AXT 06 YHHYTOXXEHHH JIEKAPCTBEHHBIX CPEICTB WM €r0 KONKA B | [IyHKT 13
TeueHHe 5 paGouux AHEH CO JHA €0 COCTaBICHUS HAIIPABILICTCA IIpaBun

(momxsOcTh B ®UO IOHKHOCTHOTO JIMIA, 3aMOTHUBIIETO IIPOBEPOUHEII JIUCT, IOMIIHACH, 1aTa)

(,IIOJ'DKHOCTI) 1 ®HO gomKHOCTHOTO JIMIA IOPUANIECKOTO JTHIIA, IIPUCYTCTBOBABIICTO IIPH

3alOJIHEHWH TPOBCPOYHOTO JIHCTA, ooAanuch, JlaTa)




ITpunoxenue Ne 31
K puKasy DenepanbHOR CIyXOb!
10 HaJ30pYy B cepe 31paBOOXpaHEHUA

or () H K Ne 9758

dopma

ITpoBepouHbIi JTHCT
(CIIHCOK KOHTPOJIbHBIX BONPOCOB),

HcnoJb3yemblil PegepaibHOM Ciy00H N0 HA30PY B cdepe 31paBOOXpaHEHHS
¥ ee TepPHTOPHAILHLIMH OPraHAMH NPH NPOBEIeHHHA IUVIAHOBBIX NPOBEPOK NPH
ocymiecTB/IeHHH (eepaibHOro rocyiapcTBeHHOro Ha/i30pa B cepe oOpameHust

JIeKapCTBEHHbIX CpeacTs

(YHHYTOKEeHHE JTeKAPCTBEHHBIX NPeNapaToB /15 METHUHHCKOr0 NPHMEHEHHS B

anTe4YHOM NMYHKTe)

(HaMIMEHOBAHNUE OPraHa, OCYIIECTBISIONICro IIGHOBYIO TIPOBEPKY)

1. Bun rocyJapCTBEHHOIO KOHTPOJIS (Hang3opa)

2. Tlpemmer T1UIaHOBOM IIPOBEPKH IOPUAMYECKMX JIHI U MHIABUIyalnbHBIX
npeanpUHAMATENeH OrpaHUINBaCTCS 06s3aTebHBIMK TPe6OBaHUAMH, COOIIOACHHE KOTOPEIX
gRIIseTcs Hambojiee 3HAYMMBIM C TOYKH 3peHMS HEOIYLICHWs BOSHUKHOBCHHUS YIpO3bI
TIpMYMHEHHS BpeJia XH3HH, 310POBBIO IPaXIaH, H30XKCHHBIMH B (opMe IPOBEPOYHOTO JIUCTA
(CIIHCKa KOHTDPOJBHBIX BOIIPOCOB).

3. HanMeHOBaHHe OPHMAMYECKOTO JHIA, (aMuiusd, HMs, OTYECTBO (Opy  HAIMYWH)
MHIUBHUIYATBHOTO IIpEeAIPHHUMATEI:

4. MecTo TpOBEJEHUs IIAHOBOH MPOBEPKH C 3aMOJIHEHWEM IPOBEPOTHOTO JTUCTA:

5. PeKBH3MTHI IMpHKa3a O NPOBEICHHH IUIAHOBOH IIPOBEPKH: OT

Ne

6. YueTHblit HOMep IPOBEPKH 1 IaTa IPUCBOEHHUS YHETHOTO HOMEpa IIPOBEPKH B ExuHOM
peecTpe IPOBEPOK:

7. JlomKHOCTh, haMUIUsd 1 MHULKAIB! JOIDKHOCTHOTO JIMIA (mu11), TPOBOAIIErO(¥X)
IJIAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. TlepeueHn BONPOCOB, OTPAKAIONINX COMEPXKAHNAE 00A3aTENMBHBIX TpeGOBaHMii, OTBET HA
KOTOpBIE OJHO3HAYHO CBH/ICTENBCTBYET O COOIONCHUH I HecoOIIOeHUH IOPAAMIECKUM
JIMIIOM, UHIMBUAYAJIBHBIM NPEANPHHUMATENIEM 00s3aTEIbHBIX TpeGoBaHHkii, COCTABIISIONIMX

npeMeT IPOBEPKH:




n/n

Bomnpocsl, 0Tpaxaimue colepkanue 00s13aTe bHBIX
TpedoBaHMil

PexBH3HTDI
HOPMATHBHBIX
paBoOBbIX
aKTOB, C
yKa3aHHEM HX
CTPYKTYPHBIX
eNHHL,
KOTOPBLIMH
YCTaHOBJICHBI
00s3aTe/IbHbIE
TpeboBaHHSA

BriBog o
BbINOJIHEHHH
TpeOoBaHMI

aa HET

TpaBH/Ia yHAYTOKeHHSA HeA00POKaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEIACTB, danbcuPUIHPOBAHHBIX

JeKapCTBCHHBIX

cpeacTe H KOHTpa(l)aKTHle JIeKapCTBCHHBIX CPEACTB,

YTBEPKIACHHBIC

nocranosaeauem lpasurenncrsa Poccniickoii ®enepanns ot 3 oxTabps 2010 r. Ne 674 (CoGpanne
saKoHomaTeabcrBa Poccniickoiit ®exepamuu, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IlpaBuia)

1. | MMeercsa nu morosop ¢ opraHm3auuei mo coopy, ITyHKT 8
HCIIONB30BAHHUIO, 00€3BPEXUBAHHUIO, TPAHCIIOPTHPOBKE U IIpaBun
pasMmenenuio otxonos I - IV xnacca onacHOCTH Ha
YHHYTOXKEHHE He0OPOKaIeCTBEHHBIX JIEKAPCTBEHHBIX CPENICTB,
danscuduIEpOBaHHBIX H KOHTPadakTHIX JIEKAPCTBEHHBIX
cpencTB?

2. | B akTax 00 yHUYTOXCHHH JEKAPCTBEHHBIX CPEICTB myHKT 11
yKa3BIBAIOTCSA JIH: [TpaBun

naTa yHHUTOXKEHHS JIEKAPCTBEHHBIX CPENCTB? myHKT 11
‘ IIpaBun
MECTO YHHYTOXKEHHS JIEKAPCTBEHHEIX CPEICTB? myHKT 11
IIpasun
dammnHK, IMEeHa, OTYECTBA JIKLL, IPHHAMABIIMX yIacTHC B myHKT 11
VHEYTONEHHH JIEKAPCTBEHHBIX CPEJICTB, HX MECTO paboTHI, IIpaBun
TIOJDKHOCTD?
06OCHOBAHHE YHHUTOXKEHHS IeKAPCTBEHHBIX CPEACTB? ImyHKT 11
IIpaBun
HAUMEHOBAHMS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
nekapcTBeHHbIE (OPMEI? myHKT 11
IIpaBun
N03MPOBKH JIEKAPCTBEHHBIX CPEACTB? nyHKT 11
[IpaBun
e MMHHIBI H3MEPEHHS JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
CepHH JIEKAPCTBEHHBIX CPECTB? myHKT 11
[IpaBun
KOJIYECTBO JIEKAPCTBEHHBIX CPENICTB? nyHkT 11

IIpaBun
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Tapa WK yIaKoBKa? mnyHKT 11
ITpaBun
HAMMEHOBAHUE IPOM3BOIUTEIS JIEKAPCTBEHHBIX CPECTB? nyHKT 11
[Ipasun
CBEJIEHHS O BJIANENbIE JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpasun
CI10cO6 YHIYTOKEHHS JIEKAPCTBEHHBIX CPEACTB? nyHKT 11
IIpaBun

3. | AKTBI 06 YHHUYTOXXEHHH JIEKAPCTBEHHBIX CPEICTB COCTABILIOTCA | ITYHKT 12
JTM B JIcHb YHHUTOXEHHUS HEA0OPOKaUeCTBEHHBIX IpaBun
JIeKapCTBEHHBIX CPEACTB H (i) GanbCHHAIHPOBAHHBIX
JNIEKapCTBEHHbIX CPEJICTB?

4. | AKT 06 YHHYTOXEHUH JIEKAPCTBEHHBIX CPE/ICTB MM €0 KOMUA B | ITYHKT 13
TedeHue 5 paGounx JHEH cO JHSA ero COCTaBICHHAS HAIPaBIACTCA [IpaBun
JTM BIAJETIBIEM YHAUTOXKECHHBIX JIEKAPCTBEHHBIX CPEICTB B
YIIOJIHOMOYCHHBIH opran?

(nomxuocTs 1 @O MODKHOCTHOTO JIHIA, 3aII0IHHBIICTO IIPOBEPOUHEIH JIACT, OJITACK, 11aTa)

(JIOJI)KHOCTI: 1 ©®HNO 10KHOCTHOTO JIMIA IOPHAMYCCKOTO JINIA, NPUCYTCTBOBABIIETO IIPH
3alOJIHEHUH IIPOBEPOYHOTrO JIKCTA, TOAMHUCH, I(aTa)




TTpunoxenne Ne 32
K npuxazy PenepanbHON CITyKOBI
110 Hax3opy B cdepe 31paBOOXPAHCHHUS

or (I 4Pt Ne 94 24

®opma

IIpoBepounblii JHCT
(CNHCOK KOHTPOJIbHBIX BONPOCOB),

ucnoab3yemblii @eaepanbHOH cayx60ii 1o Hag3opy B cdepe 3APABOOXPAHEHHS
H ee TEPPUTOPHAILHBIMH OPraHaMy NPH NPOBEACHHH [LUIAHOBbIX MPOBEPOK NPH
ocyuecTBJIeHHH (eJepaabHOro rocy apcTBeHHOro Hax3opa b cdepe oOpamieHHs

JIEKAPCTBEHHBIX CPECTB
(YHHYTOKeHHe JIeKAPCTBEeHHbIX NpenapaTos A1 MeJHIHHCKOro NpHMEeHeHHd B

aNTe4YHOM KHOCKE)

(HaNMeHOBaHKe OPTaHa, OCYIIECTRIAIOIIETO IIAHOBYIO TPOBEPKY)

1. Bug rocy4apCTBEHHOTO KOHTpOJIA (nam3opa)

2. IlpemMer IUIAaHOBOM IPOBEPKM IOPHAMHYCCKHX  JIHII ¥ MHIABUIYATBHBIX
npeAnpUHUMATeNeil OrpaHHIUBaCTCS 0043aTeIbHEIMU TPeOOBaHUAMH, COOIIONEHHE KOTOPBIX
JBJIsieTcs HamOoNnee 3HAYMMBIM C TOYKHM 3DEHUs HEJONMyIIEHWS BO3HMKHOBCHHA yrpo3sl
IpHUMHEHHs Bpe/la )KU3HH, 3M0POBBIO IPAKIAH, U3NIOKEHHBIMH B ¢opMe POBEPOYHOTO JIKCTA
(CrIHCKa KOHTPOIBHBIX BOTIPOCOB).

3. HanMeHOBaHWE OPHIMYECKOro JHla, Gamuius, HMs, OTIECTBO (up HATHYHH)
MHAMBUYAJIBHOTO IPEANPHHUMATEN:

4. Mecto TpOBeeHUs IUIAHOBOW IPOBEPKHM C 3aIOJTHEHHEM IIPOBEPOYHOro JIKCTA!

5. PeKkBM3WTHI NPHKA3a O NPOBEISHHH IUIAHOBOM NMPOBEPKHU: OT

Ne

6. YueTHBIH HOMEp IPOBEPKY H J1aTa PHUCBOCHIS YIETHOIO HOMEpa IIPOBEPKH B EnusHoM
peecTpe IPOBEePOK:

7. JIo/mKHOCT, (aMuIus W MHUIHKAIB JO/DKHOCTHOTO JInla (yum), poBoAAMIEro(¥x)
ILUTAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. [TepeueHs BOIPOCOB, OTPAXKAIOIIMX CONCPXKAHNC 00s13aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpbIE OJJHO3HAUHO CBUIETEBCTBYET O cOOIIIONEeHNH WK HeCOOMoIeHUH IOpHIMICCKUM
JIMIOM, HHIAMBUAYaTbHBIM IIPEANPUHAMATEIICM 06s3aTeNbHBIX TpeOOBaHuiA, COCTABIIAIONMX
npeIMeT IIPOBEPKU:
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Bonpocsl, 0Tpaskalomue cojepkanue 06s13aTeNBHBIX PexBH3ATHI BeiBoa 0
Ne Tpe0oBaHHH HOPMATHBHBIX | BHINOJIHEHHH
IpaBOBBIX TpeboBaHHI
n/n aKTOB, C aa HeT
yKa3aHHEM HX
CTPYKTYPHBIX
€XMHHII,
KOTOPBIMH
yCTaHOBJ/IEHBI
o0s3aTeIbHbIE
TpeboBaHHHA

IIpaBuia yAHYTOKEHHSA HeJOOPOKATECTBCHHDBIX JEKAPCTBEHHBIX CPEACTB, ¢danbcrnguIHpPOBAHHBIX
JEKAPCTBEHHBIX CPEICTB H KOHTPAa(GaKTHBIX JIEKAPCTBECHHBIX cpeacTB, YTBEPKICHHBIC
nocranosiendem IlpasuTteancrea Poccniickoii @enepanun ot 3 oxrs6ps 2010 r. Ne 674 (Cobpanne
3aKoHONaTeabcTBa Poccmiickoit ®exepanun, 2010, Ne 37, cr. 4689; 2016, N\e 4, cr. 535) (nanee —

IIpaBuaa)
1. | VimeeTcs i oroeop ¢ opranu3auuei mo c6opy, myHKT 8
HCIIONB30BAHHUIO, 00€3BPEXKHUBAaHHIO, TPAHCIIOPTHPOBKE U [IpaBun

pasMenieHnio oTxo0B I - IV kiacca omacHOCTH Ha
YHMUTOXEHHE He0OPOKaueCTBEHHBIX JICKAPCTBEHHBIX CPCACTB,
ansCH(UIMPOBaHHBIX U KOHTPadaKTHBIX JIEKAPCTBEHHBIX

cpencTB?

2. | B akTax 06 yHHYTOXXECHUH JIEKAPCTBEHHBIX CPE/ICTB myHKT 11
yKa3bIBaIOTCS JIH: [IpaBun

aTa yHHUTOXKEHHS JIEKaPCTBEHHBIX CPEACTB? nyHKT 11
IIpaBui

MECTO YHHUTOXEHHUs! TEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun

haMuIHHK, MMEHA, OTYECTBA JIALL, IPHHUMABINNX y4acTHe B | IIYHKT 11
YHAYTOXEHUH NIEKapPCTBEHHbIX CPENICTB, HX MECTO pabotsl, | [IpaBun

OJKHOCTE?

060CHOBaHHE YHHUYTO)XXCHHS JICKapCTBEHHBIX cpeacts? myHKT 11
IIpaBun

HAMMEHOBAHHA JIEKAPCTBEHHBIX CPENCTB? myHKT 11
ITpasun

nexapcTBeHHbIE PopMbI? myHKT 11
[Ipasun

103MPOBKY JIEKAPCTBEHHBIX CPECTB? myHKT 11
ITpaBun

€IAHAIIBI H3MEPEHHS JIEKaPCTBEHHBIX CPEACTB? myHKT 11
ITpasui

CEpHH JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Tpasun

KOJIMYECTRO JIEKAPCTBEHHBIX CPECTB? myHKT 11
[Ipasun




Tapa WM yIIaKkoBKa?

myHKT 11

JTM BJIaJieNbIIEM YHHUTOXCHHBIX JIEKapCTBCHHBIX CPENICTB B
YIIOJIHOMOYEHHBIH opraH?

ITpasun
HAMMEHOBAHHAE [POM3BO/ATEIS IEKAPCTBEHHBIX CPEICTB? nyHKT 11
[Tpasun
CBEJIEHHS O BIAMEIbIE TEKAPCTBEHHBIX CPEICTB? nyHKT 11
IIpaBun
CI10c06 YHUUTOXEHHAS IEKaPCTBEHHBIX CPEICTB? myHKT 11
ITpaBui
AKTBI 06 YHHUTOXECHHH JICKAPCTBEHHbIX CPEACTB COCTABIAIOTCA | ITYHKT 12
JTH B [icHb YHMYTOXXEHHA HeOOpOKaueCTBEHHBIX [TpaBun
JIEKAPCTBEHHBIX CPEACTB U (W/TH) hanbChAIMPOBAHHBIX
JIEKapCTBEHHBIX CPECTB?
AXT 06 YHHYTOXXEHHH JIEKAPCTBCHHBIX CPEICTB WIIM €r0 KOMUA B | IyHKT 13
TedeHHe 5 paGovnX AHCH CO JHS €r0 COCTABJICHHS HAPABISICTCS ITpaBun

(momxaOCTh 1 ®UO TOMKHOCTHOTO JIHIA, 3aII0JIHABIIETO TIPOBEPOHUHBII JIUCT, IO/MHCH, aTa)

(zomkHOCTh ¥ @O HOIDKHOCTHOTO JIUNA OPHINIECKOTO JIMIA, IPHCYTCTBOBABIIETO TP

3a110JIHEHHH IIPOBEPOYHOIO JIKCTA, IOAITUCH, ,uaTa)




Ipunoxenue Ne 33
K nIprKasy DenepanbHOH CiryKOb!
IO HaZi30py B cepe 37ApaBOOXPaHEHHU

or(J 11 204 1 Ne 7491

®opma

IIpoBepo4HbDIil JIHCT
(CNHCOK KOHTPOJILHBIX BOIPOCOB),
ncnoJb3yemblii degepasbHoi ciryx00H Mo HAN30PY B cepe 31paBOOXpaHEHHUS
1 ee TepPHTOPHAIBLHLIMH OPraHAMH NPH NPOBE/ICHHH IAHOBLIX NPOBEPOK NpH
ocymecTBJIeHHH deiepaibHOro rocyiapcTBeHHOro Haa3opa B cepe obpameHust
JIEKAPCTBEHHBIX CPEACTB
(yHHuTOXKeHHe JIeKaPCTBEHHbIX MPenapaToB ISl MEAHIHHCKOTO NPUMEHEHHS B
anTeKe NPOU3BOACTBEHHOIH)

(HaMMEHOBAHNE OPTaHa, OCYIIECTBIISIOMIETO TAHOBYIO POBEPKY)

1. Buz rocyapcTBEHHOrO KOHTPOIIs (Haz30pa)

2. TlpenMeT TMAaHOBOM IIPOBEPKH IOPHAMYECKHX JIMI H HHIMBHIyalbHBIX
TpenpUHAMAaTeneif OrpaHUINBaeTCs 00s3aTEBHBIMA Tpe6oBaHHAMH, COOMOEHHE KOTOPBIX
gBiseTcs Haubojiee 3HAYMMBIM C TOYKH 3PEHUs HEIONYIICHHS BO3HHKHOBEHMS YIPO3BI
MpUYMHEHMS BpeJia XXU3HH, 3I0POBBIO IPaX/IaH, U3JI0XKEHHBIMH B ¢dopme MPOBEPOYHOTO JIUCTA
(CTIHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWE IOPHAMYECKOTO JHIa, (aMuWius, UMs, OTYECTBO (UpH HATIHH)
VHIHBH Ty aJIbHOTO npeIIpHHIMATEIS:

4. Mecto mpoBeJeHUs IUIAaHOBOW TPOBEPKH C 3allOJHEHWEM MPOBEPOTHOrO JHCTA.

5. PeKBU3HTHI PHKAa3a O NPOBEIEHHH IUIAHOBOH IIPOBEPKH: OT Ne

6. V4eTHBIH HOMep IIPOBEPKH U JaTa IPUCBOCHUS Y4€THOTO HOMEpa IPOBEPKHU B EnusoM
peecTpe IIPOBEPOK:

7. JlomKHOCTh, GaMIIMA ¥ HHHIKAIbl JOJDKHOCTHOrO JIHLA (yu1r), MpOBOAIIETO(HX)
IJIAHOBYIO MIPOBEPKY:

1. ;

2. ;

8. TlepedeHnb BONPOCOB, OTPAXKAIOIIMX CONEPKAHHE 0053aTeIbHBIX TpeGOBaHuUi, OTBET HA
KOTOpBIE OJHO3HA4HO CBHJIETENLCTBYET O COOJIONCHUH AIH HecoOII0AeHNH I0pUIMIECKIM
JIMIIOM, MHIMBHAYATBHEIM NPEANPHHIMATENEM 00s3aTeNbHbIX TpeGOBaHMH, COCTaBIIAIOMUX
HpeaMeT NPOBEPKH:
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Bonpocel, oTpazkaomue coaepkaHue 00s3aTeJbHbIX
TpeboBaHMIt

PexBH3HTHI
HOPMATHBHBIX
NPaBoOBbIX
aKTOB, €
YKa3aHHEM HX
CTPYKTYPHBIX
€/IHHHII,
KOTOPBIMH
YCTaHOBJ/IEHbI
00s3aTe/IbHbBIE
TpeGoBaHHuS

BeiBog o
BBINOJIHEHHH
TpeboBaHmii

na HET

JCKAPCTBCHHLIX

IIpaBuna yHHYTOKeHHS HEAOOPOKAYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, GalbcHPHIMPOBAHHBIX
CPeACTB H KOHTPAQaKTHBIX JIEKADCTBEHHBIX CpPEACTB,
noctanosjeHneM IIpaBurenscrea Poccuiickoii @enepanun ot 3 okradps 2010 r. Ne 674 (Cobpanne
3akoHoxaTebcTBa Poccuiickoit ®exepamnn, 2010, Ne 37, cr. 4689; 2016, Ne 4, cr. 535) (nanee —

yTBepKIeHHbIE

IIpaBuna)

1. | Mmeercs mu goroBop ¢ opranu3anuei mo coopy, MyHKT 8
HCIIONIb30BaHMIO, 00€3BpEKUBAHUIO, TPAHCIIOPTUPOBKE H IIpaBun
pasmemenuro orxonoB I - IV knacca onmacHoCTH Ha
YHHYTO)XEHHE He106pOKa4eCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB,
¢danscHUIEPOBAHHBIX H KOHTPa(aKTHBIX JEKaPCTBEHHBIX
cpeacTs?

2. | B akTax 00 YHUYTOXXECHUH JI€KaPCTBEHHBIX CPE/CTB myHKT 11
yKa3bIBarOTCs JIU: IIpaBun

1aTa YHUUTOXKEHHUS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpasun
MECTO YHHUYTOXEHHUS JIEKapCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
(haMuTUA, UIMEHA, OTYECTBA WL, IPUHAMABIINX YJacTHE B myHKT 11
YHUYTO)KEHHH JIEKApCTBEHHBIX CPEACTB, HX MECTO paboTHL, [IpaBun
TOJDKHOCTB?
000CHOBaHUE YHUYTOXEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun
HAaMEHOBAHU JICKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
lTeKapCTBEHHBIE HOPMBI? nyHKT 11
ITpaBun
O3MPOBKU JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
eIMHALIBL H3MEPEHHU JISKAPCTBEHHBIX CPEIICTB? myHKT 11
ITpaBun
CEpPHH JIEKAPCTBEHHBIX CPEICTB? ImyHKT 11
ITpasun
KOJIYECTBO JIEKAPCTBEHHBIX CPeACTB? ImyHKT 11

[IpaBun




Tapa WM ynakoBKa? myHKT 11
IIpaBun
HAHMCHOBaHHE POU3BOAMTEIA JICKAapCTBCHHBIX cpeacTB? nyHKT 11
IIpaBun
CBEICHHS O BIAAEIIBIIE JTEKAPCTBEHHBIX CPEACTB? nyHKT 11
[Tpasun
CIIOCO0 YHHYTOXKEHHMS JICKAPCTBEHHbBIX cpencTs? myHkT 11
IIpasun

3. | AKTBI 06 YHUYTOXEHHH JIEKAPCTBEHHBIX CPEJICTB COCTABIIAIOTCA TyHKT 12
JI¥ B [ieHb YHAUTOXeHHs HeIoOpOKaieCTBECHHBIX IIpaBun
JeKapCTBEHHBIX CPEACTB M (M) QanbCHQHIMPOBAHHBIX
JIEKApCTBEHHBIX CPENCTB?

4. | Axr 06 yrMuTOXEHHH TEKAPCTBEHHBIX CPE/ICTB HIIM €TI0 KOS B OoyHKT 13
TeyeHue 5 pabounx Hel CO THA €ro COCTABICHMS HAIIPABIIACTCS IpaBun
JTH BJIRJICNTBIIEM YHHYITO)KCHHBIX JICKAPCTBCHHBIX CPEACTB B
YIIOJTHOMOYEHHBIH Opran?

(momxrocTs ¥ PHO J0MKHOCTHOTO THIIA, 3aTOTHABIICTO TIPOBEPOYHBIN JIKCT, IOAIIHCE, Jara)

(momxHOCTh 1 ®UO OIKHOCTHOrO JIHIA IOPAIKIECKOr0 JIHIIA, HPHUCYTCTBOBABIIETO IIPH
3aII0THEHHH IIPOBEPOTHOTO JIKCTA, TIOITHACH, 1aTa)




IMpunoxenue Ne 34
K npukasy ®enepanbHo# CITyKObI
10 HaJ30py B cepe 34paBOOXpAHEHUA

or 0041 40/% Ne T43 3

®opma

ITpoBepouHbIii JHCT
(CNIHCOK KOHTPOJILHBIX BONPOCOB),
ucnob3yembiii @exepanbHoii cayx60ii mo Hax30py B cdepe 31paBoOXpaHEHHS]
H ee TepPHTOPHAJILHLIMH OPraHAMH NPH MPOBeCHHH NJIAHOBBIX NPOBEPOK NMPH
ocyuiecTBjieHHH (eepaibHOrO roCyapcTBEHHOro Ha130pa B chepe oOpammeHus
JIEKapPCTBEHHBIX CPEACTB
(YHHUYTOXKeHHE JIeKaPCTBEHHBIX NPenapaToB /sl MEJHIHHCKOro NPHMEHCHH B
anTeKe NPOM3BOACTBEHHOMH C MIPAaBOM H3rOTOBJIEHHS ACENTHYECKHX
JeKAPCTBEHHBIX MPeNnapaToB)

(HaHMeHOBaHHME OPraHa, OCYIIECTRIISIONIEro IUTAHOBYIO MIPOBEPKY)

1. Buj rocyIapcTBEHHOTO KOHTPOIIA (Haa30pa)

2. TlpenMer TIUIaHOBOM IIPOBEPKH IOPHAMYECKMX JIHMI W HHAMBHIYaIbHBIX
IpeAPUHUMATE el OrpaHYHBaeTcs 06g3aTeIbHEIMU TPEOOBaHUIMH, co0JTIIOIeH e KOTOPBIX
gpisieTcss HauboJiee 3HAYMMEIM C TOYKHM 3PEHHS HEIONYIIEHHS BO3HUKHOBEHHA YIPO3bI
NPUYMHEHNS BpeAa JKU3HH, 37I0POBBIO IPaX/IaH, H3I0XKCHHBIMH B ¢dopMe MPOBEPOUHOIO JIUCTA
(CTIHCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaWMeHOBaHHE IOPHAHYECKOTO JHLA, GaMWins, HUMA, OTYECTBO (mpu HAIMYHH)
UHIVBHAYATHHOTO NMPEAIIPHHUMATEIS:

4, MecTo TpoBeleHHs IUIAHOBOH INPOBEPKH C 3allONHEHHEM IPOBEPOYHOrO JIMCTA:

5. PeKBU3UTHI MpHKa3a O MMPOBEICHHH ILUIAHOBOH MPOBEPKH: OT

Ne

6. YueTHB1 HOMep POBEPKH 1 1aTa [IPUCBOSHHS YYETHOTO HOMEpa IPoBepkH B EarHOM
peecTpe MPOBEPOK:

7. JTOmKHOCTh, GaMUIMs M HHALMAIH TOIDKHOCTHOTO JMua (JIHL), IIPOBOASALIEro(ux)
ILTAHOBYIO IIPOBEPKY:

1. ;

2.

8. TlepedeHp BOMPOCOB, OTPAKAIOLINX COJEPKaHHe 0053aTeNBHBIX TPeOOBAHNH, OTBET HA
KOTOpbIE OJHO3HAYHO CBHETENBCTBYET O COOMIONICHHNH MM HECOOIIONICHHHN IOPHUIECKIM
NALOM, MHAABHAYATEHBIM TpeANPAHAMATEIEM 0043aTeNbHbIX TPeOOBaHHH, COCTABISIONNX
npeaMeT IIPOBEPKHU:




Bonpochl, 0TPazkaomue coaeprkanne 006s3aTeTbHBIX PekBH3HTBI BeiBoa o
Ne TpeboBaHHH HOPMATHBHBIX | BHIIOJIHCHHH
NMpaBOBbIX TpeOoBaHUH
n/n aKTOB, C aa HeT
yKa3aHHEM HX
CTPYKTYPHBIX
e {HHHIL,
KOTOPBIMH
yCTaHOB/IEHBI
obs3aTebHbIE
TpeOGoBaHHA

IIpaBuIa YHHYTOKEHHS He00POKATECTBEHHBIX JCKAPCTBEHHBIX cpeacTs, panbcHPHIHPOBAHHBIX
JIEKAPCTBEHHBLIX CPEACTB H KOHTPAaQaKTHBIX JIEKAPCTBCHHBIX CpPeACTB, YTBEPXIACHHbIC
nocranopiennem [pasureancra Poccniickoii @egepanun ot 3 oxrsa6ps 2010 r. Ne 674 (CoGpanne
3aKoHOAATeNbCTBa Poccmiickoii ®exepamun, 2010, Ne 37, cT. 4689; 2016, Ne 4, ct. 535) (nanee —
IIpaBuia)

1. | Umeercs norosop ¢ opranusanueit mo c6opy, HCIONB30BAHMIO, | IYHKT 8
06e3BpeKHBAHMUIO, TPAHCIOPTUPOBKE ¥ PA3MEIICHHIO OTXOJI0B I | IIpaBun
- IV KJ1acca omacHOCTH Ha YHHYTOXKEHHE HE0OPOKa4eCTBEHHBIX
JIEKapCTBEHHBIX CPEACTB, GarbcuduuIPOBaHHBIX 1
KOHTpaaKTHEIX JIEKAPCTBEHHBIX CPEICTB?

2. | B akTrax 06 yHHYTOKEHHH JEKAPCTBEHHBIX CPCACTB oyHKT 11
yKa3bIBAIOTCS: [Ipasnn

laTa YHHUTOXKEHHS JIEKapCTBEHHBIX CPENCTB? myHKT 11
[Tpasun

MECTO YHHUTOXEHHS JIEKAPCTBEHHBIX CPEIICTB? myHkT 11
[IpaBun

amMuIHH, HMeHa, OTYECTBA JIUL, IPMHUMABIINX y4acTHE B myHKT 11
YHUYTOXEHAH JIEKAPCTBEHHbIX CPEICTB, HX MECTO pa6otsl, | IIpaBmn

IOJKHOCTB?

060CHOBaHIE YHHYTOXXEHHS JIEKAPCTBEHHBIX cpenctTs? myHKT 11
IIpaBun

HAWMMEHOBAHHS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun

nexapcTBEHHBIE (GOPMBI? myHKT 11
[IpaBun

T03UPOBKHM JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun

e IUHULG] H3MEPEHHYS ICKapCTBEHHBIX CPEICTB? myHKT 11
IIpaBun

CepHH JIEKaPCTBEHHBIX CPENICTB? nysKT 11
ITpasun

KOJIMUECTBO JEKAPCTBEHHBIX CPENCTR? nyHKT 11
[Tpasun




Tapa WM YIaKoBKa? myHkT 11
[TpaBui
HAMMEHOBaHHE MPOU3BOAMTEIIS JIEKAPCTBCHHBIX cpenctB? myHkT 11
IIpasuit
CBEICHUS O BJIaJIENIbLIE JICKApCTBEHHBIX cpencts? myHKT 11
[IpaBun
cr10co0 YHHUTOXKCHHA JIEKAPCTBEHHEIX cpencts? nyHKT 11
[Ipasun

3. | AxTHI 06 YHHUTOXEHHH JEKAPCTBEHHBIX CPE/ICTB COCTABIIOTCA myHKT 12
JI¥ B JICHb YHHYTOXECHHS HENOOPOKaIECTBEHHBIX IIpaBun
JIeKapCTBEHHEBIX CPEICTB M (WIH) darpcupuIEpoOBaHHBIX
NEKapCTBEHHbIX CPENCTB?

4. | AKT 06 YHEUTOXEHHUH JIEKAPCTBEHHBIX CPEJCTB WIK €T0 KOS B | IIYHKT 13
TeueHHe 5 paboUNX JHEH CO JHA ero COCTABJICHHS HAaPaBIACTCA IpaBun
JT¥ BIAZEbleM YHHUTOXKEHHBIX JIEKAPCTBEHHBIX CPE/ICTE B
YIOJIHOMOYEHHBIN OpraH?

(momxmocTh ¥ @PYIO NOIDKHOCTHOTO JIMIIA, 3aI0THUBIIETO [POBEPOYHBIH JIUCT, IOAIHNCE, JaTa)

(,Z[OJ'I)I(HOCTB u ®HNO nomKHOCTHOrO JIAIA IOpHANYECKOro Jimna, MPHCYTCTBOBABIICTI'O 1149)%4
3aM0JTHEHUH IIPOBCPOIHOIO JIKCTA, noAInuCh, nara)




IMpuoxenue Ne 35
K nipukasy QenepansHoit ciryxOb!
110 Ha30py B cepe 30paBoOOXpaHeHUs

otQ0 11401 % Ne G458

dopma

IIpoBepo4HBI JIUCT
(CTIHCOK KOHTPOJIBLHBIX BONPOCOB),
ucnoan3yembiii @eaepaibHOi ciryx00i N0 HaA30py B cdepe 31paBOOXpPaHEHHH
U ee TepPUTOPHAILHLIMH OPraHAMH NPH NPOBEJCHHH MJIAHOBLIX NPOBEPOK MpH
ocymecTBJIeHHH ¢eaepalbHOro rocyIapcTBeHHOro Hai30pa B cdepe obGpamieHust
JeKapCTBEHHBIX CPEACTB
(YHHYTOKEeHHE JIEKAPCTBEHHBIX NpenapaTos AJ1sl MEAHUHHCKOro NPHMEHEHHH B
MeAMIHHCKHX OPraHu3alusax 1 HX 060c00/1eHHBIX noapa3ae1eHHsIX (ueHTpBI
(oTmenenns) obueii BpaueGHON (cemelHO) MPAKTHKH, am0y/1aTOpHH,
denbauepckue H delibIMIEPCKO-aKyIepCKHe NYHKTBHI), PacH0JIO)KEHHbIE B
CeJIbCKHX HaceJICHHbIX MMyHKTAaX)

(HaMMEHOBaHHE OPraHa, OCYLIECTBIIMOMIETO TUIZHOBYIO IPOBEPKY)

1. Buj rocyIapcTBEHHOT0 KOHTPOIIA (Haa30pa)

2. IlpemMer TmUIaHOBOM NPOBEPKHM IOPHAMYECKMX JIMI W HMHIMBHIYyalbHBIX
NpeAnpUHAMATENICH OrpaHUIHBaETCS 06s3aTe/IEHBIMY TPeGOBaHHUSIMH, COOMIOIEHHE KOTOPBIX
gBiIsieTcs Haubojiee 3HAYMMEBIM C TOYKHM 3pEHHS HEIOMyLICHWs BO3HHKHOBEHHS YIPO3bI
TIPHYMHEHHS Bpela XU3HH, 310POBBIO rPaKJaH, H3TOXKCHHBIMHU B (bopMe IPOBEPOYHOrO JIMCTa
(cTIECKa KOHTPOJBHBIX BOIIPOCOB).

3. HauMmeHOBaHHEe ODHIMYECKOTO IHIA, GaMmMmiusi, UM, OTYECTBO (Ipy  HAITHYHH)
HMHIMBHAYaJIbHOTO NPEANIPHHIMATEIIA:

4. Mecro IIpOBEACHHNS IJIAHOBOH TMPOBEPKHU C 3aMoJIHEHHUEM IIPOBECPOYHOI'O JIMCTA.

5. PekBU3UTEHI IpHKasa 0 NpoBEACHUH IUIAaHOBOH IPOBEPKU: OT

Ne

6. VdeTHBII HOMep IPOBEPKH U J]aTa IPUCBOSHHS Y4ETHOTO HOMEPa IIPOBEPKH B EnunaoM
peecTpe MPOBEPOK:

7. JIomKHOCTB, ¢haMUIus ¥ HHULMAINE! JODKHOCTHOTO JiMIa (mML), TPOBOASAMIETO(UX)
MIAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. ITepeueHs BOIIPOCOB, OTPAXKAIOIIMX COACPKAHIE 00s13aTeNbHBIX TPeOOBaHUI, OTBET Ha
KOTOpbIe OJHO3HAYHO CBUAETENBCTBYET O COOIIONICHHH WK HECOOIIOIEHNH FOPUIHYECKUM
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JIMLOM, HHAMBAAYaTbHEIM IpeNpHHAMATENeM 0053aTeNbHBIX TpeOoBaHuH,
TIpeAMET [IPOBEPKH:

COCTaBJAIOIIHX

n/n

Bonpochl, 0Tpaskaioue coaepranue 00s3aTebHBIX
Tpe6oBaHHMH

PeKxBH3HATHI
HOPMATHBHBIX
MpaBOBBIX
aKTOB, C
yKa3aHHeM HX
CTPYKTYPHBIX
eHHHI,
KOTOPLIMH
yCTaHOBJICHBI
00s3aTeIbHbIE
TpeOoBaHMS

BeiBoza 0
BBINOJHEHHH
Tpe6OBaHHIM

aa HET

JeKapCTBEHHBIX

CpencTB,

TIpaBH/Ia yRHITOXKEHHS HeJ00POKAYECTBEHHBIX JIEKAPCTBEHHDLIX CPE/ICTB, tpanscuGHIMPOBAHHBIX
cpeicTB H KOHTPA(QAKTHBIX JIEKAPCTBEHHBIX
nocranosiennem IpasuTeancrsa Poccniickoii @enepanun ot 3 oxTadpsa 2010 r.
3aKoHOaTeaLcTBa Poccniickoit ®enepamun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

yTBepKIeHHbIe
Ne 674 (Cobpanne

IIpaBnia)

1. | MmeeTcs u moroBop ¢ opraHasanuei mo coopy, MyHKT 8
HCIIONBb30BAHMIO, 00€3BPEXKHBAHHIO, TPAHCIIOPTUPOBKE H [TpaBun
pasmernenuo otxozos I - IV kacca onacHOCTH Ha
YHHYTOXEHHE He0OPOKAIECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB,
danscudUIMPOBaHHBIX M KOHTPa(aKTHBIX JIEKApCTBEHHBIX
CPEACTB?

2. | B akrax 00 yHHYTOXCHHH JICKAPCTBEHHBIX CPEACTB myHKT 11
yKa3bIBAIOTCS JIU: [Ipasun

laTa YHHYTOXEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBuin
MECTO YHHUTOXKEHHS JIEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpaBun
(aMuMK, AIMEHA, OTYECTBA JIAL, NPHHAMABIIHX yIaCTHC B myHKT 11
YHHYTOXXEHUH JIEKAPCTBEHHBIX CPEJICTB, HX MECTO paboTHl, [TpaBun
TOJKHOCTB?
060CHOBaHHE YHUITOKEHH ICKaPCTBEHHBIX CPEICTB? myHKT 11
IIpaBuin
HaMMEHOBAHMS JIEKAPCTBEHHbIX CPEICTB? myHKT 11
[IpaBun
nexapcTBeHHble HOPMBI? myHKT 11
IIpaBun
103MPOBKH JIEKAPCTBEHHBIX CPENICTB? myHkT 11
[TpaBun
€ IMHHALB! H3MEPEHHS JIEKAPCTBEHHbIX CPEICTB? myHKT 11

[TpaBun
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CepHH JIEKApCTBEHHBIX CPENICTB? nyHkT 11
ITpasui
KOJIMYECTBO JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBui
Tapa MM yrakoBKa? myHKT 11
[TpaBun
HanMEHOBaHHE NPOM3BOUTEIS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpasun
CBEJCHHA O BIAEIbIIE IEKAPCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
CII0cO6 YHUUTOKEHHS JIEKaPCTBEHHBIX CPECTB? oyHKT 11
IIpaBun
AKTBHI 06 YHHYTOXXEHHH JIEKAPCTBEHHEIX CPEJICTB COCTABIIAIOTCA | IYHKT 12
1M B JIcHb YHHYTOXEHHUS HeJOOPOKaYECTBCHHBIX [TpaBun
JNIEKapCTBEHHBIX CPEACTB ¥ (MH) danbcuuuupoBaHHbIX
JIEKapCTBEHHBIX CPECTB?
AKT 06 YHHYTOXSHHH JIEKAPCTBEHHBIX CPEJCTB HIIM €TI0 KONHA B | IYHKT 13
Teuenre 5 paGouuX JHeH CO JHS ero cocTaBIeHH: Hanpasisiercs | [Ipasui
JIM BIIAfE/IBIEM YHHITOXKECHHBIX JICKAPCTBEHHBIX CPE/ICTB B
YIIOJIHOMOYEHHBIH opran?

(momxaocTh 1 PUO JODKHOCTHOrO JIHIA, 3ANONHABLIETO [IPOBEPOYHEIN JIACT, IOANNCE, nara)

(momxaOCTH 1 OVO NOHKHOCTHOTO JIMIA FOPHAMYECKOTO M@, IPHCYTCTBOBABIIETO MpH
3aIIOTHEHHAH TIPOBEPOYHOTO JIUCTA, TIO/IIHACE, [aTa)




280

[Mpunoxenue Ne 36
K npuka3sy QefepanbHoO# CITyKOBI
0 HaA30py B cepe 3ApaBOOXPAHCHUST

or 09 J1501% Ne 958

®opma

IIpoBepoYHBIii JIHCT
(CNHCOK KOHTPOJILHEIX BONPOCOB),

ucnoab3yemblii @exepanbHoii cayxGoii o HaA30py B cthepe 31paBOOXpaHEHHA
H €€ TePPHTOPHAIBHBIMH OPraHAMH NPH NPOBeJeHAH MIAHOBLIX IPOBEPOK npu
ocymecTB/IeHHH (peiepaiLHOro rocy1apcTBeHHOro Haa3o0pa B cepe oOpamennust

JIEKAPCTBEHHBbIX CPEACTB
(yHHUTOKeHHe JIeKAPCTBEHHBIX NPeNapaTos AJsi MEJHIHHCKOro npHMeHeHHs
HHAMBHAYAJLHBIME NPEANPHHAMATEIAMH)

(HaMMeHOBaHKUE OpPraHa, OCYMECTBILIOMETO [UIaHOBYI0 TIPOBEPKY)

1. Buz rocyJapcTBEHHOTO KOHTpOA (Haa30pa)

2. IlpenMer TNaHOBOH MPOBEPKH IOPUAMYECKHX JIHI H HHJIUBUALY AJIBHBIX
TIpeANpYHEMATeNel OrpaHUIMBAETCS 0053aTeTbHBIMA Tpe6GOBaHUIMHE, COONIOICHNE KOTOPBIX
gBIsiercs Hauboyee 3HAYAMBIM € TOYKH 3PEHMS HEJIOIYLICHHs BO3HHKHOBECHMS YIpO3BI
TIpHYMHEHNS Bpe/ia XHU3HH, 300POBbIO IPaXK/aH, M3/I0XKEHHBIMU B ¢dopMe IPOBEPOYHOT'O JIMCTA
(CIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMmeHOBanue IOPHAMYECKOro JHIA, (aMuius, uMs, OTYECTBO (Ip¥  HAJIMIHH)
WMHIUBHAYTEHOTO IIPEANPUHAMATEIA:

4. MecTo NpOBEJEHMS IUIAHOBOK NPOBEPKA C 3alONHEHMEM MPOBEPOTHOTO JIMCTA:

5. PexkBU3WTHI MpHKa3a O MPOBEJCHUM I[UIAHOBOH NPOBEPKH: OT

Ne

6. VdeTHbIi HOMEp IPOBEPKY U JaTa IPUCBOCHNS Y4ETHOrO HOMEpa IIPOBEPKH B EnuaoM
peecTpe IIPOBEPOK:

7. JIOIKHOCTD, (paMMWIIMS M WHAIMATBl JOJDKHOCTHOTO JIHIA (1), poBoOAAIMIEro(¥X)
IIJIAaHOBYIO NPOBEPKY:

1. ;

2. ;

8. I[TepeueHs BONPOCOB, OTPKAIOLIUX COACPIKAHNE 00s13aTeNbHEIX TpeOOBaHMH, OTBET Ha
KOTOpbIe OJHO3HAYHO CBHIETEIBCTBYET O COOJTIONEHUH WIM HECOOMIOACHHH FOPUANICCKUM
JIULIOM, HHIMBULYATGHEIM MPeIIpHHAMATeNeM 00s3aTebHBIX TpeGoBaHMH, COCTaBILIOINX
IIpeaMeT IIPOBEPKH:




/o

BOl'lp()Cl:l, O0Tpa’XKalIHe COAECPIKaHHuE ob0s3aTeIHLHBIX

TpedoBaHMii

PexBH3NTDBI
HOPMATHBHBIX
NPaBOBBIX
aKTOB, ¢
yYKa3aHHeM HX
CTPYKTYPHBIX
eMHHII,
KOTOPBIMH
YCTAHOBJIEHBI
00s13aTeIbLHbIE
TpeboBaHus

BriBog o
BbINNOJTHEHHH
TpeboBanMii

aa HET

IIpaBuiia yHH9ITOKEHAS HEAOOPOKAYECTBEHHDIX JIEKAPCTBEHHBIX CPEACTB, PaibcHGHIHPOBAHHBIX

JCKApPCTBEHHLIX

CpeacTs H KOHTpa(l)aKTHLIX JIEKAPCTBCHHDBIX

CPeACTB,

YTBEPKACHHBIC

nocranosyienneM llpaBurenscrea Poceniickoii @eaepanun ot 3 oxta6ps 2010 r. Ne 674 (Cobpanue
3aKoHoAaTeNbCcTBA Poccmiickoli ®enepanun, 2010, Ne 37, ct. 4689; 2016, Ne 4, c1. 535) (nanxee —

IIpaBuJia)

1. | VImeercs mu noroBop ¢ opraHusanueit mo c6opy, IyHKT 8
HUCIIONIb30BaHHIO, 00€3BPE)XXUBAHUIO, TPAHCIIOPTHPOBKE M IIpaBun
pa3smerneHuro otxonoB I - IV xiacca omacHocTH Ha
YHHYTOXXEHHE HeJ0OpOKavYeCTBEHHBIX JICKapCTBEHHBIX CPEJICTB,
¢anscHPUIEPOBaHHEIX U KOHTPa()aKTHEIX JIEKAPCTBEHHBIX
cpencTB?

2. | B akTax 06 yHHYTOXEHHH JICKAPCTBEHHBIX CPEICTB IMyHKT 11
YKa3bIBAIOTCH JIH: IIparun

71aTa YHHYTOXEHHUS ICKApPCTBEHHBIX CPEACTB? MyHKT 11
IIpaBun
MECTO YHHYTOKEHHUS JIEKapCTBEHHEBIX CPEICTB? myHKT 11
IIpasun
(bamuIIIK, IMEHA, OTYECTBA JIUL, IPUMHAMARBIIHNX YYaCTHE B myHKT 11
YHHYTOXEHHH JIEKAPCTBEHHBIX CPEJICTB, HX MecTo paboThl, | [IpaBun
TOJDKHOCTE?
060CHOBaHHE YHHYTOXKECHHS JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
Ha¥MEHOBaHUs JIEKapCTBEHHBIX CPEACTB? ImyHKT 11
IIpasun
1IeKapcTBEHHBIE (HOPMBI? myHKT 11
IIpaBun
JIO3MPOBKH JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11
IIpaBun
€AMHHIE] H3MEPEHHS JICKapCTBEHHBIX CPENCTB? myHKT 11
ITpaBun
CEpHH JIEKaPCTBEHHBIX CPEACTB? ImyHKT 11
[IpaBun
KOJINYECTBO JIEKAPCTBEHHBIX CPEACTB? IyHKT 11

IIpaBun




Tapa WK yIaKoBKa? myHKT 11
[IpaBun
HaNMeHOBaHHE [IPOM3BOIUTEN JEKAPCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
CBEJICHHS O BIIAfieNbIIE JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[IpaBuin
CrIocO0 YHHYTOXKEHH JICKApCTBEHHBIX cpencts? nyHKT 11
[IpaBun

3. | Axrthl 06 yHHYTOXEHNH JIEKaPCTBEHHBIX CPEJCTB COCTABILAIOTCA | IIYHKT 12
/A B JIcHb YHHUYTOXXCHUA HEL0OPOKa4CCTBEHHBIX IIpaBun
JNIEKAPCTBEHHBIX CPEICTB U (HIIK) ¢anbcubUIMPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB?

4, | Akt 06 yHMUTOXEHWH ICKAPCTBEHHBIX CPEJICTB MIIM €70 KOMUA B | TIYHKT 13
Teuenne 5 pabounx JHEH CO JHS €ro COCTAaB/ICHUS HAPABIACTCA IIpaBun
JIM BJIaJeTbIIEM YHUUTOXKEHHBIX JIEKAPCTBEHHBIX CPEICTB B
YIIOTHOMOYEHHBIH OpraH?

(momxrOCT ¥ PMIO HOMKHOCTHOTO JIMIIA, 3AOHUBIIETO MIPOBEPOYHBIH JIACT, TOATHCH, Jarta)

(momxHOCTD ¥ PVIO HODKHOCTHOTO JIMIA FOPUAMICCKOrO JIMIA, IPHCYTCTBOBABILETO NIPH
3aI0JTHCHAH IPOBEPOYHOTO JINCTA, IOJIIHCE, 1aTa)




IMpunoxenue Ne 37
K npukasy PenepanrbHON CITyKOBI
10 Haa30py B cdepe 3ApaBOOXPAHEHUA

)

or (044 Qo1 Ne 3445

®opma

IpoBepoYHBIH JHCT
(cmHCcOK KOHTPOJIbHBIX BOINPOCOB),
ncnoab3yemblii @enepaibHOii citysk00i Mo Hax30py B cdepe 3ApaBOOXPaAHEHHA
H €€ TEPPHTOPHAIBHBIMH OPraHaMH NPH NPOBEeHHH ILIaHOBBIX NpPOBEPOK NpH
ocyIiecTB/JIeHHH (he/iepaibHOro rocy1apcTBEHHOro Haa30pa B cdepe obpamenus
JIEKapCTBEHHBIX CPEACTB
(coGarogenne cyGbeKTaMH oGpamenusi JeKapCcTBEHHbIX CPEACTB
yCTAHOBJICHHDIX TPeGoBaHHIl K POBEACHHIO NOKTHHHIECKHX HcCJIeIOBaHH
JeKapcTBEHHBIX CPEICTB)

(HaMMEHOBaHKe OpraHa, OCYLIECTBIAIOMIErO [IAHOBYIO IPOBEPKY)

1. Bun rocyAapCTBEHHOIO KOHTPOJIA (napg3opa)

2. TlpenMeT IUIAHOBOH MPOBEPKH IOPUAMYIECKMX JIHMI M WHIMBHIYAJILHEIX
npeAnpUHUMATENEeH OrpaHNIUBACTCA 063aTebHBIME TPeOOBaHUIMY, COOIIOICHHE KOTOPBIX
gBIseTcs HAGoNee 3HAYAMBIM C TOUKM 3PEHHs HEJOMNYIICHHUS BOSHUKHOBCHUA yTpO36L
TIpHYMHEHHS Bpe/ia XHU3HH, 3T0POBBIO IPAX/IaH, W3JI0KEHHEIMH B ()OpMeE IIPOBEPOYHOTIO IUCTA
(cricKa KOHTPOJIBHBIX BOITPOCOB).

3. HamMeHoBaHHe HOpPHUIWYECKOro JIHIA, damuiusi, uMs, OTYECTBO (mpH HAJTHYIKH)
WHIUBUTyJIEHOTO npenpHHAMATENS

4. MecTo NpOBE/CHHS IUIAHOBOH IPOBEPKM C 3alONHEHHEM IPOBEPOTHOTO JNHACTA:

5. PexBU3NUTHI NpUKa3a O IIPOBEACHUHU TUTAHOBO#M IIPOBEPKH: OT
Ne

6. YueTHBI HOMep IPOBEPKH 1 fAaTa IMPUCBOESHYA yIeTHOTO HOMEpa NPOBEPKH B EnuHOM
peectpe IIPOBEPOK:

7. JOMWKHOCTB, (aMUIMA ¥ WHUIHKAJIBI JOIDKHOCTHOIO mina (JIar), nposozmmero(nx)
TUIAHOBYIO IPOBEPKY:

1. ;

2. , ;

8. ITepedenb BOIPOCOB, OTPAXKAIOIINX CONEPKAHUE o6s13aTeNIbHBIX TpeOOoBaHH, OTBET Ha
KOTOpBIE OJHO3HAUHO CBHUIETENHCTBYET O COBIIOIEHHH WIH HECOOMIOAECHUN IOPUIUICCKIM
JIMLOM, UHIUBHIYaJbHBIM IIPEANPHHAMATENICM 00s3aTeNIbHBIX TPeOOBaHMH, COCTABILAIOIIIX
npeaMeT IIPOBEPKH:
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PexBH3UTBI BobiBog 0
Ne Bonpochl, oTpaxarommue HOPMATHBHOI0 NIPaBOBOI0 BBINOJTHEHHH
n/n coaepkaHue 00s3aTe/ILHBIX aKTa, ¢ YKa3aHHEM HX TpedoBaHmil
TpeboBanmii CTPYKTYPHBIX €HHHII, aa HeT
KOTOPBIMH yCTAHOBJICHBI
obs3aTebHbIE
TpeOOBaHUSA

®enepanbublii 3akon ot 12 ampeas 2010 r. Ne 61-@3 «006 obpameHHH JIEKAPCTBEHHBIX
cpeacTe» (CoGpanue 3akonoaarebcTBa Poccniickoit ®enepanun, 2010, Ne 16, ct1. 1815; 2016,
Ne 27, cr. 4283) (manee — 61-03); IlpaBmia Haprexamed JabopaTopHOH NPaKTHKH,
yTBepKIeHHbIE NPHKa3oM MHHHCTEPCTBa 3/PaBOOXPAHEHHUS Poccmiickoii  Peaepanuu
or 1 anpeas 2016 r. Ne 1991 (3aperncTpupoBaHo B MHHHACTEPCTBE HOCTHIHH Poccuiickoit
®enepannu 15 aBrycra 2016 r., perucTpanMoHHbIiH Ne 43232) (nanee - [IpaBuiia nagexame
JabopaTopHoii NPAKTHKH),

1. TpeGoBaHus K HCNBITATEILHOH J1a00paTOPHH H MEPCOHATY HCNBITATEJbHOIH JJa0opaTopHH,
cHcTeMa ofecrmedeHHs KA4ecTBA AOKJINHHIECKHX HCCJIe0BAaHHI

1.1

HcnbiTaTenpHas na6opaTopnx HMEET JIU IIOMENICHU U 30HbI JJIs:

HM30JISIMH, o0ecreueHus

yacTh 3 crateu 11 61-D3;

COXPaHEHHs COCTaBa U IyHKTHI 2, 5 IIpaBun
KOHIIEHTpallH, YUCTOTHI U Hazyiexamei 1abopaTopHOH
CTaOMIIBHOCTH TECT-CHCTEM? IPaKTUKH

H30JLIIMH, 00eCTICUCHUS
COXpaHEHHUS COCTaBa U
KOHIIEHTPAIHH, YACTOTHI K
cTabHIBHOCTH 00pa3oB?

yacTh 3 crate 11 61-D3;
IyHKTHI 2, 5 IIpaBun
HaJuIeKalnei tabopaTopHOH
IPaKTHKH

H30JAIIHH, 00ECIICYECHUS
COXpaHEeHHs COCTaBa H
KOHIIEHTpAIlMH{, YUCTOTHI 1
CTaGHIBHOCTH IPO6?

yacThb 3 crarbu 11 61-D3;
ImyHKTHI 2, 5 [IpaBun
HauIexainei 1abopaTopHOi
IPaKTHKH

U30IISLHH, 00ecTIeueHUS
COXpaHEHHU COCTaBa U
KOHIICHTpPAIMH, YUCTOTHI U
CTaGHIILHOCTH pacTBOPUTENCH?

yacTh 3 craTei 11 61-D3;
IyHKTHI 2, 5 IIpaBun
Hajexamei sabopaTopHOiH
IIPaKTHKA

1.2

Tecr-cucreMsl, 06pa3111;1 H paCTBOPUTEA TPOMAPKHPOBAHBI JIM C YKa3aHUEM.

cocrasa?

nyekT S [Ipasun
HajyIexaniei 1aboparopHOM
IPaKTHKA

KOHIIEHTpanuu?

nyHKT 5 [Ipasun
HaJIexalei 1abopaTtopHOH
PaKTHKA

CpOKa roXHoCTH?

nyHKT 5 [IpaBun
HajJIexaiei 1abopaTopHOn
IPaKTHKH

0CcOOEHHOCTEH XpaHeHHs !

myHKT 5 [IpaBun
HajUIeXareit 1abopaTopHOH
IPaKTHKH

HCTOYHHKA ITOTyIeHUsA?

nyHKT 5 IIpaBun
Haulexainei 1abopaTtopHOH
IIPaKTHKA
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JaTHl IPUTOTOBJICHUS? nyHKT 5 [IpaBun
HaJIexalnei 1abopaTopHOH
MPaKTHAKH

cTabHIEHOCTH? nyHkT S [pasun

HaJUTeXaInei nabopaTopHOH
IPaKTHKH

1.3 | 3am0KyMEHTHpPOBaHBI JIK BCe 3Tambl | MyHKT 5 [IpaBun
H BHJIEI OOPAIIeHHs] TECT-CHCTEM, HajuIeXKaineit mabopaTopHOH
006pas31oB cpaBHEHH, 06pa3NoB, TPaKTHKH
1po6, pacTBopuTeNnei?

1.4 | PykoBomuTeneM UCIBITATENbHON IYHKT 6, HOAMYHKT «O»
J1ab0opaTOpHH YTBEPKICHEI JIH nyHkra 9 [IpaBun
CTaHJIapTHBIE OIIEPAIlMOHHEBIC HaJUIeXaIeH 1abopaTopHOH
TpOLIeAyPBI TOAPOOHO H IPaKTHKU
IIOCJIEOBATENBHO
peryiaMEHTHPYIOIIHE ITOPATOK
NPOBEACHU TOKIHHIYECKOrO
HCCIIEIOBAHUS WIH NOPAIOK
OCYILIECTBIICHHUS IIPOLIEYD, HE
OIIMCAaHHBIX NOJPOOHO B IPOTOKOJIE
uccnexopanns (fanee - COITb1)?

1.5 | Vreepxuenusle COIIbI periiaMeHTHPYIOT JIH:

HOCTYIUICHHE, HACHTHHKALKIO,
MapKHpOBKY, 06paboTky, 0T60p
po6, UCTI0NI30BaHKE, XPAHEHHE,
YHUYTO)XXEHHE, yTHIH3AIHIO
HCCIIEAYEMBIX BEIIECTB,
JIEKAPCTBEHHEBIX CPENCTB U
00pa31oB CpaBHEHHS?

HOIIYHKT «a» IIyHKTa 7
[NpaBun HamIeKAaMEH
nabopaTopHOH MPAKTHKH

o6ciyKUBaHHE U TOBEPKY

TOJIYHKT «O» MyHKTa 7

M3MEPHUTETHHBIX TPUOOPOB [IpaBun HapIexKameH
obopynoBaHus? n1abopaTopHOH MPAKTHKH
IPUTOTOBJICHAE PEAKTHBOB, HOAMYHKT «B)» ITyHKTa 7
IIMTATEILHBIX Cpell, KOpMOB? [NpaBun HajIexKamen
71a0opaTOpHOHN MIPAKTHKH
BeJICHUE 3anAceil, OTYETOB H HX HOAMYHKT «T'» IyHKTa 7
XpaHeHue? [IpaBun HaaIeKaleH

1ab0paTOpHOMN NPAKTHKH

COZCP)KaHUE MMOMEIICHUH,

IOMIYHKT «I» IMyHKTa 7

HCIOJIB3YEMBIX [IPH NPOBEACHUH INpaBui HageKaMEH
HCCIeIOBaHUSA ? nabopaTOpHOM NIPaKTHKH
IpHeM, TPAHCIIOPTHPOBKY, TIO/IIYHKT «&» ITyHKTa 7
pasMeIeHue, ONKCaHkME, ITpaBun HagseXKameH

AIEHTH(UKALHIO HCCIENYEMBIX
BEHIECTB M TECT-CUCTEM?

1a60paToOpHOH IPAaKTHKH

BEIIIOJIHEHHE IIPOTOKOJIA
HcClleAoBaHus?

TIOAIYHKT «X» IIyHKTa 7
IMpaBun HaaexKameH
J1a00paTOPHON IIPAKTHKH
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1.6 | BemeTcs JiM KaTajnor AeACTByOmuX | MyHKT 7 [IpaBui
COII ¢ yka3aHHEM MX BEPCHH, IaThl | HajIeXKameH nabopaTopHOK
BCTYIUIEHHUS B CHILY M JIATHI HX TIPAKTAKA
nepecMoTpa?
17 | Uccnenosarteny uMeroT I Ha cBouX | MyHKT 7 IIpaBun
pabourx MecTax KOIHH HajUIeXale 1abopaTopHOH
axTyansHsix Bepeuit COIN? IIPaKTHUKH
1.8 | JlokyMeHTaNbHO NOATBEPXKIACHO JIK | ITYHKT 7 llpaBun
IPOXOJKACHHE MCCIIE0BATEIMU HaJUIeKalnei 1abopaTopHOi
o6yuenns mo COII, B Tom umcne, B | NPaKTHKA
ciTydasx UX mepecMorpa?
1.9 | PykoBomuTenem HCIBITATENbHON 1aG0PaTOPHH HA3HAMCHDI JTH KBATH(UITMPOBAHHEIE!
PYKOBOIHUTENH NOKIMHHYECKOTO TOAIYHKT «I'» ITYHKTa 9
HCCIIeHOBaHUS? [TpaBwi HajIeXKameH
1aGopaTOPHOH MPAKTHKH

Be/yIUI HCCIIEN0BATEND? MOMYHKT «T'» ITyHKTa 9
IMpaBui HaaIexKamen
naGopaTopHOH IPaKTHKH

¥CCIen0BaTent? MOIYHKT «I» IyHKTa 9
Ipaswi HaaIexKamen
nabopaTopHOH MPaKTHKH

OTBETCTBEHHEIH 3a pa3paboTKy nyskt 21 [TpaBun

KOMITLIOTEPH3MPOBAHHBIX CHCTEM? | HajuIexKalleH naGopaTopHOH
IPaKTHKH

OTBETCTBEHHBIN 33 BATHAANUIO myHKT 21 [TpaBun

KOMITBIOTEPH3HPOBAHHBIX CHCTEM? | HAUIEXKaIlIeH nabopaTopHOH
IPAaKTHKHA

OTBETCTBEHHBIH 3a SKCILTyaTalluio nyskT 21 IIpaBun

KOMITBIOTEPH3HPOBAHHBIX CHCTEM? | HaJulexKaleH naGopaTopHO#
MPaKTUKA

OTBETCTBEHHBIH 3a o6cmyxuBanue | MyHKT 21 ITpaBun

KOMITBIOTEPH3UPOBAHHEIX CHCTeM? | HaIUIexalei 1abopaTopHOH
MIPaKTUKA

OTBETCTBEHHBIH 33 CHCTEMY IIYHKT 8, MOJIIYHKT «B»

obecreueHus KayecTBa nyakTa 9 [IpaBun

HCITBITATENLHOM TabopaTopHu? HajUIexarei 1abopaTopHOH
IIPaKTHKH

1.10 | JIunom (MiiaMu), OTBETCTBEHHBIM (OTBETCTBEHHBIMH) 33 CHCTEMY 00ECIIeICHHUS KaIeCTBa

obOecredyeHsl JI:

pazpaborka COII 1 cBOeBpeMEHHBIH
[IepeECMOTD B LENAX UX
aKTyalTH3alyH, ¢ y4eTOM
HAKOIUIEHHOTO OIBITA ¥ HayYHBIX
JOCTHDKEHHHI?

MYHKT 7, IIOAITYHKT «a»
myHkTa 8 IIpaBui
HajUIexane 1abopaTopHoi
MPaKTUKH

nosenenre yreepxaeHHbX COII no
CBEJCHUS NepcoHaa
HCIBITATENIBHOM TabopaTopru 1
CHCTEMaTHyYeCKas IPOBEPKa UX
coboxeHus?

NOMMYHKT «a» IIyHKTa 8
[MpaBu HajIexameH
nabopaTOpHOH MPaKTUKH
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IPOBEIECHUE HHCIIEKIIMH C LIENBIO
HOATBEPKICHHSA COOTBETCTBUS
IPOBOAMMOTO JOKIMHUYECKOTO
ucciaenosanus [IpaBunam
Hauiexatnei maboparopHoi
NpPaKTUKH?

MOJITYHKT «6)» MyHKTa 8
IIpaBwi HaanexKalen
n1ab0paTOpHON MPAKTUKU

MIPOBEICHUE UHCIIEKITNH C IIENBIO
ITOATBEPKIACHHUS JOCTYITHOCTH
MEPCOHAITY, y4acTBYIOIEMY B
IIPOBEACHUH JOKITHHAYECKOTO
HCCIIeIOBaHuUs, IPOTOKONA
uccnenosanusa u COIT?

TIOJIYHKT «0» MyHKTa 8
[TpaBun HagnexameH
nabopaTopHOM MpaKTHKU

IIPOBEJICHNE HHCIIEKITHH C LIENTBI0
HOATBEPXKICHUA (pakTa
cobyroieHus IPOTOKOTIa
JOKJIMHHYECKOr0 HCCIICIOBAHMU?

HOJMYHKT «0» ImMyHKTa 8
[IpaBun HajuIeKaILIEH
nabopaTopHON IIPaKTHKH

NPOBEACHHE HHCIIEKIUH C LEJIBIO
HOATBEPXKICHUS (pakTa
cobmonenus COII opranuzamun?

MOAITYHKT «0» ITyHKTa 8
[IpaBun Haznexamei
nabopaTopHOH NPaKTHKH

HMPOBEPKa 3aKTIOYUTENBHBIX
OTYETOB Ha COOTBETCTBHE
HEpBOHAYATBHBIM JaHHBIM O
JOKJIHHHYECKOM HCCIICAOBAHUH C
MOCTIEAYIOUIMM COOOIIEHHEM O
pe3ynbTaTax pyKOBOJUTENIO
HCIIBITATENBHOM
nabopaTopuu/vuccieioBaHus B
ITHCEMEHHOM BHIE?

HOMITYHKTBI «BY», «T'»
nyHkTa 8 [IpaBun
Hajutexarei mabopaTopHoH
TPaKTHKH

MOATOTOBKA U MOAIIACAHUE TI0
pe3yibTaTaM IpoBEpKU
3aKIIOUECHHUA?

HOAIYHKT «I» IMyHKTa 8
IIpaBui Haamexawmen
1ab0paToOpHON IPAKTHKH

1.11

[Moareepxnena mu KBauKanys
HIepcoHaIa, 33eiCTBOBAHHOTO B
IpOBECHUE JOKIUHUYECKOTO
HCCIIEAOBaHuAA?

IYHKT 2, TOATIYHKT «a»
nyHkta 9 IlpaBun
HaJUIexalne mabopaTopHOi
NPaKTHKH

1.12

OGecneueHo 1 HATTMYHE
060opynoBaHus, CPEACTB U
MAaTepHUaIOB JUISE CBOEBPEMEHHOTO
IPOBEIEHUS NOKIMHAYECKOTO
HCCIIETOBaHUSA?

MOJUTYHKT «a» ITyHKTa 9
IIpaBun Haanexamei
nabopaTopHO MPaKTUKH

1.13

O6ecneueHo M HAJIMYKE
BaJIMJMPOBAHHON CHCTEMBI
IIPOrpaMMHOT0 obecrieueHus,
HE0OXO0AUMOTO JUIsI IPOBEACHHS
JOKJTMHAYECKOT0 MCCIICAOBAHMS?

TOIITYHKT «B» IIyHKTa 9
ITpasun Haanmexamen
nabopaTopHOH NPaKTUKH
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1.14 | Bamupauus nyHKT 21 [TpaBun
KOMITBIOTEPU3UPOBAHHEIX CHCTEM HaJyIexalneh sabopaTopHO
OCYIIIECTBJICHA JIX 10 Ha4asa e IIPaKTHKHA
9KCIUTyaTalluy ¥ IPOBOJUTCS B
COOTBETCTBHH C IUTAHOM,

YTBEPKIACHHBIM PYKOBOAUTEIEM
HCIBITaTeIbHOU TaGopaTopun?

1.15 | 3ameHa pyKoBoOHTENSA HOAITYHKT «T'» TyHKTa 9
JTOKJIMHHYECKOTO MCCIIEA0BaHMUS, [TpaBun Hagnexamen
BEIYIIEro uccienoBarels, nabopaTopHOH IPaKTHKA
HCCJIEIOBATEIS OCYIIECTBICHA JIH
PYKOBOJHUTEIEM UCIIBITATEILHON
1abopaToOpUH, COTIaCHO
cootBeTcTBYromei COII?

1.16 | ObecneueHa i1 opraHu3aus IIOJIIYHKT «JI» IMyHKTa 9
JOKYMeHT0000pOoTa, COTJIacHO ITpaBun Hagnexamei
cootBercTBytomeii COII? nabopaToOpHOH MPaKTHKH

1.17 | PyxoBoauTeNneM HCIBITATENLHOM IOMITYHKT «€» IYHKTa 9

nabopaTopun obecnedeHo IH
B3aMMOJCHCTBHE MEXIY
PYKOBOJUTENEM HUCCICAOBAHHUS,
BEeyIIUM HCCIIEIOBAaTENEM 1
HCCIIe[OBATEIAMH ?

[IpaBun HagnexKamen
nabopaTopHOH MIPaKTHKH

1.18

PYKOBOI[I/ITGJ'IeM JOKJIMHUYECKOTO UCCIICTOBAaHUA o0ecIe4eHo JIu:

YTBEpKJIECHUE IPOTOKOJIA
HCCJICIOBAaHMs, H3MEHEHHI H
JOIIOJIHEHUH?

TOIITYHKT «a» myHKTa 10
[IpaBun Hagnexammen
nabopaTopHOH MPaKTHKH

pacrpenenenue o6s3aHHOCTEH
MEXIY MCCIIeOBATEIIAMHA?

MOAMYHKT «O» myHkTa 10
[TpaBun HapnexKaIen
nabopaTopHON MPaKTHKH

CBOEBPEMEHHOE IIPENICTABICHHUE
JIMIAM, OTBETCTBEHHEIM 33 CHCTEMY
obecrieueHua KauyecTBa, KOIMUU
IPOTOKOJIA UCCIIEAOBAHHUS,
W3MeHEHH U JOTOTHEHHH?

MOAIYHKT «B» ITyHKTa 10
[IpaBun Hagmexamen
nabopaTopHO IPaKTHKH

IIpeICTaBJICHHE MCCIIe0BATEIIM
MIPOTOKOJIA HCCIIEIOBAHHUS,
HU3MEHEHHH, CTaHIapTHRIX
OIlEpallMOHHBIX IPOLIEXYD,
OTHOCSINMXCS K JOKIMHAYECKOMY
HCCIIeJOBaHUIO?

HOIITYHKT «r» myHKTa 10,
yskT 11 IIpaBun

Hajyiexammei nabopaTopHoH

IPaKTHKH

coOJTIOIeHHE MPOLEAYP, YKa3aHHBIX
B IIPOTOKOJIE UCCIIEIOBAHHUSA?

MOIITYHKT «» MyHKTa 10
[IpaBun Hagnexamen
n1abopaTOpHON NMPAKTHKU

JOKYMEHTHPOBaHHE THOOBIX
OTKJIOHEHHMH OT IIPOTOKOIA
HCCIICIOBAHUS BIIUAIOMHKX Ha
Ka4eCTBO H JOCTOBEPHOCTH
HCCJIEJOBAaHUS U NIPUHATHE
KOPPEKTUPYIOIHX Mep?

MOAMYHKT «J» ITyHKTa 10
[TpaBun Hajpnex)alIeH
nabopaTopHO MPaKTHKH
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JIOKYMEHTAIbHOE OQOPMIICHHE U
PETHCTpAIHs BCEX TOJyYEHHBIX IPH
NpOBEICHHH JOKIHHHIECKOTrO
HCCIIE{OBAHMS HCXOHBIX JaHHBIX?

MOAIYHKT «e» ImyHKTa 10
[TpaBui1 HajUIeKAIIEH
nabopaTopHOH IPAKTHKH

IPOXOJKJICHHE BANIANNH
KOMITBIOTEPU3HUPOBAHHBIX CHCTEM,
HCIOB3YEMBIX B JIOKJIMHAYECKOM
HCCJIENOBAHUH?

HOIYHKT «K» IyHKTa 10
ITpaBut HaIeKAIESH
naGopaToOpHOI IIPaKTHKH

noAnMcaHue 3aKMOYNTCIIBHOIO

TIOAMYHKT «3» MyHKTa 10

oT4eTa JOKJIMHAYECKOro [Ipapui HajIexXaImeH
HCCIIeAOBaHHUA? nabopaTopHOH MPaKTHKH

1.19 | Bce OTKIOHEHHS OT IPOTOKOJIA HCCIEAOBAHHS:
odopmIteHb! ¥ 000CHOBAHBI JIH myskTsl 11, 19 Tlpasun
HCCIIE0BATENSMH JOKyMEHTAIBHO? | Hamyexammel nabopaTopHOH

IPaKTHKH
TIepeaHs! TH PyKOBOIHUTENIIO myskrst 11, 19 Tipasmr
pccienoBanus U (W) BEAyIIEMY 4 196 .
ACCJIE0BATENIO UIsl COrTIaCOBaHMS HajUIeALlel JIA00PATOPHOM
¢ COXpaHeHHEeM UCXOHBIX NaHHBIX? HpaKTHIH

1.20 | HccnenosareneM obecneyeHa I myHKT 11 [TpaBun
CBOEBpPEMEHHAA ¥ TOUHAA HaJyiexanen 1abopaTopHoOi
peTUCTpanys MOTYUEHHBIX NaHHBIX, | MPAaKTHKH
HX JIOCTOBEPHOCTDH H
0OBEKTHBHOCTE?

1.21 | ObecnieueHo 11 COOTBETCTBHE nyskT 12 Hpasun
OMeIeH i, peHa3sHAYEHHBIX JUIA | HayexarneH nabopaToOpHOH
NpOBeIeHUS JOKIMHAIECCKAX TIPaKTHKHA
AcCleA0BaHuiA, TPeOOBaHUAM
CaHHTApHO-OIHIEMHOIOTHICCKUX
IPaBII H THTHEHAYESCKHX
HOPMaTHBOB?

1.22 | IlpoBomurcs nu:
TEXHUYECKOE 00CTy KUBAHHE nyHkt 14 [TpaBun
06opy0BaHus, HCIIOIB3YEMOTO IIPH HaJUIeXalei 1abopaTopHOi
NPOBEACHUH JOKIHHHUIECKOTO TIPaKTHKA
HCCIIEOBaHUSA?
NpOPHIAKTHIECKHIH OCMOTP nyHKT 14 ITpasmi
060pyH0BaHHS, HCIIOIE3yEMOrO IPH HajIexarei 1aboparopHoi
IIPOBEICHAH JOKITHHAIECKOTO TIPaKTUKH
HCCIeOBaHUA?
Kau6poBKa 060pynOBaHHS, nyskt 14 IIpaBun
HCIIOJIB3YEMOTO TIPH IIPOBEICHUN HajyuIexaleit 1aboparopHoO#
JTOKTHHHYECKOTO MCCIIeIOBAHMUS? MPaKTHKH

1.23 | ObecmeueHo 1 COOTBETCTBHE nyskt 14 TTpasun

o6opynoBaHus, HCTIOIB3YEeMOro IIPH
IpoBeICHUH JOKIHHUIECKOT0
HCCICIOBaHHUs, BUAAM ITPOBOJIHUMBIX
HCCIeI0BaHUH?

HazpIexamei 1aboparopHO#
IIPaKTHKH
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1.24 | CorpynHuk, Ha3HaYEHHBIH nyHKT 15 [IpaBun
PYKOBOJHUTENEM HCIBITATEIBHON HaJuIexaInei 1aboparopHoi
nabopaTopuu, pErHCTPUPYET JIK B MPaKTHKA
paboueM xypHasie HHYOPMALHIO O
MOJY4YEHUH TECT-CHCTEM?

1.25 | Hcnons3yeMele B HCCIEI0OBaHIH nyHKT 15 IIpaBun
TECT-CUCTEMBI IPOMAaPKHPOBAHBI HaJyTeXaIei 1abopaTopHOH
m? IPaKTHKHI

1.26 | )KuBoTHBIE, pacTUTENHHEIE myHKT 16 [TpaBun
HCIBITATEIILHEIE CHCTEMEI, HazJeXxame# 1adboparopHoii
MOCTYTIHBINKE AJIA IPOBEICHUS IPaKTHKH
JOKITHHHYECKOTO MCCIIEAOBAHUS,

H30JIMPOBAHBI JIL B COOTBETCTBHH C
COIlI?

1.27 | Ob6ecnieueHo U UCIIONIb30BAHUE B nyHKT 16 [TpaBmn
HCCIIeIOBaHUH XHUBOTHBIX, HaJuIexaei tabopaTopHOH
PaCTHTENBHBIX HCIIBITATEIBHBIX IPaKTHKH
CHCTEM, COOTBETCTBYIOIIHX BUIY H
LEJIAM JOKITHHUYECKOTO
HCCIIEAOBAHUI?

1.28 | HcobITaTenbHBIE CHCTEMBI, IOPAXXEHHBIE GOJIE3HBIO WITH MOBPEXKACHHEIE IIPH
IPOBEJEHUH JOKIHHHYECKOTO HCCIISOBAHHS:

U30JIMPOBAHBI JTH? nyHKT 16 [TpaBun
HayIexanei tabopaTopHor
NPaKTHKH

HCCIIEZIOBAHEI JIX B COOTBETCTBHU C | MHKT 16 IIpaBun

COII? HaJIexamei 1abopaTopHOi
IIPaKTHKH

1.29 | ObGecneueHa v aganTanus, B nyHkT 16 ITpaBun
cootBercTBuH ¢ COII, HaJuIexalne# naboparopHoii
O6MONIOTUYECKUX UCIBITATEIbHBIX [IPaKTUKH
CHCTEM K YCIIOBHSAM
JOKJIMHUYECKOTO UCCIICAOBAHUS
niepeJi IIEpBbIM BBEACHHEM ?

1.30 | BuBapwii, HCITONTB3yEMBIH AT nyHKT 17 IpaBun
9KCIIEPUMEHTATBHBIX HaJUIexamei maboparopHoi
HCCITeZIOBaHHI, OTBEYAeT JIK MPaKTHKA
CaHUTapHO-3ITUAEMHOIOTHYECKHM
TpebGoBaHHIM?

1.31 | Kopma, o6opynoBanue u uHBeHTaph | MyHKT 17 IIpaBun
IJIs yXOJia 33 XKUBOTHBIMH XpaHATCA | HamJexaien 1abopaTopHoH
T B IOMEIIEHUAX, U30JIMPOBAHHBIX | IIPAKTUKH
OT MECT COEpPKaHMS HKUBOTHBIX?

1.32 | Bee npouenypsl, CBA3aHHBIE € nyHKT 17 IlpaBun

YXOJIOM 3a )KHBOTHBIMH OIIMCAHEI JIH
B COITax?

HaJuTeXalnei nabopaTopHoi
IIPaKTHKH

2. Hponenenne AOKJIHHUYICCKOro HCCJICAOBAHUSA
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2.1 | Jlata Havasa JOKIMHHYIECKOTO nyHkT 4 IlpaBun
HCCIIEOBAHUS COOTBETCTBYET JIX Hazexaiei 1abopaTopHOi
JaTe NONUCAHMS PYKOBOIUTENEM | IIPAKTHKH
JOKIMHHYECKOTO MCCIIEOBAHUS
IPOTOKOJIA MCCIENOBAHHSA?

2.2 | IlpoTokoa JOKIMHHYESCKOTO vacTb 4 crateu 11 61-03;
HCCIIEIOBAHUA COIEPXKUT JIH nyHkT 18 IIpaBun
uH(OpMaIUIO, yCTAaHOBJICHHYIO Hajsexaiei 1abopaTopHOit
nyakTom 18 IIpaBun Hajexamen | NPAKTHKH
nabopaTopHO# IPAKTHKA?

2.3 | U3meneHus, JOMOJIHEHNS B nyukT 19 IIpasun
MIPOTOKOI MCCIICIOBAHUSA Hajyiexainei 1abopaTopHoO
YTBEPXKIEHBI JIM PYKOBOAUTENIEM MPaKTUKH
HCCIeIOBaHus U TIPHOOINEHBI K
IPOTOKOJTY HCCIIEIOBAHHS?

2.4 | KaxgoMy OJOKITHHHUYECKOMY nyHkt 20 ITpaBmi
HCCIIEIOBAHUIO IPHCBOEH JIH Hajjexaiei 1abopaTopHOM
YHHKAJIBHEIH HACHTHQUKAUMOHHBIH | IPAKTHKH
HOMeEp?

2.5 | Bce ucnone3yeMeie B nyskT 21 [TpaBun
JOKJIMHHYECKOM HUCCIIENOBAHUN HaJuIeKalei 1abopaTopHOM
MaTepHaJbl OTIMCAHBI JIH B MPaKTHKH
JIOKYMEHTaX UCCICHAOBAHHUSA C LENIBIO
HX IIPOCIIE)KABAEMOCTH ?

2.6 | B xozne uccrenoBaHud nyHkT 21 IIpasun
BccneoBareieM oOpMIITIOTCS I | Hajuiexamel 1a6opaTopHOH
OTYETHI, COAEPKAINNE NaHHBIC TPaKTHKA
IOJTyJaeMBbIe B XO€
JOKJIMHAYIECKOTO HCCIE0BaHHS,
naty cocrasinenus, @O u moamuck
ACCIeqoBaTeNs?

2.7 | [loxTBepXacHa JIK BaIAOAUMA myHkT 21 IIpaBun
KOMITBIOTEPHON CHCTEMBI, €CITH Hajyiexaneii 1abopaTopHO
OTYET MCCIEAOBATENA COCTAaBIEH B | IPAKTHKHA
3JIEKTPOHHOM BHAE?

2.8 | OGecneueHo I MPOBEACHUE gacte 4 craten 11 61-03

JOKITMHHYECKOT0 MCCIIEIOBAHAS B
COOTBETCTBUH C YTBEPKACHHBIM
pa3spaGoTIHKOM JIEKapCTBEHHOTO
CpelcTBa IUTaHOM (IIpOrpaMMoH,
IIPOTOKOJIOM)?

3. O(l)OpMJIeHﬂe pe3yabTaToB JOKJTHHHYECKOro HCCJICI0BAHUAA

3.1

CocTaBleH 11 3aKJII0YHTEIbHBIH
OTYET O IPOBEACHHOM
NOKJITMHAYECKOM HCCIIEIOBAHUH,
NOANMCAHHbIA PYKOBOJMTEIIEM
JTOKITHHHYIECKOTO UCCIISIOBAHNSA?

yacth 4 crateu 11 61-@3;
nyskT 23 [IpaBun
Hajexantei 1abopaTopHO#
MPaKTHKA
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3.2

JlaTa moanucaHus pyKOBOJIHUTENIEM
JOKJIHHAYECKOTO HCCIIEOBAHHS
3aKJIIOYUTEIBHOTO OTYETa O
IPOBEAEHHOM JAOKIHHUYIECKOM
HCCIIEIOBaHUH COOTBETCTBYET JIH
JiaTte OKOHYAHUS HCCIIEAOBAHUA?

ryHKT 4 IIpaBun
HaJuIexaniel mabopaTopHoH
IPaKTUKH

3.3

3aKIMIOYATENLHBIA OTYET CONEPIKUT
JIM CBEJICHUS, TIPELYCMOTPEHHBIC
myHKToM 22 [IpaBuit Hajnexamen
naGopaTopHOH NpaKTUKH?

nyHKT 22 ITpaBuin
HaJuIexanneh 1aboparopHOH
IPaKTHKH

3.4

W3meHeHus, JONONHEHUA K
3aKIIOYHTENIFHOMY OTUETY
oopMIIEHBI I B BHAE
IPAJIOKECHHUS U TTONMCAHEI
PYKOBOIUTENIEM JOKIMHHYECKOTO
ACCIICAOBAHUS?

nyHKT 23 IIpaBun
HaJuTeXxaiei mabopaTopHoH
HPaKTHKH

3.5

OT4eTHl 0 JOKIHHAYECKOM
HCCIIEIOBAHUH, COCTABJICHHEIE
BEIYIIUM HCCIIEIOBATENIEM,
HCCIIENOBATENSIMH B X0/€
MPOBEICHUS JOKIMHUYECKOTO
HCCIESIOBAHUS, TIOAIIHCAHEI JIX
BEAYIIIUM HCCIICAOBATEIEM U
HCCIICIOBATENIIMH C YKa3aHAEM
®UO u natur?

nyHKT 23 [IpaBun
HaJyIexamel 1abopaTopHOR
IIPaKTUKH

4. Xpaﬂelme JOKYMEHTOB H MAaTCPpHATI0B JOKJIHHHYICCKOI0 HCCJICNOBAHNA

4.1

OGecmeueHo 1 XpaHEeHHEe
JNOKYMEHTOB ¥ MaTepHaIOB
JTOKJIHTHUYECKOTI'0 UCCIIECI0BaHHS B
TIOMEIIEHAIX,, IMEFOIINX

PEXUM OrpaHHYECHHOTO JOCTYTIA,
obecreunBaromux
KOHPUICHIHATIBHOCTD IOTy4acMBIX
MaTepHaJIoB ¥ JAHHBIX?

nyHKT 24 [IpaBun
HaJuIexaiei mabopaTopHoH
IPaKTHKH

4.2

JlocTym X apXUBHBIM JOKYMEHTaM H
MarepuajaM JOKIMHUYIECKOIO
HCCJIEIOBaHUS UMEET JIM TOJIBKO
CIEIHUATBHO YIIOJIHOMOYEHHBIN
pabOTHHUK MCIBITATEIBHON
naboparopuu?

myHKT 25 [Ipasun
HaJIexarei 1abopaTopHOi
IIPaKTHUKH

4.3

JIOKyMEHTBI 1 MaTepHAJIBI
JOKIMHUYECKOTO HCCIIEAOBAHUS,
IIOMELIECHHEIE B apXUB, HMEIOT JIH
0003HaYeHHs B COOTBETCTBHH C
TIOPAIOKOM XpaHeHHs?

nmyHKT 26 IIpaBun
HaJyTe)xaInei mabopaTopHOH
IPaKTHKH

44

OpraHu3aTtopoM JOKIHHHYIECKOTO
HCCIIEIOBAHUA OTIPEETICH I CPOK
XPAaHEHHUs apXUBHBIX MaTePHAIOB?

nmyHkT 26 [IpaBun
HaJyIe)xalnes 1abopaTopHoH
IIPaKTHKH
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4.5

PyKoBOIUTENE HCIBITATENHHON
nabopaTopuu yBEIOMHI JIH B
NUCHMEHHOM (opMe OpraHu3aropa
ZOKITMHHYECKHUX UCCIICNOBAHHH O
HAMEpEHWH YHHYTOXHTh
MaTEpHAIB] H JIOKYMEHTBI
JTOKJITHHAYECKOTrO UCCIIEOBAHMS 10
HCTEUYEHHH CPOKa XpaHeHUA?

myHKT 26 [IpaBui
HajuIexamei 1abopaTopHoi
IPaKTHKH

4.6

YHHYTOKEHHE TOKYMEHTOB U
MaTepHaNIOB JOKITHHUYECKOTO
HCCIIE0BAHMS O HCTEUCHUS
YCTAHOBJIEHHOTO CPOKa XPaHEHHUS,
OCYILIECTBIICHO JIH C IACBMEHHOTO
COINIaCHsl OpraHHu3aTopa
JTOKITMHHYECKOTO HCCIICAOBAHMA?

myHKT 26 [Ipasui
HaJUIexamei 1abopaTopHOM
MPaKTUKA

4.7

[MoaTBepkaeH u GakT nepexadu
apX¥Ba UCIBITATENLHOM
naGopaToOpHH MPaBOIPEEMHHUKY HITH
IIPH €r0 OTCYTCTBMH OPraHU3aTOpy
JNOKJIMHHYECKOTO HCCIICAOBaHus, B
clTydyae NpeKpalleHus A TEIbHOCTH
HACIbITaTeIbHOM 1abopaTopHH 10
HCTEYEHHS YCTAHOBICHHOIO CpOKa
XpaHEeHHs JOKyMEHTOB H
MaTepuasoB JOKIHHHYECKOTO
UcclenoBaHusa?

nyHKT 27 [Ipasun
HaJuIexallei 1abopaTopHOH
IPaKTHKH

(nomxsocTh ¥ ®HO KODKHOCTHOTO JHIIA, 3AII0HABIICTO IPOBEPOYHBIH JIUCT, TOJMHCH, J1aTa)

(Z[OJ'DKHOCTI: 1 ©UO n0/DKHOCTHOrO JIHIA IOPHIXYECKOTO JIHIA, IpUCYTCTBOBABIICTO IIPH

3aII0JIHCHHH ITPOBEPOYHOTO JIHCTA, oAIHNCH, nara)




ITpunoxxerue Ne 38
K npukasy PenepanbHON CITyKOBI
0 HaA30py B cdepe 3ApaBOOXPAHEHHA

or QIT1A0(L N G455

®opma
IIpoBepoYHbIi JIHCT
(CIIHCOK KOHTPOJIBHBIX BOPOCOB),
ucnonb3yemelii @exepaibHol ciy00i Mo Haa30pYy B cdepe 31paBooOXpaHeHHs
H e TeppHTOPHAILHBIMH OPraHaMH MPH NPOBEleHAH IIAHOBLIX NpOBEpPOK NpH
ocylIecTBJIeHHH (heflepajibHOro rocyIapcTBEHHOro Haa30pa B cdepe oGpamenns
JIEKapPCTBEHHDBIX CPEJCTB
(cobaronenne cy6beKTaMu 00paleHAs JIEKAPCTBECHHBIX CpeacTB
YCTAHOBJICHHBIX TPe6OBaHMIl K NPOBEICHHIO KINHHIECKHX HccJie10BaHA
JeKapcTBEeHHBIX NPenapaToB)

(HaMMEHOBaHNe OPraHa, OCYMECTBIIAIONIEro MIaHOBYIO MPOBEPKY)

1. Bun rocyapCTBEHHOIO KOHTPOJIA (Ham3opa)

2. Tlpemmer 1UIaHOBOH TPOBEPKH IOPHIMYECKUX JIHMI H HHIABHUTy aTIbHBIX
TpeApUHAMATeNed OrpaHHINBACTCA 0653aTeIbHEIME TPEGOBaHUAMH, COOIIOIEHHE KOTOPBIX
gBISETCS HAHOONee 3HAYMMBIM C TOYKHM 3PEHHS HENOIMYIUCHHS BOSHUKHOBEHHS YIPO3BI
MIPUYMHEHNS BPe/ia KU3HH, 3/0POBBIO IPAXKIAH, H3TOXECHHBIMU B ¢opMe IPOBEPOYHOTO JIMCTA
(CTHCKa KOHTPOJIBHEIX BOMIPOCOB).

3. HauMmeHOBaHHe IOPHAMYECKOTO IHIA, (aMuius, HMs, OTICCTBO (IpH HATHIUH)
HUHIUBHIYaTbHOTO npexnpHHAMATES:

4. MecTo TNpOBEEHHS IUIAHOBON IPOBEPKHM C 3AllONHEHHEM MPOBEPOTHOrO JIMCTA.

5. PeKBM3WTHI IPHKa32 O IPOBEICHHH IJIAHOBOH IIPOBEPKH: OT Ne

6. YueTHbI! HOMEp POBEPKY U 1aTa IPUCBOCHUA yIETHOTO HOMEpa IIPOBEPKHU B EnvHOM
peecTpe IIPOBEPOK:

7. JomKHOCTh, GaMIIia ¥ UHULHANEI JOJDKHOCTHOTO JIMIA (i), TpOBOAAMIEro(Ux)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. ITepedyeHs BONPOCOB, OTPAKAIOMINX CONEPKAHNE 06s3aTeNbHBIX TpeOOBaHMid, OTBET HA
KOTOpBIE OHO3HAUHO CBUETENECTBYET O COOJIIONEHUH WIH HECOONIONCHUH FOpUANYECKUM
JIHIIOM, MHIMBHAYaTbHBIM NPEAIPHHUMATENEM 0033aTeNbHBIX TpeGoBaHMi, COCTABIAIOIINX
IpeaMeT NPOBEPKH:
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PexBH3HTHI HOPMATHBHOI'0 BeiBoga o
Ne Bonpocsbl, oTpakaiomme IPABOBOro aKTa, C BBINIOJIHCHHH
n/n coepkanne 00653aTeILHBIX yKa3aHNeM HX CTPYKTYPHBIX TpedoBaHmil
TpeboBaHMii eIMHHIl, KOTOPbIMH na HeT
yCTaHOBJIEHBI 00s3aTe/IbHbIE
TpeboBanus

Pemenne CoBera EBpasmiicioii Jkonomadeckoii Komuccnu ot 3 gosOpsn 2016 r. Ne 79 (nanee —
IIpaBuia HagIexamed KIMHHYECKOH NMPAKTHKH EAJC); ®enepaabubiii 3akon oT 12 anpeas
2010 r. Ne 61-®3 «O6 oGpamennn JexapcrBeHHbIX cpencTs» (CobpaHHe 3aKOHOAATENBCTBA
Poccmiickoii ®emepanmun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283) (manee — 61-D3);
®enepanbHEIii 3aKoH 0T 21 HosOps 2011 r. Ne 323-®3 «O06 ocHOBax OXpaHbI 30POBbA IPAKIAH B
Poccniickoii ®enepanum» (Cobpanue 3aKoHofaTenbcTBa Poccuiickoi ®enepamnn, 2011, Ne 48,
cT. 6724; 2017, Ne 31, ct. 4765) (nanee - 323-®3); IIpaBnia akkpeauTaUHH MCIUIMHCKHX
OpraHH3amuii HA NPaBO NPOBEICHHS KIHHHYECKAX HCCICNOBAHNUI JEKAPCTBEHHLIX NpENapaTon
VISl METHIMHCKOT0 IIPHMEHEHHS], yTBepKIeHHbIe mocTanoBIeHneM IIpaBuTenbcTBa Poccniickon
®enepanun ot 3 cenraéps 2010 r. Ne 683 (Cobpanne 3aK0HOAATENBCTBA Poccuiickoii @enepanum,
2010, Ne 37, ct. 4697; 2012, Ne 37, cr. 5002) (nanee — IpaBui1a aKKpeAUTANHA MeIHIHHCKAX
OpraHH3auuii HA NPaBO MPOBEACHAA KIMHHYECKHX HCC/IeI0BAHNAN JeKAPCTBEHHEIX NPENnapaTon
IS MeTUIMHCKOro MpHMeHeHns); THIOBbIe NpaBHia 00f3aTEJIbHOIO CTPAXOBAHHS KHU3HH H
300POBbS NAIMEHTA, YYaCTBYIONIEro B KIMHHYECKHX HCCIEIOBAHHUAX JCKAPCTBEHHOIO
npenapara, YTBepxIeHHbIe mocTaHoBieHneM IIpaBHTenbCTBA Poccumiickoit Peaepanmu
ot 13 cenrabps 2010 r. Ne 714 (CoGpanme 3aK0OHOZATEJILCTBA Poccuiickoii ®exepauun, 2010,
Ne 38, cr. 4832; 2014, Ne 43, c1. 5892) (nanee — TunoBeie MpaBuJIa 0083aTeJHLHOr0 CTPAXOBAHHA
JKH3HH ¥ 3I0POBhLH NMALHEHTA, yIaCTBYIOMEro B KIMHHICCKHX HCCIEI0BAHHSX JCKAPCTBEHHOI0
npenapata); IlpaBuia HajIexameii KJIMHHYECKOH NPAKTHKH, YTBEpXKICHHbIE MNPHKAIOM
MusnncTeperBa 3apaBooxpanenns Poccuiickoit @exepanun ot 1 anpeas 2016 r. Ne 200u
(3aperucTpupoBano B MunucrepcrBe 0CTHIHAH Poccniickoii ®exepaunn 23 asrycra 2016 r.,
perncTpanuonnbiii Ne 43357) (aanee - IlpaBmaa HauIeKamell KIMHAYECKOH IPAKTHKH);
IIpaBnia HajIeXxamed IPON3BOACTBEHHOH NPAKTHKH, yTBEPKACHHbIC IPAKA3OM MuHHCTEPCTBA
npoMbInUIenHocTH M Toproam Poccmiickoit ®enepanum 0T 14 mons 2013 r. Ne 916
(3aperucTpupoBano B MHHHCTEPCTBE IOCTHIHH Poccniickoii ®egepanuun 10 centabpa 2013 r.,
perucrpaunonnbii Ne 29938) (1asee — IIpaBnia HAVIeKamel IPOM3BOACTBEHHOH NPAKTHKH);
Mopsok ocymecTBieHHs (APMAKOHA/I30Pa, YTBEPHKICHHBIH NPHKA3OM Poc3apaBHaa3zopa
ot 15 deppans 2017 r. Ne 1071 (3aperncTpHpoBaHO B Munncreperse octunun Poccuiickoi
®egepanun 20 mapTa 2017 r., perucrpaunonnbiii NeNe 46039) (nanee — Ilopsaaok ocymecTB/ICHHS
dapmaxoHaa30pa)

aa HET

1. O0mue moJI0KeHUs

1.1 | Yupexnenue akkpeAUTOBAHO JIH Ha gacts 7 crated 38 61-03;

IIpaBO MPOBEACHUSA KIMHAYECKHUX [TpaBusa akKKpe UTAIUH

HCCIIeIOBAaHUH TeKapCTBEHHBIX MEIMIMHCKHX OpraHu3alui

TIpenaparoB A MEJUIMHCKOTO Ha MPaBO [IPOBEICHHS

pUMeHEHUs? KIMHAYECKHIX HCCIEIOBAHUHA
JNIEKApCTBEHHBIX NIPENIapaToB
JUISL MEUITHHCKOTO

NIPUMCHEHHS
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1.2 | Knmuaugeckoe uccienqoBanue 9acTh 4 cTathu 38, yactH 1, 2
JIEKapCTBEHHOIO IIpenapara cratbu 39 61-03;
[IPOBOJUTCS JIA B YIPEXKICHUHN HA IYHKTHI 5, 6, 21 IIpaBmn
OCHOBaHHH pa3pelICHNs Ha HaJyTe)XaIeH KITMHUIECKO#H
IOpPOBENCHHUE KIMHUYECKOTO IPaKTUKH
HCCIIeIOBAHUS, BEIIAHHOTO
MHuHHCTEPCTBOM 3paBOOXpaHEHHS
Poccuiickoit ®enepaunn?

1.3 | Kimuaudeckoe ucciienoBanue qyacth 1 crareu 41 61-®3
JNIeKapcCTBEHHOTO Ipernapara Jyist
MEIVIUHCKOTO IIPAMEHEHUS
IPOBOAMTCS JIX B COOTBETCTBHH C
JoroBopom?

1.4 |JloroBop 0 MpoBeACHNH KIMHUYECKOT0 UCCIIEIOBAHHUS JIEKAPCTBEHHOTrO TIpenapara i

MCOHIIHHCKOTO NPUMCHCHHSA COACPXXHUT JIN:

YCHIOBU:A K CPOKH IIPOBEACHUA
JaHHOTO I/ICCJ'ICI[OBaHI/IH?

IOyHKT «1» gactu 2 crateu 41
61-03

olpeesieHue 001e# CTOUMOCTH
IPOrpamMMEI JAHHOTO HCCIIEIOBAHUSA C
yKa3aHHEM CYMMBI,
IpeaHa3Havaromencs Ui BBIUIAT
HCCJIEIOBATEIIO U
COHCClIeloBaTeIAM?

HOYHKT «2» 9acTH 2 cTaThu 41
61-03

ompezeneHne GOpMEI IIPEACTaBICHUL
pEe3yNbTaTOB JAHHOTO HCCIIEIOBAHKS
B YTIOJIHOMOYEHHBIH (eepaabHbIH
OpraH HCHOJHUTENBHOH BIacTH?

NMYHKT «3» yacTu 2 crathh 41
61-@3

2. HezaBucuMblii 3 THYECKH KOMATET (aajiee

-HIK)

2.1 | Bxopsar mu B cocra HOK nuna, nyHKT 11 ITpaBun
obnanaromyie Heo6X0IMMBIM ONBITOM | Haaexamed KIMHAYECKOH
1 KBaJIMpUKanuel i SKCepTHON IIPaKTHKHA
OL[CHKH Hay4YHbIX, MEIULIUHCKUX U
STHYECKHX aCIeKTOB IIAHUPYEMOTO
KJIMHAYIECKOT0 HCCIIETOBAHUS?

2.2 | HOK ocymecTBaseT 11 CBOIO nyHKT 12 IIpaBun
JEATENBHOCTh B COOTBETCTBHH C HaJyUIeXxalne KITMHIYECKOH
YTBEPXKICHHBIMH UM CTaHAAPTHBIMH | IPaKTHUKA
OIepalOHHBIMH IIPOIIETypaMH
(manee - COII)?

2.3 | COIlst HOK conep>kat jiu, B TOM 4HCIIE:

TpeGOBaHMS K COCTaBYy U
KBaTM(PUKAIUH WICHOB?

nyHKT 12 [TpaBun
HaJUIeXKalleH KIMHHYECKOH
IPaKTHKHU

cBeneHus o6 yupeaurene?

myHKT 12 [paBun
HaJJISKaIeH KIMHHYECKOM
IIPaKTUKH

NOPSJOK OpraHA3alUy IPOBEACHHUS
3acefaHuil?

nyHKT 12 [IpaBun
HaJuIe)xales KIMHIYECKON
TPAKTHKH
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HOPSIOK PACCMOTPEHHS JOKYMEHTOB
M TIPUHATHSA [0 HUM PEIUCHHH?

nyekT 12 IIpaBui
HaJuIe)Kaled KITHHHIEeCKOH
[IPaKTHKH

2.4

B xone npunstas pemenn#i HOK paccMOTPEHSI 1 CIIEAYIOMHE JOKYMEHTHL:

IIPOTOKOJ KIMHHUYECKOTO
HCCIeOBaHuS?

MOJIYHKT «a» IIyHKTa 13,
HOIYHKT (K» IIyHKTa 15
TTpaBun HagmIeXKaIEeH
KJIIHHHYECKOM IIPaKTHKH

GpOLIIOpa UCCIIEN0BATENA?

HOAIYHKT «6» myHKTa 13
[TpaBun HajIeXKanen
KJIHHIYECKOH NMPaKTHKA

UH(OPMALHOHHBIH JTHCTOK
naruenTa?

MOAIYHKT «B» IMyHKTa 13,
HOJIYHKT «T» MyHKTa 15
[TpaBun HagnexXamen
KJIHHWYECKOH NPaKTHKH

cBefieHHs 00 orbITe paboTHI K
KBalH(pHKANK HCCIEN0BATENS 110
COOTBETCTBYIOIIEH CIENMAIEHOCTH,
BKJIIOYAs €ro OIBIT paboThl O
IPOBEAEHUIO KIIMHHIECKHX
HCCIIeAOBaHUH?

HOMIYHKT «T'» ITyHKTa 13,
HOAIMYHKT «6» MyHKTa 15
IpaBwn HaaIexKamen
KJIMHAYECKOH NMPaKTHKA

CBE€JICHUA O MCONIITHHCKHUX
Oprabnm3zanysix, B KOTOpbIX
MPEaToaaracTcs IpoOBECACHUT
KITHHHYECCKOI'O I/ICCJ'ICI_[OBaHI/ISI?

HOMIIYHKT «I» MyHKTa 13
I[TpaBui HaUIEXKAIIEH
KJIHHAYECKOH NPaKTHKA

CBEJEHHS O MPEANOIaraéMbIX CpoKax
NpOBeICHUS KITHHUYECKOTO
HCCIe0BaHuA?

HOIIYHKT «e» IMyHKTa 13
[paBui HajUIeKaMEH
KJIMHIUYECKOH ITPaKTHKA

KOIMsl JOroBopa 00s13aTeIbHOTO
CTpaxOoBaHUSA?

IOITYHKT «X» ITyHKTa 13
ITpaBun HaanexXaleH
KJIHHAYECKOH TIPaKTHKH,
TuroBbie IpaBUiIa
00513aTENBHOTO CTPaXOBaHHA
’KM3HH U 30pOBbs NAIIMCHTA,
Y4JacTBYIOIIETO B
KIHHHYECKHUX HUCCIIEOBAHUAX
JIEKapCTBEHHOTrO IIpernapara

uH(opManys O COCTaBe
JIEKapCTBEHHOTO Ipenapara?

MOMIYHKT «3» MyHKTa 13
[MpaBun HagIeXaIEH
KJIMHUYECKOHN ITPaKTHKU

Mareprabl, COAEpKANE ONIMCAHHE
JeMCTBHH, HAllpaBJICHHBIX Ha
IPUBJICUYCHHE NTAIIHEHTOB, 3I0POBBIX
JI0OpOBOJIBLIEB K YYACTHIO B
KITHHMYECKOM MCCIICIOBAaHUH?

nyHKT 13 IIpasun
HaJuIexKamei KIHHHIeCKON
[IPaKTHKH

NHCbMEHHBIE MaTEPHAJIBI, KOTOPBIC
OyAyT NPEeNOCTaBICHBI y4aCTHUKaM
KJIMHWYECKOTO HCCIIEOBAHMS,
cojieprKaliye B TOM YHCIIE
nHGOPMAHIO O BBILIATAX H

OyHKT 13, IOAITYHKT «1»
nysakTa 15 [paBun
HajUIeKael KIMHUIECKOH
IPAaKTHKH
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KOMINCHCAIUAX YIaCTHHKaM
KIIHHHYCCKOI'O I/ICCJIC,HOBaHI/ISI?

2.5 | Ilpunsteie pemenus HOK nyHKT 14 [IpaBun

3aJJOKyMEHTHPOBAHEI JIH? HaJJIeXamel KIMHUYECKOH
HNpPaKTHKH

2.6 | O60 Bcex mpunaThx pemenusx HOK | mynkr 16 Ipasun
B ITHCBMEHHOM BHJI€ COOOIIAET JIH HaJJIeXale KIIMHHYECKOH
HCCIIE0BATEIO, OpraHNu3aTopy IPaKTHKH
KJIMHHYECKOTO HCCIIEOBAHNS?

2.7 | B xone mpoBeaeHus KuHHYeckoro ucciaenoanus HOK obecneunsaer nu:
neproIu4ecKoe (He pexe OTHOTO HOAIYHKT «B» MyHKTa 15
pasa B roj) pacCCMOTpEHHE ITpaBun HaexKawmeH
JOKYMEHTAIIUH HCCIIeIOBaHUA? KIMHAYECKOM MPaKTUKU
COTJIaCOBAHHKE IIOTPABOK B MPOTOKOJ | MOMIYHKT (K» IMyHKTa 15
KJIIMHUYECKOTO MCCIIEA0BaHMA? [TpaBun Hagnexame

KJIMHHYECKOH NPAKTHKU

2.8 | B cinyuae npuBnedeHUs Ui [MoamyHKT «e» myHKTa 15
NPUHSITHS PEIICHUH JIHL, [TpaBun Hagexamen
obagaromux crnenualIbHBIMI KJIMHAYECKOH IMPaKTUKU
3HAHUSMH B COOTBETCTBYIOIIHX
obnactsx, HOK He momyckaer au uX
K YYaCTHIO B IIPEHUSX U
FOJIOCOBAHHIO?

2.9 | HOK obecneuena nu 3ammuTa npas, nyHKT 10, TOAIMYyHKT «a»
6e30MacHOCTh U OXpaHa 3J0POBbS myHkra 15, mynxt 17 IlpaBun
YYaCTHUKOB KJIIMHHYECKOTO HaJyIekKaIeH KIMHUYECKOH
HCCIICOBaHUA? IPaKTUKU

2.10 | HOK obecrieueHo 1 XpaHeHHe myHKT 18 IIpaBun

JIOKyMEHTOB, CBSI3aHHBIX C
MIPOBEJICHHEM KIIMHAYECKOI0
HCCIIeTOBAaHUA?

HaIIeXame KIMHUYEeCKOH
IPaKTHKA

3. Opranmsauus, 0CymecTBIAIOMAasi IPOBeeHHe KIHHATecKoro neciaenosanus/IOpnaugeckoe
JINI0, HA HMS KOTOPOIr0 BHIIAHO pa3peleHre Ha NPoBeJeHHe KIIMHHYECKOr0 HCC/IeA0BaHHS

3.1 [Ilomyueno nmu pa3spelmeHue vacTh 1 cratbu 39 61-03;
MunncTepcTBa 34paBOOXpaHEHHS IYHKT 21, IOAIYHKT «a»
Poccuiickoii @enepanuu Ha paBo nyHkTa 22 [IpaBun
NPOBEICHHS KIIMHUYECKOro HaJUIe)XaIleH KIHHUYECKOH
HCCIIEIOBaHUS A0 Hayama ero HNpPaKTUKA
MPOBEICHUSA?

3.2 | ObecnedeHo H MpoBEICHHE nyHKTHI 7, 20 IIpaBun
KJITHIYECKOT'O MCCIIEA0BaHMS HaJUIexaIe KIMHHYeCKOH
JIeKapCTBEHHOTO IIpenapara B MPaKTUKU
COOTBETCTBHH C IIPOTOKOJIOM?

3.3 | O60 BceX UBMEHEHHUAX B MPOTOKOI 4acTh 4 cratbu 40 61-03;

KJIMHUYECKOTO HCCIIeIOBaHMs, B
ClIydasix HeoOXOIUMOCTH UX
BHECEHH, coo0maeTcs Jid B

myHKTH! 20, 31 IIpaBun
HaJUIeXKaIeH KIMHUYECKOH
NPaKTHKH




MHHHCTEPCTBO 3PaBOOXPAHCHHS
Poccuiickoit Penepanun?

3.4 | OGecnedeHo u pacipe/ie/eHHE NIpaB | MOAMYHKT «6» MyHKTa 22
H 00s3aHHOCTEH MEXIY BCEMH [TpaBuin HajuIeXKAIIEH
JIMIAMH, yJacTBYIOIUMH B KIMHHYECKOM TPaKTHKH
KIMHHYECKOM HCCIICIOBAaHHH ?

3.5 | YTBepxIeHs! T4 JOKYMEHTHI IO TIOATYHKT «B)» ITyHKTA 22
IOPSAIKY mpoBeeHus KuHrdeckoro | [Ipasu Hajuiexatmel
HcclieA0BaHus, cO0OpY, PETHCTPAllNH ¥ | KIMHHYECKON MPaKTHKA
MpPEICTaBICHHIO JaHHBIX B
COOTBETCTBHH € MIPOTOKOJIOM H
[NpaBunamMu Ha UIEXKaIIEH
KIMHHYECKOH PaKTUKH (Jayee -

COII opranuszaropa)?

3.6 | O6ecneuen ;m nepecMoTp GPOLIIOPHI | MOAIMYHKT «I'» MyHKTa 22,
HCCIIeIOBATEINA IO Mepe MOTyYEeHHS nyHKT 28 [IpaBun
HOBBIX JaHHBIX, HE peXKe 0JJHOrO pa3a | HaJueKaleH KIMHAYeCKOH
Broa? IIPaKTUKH

3.7 | ObecneueHo H NPEIOCTABIICHHE HOAMYHKT «T» IYHKTa 22
aKTyaJbHOM pelaklnH OPOLIIOPEI [NpaBun Hajexamen
uccienosareimo 1 HOKy? KJIHHIUYECKOM MPaKTHKU

3.8 | ObecnedeHo 1¥ BHEAPEHHE H HOIMYHKTEI «», «p» MYHKTa
nojepxanue cucteM obecriedeHns u | 22 Tlpapwun Hauexanei
KOHTpOJIs KAYeCTBA B COOTBETCTBHH C | KIMHAYECKOH MPAKTHKH
COIl oprarusaropa?

3.9 | Iosy4eHO /M COrIacHe BCEX IOJMYHKT «€» MYHKTa 22
NPHUBJICYCHHBIX K YYaCTHIO B [MpaBwn HaIexammei
KITMHAYECKOM HCCIIEJOBAHNM CTOPOH | KJIMHMYECKOH MPaKTHKH
Ha IPEIOCTABICHHE IIPIMOTO I0CTyIa
KO BCEM JaHHBIM KJIMHHYECKOTO
HCCIIeIOBaHNUS, HEOOX0MIMOe JUISt
1eneii MOHUTOPHHTA M ay/TUTa
Ka4ecTBa MPOBEACHHUS KIIMHUYECKOTO
HCCIICIOBAHUA?

3.10 | Hasuauens! 11 Jiuna, obaanaroinue NOAMYHKT «OK» IMyHKTa 22
cooTBeTCTBYIOIEH KBanupukanuelt, | IIpasun Hagexame#
JUIs OKa3aHUS KOHCYIbTaTHUBHOM KJIIMHAYECKOH NMPaKTHKH
TIOMOIIM HCCIISAOBATENAM?

3.11 | Obecneyena nu HOITYHKT «3%» MyHKTa 22
KOH(HUACHIHUATBHOCTD TMYHBIX [1paBun HagIexamen
JAHHBIX YJaCTHHKA MCCIEAOBAHUS KJIMHUYECKOH MTPaKTHKH
NOCPEACTBOM HCIIOIb30BaHUA
IPUCBOEHHOTO EMY
UICHTH(IKAIMOHHOI0 Koaa?

3.12 | ObecnedeHo /1K BECHHUE HOAITYHKT «H» ITyHKTa 22

HHIUBUAYJIHHON PErHCTPAlMOHHOM
KapThl KaXI0r0 YYaCTHHKA
KIHHAYECKOTO HCCICIOBaHHA?

[MpaBw1 HajUIEKALIEH
KJIMHAYECKOH TPaKTHKH
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3.13

CopMupoBaH JI1 HE3aBHCHMBIH
KOMHTET 110 MOHUTOPHHTY JAHHBIX
JUIS OLIEHKH TIPOBOJIUMOTrO
KIMHAYECKOTO HCCISAOBAHNSA?

TIOMYHKT «K» ITYHKTa 22
IMpaBuit HajaIeXKaIeH
KJIHHIYECKOH NMPaKTUKA

3.14

O6ecriedeHo i XpaHEHUE
JIOKYMEHTOB, OTHOCSIIHXCS K
KIHHAYECKOMY MCCIICOBAHHUIO B
TeYeHHE YCTAHOBJIEHHOTO CpoKa?

IOMIYHKT «J1» ITyHKTa 22
ITpaBui HagsexKaleH
KJIMHHUYECKON MPaKTHKH

3.15

B ciydae npekpamieHus
KJIMHAYECKOM pa3paboTKu
HCCIEAYEMOTO JIEKapCTBEHHOTO
npenapara cooOmeHo i 06 3ToM
BCEM YYACTBYIOIINM B KIHHAYECKOM
HCCJIeIOBAHHYU CTOPOHaM?

TOIIYHKT «M» IYHKTa 22
TTpaBw HagIexKamei
KJIMHHYECKO# IIPaKTHKU

3.16

Bce nmuna, npuBieYeHHBIE K
IIPOBECHHUIO TI060r0 U3 3TAloB
KJIMHUYECKOTO UCCIICIOBAHMUA,
0061a7a10T I COOTBETCTBYIOLIEH
KBaTHpHKaueH?

TIOAIYHKT «I1» ITyHKTa 22
[MpaBun HagJeXKameH
KJIHHUYECKOH MPaKTAKA

3.17

OpraHnsaTopOM KJIMHUYECKOTO HCCICAOBAaHHU WIH IPUBJICYCHHBIM UM IOPHAAYCCKUM JTHIIOM
IIpH HCIO0JB30BAHNH 3JIEKTPOHHBIX CHCTEM JUIA pa60TI>I ¢ JAHHBIMHA KJIHHHAYECCKOI'O
HCCIICAOBAHUS U (I/IJ'II/I) SJIEKTPOHHBIMH CUCTCMaMH YAAJICHHOTO JOCTYIIa K YKa3aHHbBIM JaHHbIM:

JIOKYMEHTAIEHO OGOPMIICHO JTH
COOTBETCTBHE CHCTEM JNIEKTPOHHON
06paboTKY JaHHBIX TpeGOBaHHAM K
IIOJIHOTE, TOYHOCTH M HaJICKHOCTH
JaHHBIX, @ TAKXKE CTabUIBHOCTD
JOCTHXEHHS TpeOyeMoro pe3yibrara
(nanee - BaMaMs JaHHBIX)?

TOIIYHKT «a)» IMyHKTa 23
TMpaBun HagseXKaieH
KJIMHUYECKOH IIPaKTUKH

yrBepxaens! mu COITbr
HCTIOIB30BAHHS 3IEKTPOHHBIX
cucrem?

HOIMYHKT «O» IMyHKTa 23
[MpaBui HapJIeXKawIeH
KJIMHAYECKOH IIPaKTHKH

obecneyena i paboTa IEKTPOHHBIX
CHCTEM TaK, YTOOBI IpY U3MEHEHHH
BBEACHHBIX JJAHHBIX BHOCHUMBIC
“3MEHEHHS ObLIH
3a/I0KyMEHTHPOBAHEI ¥ paHee
BBEJICHHBIE JaHHBIE HE OBLIH
yJaJIeHbI?

HOMIIYHKT «BY» ITyHKTa 23
ITpaBi HagIexKameH
KJIMHIYECKOH NMPaKTHKH

obecreveHa M CHCTEMa 3alUTEI
JTAaHHBIX KIIHHHYECKOTO
HCCIEA0BaHNUs, IPEAOTBPALIAIOIIYIO
HEeCaHKIIMOHUPOBAHHEIN JTOCTYI K
JaHHBIM, B TOM 9HCJIE IOCPEACTBOM
YTBEPKICHUS CIIHUCKA JIUL, HMEIOIIHX
JIOCTYTI K JaHHBIM KJINHHYECKOTO
HCCIIEIOBaHUSA ¢ IPAaBOM BHECEHHS B
HUX U3MEHEHHI ¥ PE3CPBHOTO
KOIHPOBAHHUS JAHHBIX?

MOANMYHKT «T'» IyHKTa 23
[IpaBun HagJexKaeH
KJIMHUYECKOH MPaKTHKU
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obecrneyeHa Jii COXPaHHOCTh
MAaCKHPOBKH KJIHHHYECKOTO
HCCIIeJ0BaHNs, TPOBOAUMOTO
CNIENBIM METOAOM, TIPH BBOJE U
06paboTKe JaHHBIX B JIEKTPOHHOM
cucreme?

TIOATYHKT «I» TYHKTa 23
IIpaBun HajyIexawen
KJIMHHYECKOM TTPaKTHKA

3.18 | IMoxareepxaeH mu daxt nyHkT 24 Ipasun
IpeOCTaBJICHHUS HCCICA0BATENIO X HaIeXKaed KIHHHIECKOM
MEMIMHCKOH OpraHu3aliu IPaKTHKH
IPOTOKOJIa KITHHUYECKOTO
uccieloBadus U OpOIIIOPEI B
TeKyedl pefaKliK J0 MOAIHCAHNA C
MEUIIHHCKOM OpraHu3aluei
JIOrOBOpa Ha MPOBEJCHHUE
KJIHHHYECKOTO HCCIICAOBAHMSA?

3.19 | ITomydyeHo M NHCBMEHHOE COTJIACHE UCCIIENOBATENS U YIIOTHOMOICHHOTO JINTA MEAUIUHCKON
OpraHM3aiyy Ha:

NPOBEACHHE KIIMHUIECKOTO MOITYHKT «a» IyHKTa 235

MCCIIEJOBAHUSA B COOTBETCTBHH C ITpaBun HajUIEXKAIIEH

npoTokonoM, [IpaBunamu KIMHAYECKOU IIPaKTHKH

HaJUIeXKanled KIMHAYECKOW MPaKTHKH

1 TpeOOBaHUAMH 3aKOHONATENILCTBA

Poccuiickoit denepannu B chepe

oGpanIeHus JIEKAPCTBEHHBIX CPeACTB?

co0moieHue MpoLEeayphI TIOMYHKT «O» MyHKTa 25

PETUCTPAlH ¥ IPEACTABICHHA [TpaBui HajuIeXKAIEN

JAHHBIX KIMHUYECKOTO KIMHAYECKOH MIPaKTHKA

HCCIeIOBaHUA?

IpOBeJIeHHE MOHMTOPHHTA H ayauTa? | HOINYHKT «B» IYHKTA 25
[IpaBun HajuIeKaLICH
KJIMHAYECKOH MPAKTHKH

XpaHeHHe JOKYMEHTOB, CBA3aHHBIX C | MOMMYHKT «I IHKTA 25

IPOBE/ICHAEM KIMHAYECKOTO [IpaBun HajaIexKaIueH

HCCIIeI0BaHus, A0 TE€X MOp, IOKa KIMHAYECKOH IIPAKTHKA

OpraHu3aTop KIMHHYECKOTOo

HCCIIeI0BaHuUs HE COOOIIHUT

HCCIENOBATENIO ¥ MEAMIIMHCKOM

OpraHHu3al|y, 9TO JaHHbIe

JIOKYMEHTbI MOTYT OBITH

YHUYTOKEHBI?

3.20 | 3axmoucH JU JOTOBOP yacth 1, 14 craten 44 61-D3;

0053aTeIBHOrO CTpaxXoBaHUs pHCKa
NpHYNHCHUSA Bpea KU3HH, 30pPOBBIO
ManyeHTa B pe3yJbTaTe NPOBCACHUA
KIIMHH4YCCKOTO I/ICCJ’IBI[OB&HI/ISI?

myHKT 26 [Tpasmi
Hajulexamei KIMHIIECKOM
IIPAKTHKH,

Turnossle mpasuia
0653aTeIbHOTO CTPaXOBaHHUs
KHU3HH H 3[0pOBBs NALHCHTA,
y4acTBYIOIIETo B
KJIMHHYECKUX UCCIIE0BAHMAX

JICKapCTBEHHOI'O IIperapara
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3.21 | ObecnedeHo 1 COOTBETCTBHE CPOKOB | 4acTh 7 crareh 44 61-D3
JIOroBopa 00s13aTeIbHOro
CTpaxOBaHHUs XKU3HU U 37I0POBbS
IalMeHTa, YIacCTBYIOLIETO B
KJIMHAYECKUX HCCIICIOBAHUAX
JIEKapCTBEHHOI'O Iperapara, CpoKam
IPOBENEHHS KIIMHUYECKOTO
HCCIIEJOBAHHUS JIEKAPCTBEHHOTO
npenapara?
3.22 | IlomydeHo u 3aIOKyMEHTHPOBAHO JIH:
cornacue HOK nHa nmposenenne nyHKT 27 [IpaBun
KJIIMHHYECKOT0 HCCIICI0OBaHUs Ha 6a3e | Hauiexalnei KIHHUYECKOi
MEeIUIMHCKON OpraHu3aiuu? IPaKTHKA
OATBEpXKACHHE Toro, uro HOK B nyHKT 27 [IpaBun
CBOEH NEATENEHOCTH HaJUIeXammei KIMHUIECKOH
pykoBozctByercs [IpaBunamu IPaKTHAKA
HaJylexamei KIMHHYEeCKOR
MIPaKTHKH ?
3.23 | Uccnenyemsle jekapCTBEHHBIE MpEMaparhbl, HCIONb3YEMbIE TPH MPOBEACHUN KIMHUYIECKOTO
HCCIICIOBAHUA:
TIPOU3BEACHEI TU B COOTBETCTBHUH C gacTh 18 crateu 5 61-03;
tpeboBanusamu [Ipasun Hagnexameit | myHKTH 3, 29 [IpaBun
[IPOU3BOJACTBEHHON IIPaKTHKH? HaJUIeXKalei KIMHHYECKOH
TPaKTHKH;
npunoxenne Ne 13 x
IIpaBunam Hagnexamen
IPOU3BOJCTBEHHOMN MPaKTHKH
HMEIOT JIA COOTBETCTBYIONIHE qacTh 18 crateu 5 61-03;
[IOKa3aTeNd Ka4eCTBa, XPaHATCSA U IDyHKTEHI 3, 29 [IpaBun
TPaHCIOPTHPYIOTCSA B COOTBETCTBUH C | HAJUIEXKAIIEH KITHHHUECKON
IIpaBnnamu Hagnexaiei NpaKTUKA | IPAaKTUKH;
XPaHEHUS U NIEPEBO3KH npunoxxerne Ne 13
JIEKApCTBEHHBIX NpenapaToB? IIpaBunam Hagnexamei
IPOU3BOJCTBEHHOMN NPAKTHKH
3aKOJMpPOBaHBl U MAPKHPOBaHbI U B | yacThb 18 crateu 5 61-03;
Henax obecrneueHUss MaCKMpPOBKH? OyHKTHI 3, 29 [IpaBun
HaJUIe)Kaled KIMHHYEeCKOU
IPaKTUKH;
nprioxenne Ne 13
ITpaBunam Hajiexammei
IPOU3BOJICTBEHHOH PAKTHKH
3.24 | Ha nepBH4HYIO H/WJIA BTOPHYHYIO qacTh 8 crateu 46 61-03;

YIaKOBKY JIEKapPCTBEHHBIX
IIpenaparToB, IPeIHA3HAYCHHBIX I
KITAHHYECKHX HCCIICIOBaHUH,
HaHECEHBI JTU HaxmucH: «J{ns
KIMHHYECKHX MCCIICIOBAHIMM»?

nyHKT 29 IIpaBun
HaJJeXallel KIMHHYEeCKOH
MPaKTUKH
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3.25 | Obecneuero ¥ NPUMCHEHHE nmyHKT 30 ITpaBui
CHCTEMBI KOJMPOBaHUS HaJUIeXaIeH KIMHUYECKOM
HCCJIEAYEMOTO JIEKAPCTBEHHOTO paKTHKA
npenapara, BKIrodaronei B cebs
MEXaHHU3M, [TO3BOJISIONINH B
3KCTPEHHBIX CITy4asx ObICTPO
AACHTUQUIUPOBATE JAHHBIH
JIEKapCTBEHHBIH Npernapar, IpH 3T0M
He JIOIyCKaromei BO3MOXXHOCTH
HE3aMETHO PacKpPhITh KOA?

3.26 | OGecrnieueHO U HATTMYHE nyHKT 32 [IpaBun
HCCNIeLyeMOTO JIEKapCTBEHHOTO HajJIexaInel KIHHA9ECKOH
Ipenapara B KOJIHYECTBE, IPaKTUKA
HEOOXOIUMOM JUIsl IIPOBEICHHUS
KIHHAYECKOTO MCCIIEI0BaHMA?

3.27 | loarBepKAeHO JIH Ka4eCTBO myHKT 32 [IpaBun
HCCIIEAyEeMOTO JIEKapCTBEHHOTO HaJUIEXKaIIeH KIIMHAYECKOH
mpenapara’? IpaKTHKA

3.28 | JlokyMeHTHpYeTCs Ji HHpOpManus o:

MOCTYTLIICHHH UCCIIEYEMOTO myHKT 32 [IpaBun

JIEKapCTBEHHOTO IIpernapara B HaJUIeXalnei KIMHHYECKOH

MEIMIUHCKIE OpraHu3alyy? TPaKTHKH

0 BO3BpATE UCCIIEyEMOTO nyHKT 32 [IpaBun

JIEKapCTBEHHOTO IIpenapaTa? HaJUIEKaIe KIMHAYECKOH
TIPAKTHKH

00 YHHYTOXEHHH HCCIIENyeMOro nyHkt 32 [TpaBun

JIEKapCTBEHHOTO IIpenapara? HaJUIE)KaIIeH KITMHAYECKOH
IPaKTHKH

3.29 | OcymecTBnseTca I NOCTOSHHAS myHKT 32 [Ipasuin
OLIEHKA 6E30IaCHOCTH HCCIENYEMOr0 | HaUIeKaIleH KITMHHYECKOH
JIEKapCTBEHHOTO IperiapaTa? PaKTAKU

3.30 | ObecneveHo 11 yBEAOMIIEHHE BCEX nysKT 32 [IpaBun
BOBJICYCHHBIX B [IPOBEICHUE HaJUIeXaIIe KITMHUIECKOM
KJIHHHYECKOTO HCCIICIOBAHUA JIMI[ O | IIPaKTHKH
JAHHBIX, KOTOPBIE MOTYT
HeOIaronprusaTHO OTPa3sUThCA Ha
6€30IMaCHOCTH MALUEHTOB?

3.31 | Ofecneueno mu coobienne 060 BCeX CEPhE3HBIX U HEMPEABHICHHBIX HEKEIATCIBHBIX

peaKLuX:

BCEM BOBJICYCHHBIM B IIPOBEACHUEC
KJIUHAYECKOI0 NCCIICAOBAaHM: JTHIaM

myHKT 3 cTatbd 64 61-03;
myHKT 33 [IpaBun
HaUIeXale KITMHHYECKOH
NpaKTHKH
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denepanbHOi ciyx0e 10 HAA30py B
cepe 30paBOOXpaHEHHS (anee -
Poc3apaBHaa30p) Yepes
ABTOMAaTH3UPOBAHHYIO
nHGOPMAITHOHHYIO CHACTEMY
PocazmpasHagzopa (nanee - AUC
Poc3apaBHanzopa), oo 1o
3JIEKTPOHHOM I10YTE
pharm@roszdravnadzor.ru?

NyHKT 3 cTaThH 64 61-O3;
nysKT 33 IpaBun
HaJUTeKaIed KIMHIYECKOH
NPaKTUKH;

NOMYHKT «1» MyHKTa 6,
nyukTs! 10, 11, 12 ITopsinka
OCYIIECTBIICHHUS
¢dapmakoHaa3opa

3.32 | ObecnedeHo ¥ IPEACTABICHUE B nyskt 33 [IpaBun
Poc3npaBHaA30p MEPAOTMICCKHX HayIeKaIe KIMHHIECKOH
0TYeTOB IO 6€30IaCHOCTH TPaKTHKH;
HccleayeMoro/paspabaTsiBaeMoro MOJITYHKT «3» ITyHKTa 6,
npenapara (nanee - POOb) B nyHkr12 Ilopsanka
cooteeTcTBUE ¢ Ilopsakom OCYLIECTBICHHUA
ocymecTBieHHs papMaKoHan30pa? (apmaKoHa30pa

3.33 | O6ecneueno nu coobmEHNEe B nyskT 22, 25 [Nopsiaxa
Poc3zpaBHaa30p O JIETAIBHBIX U OCYIIECTBICHUS
(W1 KU3HEYTPOKAIOLIHNX CEPHE3HBIX ¢bapMakoHaI130pa;
HeTpeIBHICHHbIX HEXENaTeIbHbIX nyskTe! 1.2.1, 1.3.1
peaxkuuax Ha HCCIIEAyeMBIH B X0I€ [Mpunoxernus Ne 11 x
KIMHAYECKHX UCCICIOBaHUI [IpaBuiam HaaIexXameH
JleKapCTBEHHBIH Tpenapar, B CPOK He | KIMHAYECKOH MPaKTAKHA
Gonee 7 KalleHIapHBIX JHEH (eciu EADC
HHOE He TIPETyCMOTPEHO
0JI00pEHHBIM IIPOTOKOJIOM
KJIMHAYECKOTO HCCIIeJOBaHus)?

3.34 | Ob6ecneueno U cooOIEHUE B myHKTHI 23, 25 [lopsiaka
Poc3apaBHaI30p O CEPbE3HBIX OCYIIECTBICHUS
HenpeABUICHHBIX HEXENaTeIbHBIX dbapmakxoHan3zopa
PEAKI|sX, 33 HCKIIOUCHAECM PeaKiui, | MyHKTEI 1.2.1,1.3.1
yKa3aHHbIX B CTpOKe 3.33 [Tpunoxerns Ne 11 x
HACTOSIIETO IIPOBEPOYHOro THcTa, B | [IpaBmiam Hajuiexame#
CPOK He IIpeBBIIaomumi 15 KJIHHAYECKOM NMPaKTHKHU
KaJIEHJAPHBIX JTHEH? EADC

3.35 | OGecrieueHO 1 HANpPABICHUE nyHkT 24 [Topsanka
coobmenwuii B Poc3apaBHag3op 1 OCYIIIECTBIICHHUSA
H2K 06 uHO# MHpOpMALUH 10 dapmaxoHazi3opa;
6e30macHOCTH, KOTOpas MOXET nyskT 1.5 [Tpunoxenus Ne 11
H3MEHATH OLIEHKY COOTHOLICHUS k [IpaBriaM HajuIeKawnen
I10/1b3a-PHCK HCCIIENYEMOTO KJIMHAYECKOH NPaKTHKH
npenaparta, B cpok He npessmmaromui (| EASC
15 xaneH apHBIX JHEH?

3.36 | OGecneyeHo Jin MTPOBEACHUE nyHKT 34 IIpaBun

MOHMTOPHHI'A KIIMHHYECKOTO
HCCIIeOBAHUS B COOTBETCTBHH C
npotokonoM, COIlamu,
TpeGoBaHUAMH 3aKOHOATENBCTBA

HaJUIeKaled KIHHHIECKOH
PaKTUKH




Poccuiickoii ®eneparyu 06
o6paIeHny IEKapCTBEHHBIX CPEACTB?

3.37 | HasuaueHo u ¢pu3nyuecKoe JIUIO, oyHKT 34 [IpaBui
o6Jafaromee HayYHBIMH | (HIIH) HaAJIexaleh KINHNIecKoi
crieHabHBIMH 3HAHUAMH, JULS IIPaKTHKA
IIPOBEICHNA MOHUTOPHHTA
KJIMHHYECKOTO MCCIIEA0BAHHUA?
3.38 | IIpoBeneHHe MOHUTOPHHTA KIIHHAYECKOTO MCCIIEIOBAHHS 00ecreunBacT JIH:

cobmopaenue COII opranusaropa
KJIMHHYECKOT0 HCCIICNOBAHHS WK
IIPUBJICYEHHOTO UM IOPHIMIECKOTO
nuna

nyHKT 34 IIpasun
HaJUIeKaIed KIMHIIeCKON
IIPaKTUKH

IpOBEpKa HAIUYHs KBATH(pUKAIHK
HCCIIeJoBaTeNs H PeCypcoB
MEIALMHCKOM OpraHH3aluy,
HEOOXOMMMEBIX IS IPOBEICHHUS
KIMHHYECKOTO HCCIIEA0BaHM,
BKITIOYas 1abopaTopHH,
o6opymoBaHue U EpCOHAN?

TIOQIYHKT «6» myHKTa 36
IMpaBmn HaaexKaleH
KITHHHYIECKOH ITPaKTHKA

KOHTPOJIb Y9€Ta, PACIIPEACTICHUS U
YCJIOBHI XpaHEHHA HCCIEyEeMBIX
npenapaToB?

HOMIIYHKT «B» ITyHKTa 36
[TpaBun Hagnexamen
KJIHTHUYECKOH MPaKTHUKA

KOHTPOJIb COOJTIONCHHUA
HCCIeN0OBaTeeM YTBEPKACHHOTO
NPOTOKOJIA ¥ BCEX H3MEHEHUH K
HeMYy?

HOIIYHKT «T'» IyHKTa 36
[NpaBun HajIexamen
KJIMHUYIECKOM IIPAKTHKA

KOHTpOJIb OATBEPXKIACHHA (aKTa
NoJTy4eHHs JoOPOBOIBHOTO
IHCHMEHHOT'O COrTIacus KaX0ro
y4aCTHUKA KITMHUIECKOr O
HCCIIeI0BaHuUs 10 Hadala ero y4acTus
B KJIMHUYECKOM HCCIIEIOBAHUM?

HOITYHKT «I» IyHKTa 36
[IpaBun HaAeKamen
KJIMHAYECKOH IMPaKTHKH

HAIAYHE y UCCIIEIOBATENs TEKYIIEH
pemakiuy GpoIIopE], HHBIX
JIOKYMEHTOB ¥ MaTe€pHaioB,
HEOOXOMUMBIX AJIS IIPOBEICHHUS
KIIMHAYECKOTO MCCIIEA0BaHMS?

HOIMYHKT «€» IIYHKTa 36
[TpaBun HaUIEXKaNICH
KJIMHAYECKOH NPaKTHUKH

JOBEJICHHE O HCCIIe/I0BaTeNeH
He0oOXOMMOit T IPOBEICHUS
KIMHAYECKOTO MCCIIECAOBaHHS
uHbOopManun?

MOMIYHKT «X» ITyHKTa 36
[MpaBun HajIexamein
KJIMHAYECKOH IPaKTHKHA

IIpoBepKa COOMIOCHUS
HCCIeIoBaTENIeM KpUTepHeB oT6opa
Y4aCTHHKOB KJIMHAYECKOTO '
UCCIICTOBAaHHA ?

TIOITYHKT «3)» ITyHKTA 36
ITpaBus1 HamIeXKAIEH
KJITHHAYECKOH NMPaKTHKA
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IpOBepKa MPaBHIHHOCTH, IIOJHOTEHI A
CPOKOB PETMCTpPALUH JAHHBIX
KJIMHHYECKOTO UCCIIEIOBAHUS?

HOJIIYHKTHI «H», «K» IIyHKTa
36 IlpaBun Hajexamei
KJIMHIUYECKON MPAaKTUKU

IIPOBEPKa MOPsIKA BEACHUS
JOKYMEHTOB KJIMHUYECKOTO
HCCIIEIOBaHUI ?

MOAITYHKTHI «M» IIyYHKTa 36
[IpaBun Hagnexamen
KJIMHHYECKOM IIPaKTUKH

COOO0IIEHHE HCCIIEOBATEIIO O IOOBIX
JOIYIICHHBIX B HHAABUAYAJIbHOM
PETUCTPallHOHHOH KapTe omubKax,
MIPOITYCKaX ¥ HEPA30OPUHBBIX
3AIHCAX?

MOJITYHKT «JI» ITyHKTa 36
ITpaBwi Hajexanen
KJIMHUYECKOH MTPaKTHKH

KOHTPOJTb 3a TEM, UTOOBI
HCIIPaBJICHUS B MHIWBHUIYATEHOM
pEerUCTPallMOHHOR KapTe OpUIH
CeNaHbl, JaTHPOBAHEL, 0OBACHEHBI U
IIOJITHMCAHBI HCCIenoBaTeneM?

TIOJITYHKT «JD» IIYHKTa 36
[IpaBun Hagnexamein
KJIMHUYECKOH MPaKTUKU

coof1eHue UccenoBaTeno 06
OTKJIOHEHHSX 0T nportokoia, COII
opraHusaropa, TpeboBanuii [Ipasun
Hajiexaei KIMHUYECKOH MPaKTHKH
H 3aKoHOAaTeNbCcTBa Poccuiickoit
®enepanuu 06 obpameHuu
JIEKapCTBEHHBIX CPEACTB?

MOJITYHKT «M» ITyHKTa 36
IIpaBun Hagnexamei
KJIMHAYECKOH NPaKTHKH

IPUHSATHE MEP 110 YCTPAHEHHIO H
HEJOMYIIEHHIO IOBTOPEHHUS
OTKIIOHeHHH 0T npotokoina, COII
opraHmusatopa, TpeboBanuii [IpaBun
HaJyIeXaled KIHHHYECKOH NPaKTHKH
H 3aKoHoOaTeNbcTBa PoccHiickoii
®enepanuu 06 obparmenuu
JIEKapCTBEHHBIX CpeACTB?

HNOJITYHKT «M» IIyHKTa 36
[IpaBun Hamnexamen
KJIMHUYECKOH MPaKTHKU

3.39 | IlonTtepxneH nu dakt myHKT 37 [IpaBun
IIpeACTaBIeHH NUCHMEHHBIX OTYETOB | HameXalleld KITMHHYECKOH
110 MOHUTOPHHTY KIHHAYECKOTO IIPaKTUKA
HCCIEA0BaHUs HA3HAYCHHBIM JIMIIOM
B NOPAZIKE M CPOKH, YCTAaHOBJICHHBIE
COII opranusaropa?

3.40 | ConepxaHue OTYETOB IO nyHKT 37 IIpaBun

MOHHTOPHHTY KIHHHYECKOTO
UCCIIEIOBAHUSA COOTBETCTBYET JIH
TpeboBanusaM [IpaBui
HaJUIe)KalleH KIMHUIECKOH
IIPaKTHKH?

HaIeXamen KIMHHYEeCKon
IIpaKTHKH
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3.41

OcymiecTBiseTcs JM HE3aBUCHMas OT
MOHHMTOPHHIA OLIEHKA COOTBETCTBUSAL
IIPOBOIAMOTO KIMHHYECKOrO
uccnenopanus nporoxory, COIT
Opranmu3aropa, Tpe6oBaHuUIM
3aKoHOJaTENbCTBa Poccuiickoit
denepanuy 06 o6paleHUIH
JIEKapCTBEHHBIX CPENICTB (Hanee —
ayAuT KIHHUIECKOTO
uccienopasus)?

nyHKT 38 [IpaBuin
HaIe)Kame KITHHUYECKOR
HpaKTHKH

3.42

JIna mpoBeAcHHUA ayAuTa
KJIMHHYECKOTO HCCIIEIOBAHU
Ha3HayYeHbl I KBATHGHLIUPOBAHHbIC,
HE3aBHCHMBIE OT BCEX CyOBEKTOB
KJIMHAYECKOTO HCCIIeOBaHU JIULIA,
HMEIOLIAE OTBIT IPOBEACHHS
ayIuTOB?

nyHkT 38 [IpaBun
HaJIexamel KIHHHYecKoi
TIPaKTHKH

3.43

Opranu3aTopoM KJIHHHIECKOTO
HCCIIeIOBAHUS YTBEPXKACH JIH IUIaH U
06BEM ayauTa KIHHHYECKOTO
HCCIICAOBAHUA?

nyHkt 38 [Ipasun
HaUIEXKAIIEeH KITHHAYECKOH
IPaKTHKA

3.44

Ob6ecrieueHo M IIpeKpaleHne
y4acTHs B KIIHHAYECKOM
HCCJIE0BAHAH UCCIICA0BATENA U
MEIUIIMHCKON OpraHu3alliy B
JeSTeIBHOCTH, KOTOPBIX 0OHapyKEHBI
cephe3HbIe U (M) MTOBTOPSIOIIHECS
CclTyday HeCOOMIONCHHA
yCTaHOBJIEHHBIX TpeOGOBaHMH K
IPOBEACHUIO KITHHHYECKOTO
HCCIICHOBAHHUA?

nyHkt 39 ITpasui
HaUIeKaIeHd KIHHIIeCKOoR
IIPaKTHKH

3.45

OGecneueHo 11 BHECEHHE
HM3MEHEHUH B IIPOTOKOJI
KJIMHAYECKOTO MCCIIEAOBAHUS B
ciydae 0GHapYKEHHS CEPhE3HBIX U
(unM) IOBTOPSIIOIIMXCS CITyYaeB
HecoOMoIeHNs yCTaHOBICHHBIX
TpeGoBaHHil K MPOBEACHHIO
KJIMHAYECKOTO MCCIIEIOBAHHSA?

myHkT 39 [IpaBun
HaJyIe)KaIel KIMHAYeCKoR
IIPaKTHKH

3.46

O6ecmeuena JJu BO3MOXHOCTh
NIPUHSATHE PEICHHUS O
IPHOCTAHOBICHHH WU IIPEKpallieHHH
KJIMHUYECKOTO HCCIICAOBaHHUA
JIEKapCTBEHHOTO IIpenapara JUis
MeIULIMHCKOro IpUMEHEHHS B Cliyqae
BO3HMKHOBEHHUS OIIACHOCTH UL
*H3HH, 3T0POBbS MAIlMEHTa
(IaLHEHTOB), YJaCTBYIOIIETO
(y4acTBYIOIINX) B KIIHHAYECKOM
HCCIIENOBAHIH?

yacTh 6 ctathu 40 61-O3
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3.47 | ITucemenHoe coobiieHuEe O yactu 6,7 ctareu 40 61-D3;
3aBepIICHHH, IPUOCTAHOBIeH! Y My | myrKT 40 ITpasun
TpPeKpaliCHUH KITHHHYECKOTO HaJUIeKamel KIIMHUYEeCKOH
MCCIIeIOBaHMSA HAIPABIICHO JIK B MIPaKTHKA
Mun3apas Poccus B CpOK HE
HPEBLIIAOIME IATH pabounx AHEH
CO [(HS 3aBEPIICHHSA?

3.48 | Ilpu npoBeIEeHHUH MHOTOLEHTPOBBIX KIMHHYCCKHUX HCCIIeI0BaHMi 00€CIICYEHO JIN:
[IpOBEeJCHHE KIHHHYECKOTO IMoxmy=KT «a» myHKTa 41
HCCIIEIOBaHMs BCEMH MeTuImHcKuMe | TIpaBun Hajexarmen
OpraHH3aIHsIMH B CTPOTOM KJIMHHYICCKON IIPaKTHKH
COOTBETCTBHH C IIPOTOKOIOM
KIMHAYECKOTO HCCIIeIOBaHUS?
pa3paboTKa HHMBHAYaIbHBIX IMomnyskT «6» myHKTa 41
pEruCTpallHOHHBIX KapT, [TpaBun HaJUIEKaIIEH
HO3BOJIAIOIMX COOpaTh TpebyeMEle KIMHAYECKOH PaKTHKH
JIAHHBIE M3 BCEX MEIUIIMHCKAX
opraHu3anmi?
JOKYMEHTAIBHOE 3aKpeIUieHue paB | IIOMITYHKT «B) IyHKTa 41
1 00s13aHHOCTEH METULIUHCKHAX ITpaBui Ha UIeXalEH
opraHu3auuii U uccneaoBaTesnei? KIMHAYECKOH IIPaKTHKH
IpeJIoCTaBICHHE MEAUITHHCKHM [ToAmyHKT «BY» MyHKTa 41
OpraHu3aLHsiM U UCCIIEN0BaTEILAM IMpaBui HaJUTEXKaIIEH
nporokoina, COII opranusaropa, KIMHHYECKOH IIPaKTHKH
HHCTPYKIUH II0 3AM0THEHHIO
HHHBUAYATBHEIX PETHCTPAMOHHBIX
KapT [0 Hayaya KIHHUYECKOTO
HCClIeqoBaHus?

3.49 | IloaTBepxueH 11 (akT nyHKTH 9, 61 I1paBui

TIPEJICTABNICHNS B TPEXMECAIHbIN
CPOK 0T4€eTa O pe3yJbTarax
KJIMHHYECKOrO HCCIICAOBaHMS B
Mumusnapas Poccun?

Hayiexalei KIMHAYECKON
HPaKTHKH
yacTh 11 crateu 40 61-03

4. Opranusanusi paéoTbl HCC/IEX0BATE A

4.1

PyKkoBOHTE IEM MEAHLIHHCKON OpraHu3al|y 06eCIeueHo JIK:

Ha3Ha4Ye€HUEe OTBETCTBEHHOIO
HCCIIe0BATENS, HMEIOIIETO
ne4e0HYIO CIIEIHAIBHOCTS,
COOTBETCTBYIOIYIO IIPOBOAUMOMY
KIMHHYECKOMY MICCIEAOBAHUIO, CO
cTaxkeM pabOoTEHI IO IPOrpaMMamM
KIHHAYECKHAX MCCIIEOBaHUHI HE
MeHee 4eM TpH roaa’?

yacTh 1 cratem 40 61-93;
nyHKT 42 [TpaBun
HaJIeXamel KIMHIIECKOH
MpaKTHKH

2) Ha3sHAYEHHE COUCCIIEI0BATENEH U3
YpCia Bpadeil 9Tod MeIHIMHCKON
OpraHH3anuH?

yacth 1 cTareu 40 61-03;
myHKT 42 [IpaBun
HaJUIexKaIel KITMHIYECKOH

MPaKTUKH
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COOOIIEHNE B YIIOJTHOMOYEHHbIH
denepansHbIA Oprad
HCIIONHUTEIBHON BIaCcTH, BIIABIINIA
paspelLIeHHe Ha IPOBEICHIE
KJIMHAYECKOTO UCCIIEI0BAaHHA, O
Hayasle KIMHHYECKOro UCCIIEI0BaHuS,
B CPOK, HE NIPEBBIIAOIIAN TPEX
pabouux mHEH cO IHA Hadaa
IIPOBEIEHHS TAKOTO HCCIIEI0BAHNUs?

yacTh 3.1 crateu 40 61-O3

IPHHATAE PEIUECHHUS O
NPHOCTAHOBJICHNH KITMHAYECKOTO
HCCIIENOBAHHA JIEKAPCTBEHHOIO
npenapara Ha 6a3e yupexIeHus, B
clrydae BOSHUKHOBEHHS OTIACHOCTH
VTS )KH3HH, 3J0POBBS MAl[EHTa,
Y4YaCTBYIOMIETO B KITMHAYECKOM
Hccren0BaHuA?

gacTh 6 crater 40 61-D3;
nyHKT 58 I[Ipasui
HaJyIeKaIed KIMHAYECKOH
MpaKTHKH

42 | Obecreuero i NOATBEPKACHO JIH O3HAKOMIICHHE HCCIIEIOBATEI M COUCCIICIOBATENIEH:

C pe3yJibTaTaMH JOKJIMHHYECKOTO gacTh 3 ctathi 40 61-03;

HCCIIeIOBAHUS UCCIENYEMOTO myHKT 43 [IpaBun

JIEKapCTBEHHOTO IIpenapara, HaJUIeKAIeH KITHHUYECKOH

aKTyaJbpHOM BepcHel OpoLIops! IPaKTUKH

HCCIIEIOBATENS 7

IPOTOKOJIOM KIIHHHYECKOT'0 yacTh 3 crare 40 61-03;

HCCIIEOBAHHUS JIEKAPCTBEHHOTO nyHKT 43 IlpaBui

npenapata? HaUIexalei KITHHHIECKOR
IPaKTHKA

JOKYMEHTaMH U JaHHBIMH, yacTh 3 cTareh 40 61-D3;

HMEIOIAMH OTHOIIEHHE K nyHKT 43 IpaBun

MIPOBEICHUIO KIIMHHYECKOTO HaJyIeKaIe KIHHHYECKOH

UCCIIEIOBaHUSA? IPaKTAKH

4.3 | OcymecTsieH ¥ OTOOp MAUMUEHTOB- | 9acTh 2 cTathu 40 61-D3;
YYaCTHHKOB KJIIMHHYECKOTO nyHKT 44 [TpaBun
HCCJIeTOBAHUs, KOTOPHIE 10 HaUIexalnen KIMHAYECKOH
MEJUIIAHCKAM IOKa3aHHSIM MOTYT IPaKTHKH
OBITH NPHUBJICYCHBI K YUYACTHIO B
KJIHHUYECKOM UCCIIEIOBAHHHA
JIEKapCTBEHHOTO Ipenapara?

4.4 | ObecrieyeHO JTH OKa3aHUE yacTb 2 craThH 98 323-03;
MeTUIMHCKON ITOMOIIM YYacTHUKaM | 4acThb 2 cratbu 40 61-03;
KJIHHHYECKOTO MCCIIEOBAaHUS myHKT 44 IIpasuin
JIeKapCTBEHHOTO Ipernapara? HaJUIeKaleH KITMHIYECKOM

IPaKTHKH
4.5 | WccnenoBaTens paciojaraet Jid nmyHKT 46 ITpaBun

pecypcamy, HEOOXOTUMBIMH UL
IPOBEACHUS KIMHHIECKOT0
HCCIIEA0BAHNS, BKITIIOYAsd
naGoparopuu, 060pyI0BaHUE U
nepcoHan?

HaJIexamme KIMHHYeCKOoi
IIPaKTHKH
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4,6 | ObecneveHo U YBEAOMIICHHE nyHKT 47 IIpaBui
neqalux Bpavuell y4aCTHHKOB HajuIeXKamei KIMHAYeCKOH
KJIMHAYECKOTO MCCIIEI0BaHus 00 IIPAKTUKA
Y4aCTHH TOCICAHHUX B KIIMHAYECKOM
HCCIIEJOBAHUH ?

47 | ObGecneueHo U cOOMIOACHHE nysKTH 3, 7, 48, 50 [Ipasun
IPOTOKOJIa KIMHHYECKOTO HaUIEXKaIeH KIMHHYECKOM
HCCIIeI0BAHUA? TIPaKTHKH

4.8 | Bce oTKIIOHEHHS OT IPOTOKOJIA nyHKT 48 IIpasun
KJIMHHYECKOTO UCCIICI0OBAHUS HaJUTeXalleH KITMHAIECKOH
0()OpPMIIEHBI JIH HCCIIEN0BATENIEM IPaKTHKA
JOKYMEHTAIBHO?

4.9 | ObecreueHo nu HANIPaBICHAE nyHKT 48 [Ipasun
OpraHu3aTopy KIHHUIECKOTO HaJJIexalei KIHHIIECKOH
HCCIIeIOBAHHUs COTIACOBAHMS BCEX TIPaKTHKH
OTKJIOHEHMH OT IIPOTOKOJIA
KJIMHAYECKOTO KCCIIEIOBaHMs?

4.10 | Yiccnemoarens npoundopmuposat g HOK o:

OTKJIOHEHHSX OT [IPOTOKOJIA HIIH MyHKT 48, DOMITyHKT «a»
HM3MEHEHUX IPOTOKOJIA nyHkTa 49 IlpaBun
KIMHAYECKOTO MCCIICOBAHHSA? HaJUIeXKane KIIMHHICCKOM

IPaKTHKH

BCEX H3IMEHEHHMSAX, HEMOCPEACTBEHHO | MOMMYHKT «6» MyHKTa 49
BIMSAIOIIUX HA IPOBEJCHHE TpaBun HajIeXKaleH
KIHHAYECKOTO MCCIIEAOBAHHS U (WIH) | KIMHMYECKOH IPAaKTHKH
YBEJIMYHMBAIOIINX PHCK IIPH yJacTHH B
KJIHHAYECKOM MCCIICZIOBAHIHM?

BCEX HEXXeJIaTeNbHBIX PEakIuiaX Ha IOMIYHKT «BY» ITyHKTa 49
HCCIIEyeMbIi JIEKapCTBEHHBIA IMpaBun Haanexalen
npenapar, KoTOphIe ABJISIOTCS KIMHAYECKOH IPAKTHKH
OJHOBPEMEHHO CEPLE3HBIMH M
HeTpeIBUACHHBIMH?

HOBEIX JaHHBIX, KOTOPBIE MOTYT MOJIYHKT «I'» IyHKTa 49
CBH/IETEILCTBOBATH O BO3PACTaHHH [Mpasun HagJexaIeH
PHCKa JUI yJaCTHUKOB KIMHHIECKOTO | KIMHUYECKOH IIPAKTHKH
HCCIICIOBaHUS MM MOTYT

HeOIaronpuaTHO IIOBIHATH Ha XON

KIMHAYECKOTO HCCIEIOBaHHs?

4.11 | ObGecniedeHo JIH IPUMECHECHUE myHKTHI 3, 50 ITpasun
y4aCTHHKAaMH KIIMHUYECKOI'0 HaJyIexammei KIHHIIECKOH
UCCIIeIOBaHUS HCCIIENYEMbIX MPaKTUKH
JIeKapCTBEHHBIX IIPENapaToB B
COOTBETCTBHH € MIPOTOKOJIOM?

4.12 | OGecneyeHo u cobOAEHHE nyHkT 50 [TpaBun
NpeyCMOTPEHHOM IPOTOKOIOM HajUIeXalel KITHHAYECKOH
METOJIMKH paHJOMH3aluH? IIPaKTHKH

4.13 | PackpsITHE M paHIOMHU3ALHOHHOrO | MyHKT 50 [IpaBun

KOJ1a OCYHICCTBIIACTCA JIH TOJIBKO B
COOTBETCTBHH C IIpOTOKOJIOMr.7

HajJexare KIHHA4eCKoi
MIPaKTHKH
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4.14 | CooOrmieHo T TPEXIAEBPEMEHHOC nyHKT SO [IpaBun
PacKpBITHE KOJa HCCIENYEMBIX HayIexale KIMHAYECKOH
JIEKapCTBEHHEIX NPENapaToB HpPaKTHKH
OpraHu3aTopy KIHHHYECKOTO
HCCJIEAOBAHUA?

4.15 | ObecrniedeH ¥ 3aI0OKyMEHTHPOBAH JIX Y4ET UCCIIELYEMBIX JICKAPCTBEHHBIX PETIapaToB 1 (nn)
TIpenapaToB CpaBHEHHUS IIOCPEICTBOM BEACHHUS yIeTa HX:

MOCTYIUIEHHS? myHKT 51 ITpaBun
HaJyIeXaIned KIMHHYeCKOH
IPaKTUKH

($aKTH9IeCKOTro HATHYHA? mysKT 51 IIpaBui
HaJIeXae KITHHIYECKOR
MPaKTHKH

KOJIMYECTBA MCIIONB30BAHMA KaXABM | myHKT 51 [IpaBm

Y4aCTHHKOM KIIHHHYECKOTO HaJIeKaIe KIIMHIIeCKOH

HCCIICOBAHUA? IPaKTHKH

YHHYTOXCHUA? nyskT 51 [IpaBmn
HaJUIe)XaIned KIHHAYECKOH
IPAaKTHKH

BO3Bpara OpraHu3aropy nysKT 51 [IpaBun

KIMHUYECKOTO HUCCIeIOBaHuS? HaUIeXarle KIMHIIeCKoH
IIPaKTHKU

4.16 | Ob6ecmeueno nu BefieHue 3anuceif mo | myHKT 51 Ipasun
Y4eTy HCCIIELyEMBIX JIEKapCTBEHHBIX | HalIeXaed KIHHIIeCKOH
IpemnaparoB ¥ (WiIH) IpenapaToB MPaKTUKU
CpaBHEHHS B COOTBETCTBHH C
TpeGoBanusamu [IpaBun Hagnexamen
KIHHUYIECKOH MPaKTHKH?

4.17 | O6ecrnieueHo M BEICHUE 3aIIHCEH, nyHKT 51 [IpaBun
MOATBEPKAAIOIIUX, YTO YUaCTHHKH Ha/UIeXale KIMHIYeCKOR
KJIHHAYECKOTO UCCIICA0BAHH NIPaKTHKH
MOJIyYaId HCCIIENYEMBIE
JIEKapCTBEHHEIE TIpenapaTsl U (WIH)
npenapaTsl CpaBHEHHUS B J03aX U
KOJIMYECTBAX, IPEAYCMOTPEHHBIX
IIPOTOKOJIOM KIIHHHYECKOro
HCCJIeHOBAHHUA?

4.18 | YuacTHHK KIIMHHYECKOTO HCCIeI0BaHuU (IAIIMEHT) HITH €T0 3aKOHHBIH IPe/ICTaBUTEND

AMH(QOPMUpYETCS JTH HCCIIEN0BATENEM O

CICAYIOLICM:

KJIMHAYECKOE HCCIIEI0OBAHHE HOCHT
9KCIIEPUMEHTAIBHBIH Xapakrep?

HOMMYHKT «a» MyHKTa 52
[TpaBun Ha/uIeKALIEH
KJIHHAYIECKOH MPaKTHKH

y4acTHe B KITMHHYECKOM
HCCIIEIOBAHUH ABJIACTCA
I06pPOBONBEHBIM?

yacTh 1 crateu 43 61-D3;
HOAIYHKT «a» IMyHKTa 52
[MpaBun HagexaleH
KJIMHI9ECKOH NPaKTHKH
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CYILECTBYET BO3MOXHOCTb
OTKa3aThCd OT Y4acTus B
KJIHHUYECKOM HCCIICIOBAHHH Ha
mo6oH cTaguy IPOBEACHUS TAKOTO
uccie0BaHusa?

yacTh 4 crateu 43 61-93;
TOANYHKT «a» IIyHKTa 52
ITpasui HamIexamei
KJIIMHAYECKOM IIPaKTUKH

1EeJIH KIMHAYECKOI'o nccnenoxsaﬁnﬂ?

YHKT «4» 4acTi 2 cTaThh 43
61-®3;

TIOJIMYHKT «O» MyHKTA 52
TIpaBu HajIeKallen
KJIHHA4YECKOM MPAKTUKH

IPOJOJIKUTENIBHOCTH KIIHHAYECKOTO
HccieoBaHuA?

IMYHKT «4» 4acTH 2 cTaTbH 43
61-03;
TIOJIMYHKT «O» IIyHKTa 52

[IpaBui HajUIeKAIIEH

KJIMHHYECKOM ITPAKTHKH
IpUOIM3HTENEHOM KOJIUYECTBE MOJIYHKT «G» MyHKTa 52
Y4YaCTHHKOB? [TpaBun HaJUIEeKaAIIEH

KJIMHAYECKOH IIPAaKTHKH

BapHaHTaX JEYCHHs B IPOLECCE
KJIMHHYECKOTO HCCIE€0BaHNs B
BEPOSITHOCTH CIIy4aifHOTO
pacrpeZie/icHHs B OQHY U3 Pyl
JICICHAA?

ITYHKT «3» 9acT 2 CTaThu 43
61-03;

TOJNMYHKT «B)» ITYHKTa 52
I[IpaBui HajuIeKaIIeH
KJIMHUYECKOH NMPaKTHKI

Ipoliexypax KIMHHISCKOro
HCCIIeIOBaHMs, BKIIIOYad BCe
MHBA3HBHEIE IIPOIICAYPHI?

MOJMYHKT «T'» ITyHKTa 52
TIpaBwi1 HaIeKamen
KJIMHAYECKOH IIPaKTHKHU

00s13aHHOCTAX y4acTHUKA
KIMHIYECKOTO UCCIES0BaHNSA?

ITYHKT «5» 9acTH 2 CTaTbu 43
61-@3;

MOITYHKT «I» ITyHKTa 52
[TpaBu HaUIEKAIIEH
KJIHHAYECKOH NPAaKTHKH

OXUIAEMBIX PHCKaX U (HMJIH) IOJIb3€
JUISL YYACTHUKA KIIHHHYECKOTO
HCCIIEJOBaHU, B TOM YHCJIE AT
SMOpPHUOHA, TII0Ja MK IPYHOTO
peGenka?

ITYHKT «2» 9acTd 2 CTaThH 43
61-@3;

MOAIYHKT «e» IyHKTa 52
[TpaBui1 HajIeKAIEH
KJIMHHYECKOM MPAaKTHKH

MHBIX, IOMUMO IIPEAYCMOTPEHHBIX
HPOTOKOJIOM, IpOLeXypax HiIH
MeToJax JICYeHHs, KOTOpEIE MOTYT
OBITH JOCTYTIHBI YYACTHHKY
KITMHHYECKOTO HCCIIEI0BAHMAT

IYHKT «2» 4acTH 2 CTaThH 43
61-03;

IOMITYHKT (K» IMTyHKTa 52
[MpaBun HagJeXKaIIEH
KJIMHAYECKOH MPAaKTHKH

KOMIIEHCALlMH U (WIH) JICUCHHH,
JOCTYITHOM Y4aCTHHKY KIIMHH9IECKOro
HCCIIEJ0BAHHUA B CIIydac MPUIAHCHHUS
BpE/a ero 3I0pPOBEIO B pe3yJIbTaTe
y4acTHs B KIIHHAYECKOM
HCCIIEJOBAHIH?

IIyHKT «6» 4acTH 2 cTaTh 43
61-D3;

HOITYHKT «3» ITyHKTa 52
[Tpasun HajIeXKaMEeH
KJIIMHAYECKOH MPaKTHKA
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IJIaHHPYEMBIX BBIJIATAX YYACTHHKY
KJIMHAYECKOTO MCCIEA0BAaHUA 3a €0
y4acTHE B KITMHAYECKOM
UCCIIEIOBAHNH?

TIOAMYHKT «H» IyHKTa 52
[TpaBun HajIeKaIIeH
KIMHHYECKOH TPaKTUKA

IJIaHUPYEMBIX PacXofiaX y4acTHHKa
KJIMHAYECKOTO HCCIIeIOBaHMS,
CBSA3aHHBIX C €r0 YJacTHEM B
KJIMHHAYECKOM HCCIIEIOBAHUA?

HOIIYHKT «K» ITyHKTa 52
[MpaBut HaIeXKaIIeH
KIIMHAYECKOH MPAaKTHKA

0 TOM, YTO ITOJIMCAHHE
MHQOPMAIIHOHHOTO JIACTKA NAIUECHTA
CO CTOPOHBI y4aCTHHKA
KIIMHUYECKOTO UCCIENOBaHMS WA €TI0
3aKOHHOTO IPeICTaBUTEIA, HacT
paspeleHHe Ha JOCTYII JIUILY,
Ha3HAYEHHOMY 711 IPOBEACHHA
MOHHUTOPHHTA, ayJAUTOPOB,
HE3aBHCHMBIX STHYECKHX KOMHTETOB,
YIIOJIHOMOYEHHBIX OPraHoB K
MEIUIMHCKAM 3aIHCsAM YYaCTHHKA
KJIMHAYECKOrO HCCIIEIOBAHMS?

TIOJUMTYHKT «JI» MYHKTa 52
I[Tpapuit HajIEKAIIEH
KJIHHAYIECKOH NPAKTHKA

0 TOM, YTO 3aIUCH,
HACHTHQUIUPYIOIIKE YIaCTHUKA
KJIMHAYECKOTO HCCIIEI0BaHuU4,
XpaHATCS B TaiHe, paCKpHITHE HX
JIOIYCKaeTCs B COOTBETCTBHH C
3aKOHOJIaTeILCTBOM Poccuiickoi
Denepanun?

MYHKT «7» 9acTH 2 cTaThH 43
61-D3;

TOIYHKT «M» ITYHKTa 52
TTpaBun HajIexXaleH
KITHHHYIECKOH IPaKTHKA

YCIIOBHSIX O3HAKOMJICHHS C HOBOH
nH(opMarueH, CrIocOGHOH MOBIUATH
Ha JKeJIaHHE [IPOJI0JDKATh y4acTHe B
KJIMHAYECKOM HCCIIEIOBaHUU?

TIOIMYHKT «H» TyHKTa 52
[IpaBun Hagexammen
KJIMHHYECKOM ITPaKTHKH

JIMIaX, K KOTOPBIM MOXHO
00paTUTHCS UL MONYICHHS
IOMOJTHUTEIBLHOM HHPOPMAILIMHU O
KJIMHAYECKOM MCCIIeIOBAaHUH, U
npaBax y4aCTHHKOB KIIHHAYECKOTO
AcCieaoBaHuA?

IIOJIYHKT «0» IYHKTa 52
[IpaBun HajuIeKaMIEH
KJIHHAYECKON IPAKTUKA

0 BO3MOJHBIX 0OCTOATENBCTBAX U
(WnH) IpUYMHAX, IO KOTOPBIM
y4acTHe JIMIa B KIIMHHIECKOM
HCCIIEIOBAHUH MOXET OBbITh
IpeKpaIeHo?

MOJMYHKT «II» IIyHKTa 52
IMpasui Hagnexamen
KJIMHIYECKOH IPAaKTHKH

000 BceX U3MEHEHHUAX B JOKYMEHTaX
U JAHHBIX KJIMHUYECKOTO
HCCIIE0BaHKs, KaCaloIMXCs €ro
y4acTHs B KIIHHAYECKOM
HCCIIEIOBaHUH?

myHKT 55 [IpaBun
HajUieXxanel KIHHIYeCKOR
IIPaKTUKH




314

4.19

3a¢ukcupoBaH Ju pakT
IPEIOCTABICHHUS YIaCTHHKY
KJIMHMYECKOTO MCCIIeJIOBaHUS H (MIIH)
€ro 3aKOHHOMY ITPEACTaBUTEIIO
BPEMEHH [UTS IPHHSATHS peIIeHHs 00
YYaCTHUH MM OTKa3€e OT yJacTHUs B
KJIMHAYECKOM HCCIIEIOBAHUH IIEpe.
[OJTyueHHeM HH(GOPMHUPOBAHHOTO
coryacus?

nyHKT 54 [IpaBuin
HaJUTe)KaIeH KITMHUYECKOH
IIPaKTHKH

4.20

OGecrieueHo I IPEOCTABIICHHE
YYACTHHUKY KIIMHHYECKOTO
HCCIIeIOBAHUSA U (UJTH) €T0
3aKOHHOMY IPEIICTABUTEIIIO
IIOMTMCAHHOTO U IaTHPOBAHHOI'O
3K3eMIUISpa HHPOPMAIIMOHHOIO
JIACTKA MaleHTa Nepe]] BKIIFOYCHHEM
€r0 B KIIHHHYECKOE UCCISJOBaHUE?

myHkT 55 IlpaBun
HayIeKame KJIHHAYECKOH
MPaKTUKHU

4.21

O0becmedyeHo JIM NOAIHCAHHUE
HHGOPMHUPOBAHHOTO JIMCTKA
TAIMEHTa KaXIBIM YYaCTHUKOM
KJIMHHYECKOT'O MCCIIEIOBaHHUS TH00
€ro 3aKOHHBIM IIPEJCTaBUTEIEM 10
Havajia IPOBEJEHUS TaKOTO
HCCIeNOBaHuA?

yacTh 3 ctathu 43 61-D3;
nyHKTHI 4, 55 IIpaBun
HaJUIeXaIned KIMHUYeCKON
MIPaKTHKHU

4.22

B ciy4ae ygacTus B Ka4ecTBE
[AlAEHTOB AeTell oOecreueHo au
NONyYeHHe TUCBMEHHOTO COTTIACHs
HX pOJUTEIIeH/yCEIHOBUTENEH?

yacTh 5 craTeH 43 61-03;
gacTh 2 cratbu 20 323-03

4.23

VuacTHHKaMU KIIMHHYECKOTO
HCCIENOBaHHUs He SABJIAIOTCS JIH
HANHEHTHI, OTHOCAITHECS K
KaTeTOpHAM IpaxaH, 0003HAYE€HHBIM
4yacThio 6 ctathu 43 61-037?

YyacTh 6 ctateu 43 61-03

4.24

Opranu3aropy KIMHHYECKOTO
HCClIeIoBaHus coobiaercs u 060
BCEX CEePhe3HEBIX HeXeNaTeIbHbIX
peaKIusX, 3a HCKIIIOYECHHEM TEX,
KOTOpBIE B IIPOTOKOJIE KK B
OpoIIope onpeseNneHbl Kak He
Tpebyromue HEMEITIEHHOTO
COOOIIEHHMS B YCTAHOBIICHHBIC
IIPOTOKOJIOM CPOKH?

nyHKT 56 IIpasun
Hayiexanieii KIHHHIecKon
MPaKTHUKHA

4.25

ObecnieqyeHo 1 MpeAOCTaBICHHE
OpraHu3aTopy KIMHHYECKOTO
MCClIeIOBaHHUS MTOAPOOHOTO
IIICEMEHHOTO OTYETa O CEPHE3HBIX
HeXeJIaTeNbHbIX PeaKIHaX?

myHKT 56 [IpaBun
HayIeXxameil KIMHHIYeCKOH
IPaKTHKHU
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4.26

O6ecrneueHo 1 NpeIoCTaBICHUE MO
3aIIpocy OpraHu3aTopa KIHHHYECKOTO
uccnenosanusa, HOK, Munucrepcrea
1 (mm) Poc3apaBHag3opa moboit
IOMOJTHHTELHON HH(GOpMaUU
OTHOCHTEINIBHO CIIydasi CMEPTH
y4acCTHHUKa KIHHHYECKOTO
ACCE0OBaHUA, B TOM YHCIIE
IPOTOKOJIA BCKPHITHA U IIOCMEPTHOTO
AMHKpH3a?

myHKT 57 [IpaBun
HajIexaIed KIIMHUIECKOH
IPaKTHKH

4.27

O6ecneyeno 1 nHYOPMHUPOBAHHUE
PYKOBOAUTENS MEAULUHCKON
OpraHH3alli{ U OpraHu3aTopa
KIIMHAYECKOTO HCCIICIOBAHHUS B
cllydac BOSHUKHOBCHHUS ONTaCHOCTH
IUIs )KHU3HH, 310pOBbs Y9acTHHKA
KJIMHUYECKOT'0 UCCIEeJOBaHNUS, B
TeueHue 24 yacop?

yactb 6 crateu 40 61-03;
myHKT 58 [IpaBun
HaJIexameil KIHHAYECKON
IpaKTHKH

4.28

B cirydae nocpoyHOro npexpamneHus
KJIHHHYECKOT'0 MCCIIEA0BAHUS HITH €TI0
IPHOCTAHOBJIEHUA 00€CIIEYCHO JIH
He3aMeUIHTENEHOe HHGOPMIPOBAHHE
HCClIeioBaTeNeM H (HIIH)
MEIUIIMTHCKON OpraHu3aiuei
Y4aCTHHKOB KIIHHUYECKOTO
UCCJICIOBAHHUA, IIPEIOCTABIICHHE UM
HeoOX0oouMOoro HaGMOAeHHS H
JedeHus?

nyHKT 58 IlpaBun
HaJJIeXKallel KIMHUYECKOH
[IPaKTUKHU

4.29

B cirygae nocpodHOro npexpameHus
KJIIMHAYECKOT0 HCCIIeIOBaHUS HITH €r0
IIPHOCTAaHOBJIEHUS 00ECIIEUYCHO JTH
He3aMeUTUTENBHOE HH(OPMUPOBAHKE
UCCIIEIOBATENIEM H (HIIH)
MEQUIMHCKON opraHu3anueit
opranuzaropa 1 HOK c
NpesoCcTaBIeHHEM OAPOOHOTO
IHUCBMEHHOTO OOBSICHEHHS IPUIUH
IPUOCTAHOBJICHUS WM IIPEKPALICHUS
KJIMHHYECKOT0 MCCIEIOBAHUS?

nyHKT 58 [TpaBun
HajJIeXxamei KIMHHYeCKOM
IIPAKTUKH

4.30

ObecneueHo 1M IOJHOE H
JOOCTOBEPHOE BEJICHUE BCeX, 6e3
UCKITIOYEHHS, JOKYMEHTOB
KJIMHHYECKOTO MCCIIENOBAHMA?

myHKT 59 Ilpasun
HaJIeXalel KIMHHYECKOH
TIPaKTHKH

4.31

Ob6ecneveHo M XpaHeHHE
JOKYMEHTOB KJIMHHYECKOTO
UCCIIeIOBaHUA?

nyHKT 60 IIpaBun
HaJUIeXKallel KITMHHYECKOMN
[IPaKTUKHU
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432 | Uccnenosarens mponHGOpMHpPOBAT myHKT 61 IIpaBun
JTH PYKOBOUTEIS MEANIMHCKOH HaUIeXalei KIIMHAYECKOM
OpraHH3allfy O 3aBEPIICHUH IIPaKTHKA
KJIMHUYECKOTO MCCIIETOBAHHS?

4.33 | UccnenoBarens NpeACTABUI JIH nyskr 61 [Tpasun
OpraHH3aTopy HCCIIECN0OBaHUA H HAK | Hagnexained KIHHHYECKOH
[IOATOTOBJICHHEIA UM B COOTBETCTBHH | IPAKTHKH
¢ myakToM 9 TIpaBm HajuTexKaIei
KIMHIYECKOHN IIPaKTHKHU OTYET O
3aBepIICHHN KIMHUYECKOTO
HCCIIeIOBaHUs?

4.34 | ObecrneueHo ¥ NPOBEICHHUE vacTb 1 crateu 38, gacTh 12
KJIHHUYECKOTO UCCIIEJOBAHUS cratbu 40 61-D3;
JIEKapCTBEHHOI'O Ipenapara B nyHKT 45 [IpaBun
co0TBETCTBHH ¢ IIpaBunamu HaJJIe)KaIIEeH KITHHIIECKOH
HaJIeKaIeH KIMHNUYECKON IIPAaKTHKH | IPAKTHKH
1 TpeGoBaHUAMHE 3aKOHOZATENbCTBA
Poccuiickoii ®enepamuu B chepe
oGpaIeHHs JIEKapCTBEHHBIX CPENCTB?

(nomxrOCTH 1 OHIO O/DKHOCTHOTO JIMIIA, 3aMOJHUBIIETO IpOBEPOUHBIH JIUCT, IIOAIHNCE, JaTa)

(nowxHOCTH ¥ ®HO 0IDKHOCTHOTO JIML@A IOPHAMIECKOTO JIALE, IPHCYTCTBOBABIICTO TpA
3aMOJIHEHHHA IPOBEPOTHOTO JIMCTA, IOIIHC, 1aTa)




[Mpunoxenue Ne 39
K nprKa3sy QenepanbHOl CyKOBI
10 HaA30py B cdepe 3ApaBOOXpaHEHHS

ot OD Y AWE  Ne N/ 2%

®opma

IIpoBepo4HbIii JTHCT
(CNMCOK KOHTPOJILHBIX BONPOCOB),
ucnoan3yemblii ®eaepaibHoi cayx0oii Mo Haa30py B cepe 31paBOOXpPaAHECHHS
H ee TepPHTOPHAIbLHBIMH OPraHaMH NPH NPOBEJeHAH IIAHOBBIX NpOBEPOK NpH
ocyliecTBJIeHHH (heaepanbHOro rocylapcTBEeHHOro Ha30pa B cdepe oOpameHns
JIEKapCTBEHHBIX CPEJCTB
(cobmoaenue cyGbekTamu oGpalleH s JeKapCTBeHHBIX CPEACTR
yCTAHOBJIEHHBIX TPeGoBaHMI K Ka4eCTBY JIeKaPCTBECHHBIX CpelacTB)

(HaMeHOBaHHE OPTaHa, OCYLIECTBILIONIETO IUIAHOBYIO TPOBEPKY)

1. Bun rOCyHAapCTBEHHOTO KOHTPOJIA (uamzopa)

2. Tlpemmer IUIaHOBOH TPOBEPKH IOPHIAMYECKHX JHI N MHAVBHIYAIbHBIX
IpeAnprHUMATeNed OrpaHUIMBACTCA 06s3aTebHBIMU TPeGOBaHUAMH, COOIOACHHE KOTOPBIX
gBJIsSieTCs. HAmOoOJNee 3HAYMMBIM C TOYKM 3pPCHHA HENOIYINCHHS BO3HUKHOBCHMA YrpO3BI
pHUYHHEHHS Bpe/ia XU3HH, 30POBBIO IPAX/IaH, U3II0KEHHEIMU B ¢dopMe IPOBEPOYHOTO JIHCTA
(CTIECKA KOHTPOIBHEIX BOIPOCOB).

3. HanMeHOBaHHe IOPHAMYECKOro JMia, (amuiws, HM#A, OTIECTBO (IpH HATAYHN)
MHIABUIYalbHOTO IpeIIpUHIMATEIA:

4. Mecro IpoBEACHUA IIJIAaHOBOM MIpOBEPKH C 3al0JIHEHHEM INPOBEPOUHOI'0 JUCTAa:

5. PexkBU3HUTHI IpuKasa o MNpOBEACHHH IIJJAHOBOH IIPOBEPKHU: OT Ne

6. VueTHBIHA HOMEp HPOBEPKH M aTa IPHCBOESHHS yIETHOTO HOMEPa IIPOBEPKH B EnuzoM
peectpe IIPOBEPOK:

7. JlomkHOCTS, (GaMUIKMA ¥ WHHULHATBE! JO/DKHOCTHOTO JIMIA (yu1), mpoBoAAMIEro(HX)
TUIAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. ITepedyeHs BOIPOCOB, OTPAXKAIOLINX COACPKAHUE 06s13aTeTbHBIX TPeOOBaHMIi, OTBET HA
KOTOpBIE OJHO3HAYHO CBHAETENBCTBYET O COOJIFO/IEHUA I HeCcoOIIOIeHHH IOPHIHYECKIM
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TIpeIMeT MPOBEPKH:

BriBog 0
PexBH3nTHI BBLINOJIHCHHH
Ne Bonpocskl, oTpaxkaomue cofepskaHue HOPMATHBHBIX | TpeGoBaHHIi
n/n 00s3aTebHBIX TPEOOBaAHMUI NpaBoOBbIX na HeT
aKTOB, €
yKa3aHHeM HX
CTPYKTYPHBIX
€IHHHII,
KOTOPBIMH
YCTAHOBJIEHBI
o0s3aTe/IbHBIE
TpeboBaHHUS
1. | ®apmaneBTHYecKasi CHCTEMA KAYeCTBA
[IpaBuna opraHW3amuu IPOW3BOACTBA M KOHTPOJIS KadecTBA JIEKAPCTBEHHBIX CPEICTB,
YTBEP)KACHHBIE ITIpHKa3oM MHUHUCTEpPCTBA NMPOMBIIUIEHHOCTH M TOprosiu Poccuiickoii
®enepanun ot 14 urons 2013 r. Ne 916 (3apeructpupoBano B MUHUCTEPCTBE IOCTHIIHH
Poccun 10 cenTs6ps 2013 r., perucrpanuonasiii Ne 2993 8) (nanee — [Ipasuiia opraHu3anuu
IIPOH3BOJCTBA)
1.1. | dapmaneBTHYECKas CUCTEMa KaueCTBa myHKT 12. (1.7)
JOKYMEHTAJIbHO 0opMiteHa H? [IpaBun
OpraHu3allu
MIPON3BOJICTBA
1.2. | IIpousBoauTeneM yTBEp:KACHO JTH PYKOBOACTBO IO oyHKT 12. (1.7)
Ka4ecTBy? IIpaBun
OpraHu3aIun
IIPOM3BOJICTBA
1.3. [ IIpousBoanTeneM yTBEpKAEH JIU IOKYMEHT, myHKT 12. (1.7)
coJiepKalIuii OITMCaHNE CHCTEMBI YIIPaBICHUA IIpaBun
Ka4eCTBOM, BKJIIOYasi OTBETCTBEHHOCTh OpraHu3aluy
pYKOBOACTBa? IIPON3BOJICTBA
1.4. | ®apmaneBTHYECKas CUCTEMa Ka4eCTBa BKIIIOYaeT M | myHKT 9. (1.4)
OCYIECTBJICHHE YIPaBICHUS pUCKaMU Ik KadecTBa? | 0) (xiv)
IIpaBun
OpraHH3aIiH
IIPOM3BOJICTBA
1.5. | Pa3paboransl 11 akTyaabHbIE JOKYMEHTHL, nyHkT 9.(1.4)
OIPENEIIAIOMME OTBETCTBEHHOCTh U 00513aHHOCTH ) (v)
nepcoxana? IIpaBun
OpraHM3aIiu
IPOHU3BOACTBA
1.6. | IIpuHATHI MEPBI ¥ YTBEPXKICHA JTH AOKYMEHTaLHI, myHKT 9.(1.4)
obecrieqnBaroIas MpOU3BOACTBO, IOCTaBKy H e) (vi)
HCTONB30BaHKUE HAJUIEKANIMX UCXOXHOTO CHIPhA U ITpaBun
yIIaKOBOYHEIX MarepuanoB? OpraHu3anuH
MPOM3BOJICTBA
1.7. | IlpuHATHI MEpHI ¥ YTBEPXKIEHA JIX JOKyMeHTalus o | myHkT 9.(1.4)
BBIOOPY M KOHTPOJIIO [TOCTAaBLIMKOB, e) (vi)
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TIOZITBEPYKAAIONIHE, YTO KaXk/iasi IOCTaBKa [TpaBun
OCYIIECTBIIIETCS YEPE3 YTBEPHKACHHYIO LCTIb OpraHu3aIiy
TIOCTABOK? IPON3BOACTBA
1.8. | Buenmpensl JM IPONECCH, 00ECTICIHBAIONIHE nyHkT 9.(1.4)
yIpaBieHHE AeSTENBHOCTBIO, IEPefaBaeMOH UL x) (vii)
BBHITIOJIHEHHS IPYro¥ OpraHu3aiuy (YIpaBieHHE IIpaBun
ayTCOPCHHIOM)? OpraHu3aluH
IPON3BOACTBA
1.9. | VBepskaeHa i JOKYMEHTaIlHs, 0OecneunBaromast myHKT 9.(1.4)
yIIpaBJeHue JeSTeNbHOCTBIO, IEpefaBacMol Uil x) (vii)
BEINIOJIHEHHUS JPYTOi OpraHu3aiuy (ynpaBieHHe ITpaBua
ayTCOpPCHHroM)? OpraHu3alyy
IPOU3BOZCTBA
1.10. | JlokyMeHTaNbHO NOATBEPXKACH JIH IIPOLIECC myskrt 9.(1.4) 3)
HOCTOSHHOTO KOHTPOJIS COCTOSTHHUSA 3 (PEKTHBHOCTH (viii)
Tporecca NPOU3BOJACTBA U Ka4ecTBa JIEKApCTBCHHOIO [MpaBun
cpencTBa myTeM pa3paGoTKH K HCIIOIb30BaHAS opraHu3anyf
3¢ ()eKTHBHOrO MOHHTOPHHTA ¥ KOHTPOJIBHBIX IpOU3BOACTBA
cucrem?
1.11. | Pe3ymbTaTsl MOHHTOPHHTA JICKADCTBEHHOTO CPEACTBA | IMTYHKT 9.(14)
H TIPOILIECCOB HCIIOIB3YIOTCS JIM IPH BBITYCKE CEPUH, o) (ix)
TIpH pacciieJOBaHAY OTKIOHEHHH 1 UL IPUHATHS [IpaBun
TIpeIyTPeXIAIOLIMX MEp BO H30eXKaHHe OpraHH3aIiy
HOTEHIMAIBHBIX OTKIOHEHHH? MPOU3BOICTBA
1.12. | ITpoBoamTCS ¥ KOHTPOIb IPOMEXKY TOUHOH nyHKT 9.(1.4)
TIPOJYKIIMK B COOTBETCTBHHE C YTBEPXKICHHOH K) (X)
JIOKyMEHTAlUeN? ITpaBun
OpraHu3alMH
TIPOU3BOJCTBA
1.13. | oKyMeHTAIBHO IOATBEPXKACHBI JIU PE3yIbTATEL nyskT 9.(1.4)
KOHTPOJIA 3a YJIyJIICHHEM [I0CPEACTBOM BHEPEHUS ) (x1)
yCOBEpIICHCTBOBAHUH, OCHOBaHHBIX Ha aKTYyalbHBIX IIpaBun
3HAHHAX IpoLecca U TPOTYKIUU? OpraHH3alHi
MPOU3BOJCTBA
1.14. | PazpaGoTaH 1 JOKyMEHTIbHO YTBEPXKICH JIH nyHkT 9.(1.4)
TIOPSIIOK OTIPEENEeH s U IOCIISIYIOMIEro 0) (Xiv)
NPUMEHEHUA KOPPEKTAPYIOMHX B (vm) [IpaBuin
TpeAYNPEeXIAIOMUX ACHCTBAH IPH PacCICAOBAHUM | OpraHH3AINA
HECOOTBETCTBHH? IPOU3BOJCTBA
1.15. | DdbdhexTHBHOCTS KOPPEKTUPYIOLIKX H (HIIH) nyHkT 9.(1.4)
TIpeAYNPEXTAIONHX JEHCTBHA IPY pacCIeI0BaHIH 0) (xiv)
HECOOTBETCTBH MIPOBEPAETCS ¥ OLICHUBACTCA JIH B [TpaBun
COOTBETCTBHH C IPUHLIMUIIAMH YIIPaBJIEHMs PUCKaMH | OpraHu3alliH
JUIsl KadecTBa? OpOM3BOJICTBA
1.16. | BBox neKapCTBEHHBIX CPEACTB B IPAKIAHCKAN nyskt 9.(1.4)
060pOT [0 BHLIAYH YIIOTHOMOYCHHBIM JIMIIOM ) (Xv)
paspelLIeHHA Ha BBITYCK He JOIYCKAaeTCst m? ITpasuin
OpraHu3aly
IIPOHM3BOJICTBA
1.17. | YTBepX/IeHA U JOKYMEHTAIbHO OpOpMIIeHa JTH nynkt 9.(1.4)
npoLeaypa yA0CTOBEPEHHS YTIOTHOMOYCHHBIM 1) (XV)




320

JIMIIOM, YTO KaXkaas cepus jiekapcTBeHHoro cpenctsa | IIpasun
ObLTa MPOM3BEICHA U IIPOKOHTPOJIMPOBaHA B OpraHu3aliy
COOTBETCTBHMH C TPeOOBAaHUSAMHU PETUCTPALIOHHOTO TIPOM3BOACTBA
Jocee?
1.18. | YTBepxaeHa U JOKYMEHTAIBHO OopMIICHA I myHKT 9.(1.4)
IpoleIypa IPOBEICHUS CAMOHHCIIEKIUH, B ¢) (xvii)
COOTBETCTBHH C KOTOPOH PEryIIpHO OLIEHUBAIOTCS IIpaBun
3¢ PEeKTHBHOCTS ¥ IPHUTOAHOCTD (papMalleBTHYECKOH | OpraHu3almuu
CHCTEMBI Ka4yecTBa? HIPOM3BOACTBA
1.19 | Onpenenena u JOKyMEHTAIBHO OQOpMIIEHA JIH myskT 10. (1.5)
OTBETCTBEHHOCTh PyKoBOACTBa IpeANIpUATHS 32 IpaBun
Hanuune 3pdexTHBHOM PapMalleBTHIECKON CHCTEME] | OpraHH3alliH
Ka4ecTBa 1 HEOOXOIUMBIX pecypcoB? MIPOU3BOJICTBA
1.20. | Ompenesnens! Jin JOKYMEHTAIBHO 00S3aHHOCTH, nyskt 10. (1.5)
OTBETCTBEHHOCTE M IIOJTHOMOYHS KaXI0TO [MpaBun
paboTHHKA? OpraHH3aIiu
MIPOM3BOJICTBA
1.21. | O643aHHOCTH, OTBETCTBEHHOCTD H IIOJTHOMOYHS myHKT 10. (1.5)
JIOBEJICHEI JTU 10 CBEICHUS KaXKI0ro pabOTHHKA U ITpaBun
BBIMOJTHSIOTCS BO BCEX MOPa3/ICIEHHUIX OpraHu3anuu
IPOU3BOJUTENS? IIPOM3BOJICTBA
1.22. | IIpoBoasTcs ¥ JOKYMEHTATBHO 0OpMIIEHB! U nyHKT 11. (1.6)
neprHoAnYecKre 0030pbl (PYHKIIMOHHPOBAHHUS IIpasun
(apmManeBTHIECKON CHCTEMBI Ka4eCTBa ¢ OpraHH3aIH
BOBJICUEHHEM B 3TOT IIpoliecC pyKOBOJCTBA LA TIPOM3BOZCTBA
IIOCTOSHHOTO YJIy4II€HHs NPOAYKIHH, IPOIECCOB U
caMo# CHCTEMBI?
2. |Ilepconan
IpaBuna opraHH3alliy ITPOM3BOJCTBA H KOHTPONISA KayecTBa JIEKAPCTBEHHBIX CPEACTB,
YTBEpIKIEHHbIE TPUKa30M MHUHHCTEPCTBA NPOMEIIUIEHHOCTH M TOProBiIH PoccuiCKoH
denepanun ot 14 mous 2013 r. Ne 916 (3aperucTpupoBanbl B MUHHCTEPCTBE FOCTHIIUH
Poccun 10 centsa6ps 2013 r., perucrpanuoHHbi Ne 29938)
(manee — [IpaBuia opraHu3aliy IPOU3BOJCTBA);
ITopsmoK aTTecTalH YHOIHOMOYEHHOT'O JIMLA IPON3BOIUTENS JIEKAPCTBCHHEIX CPECTB
JUIS. MEIMIIMHCKOTO IPMMEHEHHUS, YTBEPXK/ICHHBIH puKka3oM Munsapasa Poccun ot
01.11.2013 Ne 811H (3apeructpupoBas B Muntocte Poccun 16 nexabps 2013 r.,
peructpauroHusit Ne 30602) (nanee — [Topsnok arrecrauuy)
2.1. | MeeTcs M B HATMYMH KBATU(PUIMPOBaHHBIHA myHKT 25. (2.1)
TICPCOHAJI, IMEIOIIHI OIBIT paboTEI 10 [TpaBun
CHeNHAIBHOCTH? OpraHu3aIuH
IPOM3BOJICTBA
2.2. |IlpencrapneHa i 4eTKas OpraHM3alHOHHASL IMyHKT 26. (2.2)
CTPYKTYpa NpeAnpHITHA? [IpaBun
OpraHu3alu
IIPOU3BOJICTBA
2.3. | IMeroTcs M B HAIMYMH aKTyallbHbIE JOJDKHOCTHBIE | MYHKT 26. (2.2)
HHCTPYKUHUH, B KOTOPHIX H3JI0KEHBI JOIDKHOCTHBIE IIpaBun
00513aHHOCTH pabOTHUKOB, 3aHUMAIOLINX OpraHu3anuu
OTBETCTBEHHBIE JJOJDKHOCTH? IPOU3BOJICTBA
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2.4. | OtcyrcTBYeT 14 HeOGOCHOBaHHOE yOIMpOBaHHe nyHKT 26. (2.2)
o6s3aHHOCTElH ¥ QyHKIMH paOOTHUKOB? IIpaBun
OpraHu3aluy
NPOU3BOJCTBA
2.5. | OtcyrcrByroT i ciydau, Koraa Kakue-Imu6o nyHKT 26. (2.2)
06A3aHHOCTH HE 3aKPEIUICHBI HH 33 OJIHAM U3 IMpaBun
paGoTHHKOB? opraHu3anuy
IIPOMU3BOJICTBA
2.6. | ATTecToBaHO nm YIIOJIHOMOYEHHOE JIMIO | IMyHKT 29
IpOM3BOMHUTENS  JIEKApCTBEHHBIX ~ cpencts s | IIpasmi
MEIUIIMHCKOTO IPAMEHEHHUS 7 OpraHu3anuH
MIPOHU3BO/ICTBA;
OyHKTHI 1- 4
ITopsinka
aTTecTaliy
2.7. | YoaHOoMOYEHHOE JIUIO COCTOHT JIK B IITAaTe ITyHKT 29
IIPEATIPUATHS ? ITpaBun
OpraHM3aliH
IPOU3BOACTBA
2.8. | PaspaGotana u BHempena mu mporpamma oOyuenust | myHKT 33. (2.8)
JUIS IEPCOHAJIA IPOU3BOICTBEHHBIX 30H? IIpaBun
OpraHu3alHy
MIPOU3BO/CTBA
2.9. | Paspa6orana u BHenpeHa iu mporpamma obydeHus | IMyHKT 33. (2.8)
JUIS TIEPCOHANA KOHTPOJIBHBIX J1a00paTopui? [Ipasun
OpraHH3aIlHH
MPOU3BOLCTBA
2.10. | Paspa6orana u BHexpeHa 11 mporpamMma o0yYeHus nyHkT 33. (2.8)
TEXHIYECKOTO NIEPCOHANA TPOM3BOACTBEHHBIX 30H H | [IpaBui
KOHTPOJILHBIX TOMEIEHHH? OpraHu3alHH
MIPOU3BOACTBA
2.11. | Pa3pa6oTaH 1 BHeapeH S KOMIUIEKC MeponpusaTuil | myHKt 38.
II0 TIPOU3BOACTBEHHOM TMTHEHE C YICTOM (2.13)
0COOeHHOCTEH KOHKPETHOTO IPOU3BOACTBA? ITpasun
OpraHM3aIHy
MPOU3BOACTBA
3. | JoxkymMeHTanus
IIpaBuna OpraHM3alMy IPOM3BOJACTBA M KOHTPOJ KadeCTBA JIEKAPCTBEHHBIX CPEICTB,
yTBEP)KIEHHbIE NPHKa3oM MHHHCTEpCTBA NMPOMBIIUICHHOCTH H TOPTOBIH Poccuiickoit
Oenepamuu oT 14 urons 2013 r. Ne 916 (3aperucTpupoBaHo B MHHHCTEPCTBE IOCTHIHH
Poccun 10 cents6ps 2013 r., peructpausonnsit Ne 29938) (nanee — IIpasuiia opraHu3aiy
[IPOU3BOJICTBA)
3.1. | BHepeHa H KOMILIEKCHas CHCTeMa JOKyMeHTamuu? | myHKT 99. 4.1)

IIpasun
OpraHu3anuy
MIPON3BOJICTBA
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3.2. | OcymecTBisercs /i KOHTPOJIb 38 CHCTEMOH nyskT 99. (4.1)
JIOKyMEHTAluH? [TpaBun
Oprasy3alii
TIPOU3BOJICTBA
3.3. |Ilposenena u odopmieHa i BaTHIAIHS CHCTEMBI nyHKT 99. (4.1)
JOKYMEHTAIUH? [TpaBun
OpraHu3aluu
MPOHU3BOJICTBA
3.4, | [IpoBonATCS M MEPONPHATHUS IS 00CCTICICHUS ny=KT 99. (4.1)
IIeJIOCTHOCTH 3alHCell B TEUEHUE CPOKA XPaHEHHs? [paBun
Oprasmu3alyn
IPON3BO/ICTBA
3.5. | YcTaHOBJIEH JH IOPAIOK pa3paboTKy, OQOpMIICHHS, | IIYHKT 100.
BBIIAYH, U3bATHA JOKYMEHTOB H BHECEHHA B HUX 4.2)
H3MEeHeHui? [IpaBun
OpraHu3alyy
POU3BOJCTBA
3.6. | PernameHTHpYrOmUe JOKYMEHTHI TOAITHCAHBI JTH myHkT 101.
JTHIIAMM, IMEIOITAMH IIPaBo IOIIHKCH, C YKa3aHHCM 4.3)
IaThl? ITpaBun
OpraHH3alyu
TIPOU3BOJICTBA
3.7. | YcranoBneH nu cpok AeHCTBHS PETIaMCHTHPYIOMINX MYHKT 101.
JIOKYMEHTOB? 4.3)
[Tpasuin
OpraHH3aIuu
MPOU3BOACTBA
3.8. | VlcKiodeHo /i HCIOJIB30BaHHe YCTapeBIInX Bepeut | myHKT 103.
PErTIaMEHTHPYIOLINX TOKYMEHTOB? 4.5)
IIpaBun
opraHu3alluy
MPOU3BOJCTBA
3.9. | JlokyMeHTHI peryJIspHO [IEPECMATPUBAIOTCS H oyakT 103.
aKTyaIM3UupYIOTCS JIH? (4.5)
IIpaBui
OpraHu3alyi
IPOX3BOJICTBA
3.10. | lokyMeHTanus Ha CEPHUIO XPaHUTCS M B TCUCHHC myHKT 109.
OJTHOTO TOia TIOC/Ie OKOHUAHHs CPOKa TOXHOCTH 3To’ | (4.11)
cepun? [Tpasun
OpraHu3alyy
IIPOU3BOJACTBA
3.11. | JloxymeHTanus Ha CEPUIO XPaHUTCS JIM HE MCHEE nyHkt 109.
IIATH JIET IOCJIE OLICHKH COOTBETCTBUS CEPHH (4.11)
YIIOJIHOMOYEHHBIM JTHIIOM? [TpaBun
OpraHu3aluu
IIPOU3BOJCTBA
3.12. | Kputudeckas JOKyMEHTALMS, BKITIOYAsA HCXOJHBIC nynkr 110.
JaHHblE, TOATBEPKAAIoIHUe HHPOpMAIIHIO (4.12)

PEruCTpaliiOHHOro 10ChE, XPpaHUTCs JIK Ha
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HPOTSOKEHAM CPOKa ASHCTBHS PETHCTPALIHOHHOTO [paBun
yIOCTOBEPEHHUS? OpraHu3anyu
MPOM3BOJICTBA
3.13. | ViMeroTcs 1M yTBEp)KACHHBIE ClIENU(QUKAIMY Ha myHkT 111.
HCXOJJHOE CHIPhE C YKA3aHHEM JaThl YTBEPXKICHHA? (4.13)
ITpaBun
OpraHu3alyH
POU3BOJICTBA
3.14. | MeloTcs 1M yTREPXKAEHHBIE CHEeM(HKANY Ha myHKT 111.
yIaKOBOYHBIE MaTEPHAJIBI C YKa3aHHEM JaThl (4.13)
YTBEP)KICHUSA? ITpaBun
OpraHu3aIiy
IIPOU3BOJCTRA
3.15. | VimMeroTcs U yTBEp)XACHHBIE CIEU(HKAIIME Ha nyHKT 111.
TOTOBYIO IPONYKIHIO C YKa3aHHEM JaThI (4.13)
YTBEPKICHHUSA? IIpaBun
OpraHu3aIuy
MPOHM3BOJCTBA
3.16. | WMeroTes Jin yTBepKASHHBIE clIelnuKanuy Ha myHKT 113.
TIPOMEXYTOUHYIO U HepacdacOBaHHYIO IPOTYKIHIO C | (4.15)
yKa3aHWeM JIaThl YTBEPKICHHA? IIpaBun
OpraHu3aIuy
IPOH3BOACTBA
3.17. | ViMeroTcs /M peryiaMeHThl IPOU3BOACTBA (IIyCKOBOH, | myHKT 115;
OIIBITHO-IPOMBIIILTEHHBI HIIA IPOMBIIINECHHBIH) Wik | myHKT 117
YTBEPKACHHBIC PYKOBOJCTBOM TEXHOIOTHIECKHE (4.18).
HHCTPYKIHH Ha KaXX10€ IPOU3BOUMOE [paBun
JIEKAPCTBEHHOE CPEICTBO? opraHu3aluu
TIPOU3BOACTBA
3.18. | Jins Kaxaoro IeKApCTBEHHOTO CPEACTBa, pasMepa | myHKT 118.
THIA YIIAKOBKH IIPOH3BOJIUTENIEM YTBEPKICHBI JIH (4.19) IlpaBun
HMHCTPYKIHH IO YIIaKoBKe? OpraHmu3anua
IPOU3BOJICTBA
3.19. | Jlocke Ha cepHIO COAEPIKUT JIM 3alIUCH 10 nyskT 119
IIPOM3BOZICTBY CEPHH, KOTOPHIE OCHOBBIBAIOTCS HA ITpaBun
IPOMBIIUIEHHBIX PEraMEHTaX U TEXHOJOTHISCKUX OpraHu3alyn
HHCTPYKIUSAX? IPOU3BOJICTBA
3.20. | IToche Ha CEpHIO COAEPIKUT JI 3aI¥CH 110 YIIaKoBKe | myHKT 119
CepHH, KOTOPbIE OCHOBBIBAIOTCS HA MPOMBIILIEHHBIX | [TpaBmn
periaMenTax M TEXHOIOTHYECKHX MHCTPYKIHUSX? opraHu3alui
TIPOM3BOJICTBA
3.21. | Jlocbe Ha CEpHIO COAEPIKHUT JIH JOKYMEHTHI, myHKT 119
HOATBEPKIAIOIIHE IPOU3BOICTBO CEPUH, KOTOPEIE [IpaBun
OCHOBBIBAIOTCS Ha IIPOMBIIIJICHHBIX PErTIAMEHTaX H | OpraHH3alluH
TEXHOJIOTHUECKUX HHCTPYKIHAX? IPOM3BOJICTBA
3.22. | Jloche Ha CepHIO COACPKUT JIM JOKYMEHTHI Ha myHkT 119
peaNu3aIuio cepun? [TpaBun
OpraHu3aluu

NIPOU3BOJACTBA
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3.23. | 3amucH Mo IPOU3BOACTBY CEPUH NMPOAYKIIHH nyHKT 121
0(OPMIISIFOTCS JTH JJOKYMEHTAJIBHO OTHOBPEMEHHO C IIpaBun
BLIMIOJIHEHHEM COOTBETCTBYIOIIEH OMepamuu? OpraHu3aIu

IIPOM3BOACTBA

3.24. | Ha kax 1yt npou3BEICHHYIO CEPHIO HITH 9acCTh oyHKT 123.

CEPHH COXPAHAIOTCSA JIM 3AIIUCH TT0 YIIAKOBKE cepun? | (4.21)
[Tpasun
OpraHM3alui
MIPOU3BOJCTBA

3.25. | Ha mpueMKy Ka)k10H MOCTaBKH KaXXIO0ro BH/A myHKT 125.
MCXOJIHOTO CHIPbSl HMEIOTCS JIM B HAIHYMH (4.22)
YTBEPKACHHBIE POM3BOAUTENIEM TIPOLIEYPhI X [NpaBun
HOATBEPKIAIOIIUE 3aIHUCH? OpraHu3aluy

IIPOU3BOJICTBA

3.26. | Ha mpueMKy KaxJI0H IOCTaBKH NIEPBHYHBIX, myHKT 125.
BTOPHYHBIX ¥ TIEYaTHBIX yIIAKOBOYHBIX MaTepuaios | (4.22)
HIMEIOTCS JIX B HAJIMYAH YTBEPXKACHHBIC
IPOM3BONMTENEM IPOLEAYPHI ¥ MOATBEPKAAIOIIHE
3amucu’?

3.27. | IlpousBowTesieM yTBEPKACHB! H O()OPMIIEHE! JTH myHKT 128.
JOKYMEHTAJIBHO MPOLE/yPH 10 0T60py Mpob, (4.25)
cofepKaIue cBefieHus 06 HCIoTb3yeMbIX MeToax U | Ilpasun
060pyA0BaHNH, KOIHYECTBAX, KOTOPHIE NOJDKHBI OpraHH3alvi
OBITH OTOOPAHBL, U JIFOOBIX MOIJIEKALIMX MPOM3BOJICTBA
COOTIOIEHHIO MEPaX MPeIOCTOPOKHOCTH BO
n36exanrie KOHTAMHHALMH MaTepHaia Wi To60oro
yXyJIIEHAs ero KadecTpa?

3.28. | ITpoussoauTenem yTBepxKaeHbl B OPOPMICHBI JIH moyHKT 129.
JTOKYMEHTAIBHO METOJMKH HCIBITaHHUS HCXOTHOTO (4.26)

CHIPBA C YKa3aHHEM HCIIOJIb3YEMbIX METOIOB H ITpaBun
oGopynoBaHus? OpraHHU3alHl
IPOK3BOJICTBA

3.29. | IlpousBomuTeneM yTBEpXACHBI B OQOPMIICHEI JTH myHKT 129.
JIOKYMEHTAIBHO METOMKH HCIBITAHUS YTIAKOBOYHBIX (4.26)
MATEPUAJIOB C YKa3aHHEM HCIONb3yeMBIX METOI0B U | IIpaBui
o6opynoBaHHs? OpraHH3alyH

IPOX3BOJICTBA

3.30. | ITpou3sBoauTelieM YTBEPXKACHE K 0QOPMIICHBI JIH myHKT 129.
JIOKyMEHTAIHO METOMKH UCHBITaHUS NPOYKIIMH (4.26)

Ha Pa3HYHBIX CTAIUIX IPOH3BONCTBA ¢ yKasaHueM | [IpaBui
HCIIOJIE3YeMbIX METOZOB H 060pyAoBaHus? OpraHu3aIyu
MPOU3BOJICTBA

3.31. | ITposenenusie ucnbITanus OGOPMILIOTCS JIH myHkT 129.

JOKYMEHTAJIbHO? (4.26)
[Tpasun
opraHu3alyi
IPOH3BOJICTBA

3.32. | IlpousBojHTETeM YTBEPXKACHB! ¥ OPOPMICHBI JTH myHkT 130.
JIOKyMEHTAIBHO MPOLEAYPBI, yCTaHABIIMBAIOIIHE (4.27)
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TIOPSIOK BBIITYCKa H 3a0pakOBKH CHIPbS H IMpaBun
NPOIYKIIHH? OpraHu3alyu
IPOU3BOJCTBA

3.33. | BemyTcs U COXpaHSIOTCA M 3AlIHCH N0 peaiu3allii | IIyHKT 131.
KaXXIOH CepHH MPOXYKIHH? (4.28)

IIpasun
OpraHH3aIHH
MPOM3BOACTBA

3.34. | PaspaGoTaHbl M aKTyaJbHbIC HHCTPYKUHAH 110 myHKT 133.
SKCILTyaTalluy OCHOBHBIX €IMHHIL (4.30)
IIPOM3BOJCTBEHHOTO M KOHTPOIBHO- aHATHTAIECKOrO ITpaBun
o6opynoBaHus? OpraHu3aluH

MPOM3BOACTBA

3.35. | PerucrpannoHHBIE XKYPHAIBI HCIIOIb30BAHAAL nyHKT 134.
IOMeIIeHHH, 060pyIOBaHNs, METOJIOB, IPOBEACHHUA (4.31)
KAIHGPOBKH, TEXHHYECKOTO 00CITy)XHBaHWSA, OTHCTKH ITpaBun
K peMOHTa O(OPMIIIOTCA JIU JOKYMEHTAIbHO Oprasu3alHy
OJXHOBPEMEHHO C BBIIONHCHHAEM COOTBETCTBYIOIEH | IPOU3BOACTBA
onepanuu?

3.36. | PerucrpanOHHBIE XyPHAIBI HCTIONB30BAHUA nyHKT 134.
TIOMEILEHHH, 000pyA0BaHuUs, METOLOB, TPOBEICHHS 4.31)
KaTHOPOBKH, TEXHHIECKOTr0 OGCITYKUBAHHUS, OIMCTKH | [IpaBii
HIH peMOHTa 0QOPMIIAIOTCS JiH JOKYMEHTAIILHO C OpraHu3aniy
yKa3aHHEM JIaT | JIALI, BHIIONHABIINX 3TH paboTsl? IPOMU3BOJCTBA

3.37. | Beaercs i yueT JOKYMEHTOB B paMKaX CHCTEMBL nyHkT (4.32)
yIpaBJIeHUs Ka4€CTBOM?

4. | IlpousBoacrBo
IIpaBuia OpraHW3ALMM MPOM3BOACTBA M KOHTPOJS KadeCTBa JCKAPCTBEHHBIX CPEACIE,
yTRep)KTIeHHBIe NPHKa30M MHHHCTEPCTBA NPOMBIIUICHHOCTH M TOPTOBIH Poccuiickon
OGenepauuu ot 14 mions 2013 r. Ne 916 (3aperucTpupoBaH B MuHECTEPCTBE IOCTHIIMA
Poccun 10 centstGps 2013 r., perucrpanuonnsiit Ne 29938) (manee — IpaBuia opranu3aniy
IIPOM3BOICTBA)

4.1. | Bce nocrynaromue HCXOHOE ChIPhE U YIIAKOBOYHBIC | MyHKT 138.
MaTepHaJibl, IPOMEXYTOIHAd U Hepac(acoBaHHAS (5.3)
IIPOAYKIYS IPOBEPAIOTCS JI HA COOTBETCTBHE ITpaBun
3aKa3zy? OpraHu3alyH

IIPOU3BO/ICTBA,
myHKT 141.
(5.6)
[Tpasun
OpraHu3aluy
IPOHU3BOACTBA
4.2. | Tapubie MecTa MapKHpYIOTCS JIH? myHKT 138.
(5.3)
[TpaBun
OpraHH3aIHy
IPOU3BOJCTBA

4.3. | ITocrynaromue HCXOQHOE CHIPbE U YIIAKOBOTHBIC myHKT 140.

MaTepHaJIbl [IOMEIAIOTCS JIM B KAPaHTHH 10 (5.5)
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TIOJIYYEHHS pa3pelIeHus Ha HCIIOJb30BaHHE [IpaBun
HCXOIHOTO CHIPBs? OpraHu3anuu
IIPON3BOJICTBA
4.4. | IIpousBeneHHas rOTOBAs IPOIYKLHS IOMemaeTcs M | myHKT 140.
B KapaHTHH [0 MOJTY4eHUs pa3pellcHHs Ha BBITYCK (5.5)
IOTOBOM TPOTYKITHH? IIpaBun
OpraHH3anuy
NPOU3BOJCTBA
4.5. | YcnoBus XpaHEHHs HCXOJHOTO CHIPbS COOTBETCTBYIOT JiM | myHkT 142. (5.7)
TpeOOBaHHAM HOPMAaTHBHOM NOKyMEHTALIHH IlpaBun
MPOH3BOANTEIIA? OpraHu3auuyu
TIIPONU3BOACTBA
4.6. | YcnoBus XpaHEHHS YIAKOBOYHBIX MaTEPHATIOB nyHkT 142. (5.7)
COOTBETCTBYIOT I TpeGOBaHUAM MPOM3BOAUTENSA? INpaBmn
OpraHmsalydy
TIPpOHU3BOACTBA
4.7. | Ycnosus XpaHeHHs TOTOBOM MPOLYKIMHU COOTBETCTBYIOT | MyHKT 142. (5.7)
71 TpeOOBaHUAM K XPaHEHHUIO, YTBEP)KICHHBIM B IIpasun
nponecce pel"I/ICTpaLII/IH? OpraHusanv
POM3BOJICTBA
4.8. | HcxogHoe chIpbe XPAHUTCA JIX B HOPSIKE, nyHkKT 142. (5.7)
obecrneunBaroIeM pa3fieJieHHe [0 CEPHAM? IIpaBun
OpraHH3aLyH
TIPOH3BOJICTBA
4.9. | YnakoBo4YHbIe MaTepHalbl XpaHATCA JIH B IIOPAIKE, myHKT 142. (5.7)
obecrieunBaromeM pasjieseHHe 1o cepruiaM? Ipasun
OpraHHsalnyy
MPOU3BOACTBA

4.10. | T'otoBas npoayKuus XpaHHTCs JIH B IOPAJKE, myHkt 142. (5.7)

oGecrneyrBaioNIeM pa3/ielieHHe Mo CepHsIM? IlpaBun
OpraHu3aluH
TIPOU3BOJZICTBA

4.11. | Bce ucxonanoe CeIpbe, YIIaKOBOYHBIE MaTepHaIbl H nyHKT 142.
OPOXYKIIMS XpaHATCA /I B IOPAJKE, 5.7
obecrevnBaroeM 049epeIHOCTh HCIIOIb30BaHHs ITpaBun
CKJIaJICKHX 3a11acoB? OpraHu3alnuu

MIPOU3BOJCTBA

4.12. | He momyckaercs 1 OXHOBPEMEHHOE HITH MyHKT 144.
MOCJIeA0BaTENIbHOE IIPOBEACHHE ONIEpalHii ¢ (5.9
pa3IU4HBIMH IIPOJYKTaMH B OJHOM M TOM XK€ [TpaBun
IOMELICHNH, 338 HCKITIOUEHHEM TEX CIy4aeB, KOIJa HE | OpraHu3aluy
CYIIECTBYET PHCKa NEPEYyTHIBAHKS HITH MPOU3BOACTBA
IEPEKPECTHOMH KOHTaMHUHALHAHN?

4.13. | Ilpou3BoauteneM pa3paboTaHa U yTBEPXKICHA JIX nmyHKT 145.
IporpaMma MepOIPHUATHH 110 3amuTe npoayknua ot | (5.10)
MHUKPOOHOM U Ipyroi KOHTAMHHAIIMH Ha BCEX [IpaBun
CTaIUAX MPOU3BOJCTBA? OpraHy3alMy

TIPOU3BOJICTBA

4.14. | IIpousBomureneM pazpaboTaHa U yTBEPXKIEHA JIX myHKT 145.

IporpaMma MEpOTNPHUATHH 110 3ALIUTE UCXOTHOIO (5.10)
CBIPbsI 0T MUKpOOHOMH M Apyro# KOHTaAMHHALMH Ha ITpaBun
BCEX CTaUIX POHU3BOJICTBA? OpraHu3anuy

IIPONU3BOACTBa
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4.15. | IpoussoaureneM pa3paboTaHa U yTBEPXKICHA JIH myHKT 145.
TIPOTpaMMa MEPOTIPHSTHIA 110 3alIUTe yakoBouHbX | (5.10)
MaTepHanoB OT MEKpOOHO# ¥ fpyroii konTamuHanuu | [Ipasun
Ha BCEX CTAIUIX MPOH3BOACTBA? OpraHn3aluH

NPOH3BOJCTBA

4.16. | IlpexycMOTpEHBI K TEXHAYECKHUE U (WIIH) nyHKT 154.
OpraHU3alMOHHBIE MEPHI JJIA IIPEIOTBPALICHHSA (5.19) IlpaBun
HIEPEKPECTHON KOHTAMHHALINN ? OpraHu3aliH

MPOM3BOACTBA

4.17. | [pousBommTeNeM COBMIONAETCS T IIEPUOJNIHOCT | MyHKT 155.
IPOBEICHUS MEPOIIPHATHH M0 MIPEAOTBPALMIEHUIO (5.20)
IIepeKpecTHON KOHTaMUHAIWHY U HX dpdexTuBHOCTh | IIpaBuin
B COOTBETCTBHH C YTBEPKIECHHBIMU IPOU3BOUTENIEM | OpPraHU3alluH
nponexypamu? IPOU3BOJICTBA

4.18. | HcxomHoe CHIpbE 3aKyNaeTCs JIM TOJBKO Y myHKT 161.
YTBEPIKIECHHBIX IPOH3BOJIHTENIEM IIOCTABIIMKOB? (5.26)

4.19. | MapkupoBKa HaXOASAIIErocs B CKIA/ICKO# 30He myHKT 164.
HCXOJIHOTO CHIPhS COOTBETCTBYET JIM yTBEpXAeHHOH | (5.29)
Npou3BOAMTENEM (OpPME CTAaTYCHBIX ITUKETOK? IIpaBun

OpraHu3aIu
IPOH3BOJICTBA

4.20. | [Ipom3BoauTeneM yTBEPKICHEI H JOKYMEHTAIBHO myHKT 165.
o(hOPMIICHBI JTH IPOLELYPEL, TapaHTUPYIOIIHE (5.30)
HOIJIMHHOCTH COAEPIKUMOr0 KaXKA0ro KOHTEHHEpa [NpaBun
HCXOJIHOT'O CHIpBs? OopraHu3aniy

TIPOM3BOACTBA

4.21. | B npoH3BO/ICTBE HCTIOIB3YETCS JIH TOJIBKO HCXOAHOE | IMyHKT 166.
ChIpBE, pa3pelleHHOE NoIpa3AelicHHEM KOHTPOIIA (5.31)
KauecTBa? IIpaBun

OpraHu3aluy
TIPOM3BOACTBA

4.22. | B npousBosicTBe UCTIOB3YeTCS IH TOJBKO HCXOAHOE | IMyHKT 166.

CBIpbE, HMEIOLIEe He HCTEKUINi CPOK TOMHOCTH? (5.31)
IIpaBun
OpraHu3aliy
MIPON3BOJICTBA

4.23. | OBecnedeno m1 xpaneHue NeUYaTHBIX MATEPHATOB B | ITyHKT 176.
0€e30MacHBIX YCJIOBHAX, HCKIIOYAIOIHX AOCTYII (5.41)
IIOCTOPOHHHX THI? [Tpasun

OpraHu3aly
IPOM3BOJICTBA

4.24. | ObecnieueHO JI XpaHEHHUE H TPAHCIIOPTHPOBKA nyHKT 176.
pa3pe3aHHBIX 3THKETOK M JPYT'HX Pa3spO3HEHHBIX (5.41)
TIE€YaTHBIX MATEPHAIIOB Pa3/eIbHO B 3aKphITOH Tape, | [IpaBmi
HCKJIIOYAIOIIER UX IepeIryThIBaHHE? OpraHu3aluy

POU3BOJICTBA

4.25. | PaspemeHue Ha HCIIONB30BaHUE YIAKOBOYHBIX myHKT 176.
MaTepUaioB BBAAETCA JTH TOJBKO CIELHAIBHO (5.41)
Ha3HAYeHHBIMH JIUIIaMU B COOTBETCTBHH C [TpaBun
YTBEPKCHHOM IPOU3BOIUTENEM NPOLIETYPOi? OpraHu3aluH

TIIPpOHU3BOACTBA
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4.26. | Kaxxmoii mocTaBKe WM CCPHH IEPBUYHBIX MITH nyHkT 177.
[Ie4aTHBIX YIIAKOBOYHBIX MAaTepHasoB NPHCBANBACTCA (5.42) Ilpasun
M MACHTU(GUKAIMOHHEIN HOMEDP WK OpraHu3aluH
HICHTH(UKALMOHHbIH 3HaK? IPOU3BOJCTBA
4,27. | JoxyMeHTanbHO OQOPMIAETCS 1M YHHYTOXKEHHE | IYHKT 178.
IIPOCPOYEHHBIX HIIH HETPUTOAHBIX K HCIIOJIB30BAHAIO (5.43)
NeYaTHBIX WM  HEPBHYHBIX  YMaKoBOWHbIX | IIpaBmn
MarepuanoB? OpraHH3alHH
[IPOM3BOZICTBA
4.28. | He nomyckaercs 1M YIIaKOBBIBAHUE ITPOJYKIIHH myHKT 179.
pasHYHBIX BUIOB B HEOCPEICTBEHHOM O/IH30CTH (5.44)
ApPYT OT APYTa, 33 HCKIIOUEHHUEM CIIyJaes, [MpaBun
TIpeyCMaTPHUBAIOIINX (Pr3HIecKoe pazzneneHue? OpraHu3alyu
TIPOU3BOJICTBA
4.29. | llepen HayanoM onepauui mo yrnakoBke myHkt 180.
IIpeIUPUHAMAIOTCS JIU MEpHI, FapaHTHPYIONIHUe, 1TO (5.45) Ilpasun
pabouas 30Ha, yIIaKOBOYHBIE JINHAH, I€YATHLIE OpraHH3aIHK
MalIHHBI ¥ Jpyroe 000pyAOBaHHe SBILIOTCS MIPOM3BOACTBA
YHCTHIMY H HE COJIEPKAT TIO0BIC HCIIOIE30BaBIIHECS
paHee JIeKapCTBEHHHIE CPEJICTBA, YIIAKOBOYHEIE
MaTepHaIbl 11U JOKYMEHTEI?
430. | OuMcTka JIMHAM = TOpPOBOMMTCS JiH  cornyacHo | myHKT 180.
YTBEpXK/ICHHON IPON3BOIUTENEM MpoLeRype? (5.45)
IIpaBun
OpraHu3alHH
IIPOU3BOJICTBA
4.31. | Ha xaxa0M yIIakoBOYHOM MECTE MU JHHHU nyHkT 181.
YKa3BIBAIOTCS T HAHUMEHOBAHHUE U HOMEP CepUH (5.46)
YIIaKOBBEIBAEMOM NPOXYKIHH? IMpaBun
OpraHu3aliH
IPOU3BOACTBA
4.32. | OGecrieunBarOTCs I MPENOTBPAICHUE U myHkT 183.
yCTpaHeHue T000H KOHTAMUHALIMY [IePBHIHOH (5.48)
YIIAaKOBKH, TaKOH KaK OCKOJIKM CTEK/IA H [IpaBun
METAUINYECKHEe JaCTHIIB!? OpraHU3aLHUH
PON3BOJICTBA
4.33. | MapkupoBKa OpOAYKLUK OCYIIECTBIIACTCSA JIH nyHKT 184.
OJ[HOBPEMEHHO C BBIIIOJIHCHHEM COOTBETCTBYIOIICH (5.49) IlpaBun
omepanuy (acoBKH U YIaKOBKH? OpraHu3alUH
MPOH3BOJICTBA
4.34. | 3anucu 0 MapKUPOBKE OPOPMIIAIOTCS JIH myHKT 184.
OJHOBPEMEHHO ¢ BHIIONHECHHUEM ONepanuu GacoBKH (5.49)
¥ YIIaKOBKH? [TpaBun
OpraHu3aluu
[PON3BO/ICTBA
- 4.35. | IIpuHATHI TH MEpbI, FAPAHTUPYIOIIHE, YTO HE myHKT 184,
TIPOM30H ET NEPEIyTHIBAHHSA M OIMO0UHOM (5.49)
MapKUPOBKH? [TpaBun
OpraHu3alUH

IIPOU3BOJICTBA
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4.36. | Ilocse 3aBepineHns onepanui no ynakoske modsie | myHkT 193.
OCTAaBIIHECS YIIAKOBOYHBIE MAaTEPHAIBI C (5.57
HaHeCEeHHBIM Ha HUX HOMEpPOM cepuH yHuuToxarorcs | [IpaBun
JIH C IOCJIEAYFOIIHUM IOKyMEHTATHHBIM OpraHu3anyu
ot opmieHHEM? IIPOH3BOJICTBA

4.37. | Bo3Bpar Ha ckJial HEMapKHPOBAaHHBIX YIAKOBOYHBIX | IMyHKT 193.
MaTepHajioB HpoU3BOmMTCS JU B cooTBeTcTBUH C | (5.57) IIpaBun
YTBEP)KACHHOM IIPOU3BOAUTENEM IIPOLEypPOH? OpraHM3alnuy

IPON3BOJICTBA

4.38. | lo MOMeHTa OJTy4YEHHUS pa3pelicHHs Ha BBITYCK myHKT 195.
IIPOBOJMTCS JIA OLE€HKA KA4eCTBA TOTOBOM (5.59)
TIPOAYKIHH B JOKYMEHTAIIUH HA CEPHIO? [Tpasmn

OpraHu3aIHy
MIPOU3BOJICTBA

4.39. | OTKIOHEHHBIE MAaTEPUATBI M IPOLYKITHS myHKT 197.
MapKHUPYIOTCS Ju? (5.61)

4.40. | OTKIOHEHHBIE MaTepHAITEI H IPOXYKIHU XpaHATCS M1 | MyHKT 197.
pa3zieNbHO B 30HAX ¢ OTPAHHYCHHBIM JOCTYIIOM? (5.61)

4.41. | HelicTBUS C OTKIIOHEHHBEIMH MaTepUaiaMy U myHKT 197.
NpoayKuue# opopMIITIOTCS T JOKYMEHTAIBHO? (5.61)

[IpaBun
OpraHu3aIyu
IIPOM3BOJICTBA

4.42. | leficTBHs C OTKIOHCHHBIMH MaTepHAJIaMH U nyHKT 197.
IpoAyKLHeH CaHKIIMOHHPOBAHEI JIX (5.61)
YIOJIHOMOYCHHBIMH JTUIIAMHU 7 [Ipasmn

OpraHu3aIiH
IIPOM3BOACTBA
5. | KonTpoab kavecTBa
IlpaBuia opraHu3amyy IPOU3BOJACTBA M KOHTPOJA KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
YyTBEp)KIECHHBIE NPUKA30M MHHHCTEPCTBA NPOMBIIUIEHHOCTH M TOProBiH PoccHiickoi
®enepanun ot 14 mronsa 2013 r. Ne 916 (3apeructpupoBaH B MHHHCTEPCTBE IOCTHLIMH
Poccun 10 centa6ps 2013 r., peructpanuonusiii Ne 29938) (nanee — IIpaBuia opraHusanyu
NPOU3BOACTBA)
5.1. | llogpa3zaeneHue KOHTPOJISA Ka4ecTBa HE3aBUCUMO i | yHKT 203.
OT APYTUX MOApa3AeIeHHH? (6.1)
IIpaBun
OpraHu3anuy
MIPOH3BOJICTBA
5.2. | PyxkoBomutenp nonapasaencHus KOHTPOIIsS KayecTBa myHkT 203.
HMEET JIX COOTBETCTBYIOUIYIO KBATH(UKAIHIO U (6.1)
OIIBIT paboTHI? [paBun
OpraHH3aIH
NIPOU3BOJICTBA
5.3. | Ha npemnpusTiu uMeeTCs T KOHTPOJIbHAS myHKT 203.
naboparopusa(u)? (6.1) IIpaBun
OpraHu3aIyy
IPOM3BOACTBA
5.4. | KontponeHas nabopatopus obecneyena Jin nyHKT 208.
MOMEIIEHUSIMU H 000pyIOBaHUEM AT KOHTPOJIS (6.6)
Ka4ecTBa HCXOJHOTO CBHIPhsl, MATEPHAJIOB H
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JNEKapCTBEHHBIX CPEe/ICTB, IPOM3BOIMMBIX HA [TpaBun
HpENpHATHA? OpraHu3anuy
MIPOMU3BOJICTBA

5.5. | Konrponsnas naGoparopus obecrneueHa i nyskt 208.
TIEPCOHAJIOM JUTS KOHTPOJIS KauecTBa HCXOHOTO (6.6)

CHIPbs, MATEPHAIIOB M JIEKAPCTBEHHBIX CPE/ICTB, [MpaBun
TIPOM3BOJUMBIX Ha NPEIIPHATHH? OpraHu3aIMu
IIPOM3BOZCTBA

5.6. | IInanupoBKa 30H KOHTPOJIA Ka4eCTBa HCKIIIOYAET i [ ITYHKT 51.(3.5)
CKBO3HOI ITPOXO]1 IIEPCOHANIA, HE pabOTAIOIIEro B [paBua
HUX? opraHu3alyu

IIPOU3BOJICTRA

5.7. | [Lmomas ¥ IUTAHAPOBKA NabopaTopyil HCKIIOYAET M | MyHKT 74.

TIepenyTHIBAHKE U IEPEKPECTHYI0 KOHTAMHUHALMIO? 3.27)
[IpaBun
OpraHu3alya
MIPOM3BOJICTBA

5.8. | ViMeroTcs K BBIICJIEHHBIE MECTA VIS XPAHCHHUS IYHKT 74.
00pa3ioB H 3amucei? (3.27);

nyHKT 88.
(3.41)

5.9. | KanmnbGpoBKka KOHTPOIBHO-U3MEPUTENBHOTO U nyHKT 88.
AHATMTAYECKOTO 060pyI0BaHMs (B TOM YHCIIE BeCOB, | (3.41)
npuGOpOB VIS MOHUTOPHUHTA), TIPOBOIUTCS I B IIpaBun
COOTBETCTBHH C HHCTPYKLHSMH I10 BX paboTe U OpraHu3aIiu
00CTy)KUBaHUIO? POH3BOJCTBA

5.10. | KanuGpoBka KOHTPOJIBHO-H3MEPUTENIBHOTO myHKT 88.
AHATHTHYECKOro 060pyI0BaHus (B TOM YHCIE BeCOB, | (3.41)
npu60opoB 11 MOHUTOPHHTA), TPOBOAUTCS U B [Ipasun
COOTBETCTBHH C YTBEPKACHHOM IPOU3BOTUTENEM OpraHu3alyH
NIEPHOJUIHOCTEIO? POM3BOJICTBA

5.11. | Bce onepanuu o KOHTPOJIIO B IIPOIECCE myHKT 221.
IPOHU3BOICTBA OCYIIECTBIIAIOTCS JIH B COOTBETCTBUM (6.18)

C METOJMKAMH, YTBEPXKACHHBIMH IIOAPA3ICTICHHEM [IpaBun
KOHTPOJIA KadecTBa? OpraHu3alyu
MIPOHU3BOJCTBA

5.12. | Pe3ynbTaThi BCEX ONEpAIMit 10 KOHTPOJIIO B myHKT 221.
Tpolecce IPOU3BOJCTBA OQOPMIIIOTCS JIH (6.18)
JIOKyMEHTaJIbHO? [IpaBun

OpraHu3alyy
TPOU3BOJICTBA

5.13. | PeaxTHBBI B CTAaHIApPTHBIE PACTBOPHI TOTOBITCS JIU B | IyHKT 222.
COOTBETCTBHHU C HHCTPYKIUSAMH 0 HX (6.19)
UCTIONIB30BaHHUIO H XPaHEHHIO? [MpaBun

OpraHH3aliu
POU3BOJICTBA
5.14. | PeakTHBBI B CTaHAAPTHBIE PACTBOPHI MAPKUPYIOTCS myHKT 222.
MM B COOTBETCTBHH C HHCTPYKLHUAMH 110 HX (6.19)

HCIIOJb30BAaHHIO U xpaHeHmo?
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IIpasun
OpraHu3alnyu
pOU3BOACTBA
5.15. | Ha mocyne ¢ aHaTMTHYECKHUMH PEAKTHBAMH HITH OYHKT 223.
CTaHJAPTHEIMH PacTBOPaMM YKa3bIBAcTCs JIH J1aTa, 110 (6.20)
KOTOPO# OHH MOTYT HCTIOJIb30BaThes ('HCIIOIB30BATE [TpaBun
no")? OpraHu3alyf
POU3BOJICTBA
5.16. | Ha rape yka3sIBaeTCs JIM JIaTa MOTYICHUA KaXAOT0 TyHKT 224.
BeIeCTBA, UCIIOJIB3YEMOIO JUIS IIPOBEACHHUS (6.21)
HCIBITAHU#M, ¢ HHCTPYKIHSAMH ITO €r0 IIpaBun
ACIIOJIb30BAHUIO U XPaHEHHIO? OpraHu3aIii
MIPOM3BOAICTBA
5.17. | OueHKa KauecTBa FOTOBOM MPOIYKIKMH POBOMTCA | MyHKT 205.
JIM Ha OCHOBAHHH BCeX (PaKTOPOB, KOTOPHIC MOTYT (6.3)
MOBJIHSATH HA €€ KaueCTBO (BKIIHOYAs YCJIOBHS [IpaBun
IPOM3BOACTBA, PE3yJIBTaTEl KOHTPOJISA B MPOIIECCEe OpraHu3al¥i
IIPOM3BOJICTBA, 0030p IPOU3BOACTBEHHOH [IPOU3BOJICTBA
JOKyMEHTAIlMH, COOTBETCTBHE CIIENA(HKALIIM HA
FOTOBYIO MPOIYKIIMIO H IPOBEPKY OKOHYATENBHOH
YIIAKOBKY FOTOBON HPOIYKIHH)?
5.18. | Tlepconan moapasfeIeHHA KOHTPOJIA Ka9eCTBA UMEET | IyHKT 206.
JIE ZOCTYII B IPOM3BOACTBEHHbIE 30HBI 11Ist 0TO0pa 6.4)
11po6 ¥ MPOBEECHH HCCIE0BAHMA? IIpaBun
OpraHu3aIyu
POH3BOJCTBA
5.19. | Bes qoxyMeHTanMs 10 KOHTPOJIIO Ka9eCTBa, nyHKT 211.
OTHOCSIIIASCA K 3aIHCAM [0 IPOH3BOJCTBY CepHit (6.8)
IPOIYKIMH, XPAHUTCS JIM B TCUSHHUE OAHOTO roja Ipasun
TI0CTIe HCTEYEHHs CPOKA TOJHOCTH CEPUH M B TEYCHHE | OpraHH3aIiy
He MeHee IATH JIET TOCTE OLEHKH COOTBETCTBUA MPOU3BOJICTBA
CEpHH YIIOIHOMOYECHHBIM JIUIOM B YCTaHOBJICHHOM
TIPOU3BOJUTENEM MOpsAIKe?
5.20. | IIpoBomuTcs M ONEHKA TEHACHIWA H3MECHCHHS oyHKT 212.
TIapaMeTpoB IS HEKOTOPHIX BUJIOB JAHHBIX ? 6.9)
[TpaBun
OpraHu3alug
IIPOU3BOACTBA
5.21. | CoxpansmoTcss M SBISIOTCA JIM JIETKOJOCTYIHBIMH | IYHKT 213.
naGopaTOpHEIE KyPHATE! U (UJIH) 3aMUCh? (6.10)
[TpaBun
OpraHu3alMu
IPOU3BOJCTBA
5.22. | IIpou3BomuTeNeM OCYIIECTBIACTCA JIH OTGOP MPOO B | MYHKT 214.
COOTBETCTBHH C JIOKYMECHTHPOBAaHHBIMHA (6.11)
nporenaypamu? [Mpasun
OpraHu3alyu
IPOH3BOJCTBA
5.23. | B npouenypax ot6opa npoG onpeneens! i cnocod | myHKT 214.
oT60pa Mpo6HI 1 KOIHYECTBO 00pasia, KoTopoe (6.11)

JIOJKHO OBITH 0TOOpaHO?
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[TpaBun
OpraHu3alyy
IPOM3BOJICTBA
5.24. | B npouenypax ot6opa npob ompeesieHs! JId myHKT 214.
ACTIONIB3yeMoe 000pyIOBaHHe, THII ¥ COCTOSHHE 6.11)
Taphl, HCTIOJIB3yeMOM U1t 0T6Gopa npoGsl? [Tpasun
OpraHu3alnuy
MIPOH3BOJICTBA
5.25. | IlpoBoautcs ¥ HACHTH(GUKALUS Taphl C myHKT 214.
oTOGpaHHBEIME POGAaMH H Tapkl, U3 KOTOPO# OBLTH (6.11)
oTo6paHbI TpoObI? IIpaBun
OpraHU3aluMH
IIPOM3BOJICTBA
5.26. | B nponexnypax ot6opa npo6 omnpenenaeHs! T4 NyHKT 214.
TIpOIIE/TyPhI 10 Pa3ZeeHHIo 0ToOpaHHoro o0pasua (6.11)
Ha 9acTu? [paBun
OpraHH3anyu
MIPOM3BOJCTBA
5.27. | B mponexypax or6opa HpoG OnpeNIeNeHb! JIi I00se | MYHKT 214.
0co0bIe MepHI IIPEAOCTOPOKHOCTH, KOTOPBIE (6.11)
HeoGXOIHMO cobIonaTh, ocobGeHHo mpu oT6ope [Ipasun
00pa3IoB CTEPUIIBHBIX ¥ BPETHBIX BEIIECTB? OpraHu3alyi
MPOM3BOACTBA
5.28. | B mpouexypax ot6opa npo0 ompeseeHs! JIH nyHKT 214.
yCIIOBHSL XpaHEHHs npo6? (6.11)
ITpaBun
OpraHu3aluu
NPOH3BOACTBA
5.29. | B npouenypax ot6opa npo6 OmpeaeseHb! 11 oyHKT 214,
IIpOLIEyphI 10 OYHCTKE H XPaHEHHIO 000pyAOBaHHS (6.11)
At oroopa mpo6? IpaBun
OpraHH3alyy
IIPOU3BOJCTBA
5.30. | OTo6panHble KOHTPOJIbHBIE 00Pa3LBI IPEJCTABIIAIOT | MYHKT 215.
71 cobO IPEACTaBUTENBHYIO BEIOOPKY CEpHU (6.12)
HCXOTHOTO CBHIPBSI, YITaKOBOYHBIX MaTePHAJIOB HIIH [MpaBun
rOTOBOM MPOAYKLIHH? OpraHu3alyi
IPOH3BOJCTBA
5.31. | DTuxerxa Taps ¢ oTOOpaHHEIME 06pa3IAMK myHkT 216.
COZepHT T MHGOPMAIIHIO O €€ COAEPKUMOM? (6.13)
[TpaBun
OpraHu3alyn
MPOU3BOJCTBA
5.32. | DTuxeTKa Taphl ¢ OTOOpaHHBIMH OOpa3aMu myHKT 216.
COIEPYKUT JIH HHGOPMAIIHIO O HOMEpPe CepHn’? (6.13)
ITpaBun
OpraHu3alyi
IPOU3BOACTBA
5.33. | DTukerxa Tapsl ¢ 0TOGPaHHEIME 0OpaslaMu myHKT 216.
COZEPKHT JTi HHGOPMALHIO O JaTe 0T60pa npo6? (6.13)
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IIpaBun
OpraHu3anuH
MPOM3BOJICTBA
5.34. | OTuxeTKa Tapbl ¢ 0TOOpaHHBIMH 00pasLiaMu myHKT 216.
COIEPXKHUT T 0003HaYEHHE YIIaKOBKH, U3 KOTOPOX (6.13)
5TH poOkI ObUTH 0TOOPaHBI? ITpaBun
OpraHU3aIHH
TIPOU3BOACTBA
5.35. | MeToauKy KOHTPOJIS KAUeCTBA BT IUPOBAHBI JIH 7 nyHKT 218.
(6.15)
IpaBun
OpraHu3alMH
MIPON3BOJICTBA
5.36. | Bce ucmbpITaHUs MPOBOASATCS JIM B COOTBETCTBHH C nyHKT 218.
METOJINKAMH, IIPHUBEIEHHBIMU B PETUCTPALIMOHHOM (6.15)
nocee? IIpaBun
OpraHu3aliy
POH3BOJICTBA
5.37. | [Tony4yeHHBIE pe3yabTaThl HCIBITAHUN myHKT 219.
JOKYMEHTAIbHO 0popMIISIOTCS B IpoBepsrorcss nu | (6.16)
JUIsi TRDAHTHH HX COOTBETCTBUSA APYT Apyry? ITpaBun
OpraHH3alyu
TIPOU3BOZCTBA
5.38. | Bce oneparuu o KOHTPOIIIO B IIPOIIECCE MyHKT 221.
IIPOM3BOJICTBA OCYLIECTBIIIOTCS JIM B COOTBETCTBHH | (6.18)
C METOJMKAMH, YTBEPKIEHHBIMH [IOPa3CIICHUEM ITpaBun
KOHTpOJIS KayecTBa? OpraHu3alnuu
MPON3BOJICTBA
5.39. | PesysnbTath! oneparyii o KOHTPOIIO B IIPOIECCe MyHKT 221,
IPOM3BOJICTBA OPOPMILTIOTCS JIH JOKYMEHTAIBHO? (6.18)
ITpaBun
OpraHu3aluH
TIPOHU3BOACTBA
5.40. | ITocne BrITycKa B 0OpalleHHe IPOU3BOAUTEIEM IYHKT 226.
IPOBOMUTCS JI MOHUTOPUHT CTaOHIBHOCTH (6.23)
JIEKapCTBEHHOT'0 Npernapara B COOTBETCTBHH € IpaBun
YTBEPXKICHHOM IpOrpaMmoit? OpraHH3alHH
POU3BOACTBA
5.41. | IlporpaMma mOCIEAYIOIIErO H3YIeHNS CTaOMIBHOCTH | MyHKT 229.
JIEKapCTBEHHBIX CPeCTB 0dOopMIIEHA JIH (6.26)
JOKYMEHTAIBHO B COOTBETCTBHH C TPEOOBAHUAMH, [MpaBun
YCTaHOBJIEHHBIMU ITyHKTaMH 92 — 134 TIpasun OpraHu3aluu
OpraHM3aliy IPOU3BOJICTBA H KOHTPOJIS KaueCcTBa IpOU3BOJICTBA
JIEKapCTBEHHBIX CPEICTB, YTBEPKACHHEIX IPUKA30M
Munnpomropra Poccun ot 14 mons 2013 1. Ne 9167
5.42. | O6opynoBaHue, HCIOIB3YEMOE UL H3yYCHHS IMyHKT 229.
CTa0MJIBHOCTH JIEKAPCTBEHHBIX CPE/ICTB (6.26)
00CITy>KHBAETCsI T B COOTBETCTBHH C [paBun
TpeGOBaHMAMH, YCTAHOBIICHHEIMHE ITyHKTaMH 46 - 91 | opraHuzaiyu
TITpaBuIT OpraHu3anyy IPOU3BOACTBA H KOHTPOJISA IIPOM3BOJICTBA

Ka4deCTBa JICKAPCTBCHHBIX CPEIACTB, YTBECPXKICHHBIX
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npukasom Munnpomtopra Poccnu ot 14 mons 2013
r. Ne 916, u TIpunoxennem Ne 15 k ITpaBuiam
OpraHM3aliy IPOU3BOJICTBA U KOHTPOJIS Ka4ecTBa
JIEKapCTBEHHBIX CPEZICTB, YTBEPKICHHBIM IIPUKa30M
Munnpomropra Poccnu ot 14 mrons 2013 1. Ne 9167

5.43. | Otuer o paboTe 1o mMporpamMMe IOCIEAYIOIIEro myHKT 230.
H3y4YEeHHUs! CTAOMIBHOCTH JIEKAPCTBEHHEBIX CPE/ICTB (6.27)
BKJIFOYAET JIK B ce0s1 BECh IEPHO 10 HCTEYECHHS [IpaBun
CpOKa rOJAHOCTH MPOIYKIIHHA? OpraHu3aIuy

IIPON3BOJICTBA

5.44. | Yuco cepuii ¥ NEPHOAXYHOCTD UCIIBITAHUHA MyHKT 232.
CTaOGHIIBHOCTH JIEKAPCTBEHHBIX CPENCTB MO3BOIAIOT | (6.29)

JIH [IPOBOAUTH aHAIN3 TEHACHINH H3MEHEHHA? [IpaBun
OpraHu3alin
TIPOM3BOACTBA

5.45. | Pe3ynbTaTel MOCIEAYIOMIETO H3yUYEHHS CTA0MIBHOCTH | ITyHKT 234.
JOCTYTIHEI JIN AT IPEACTaBICHAS (6.31)
YIIOJHOMOUEHHOMY (eZlepalbHOMY Oprany ITpaBun
HCIIOJTHHTEIbHON BIIACTH? OpraHu3aIu

MIPOM3BOJICTBA

5.46. | ITpoBoauTCs JIM aHAIH3 CITy4aeB BBIXOJA Pe3yJbTaTOB | MyHKT 2335.

QHAIIM30B 3a Npeesbl CrienupUKay? (6.32)
[IpaBun
OpraHu3aliy
IIPOU3BOJCTBA

5.47. | IlpoBoauTcs M aHAJIM3 TCHACHIUM CYIIECTBEHHBIX myHKT 235.

HETHIIMYIHBIX PE3yJIbTaTOB AaHAIHU30B? (6.32)
IIpaBun
OpraHu3aIiy
MPOM3BOACTBA

5.48. | IlonTBep:KaeHHBIE BBIXOIBI 3a IIPEIEIIE IyHKT 2335.
crienu(pUKaiy WK CyIECTBEHHBIE HETaTUBHBIE (6.32)
TEH/ICHIIAM Pe3yJIbTaTOB aHAIU30B HOBOAATCS 1K 10 | IIpaBmi
CBEICHHA YIIOJHOMOYCHHOTO (eNepalbHOro Opraia | OpraHH3aliy
HCIIOJTHATEIHHON BJIACTH? TPOM3BOACTBA

5.49. | JoxyMeHTaIbHO OQOPMIIAIOTCS JIM 3aKIIOYEHHS 110 myHKT 236.
H3yYEHHIO CTa0MIbHOCTH JIEKAPCTBEHHBIX CPEACTB, B | (6.33)

TOM YHCIIE IPOMEYTOYHbIE BHIBOIBI? [TpaBun
OpraHu3anuu
IIPOM3BOJICTBA
5.50. | JlaHHBIE O CTAOMILHOCTH JIEKAPCTBEHHBIX CPEACTB | MMyHKT 236.
TIOIBEPraroTCs JIU NMEpHOIYECcKOMY 0030py? (6.33)
[TpaBun
OpraHu3aliH
IIPON3BOJICTBA
6. | KonrpoabHbie H apXHBHBIE 06pa3ibl Ka4ecTBa

TIpaBuia OpraHu3alMy IPOH3BOACTBA H KOHTPOJIA KauyeCTBA JIEKAPCTBEHHBIX CPEJCTB,
YTBEpPHKIEHHBIE NPHKA30M MUHHCTEPCTBA IPOMBIILICHHOCTH H TOProBid Poccuiickoi
denepaunn ot 14 mons 2013 r. Ne 916 (3apernctpupoBad B MHHHCTEPCTBE IOCTHIIMH

Poccuwn 10 centsOps 2013 r., peructparpioHHbmi Ne 29938)

(nanee — IpaBuiia opraHU3anyy TPOU3BOACTBA)
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6.1. | OcymectBnsercss T4 XpaHEHHE KOHTPOIBHBIX H nyHKT 6. (2.2)
(W1n) apXUBHBIX 00Pa3IoB KaXI0H CEPHH rOTOBOH IMpaBun
TPOIYKITHH? OprasH3alHy

POU3BOACTBA

6.2. | OcymecTBiseTcs 1 XpaHEHHE KOHTPOIBHBIX U (wn) | nyHKT 6. (2.2)
apXUBHBIX 0GPA3IIOB HCXOIHOTO ChIPbS KaXI0H I[TpaBun
cepun? OpraHu3alvi

IMPOU3BOJCTBA

6.3. | OcymecTBiseTcs M1 XPaHEHUE KOHTPOIBHBIX H nyHKT 6. (2.2)
(W) apXUBHEIX 00Pa30B IIPOMEXY TOYHOH [Tpasun
NPOAYKIHH KaXIOH cepuu? OpraHu3alvi

IIPOU3BOACTBA

6.4. | Ha npeanpustuy OCyIIECTBISETCS M XPaHCHHUE myHKT 6. (2.2)
KOHTPOJIGHBIX 06pa3iioB KaxI0H cepuu nepsudHbx | IIpasun
YIIaKOBOYHBIX MaTePHAIOB ¥ IIEYaTHBIX MAaTEPHANoB? | OpraHA3alyy

[IPOM3BOJCTBA

6.5. | Benercsa nu JOXyMEHTAls, IO3BOJLIOIIAs nyHkT 8. (2.4)
06€eCTIeUHTE MIPOCIICIKHBAEMOCTE KOHTPOIBHBIX H [MpaBun
apXMBHBIX 00pasnoB? OpraHu3alui

IPOH3BOJICTBA

6.6. | 3anmcu y4era ABHIKCHHSA KOHTPOJIBHEIX H apXHBHBIX | IYHKT 8.(2.4)
006pasnoB ABJIAIOTCS JIK JOCTYITHEIMU [TpaBun
YIIOIHOMOYEHHBIM (e/IepaibHBIM OpraHaM Oprasu3aliy
HCIIOIHUTENBbHOM BIIACTH? MIPOU3BOJICTBA

6.7. | KonTponbHbIE H apXHMBHBIE 06pa3Ibl KAXKIOH CEpUM | IYHKT 9.(3.1)
OTOBO} MPOJYKIKH XPAHSTCS JTH B TeueHue cpoka | ITpasun
rOJHOCTH CEPUH ¥ OHOTO ro/ia MoCjIe HCTSUCHHUS OpraHu3aliu
CpOKa FOXHOCTH? IPOM3BOACTBA

6.8. | KouTponpHbIi 0Opasell yrakoBaH JIA B €T0 myHkT 9. (3.1)
NEPBUYHYIO YIaKOBKY? IIpaBun

OpraHu3aluy
TIPON3BOJCTBA

6.9. | O6pasiBl KCXOOHOTO CHIPHS (KpPOME PAaCTBOPUTENEH, | MYHKT 10. (3.2)
ra3oB WM BOJBI, IPEAHA3HAYCHHBIX I Ipasun
TEXHOJOTHUECKHUX I1ejIeif) XpaHATCS JIM B Te€YeHUE HE | OPraHM3alliH
MeHee JBYX JIET [I0CTIE BBITYCKa JIEKapCTBEHHOTO IIPOH3BO/ICTBA
npenapara?

6.10. | YmakoBo4HbIe MAaTEPHAIIBI XPAHATCS JIM HE MCHEE nyukT 10. (3.2)
CpOKa FOJHOCTH COOTBETCTBYIOIIErO rOTOBOTO [TpaBun
npoxykra? OpraHU3aluK

IPOU3BOJICTBA

6.11. | KonrponsHble 06pa3iel XpaHATCS JH B KOTMIECTBE myHkT 11. (4.1)
JJIsl IPOBECHHS JBYKPATHOTO MOJHOTO [MpaBun
AHAIATHYECKOr0 KOHTPOJIA CEPUH IIPOTYKIHH B OpraHHU3alH
COOTBETCTBHH ¢ TPEOOBAaHUAMH, YCTAHOBJICHHBIMHI IIPOU3BOJCTBA
TIpH TOCYIAPCTBEHHOM PETHCTpalyy?

6.12. | Ot6upaeMble KOHTPOJIBHBIE 0OPA3LBI ABIIAIOTCS JIH nyHkt 13. (4.3)

penpe3eHTATHBHBIMHE [ CEPHH HCXOIHOTO CHIPBS, IIpaBui
IPOMEXXYTOYHOM HIIM TOTOBOH MPOJYKIHHM, U3 OpraHu3aluu
KOTOpOM OHH 0TOOpaHbI? IMPOU3BOJCTBA
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6.13. | VcnoBus xpaneHus: KOHTPOJIBHBIX 00pa3LoB nyHKT 16. (5.2)
COOTBETCTBYIOT JIM TPeOOBAHUAM, YCTAHOBJICHHBIM [TpaBun
IIPH TOCYIapPCTBEHHOM PETHCTPAIlMH JCKAapCTBEHHOrO | OpraHU3aliy
cpencraa? IIPOM3BOJICTBA

6.14. | Benerca i1 HempepbIBHBIA MOHUTOPUHT nyHKT 16. (5.2)
TEMIEPATYPHOTO PEXKUMA XPaHEHHS apXHBHBIX ITpasun
006pa31oB B COOTBETCTBUH C YCIOBHAMH, OpraHu3aIuu
YTBEpXKIEHHBIMU IIPH FOCYIapCTBEHHOM MIPOH3BOLCTBA
PETHCTPALHH JICKapCTBEHHOTO CpescTsa?

6.15. | ApxuBHble 06pa3Lbl XPaHATCS I Y IPOM3BOAUTENA, | TYHKT 24. (8.3)
MMEIOLIET0 JIMIEH3HUIO Ha MPOH3BOJACTBO [TpaBun
JIeKapCTBEHHBIX CPEACTB? OpraHu3alyu

MIPOU3BOJICTBA

6.16. | ApxuBHBIe 00pa3bl JOCTYNHBI JIH AT nyHKT 24. (8.3)
YIOJIHOMOYEHHOTO (helepaibHOro opraHa [paBun
HCIIONHUTENBbHOM BlacTH? OpraHu3alHH

TIPOHU3BOICTBA

6.17. | Onpenenena ma cornameHneM (COTIAIICHHSIMY) nyHkT 25. (8.4)
MEXIy BCEMH YJacCTBYIOIMMH CTOPOHAMHU [MpaBun
OTBETCTBEHHOCTD 32 OTOOp M XpaHECHHE apXMBHBIX opraHu3anyi
06pa3IoB NPH yUIACTHH B OCNEN0BATENEHOCTH "BBO3 | IPOM3BOJICTBA
- IPOTIECC YTIAKOBKH - KOHTPOJIb - BEITYCK CepUH”
6oJiee OJHOTO IPONU3BOJMTENA B Ipelesiax
Poccuiickoit @eneparmu?

7. | IllpeTeH3un 1 0T3LIB NPOXYKIIHA
ITpaBusa OpraHM3aldy OPOM3BONCTBA M KOHTPOJS KadecTBA JICKAPCTBEHHBIX CPCICTB,
YTBEpXICHHBIE TPHAKa30M MHHHCTEPCTBA MPOMBIIUIEHHOCTH M TOPrOBIIH Poccutiickoit
®Oepepanun oT 14 mrors 2013 r. Ne 916 (3apeructpupoBa B MHHHMCTEPCTBE IOCTALKH
Poccun 10 cenrsi6pa 2013 r., peructpannoHHbt Ne 29938)
(nanee — IIpaBmia opraHU3alMy NPOH3BOICTBA)

7.1. | IlpomsBoauteneM yTBepxeHa H 0QOpMIICHA I MyHKT 256
JOKYMEHTaIBHO crucTeMa ObicTporo i 3ddextusaoro | IIpasmn
OT3bIBA C PBIHKA MIPOIYKIUH C BHISBJICHHRIMH WA OpraHu3auu
IpeIoaracéMsIMH HapyIICHHSMHE KadecTBa? POU3BOJCTBA

7.2. | [IponsBoguTteneM yTBEPKIACHBI I HIPOLEAYPEI MyHKT 256
paccienoBaHus BCEX NpeTen3uit 1 HHGopManuH, [Mpasun
Kacaromeiics NOTeHIHAIBHO HeI0OpOKaYeCTBEHHEIX | OpraHH3alyi
JIEKAPCTBEHHBIX CPEICTB? IIPOM3BOJCTBA

7.3. | Ha mpeanpusTiy ONpENENEHO i OTBETCTBEHHOES myHKT 257.
JIMIIO 3@ PACCMOTPEHHE MPETECH3UMI U IPHHATHE 8.1)
peleHui, HMEIOIIUH IpaBo IPUBICKATh IIpaBun
HeoOXOIUMBIH IIEpCoHaN? OpraHu3alyy

HIPOU3BOJCTBA

7.4. | YHOJIHOMOYEHHOE U0 IIOCTABJIEHO JIH B MyHKT 257.
H3BECTHOCTH 000 BeeX (akTax IpeabABICHHAS 8.1
TIpeTeH3Hi, paccie0BaHuil H 0T351BOB MpoAyKuuH? | IIpaBun

OpraHu3alyu
TIPOM3BOJCTBA

7.5. | IlpousBoAuTENEM YTBEPXKACHBI JIM IPOLIEAYPHI 110 myHKT 258.
PaCCMOTPEHHIO IIPETEH3UM Ha IOTCHIIHAIBHO (8.2)
HEeJ06POKAYECTBEHHBIE TeKaPCTBEHHBIE CPECTBa?




[TpaBun

OpraHu3aluH
IPOU3BOZCTBA

7.6. | IIpon3BoauTeneM yTBEPKACHBI JIM IPOLIEAYPHI 110 nyHKT 258.
NPUHSATHIO PEIeHHs 00 OT3hIBE 8.2)
HeI06POKAYECTBEHHOM IPOXYKIHH? IIpaBun

OpraHu3aIyy
TIPOM3BOACTBA
7.7. | Onpenene i MOPSIOK PETHCTPAIIMY IPETEH3UA IO | MYHKT 259.
Ka4ecTBY MPOXYKIMH C YKa3aHHEM HCXOIHBIX 8.3)
JIAaHHBIX ? IIpaBun
OpraHu3alvu
TIPOM3BOJICTBA
7.8. | Permenus u Mepsl, IPUHATHIE 110 pe3ybTaTaM myHKT 261.
paccMOTpeHus 000 NPeTeH3UH, JOKYMEHTAILHO 8.5)
3a()MKCHPOBAHBI JIH? IIpaBun
OpraHu3aliy
POH3BOJCTBA

7.9. | Pemenus u Mepsl, IPAHATEIE 110 PE3YJIbTaTaM mnyHKT 261.
paccMOTpeHHs JIF000# IIpeTeH3HH, BKIFOYEHE JI B 8.5)
COOTBETCTBYIOIIEE JOCHE Ha CEPHIO? [TpaBun

OpraHu3alyy
IPOH3BOJICTBA

7.10. | PerymsapHO aHAIU3UPYIOTCA M JOKYMEHTAIBHO MyHKT 262.
0(hOPMILIOTCS JIM 3aIICH PACCMOTPEHHs TipeTeHsui | (8.6)

C LENBIO BEISBJICHHS CIEHUAPHIECKUX U IpaBun
HOBTOPSIOMEXCS (HaKTOPOB, KOTOPHIE TPEQYIOT OpraHu3aluy
0co60ro BHMMaHHS ¥ MOTYT IIPHBECTH K OT3HIBY IIPOM3BOJCTBA
IOPOYKITHHK?

7.11. | Onpenenen ik TOpsAOK HHGOPMUPOBAHUS TYHKT 264.
COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (8.8)
¢enepanbHOro OpraHa HCIOIHHUTEIPHON BIACTH B IIpaBun
cly4ae, ecli IPeAPHHUMAIOTCS NEHCTBHS, OpraHu3aiiy
SIBJIIONIMECS CIIEICTBUEM BO3MOXKHBIX OIUGOK B MIPOM3BOJICTBA
IPOM3BOJICTBE, YXYAIICHHS KayeCTBa IIPOAYKIINH,

BBIABJICHHS (aTbCU(PHIHPOBAHHON IPOTYKIUH HITH
JPYTHX CephE3HBIX MPOOJIEM, CBA3AHHBIX €
Ka4eCTBOM IPOAYKIIHH ?

7.12. | OcymecTBasercs X OIEPATUBHBINA OT3BIB nyHKT 267.

MPOLYKIHH? 8.11)
IIpaBun
opraHu3alyy
IPOU3BOICTBA

7.13. | 3anmcu no orrpyske comepxar i uHbOpMarmio 06 | IMyHKT 269.
OpraHM3aIKsIX ONTOBOM TOProBIIHA JeKapcTBeHHbIMA | (8.13)
CPEACTBAaMH M IPAMBIX 3aKa3ukKax (ampeca, Homepa | IIpann
TenedoHoB u (wiK) paxcoB B pabodee u B Hepabouee | OpraHU3aIUK
BpeMsi, HOMepa CepHii 1 06HEMBI TOCTABOK? MTPOU3BOACTBA

7.14. | Boigenena In M30JMpOBaHHAs 30HA UL XPaHCHUA myHkt 270.
OTO3BaHHOM IPOMapKUPOBAHHOH MPOAYKIIHIA JI0 (8.14)




HPUHATHS PEMICHAS O €€ JaIbHEHIIEeM [TpaBun
HCIIO/IB30BAHUH WM YHUYTOXEHHH? OpraHu3alyu
TIPOM3BOICTBA
7.15. | OxoHuaTeNBHBIA OTYET CONEPKHUT JIM MaTepuanbHbli | myHKT 271.
GanaHc MeXIy KOJMYECTBOM ITOCTABICHHON U (8.15)
BO3BpalIeHHOM Hemo6poxayecTBeHHOM npomykmuu? | ITpasun
OpraHu3aluu
IPOU3BOJICTBA
7.16. | MoxymenTansno odopmiisercs i OTUET 1O aHAM3Y | MyHKT 272.
3¢ PEeKTHBHOCTH MEPOIPHATHH 110 OT3HIBY (8.16)
MPOAYKIMH? IIpasun
opraHu3aIvu
IIPOU3BOJICTBA

8. | IlpereH3nu M OT3BIB NPOXYKIIHH
denepansazit 3akoH 0T 27 nexabps 2002 r. Ne 184-03 «O TeXHHYECKOM PETYTHMPOBAHAM)
(Cobpanune 3axoHomarenscTBa Poccuiickod @enepanud, 2002, Ne 52, ct. 5140; 2017,
Ne 31, ct. 4765) (nanee — PenepansHbli 3akoH Ne 184-03)

8.1. | Uudopmanus 0 HECOOTBETCTBHH BBITYIICHHON B Cratpsa 37
obpalneHne NpOAYKIMH TpeOOBaHHAM HOPMATHBHOH | PeaepansHOro
JOKYMEHTALUH HallpaBIAETCS JIM B OpraH 3aKOHa
rocyapCTBEHHOTO KOHTPOJIA (Haa30pa) B No 184-®3
COOTBETCTBHH C €r0 KOMIIETCHIIHEH B TEYECHHE
JIECSTH JIHEH C MOMEHTA IOTy9IEHUs YKa3aHHOH
uHbopmaru?

8.2. | IIpoBoamTCs T MpOBEPKA JOCTOBEPHOCTH Cratps 38
UH(OPMAIIAH O HECOOTBETCTBHH IPOAYKLIAH ®enepansHOro
TpeGOBaHHSIM HOPMATHBHO! JIOKYMEHTALMH B 3aKOHa
TE€YEHHE JIECATH JHEH C MOMEHTA IOJTyYCHUS Ne 184-®3
uHpopmayu?

8.3. | Ilpu moaTBepsAeHUH JOCTOBEPHOCTH HHopmaryy o | Crarba 38
HEeCOOTBETCTBHH IPOAYKIIMH TPeOOBAHUAM denepansHOTO
HOPMATHBHOH JOKyMEHTAllMM B TCUCHHE IECATH 3aKOHa
IHeit paspabaThiBaeTcs i porpamMma MeponpuaTuit | Ne 184-@3
II0 PEIOTBPALICHHUIO IPHYMHEHMS Bpea U
COrjIacyeTcs C OpraHoM rocyJapCTBEHHOTO KOHTPOJIA
(Ha/30pa) B COOTBETCTBHH C €T'0 KOMIICTCHIMEH?

8.4. | B cimydac HEBO3MOXKHOCTH YCTPAHEHHS YIPO3BI Cratps 38
NIpUYHMHEHHS BpeZia IPOM3BOIUTENEM JIEKApCTBEHHBIX | DenepanbHoro
CpECTB MPHHUMAETCS JIM PEIICHHE O MPHOCTAHOBKE | 3aKOHA
IIPOU3BOJICTBA U PEATH3AIMH IPOLYKLHH U OT3bIBE Ne 184-®3
IPOTYKIHH?

9. | YHuuTOXKEHHE HeA00pOKa1eCTBEHHbBIX JIEKapCTBEHHBIX CpeACTB,
daascnpuHpoOBAHHLIX JIEKApCTBEHHbIX cpeacTB H KOHTPa(daKTHLIX
JIEKAPCTBEHHBIX CPEACTB
IpaBuna YHHYITOXCHHS HEeT0OPOKa4eCTBEHHBIX JIEKapCTBEHHBIX CpeAcTB,

(baBCHOUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB M KOHTPaaKTHBIX JIEKapCTBEHHBIX
CpeNCTB, YTBEPKJIEHHBIE IOCTAHOBICHHEM IIpaBHTeNbCTBa Poccmiickor denepauun
ot 3 okT6pa 2010 r. Ne 674 (CoGpanue 3akoHozmaTenscTBa Poccniickoit Genepanmy, 2010,
Ne 37, cr. 4689; 2016, Ne 4, c1. 535) (manee - IlpaBuia yHUYTOXEHHS JIEKAPCTBEHHBIX
CpeNiCcTB)
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9.1. | MiMeercs 1M JOTOBOD C OpraHusanuei mo coopy, IyHKT 8
HCIIONIB30BAHUIO, 00€3BPEXXHBAHHIO, [TpaBun
TPAaHCIOPTHPOBKE M Pa3sMEIICHHIO OTXOIOB [ | yHUdTOXKEHUA
- IV xiacca omacHOCTH Ha YHHYTO)XKEHHE JIEKapCTBEHHBIX
HeZ0OPOKaYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, CpEeACTB
dbanscuUIIPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB H
KOHTpadaKTHEIX JIEKapCTBEHHBIX CPE/ICTB?

9.2. | B akTax 06 yHHUTOXEHHH JIEKAPCTBEHHBIX CPEACTB, | MyHKT 11
YKa3BIBAeTCs JIM JaTa YHHUTOXKEHHS JleKapcTBeHHBIX | ITpaBui
cpencts? YHHYTOXEHHS

JIEKapPCTBEHHBIX
CPEACTB

9.3. | B akTax 06 yHHYTOXEHHH JIEKAPCTBEHHBIX CPECTB, | MyHKT 11
YKa3bIBAETCS JIX MECTO YHHUTOXEHHUS ITpaBun
JIeKapCTBEHHBIX CPENCTB? YHHYTOXXCHHS

JIEKapCTBEHHBIX
CPEACTB

9.4, | B akTax 06 yHMYTOXXEHHH JICKAPCTBEHHBIX CPENCTB, | MyHKT 11
YKa3bIBAIOTCS U (paMUIus, MM, OTIECTBO JIHI, IIpaBun
NMPUHAMABIIHX YJaCTHE B YHHUTOXECHUU YHHYTOXECHHSL
NIEKapCTBEHHEIX CPEZACTB, HX MECTO paboThl U JIEKapCTBEHHBIX
JIOJDKHOCTB? CPEACTB

9.5. | B axTax 06 yHHYTOXEHHH JIEKAPCTBEHHBIX CPEACTB, | MyHKT 11
yKa3BIBaeTCs JI1 000CHOBAHHME YHUYTOKCHHS ITpaBun
JIEKapCTBEHHBIX CPEACTB? YHHYITOXECHHSA

JIEKapCTBEHHBIX
CpEICTB

9.6. | B akTax 06 YHHYTOXEHHH JIEKAPCTBEHHBIX CPEACTB, | MyHKT 11
YKa3bIBAIOTCS JIM CBEJICHUA 00 YHHYTOXKEHHBIX [TpaBun
JIEKApCTBEHHBIX CPEACTBaX (HaMMEHOBAHHUE, YHHYTOXCHHUSA
JexapcTBeHHas GopMa, JO3HPOBKA, €TMHULIEI JIEKApCTBEHHBIX
W3MEPEHHUS, CEpUs) U HX KOJIMYECTBE, O Tape WK CpeACTB
ynakoBKe?

9.7. | B axTax 06 ynuuToKeHHH JIEKapCTBEHHBIX CPEACTB, | MyHKT 11
YKa3BIBAETCS JIA HAMMEHOBAaHWE IIPOU3BOIUTENIS IMpasun
JIeKapCTBEHHBIX CPeNCTB? YHHYITOXECHUA

JIEKapCTBEHHBIX
CpEZICTB

9.8. | B axTax 06 YHMYTOXEHHH JICKapCTBEHHBIX CPEJCTB, | MyHKT 11
YKa3bIBAIOTCSI JI CBEJICHHUS O BIAJEIBLIEC [TpaBun
JIEKapCTBEHHBIX CPENCTB? YHHYTOXCHHSA

JIEKapCTBEHHBIX
CpEICTB

9.9. | B akTax 06 yHMYTOXEHUH JIEKAPCTBEHHBIX CPEJICTB, | MyHKT 11
YKa3BIBAETCS JIM CTIOCO0 YHUYTOKEHHS ITpasun
JIEKAPCTBEHHBIX CPECTB? YHUYTOXKCHHUSA

JIEKapCTBEHHBIX
CPEACTB
9.10. | AKTBI 00 YHHYTOXKEHHH JICKAPCTBEHHEBIX CPEICTB myHKT 12
COCTABJIAIOTCS JIU B JICHb YHUYTOKECHUA IMpaBun
HEI0OGPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U YHHYTOXCHHUS
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(wmn) panbCcupUIPOBaHHBIX JIEKAPCTBEHHBIX JIEKApCTBEHHBIX
cpencrTs? CPEACTB

9.11. | AKT 006 YHHYTOXXEHHH JIEKapCTBEHHBIX CPEJICTB WM | IYHKT 13
€ro KOIHSA B TeUeHHe 5 pabodux AHEH co AHSA ero [paBun
COCTaBJICHHS HANPAaBJISICTCS JI BIIAENIbIIEM YHUYTOXECHUS
YHHYTOXXECHHBIX JIEKapCTBEHHBIX CPEJCTB B JIEKapCTBEHHBIX
YIIOJIHOMOYEHHBIH opran? CPEACTB

10. | XpaHeHHe JIEKapPCTBEHHBIX CPEACTB
IpaBuna OpraHM3alldy IIPOM3BOACTBA M KOHTPOJS KayecTBa JIEKApPCTBEHHBIX CPEICTB,
YTBEPXICHHBIE PUKa30oM MUHHCTEpCTBA NPOMBIIUICHHOCTH M TOProBiH Poccuitckoi
®epepauun ot 14 urons 2013 r. Ne 916 (zaperucrprpoBano B MHHHCTEPCTBE FOCTHUHMH
Poccuiickoit ®enepamnun 10 centsops 2013 r., perucrpannoHHbii Ne 29938)
(manee — [IpaBua oprasu3aliy POU3BOJCTBA)

10.1. | ®apmaneBTHUECKas CUCTEMa Ka4ecTBa, nyHKT 9. (1.4)
NpeaHa3HaYCHHAas A7 IIPOU3BOACTBA p) (xvi)
JIEKapCTBEHHBIX CPENICTB, TapaHTUPYET JIH, YTO [TpaBun
[IPENPHHATHIC MEPBI 00ECIIEYHBAIOT KaYeCTBO OpraHu3aIu
JIeKapCTBEHHBIX CPEJICTB B TEUCHHUE BCETO CPOKa MPOM3BOACTBA
TOAHOCTH IIPH HX XPaHEHHH U MOCIEIYIOMEM
obpamenun?

10.2. | PykoBoauTENAMH MPOU3BOJCTBA H MOAPA3ACICHUSA nyHkT 32. (2.7)
KOHTPOJI Ka4eCTBA OIpEIeTICHBI JI YCIIOBHS [paBun
XpaHeHHsl HICXOTHOTO ChIPhs? OpranH3aluy

NIPOHM3BOZCTBA

10.3. | PykoBoauTeNsIMH MPOU3BOJICTBA U NOAPA3ACICHUS nyHkT 32. (2.7)
KOHTPOJI Ka4eCTBA OIPEEICHBI I YCIOBHUS IpaBun
XpaHeHHUs IpOIyKIun? OpraHH3alUH

IPOM3BOACTBA

10.4. | PyxoBomurensMu pou3BOACTBA H NOAPaA3ACICHUS myHKT 32. (2.7)
KOHTPOJIS Ka4eCTBa MPOBOIUTCS JIX MOHUTOPHHT [TpaBun
YCIIOBH# XpaHEHHSI HCXOAHOTO CHIPBSI? OpraHu3anuH

TIPOH3BOZCTBA

10.5. | PyxoBoautensmMu Npou3BOJCTBA U IIOApa3AEIICHUA myHKT 32. (2.7)
KOHTPOJIS Ka9eCTBa IPOBOIUTCS JIX MOHUTOPHHT ITpaBun
YCJIOBH# XpaHEHHS IIPOAYKIIUU? OpraHH3auH

IIPOHM3BOJICTBA

10.6. | OcBemenue COOTBETCTBYET M HAa3HAYCHHIO nyHKT 49. (3.3)

IOMELIeHUS? IIpasun
opraHu3alyH
IIPOM3BOJICTBA

10.7. | Temneparypa COOTBETCTBYET JIM Ha3HAYECHHIO myHKT 49. (3.3)

NIOMEILEHUA? ITpaBun
OpraHu3anuu
IIPOU3BOACTBA

10.8. | BraxxHOCTh COOTBETCTBYET JIM HA3HAYCHHIO nyHKT 49. (3.3)

HOMEIEeHuUsA? [paBun
OpraHu3auH
POU3BOJICTBA

10.9. | BeHTHIALHSA COOTBETCTBYET JIH HA3HAYCHHIO myHKT 49. (3.3)

TIOMEIIEeHUA?
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ITpaBun
OpraHu3anuu
TIPOM3BOJICTBA

10.10. | OcBemenre He OKa3bIBaET I HEOIArONMPHUATHOTO myHKT 49. (3.3)
BO3JICHCTBHA Ha JIEKapCTBEHHbIEe cpeAcTBa Bo BpeMs | Ilpasun
UX IPOU3BOJCTBA H XPaHEHUA? OpraHH3aI1H

IPOM3BOJCTBA

10.11. | Temmeparypa He OKa3piBaeT JTH HebnaronmpusTHoro | myHKT 49. (3.3)
BO3JICHCTBHA Ha JIeKapCTBEHHEIE cpencTBa Bo BpeMs | [Ipasmn
HX IPOU3BOJCTBA K XpaHEHHUS? OpraHu3aLuy

TIPOU3BOJICTBA

10.12. | BraxxHoCTE HE OKa3bIBAET JIM HEOIArOMpUSATHOIO nyHkT 49. (3.3)
BO3JeiiCTBHS Ha JIEKapCTBEHHBIE cpecTBa Bo Bpemst | IIpasun
HX IIPOU3BOJICTBA W XPaHEHHU? OpraHu3anuH

TPOHU3BO/ICTBA

10.13. | BenTusus He oKa3bIBaeT M HEGIArONMPUITHOTO nyHKT 49. (3.3)
BO3/JICHCTBHS Ha JIEKapCTBeHHEBIE cpencTBa Bo BpeMs | IIpasuin
UX IPOU3BOJICTBA U XpaHEHHUS? OpraHu3anuu

TIPOH3BOJICTBA

10.14. | OcBemienue He OKa3bIBaCT JIM HEOIArONMpUATHOTO oyHKT 49. (3.3)

BO3JeiicTBHS Ha QYHKIMOHHpOBaHHe o0opynoBanus? | [Ipasui
OpraHu3anuy
TIPOH3BOZICTBA

10.15. | TeMnepaTypa He OKa3bIBaeT 1 HeOIarompusaTHOTO MyHKT 49.

BO3ZeiicTBUS Ha QyHKIHOHHpOBaHUE o6opynoBanusa? | (3.3)[Ipasun
OpraHu3aluy
MIPOM3BOJICTBA

10.16. | BraxxHOCTH He OKa3bIBaeT I HeOIaronpHATHOIO oyHskT 49. (3.3)

BO3/IeHCTBHA Ha QYHKIIMOHHPOBaHHE 06opynoBanus? | IIpasui
OpraHu3aIuu
MPOU3BOJICTBA

10.17. | BenTnnsauus He OKa3bIBacT JId HEOIArONpUSITHOTO nyHkT 49. (3.3)

BO3JeicTBYS Ha GyHKIMOHUpOoBanue obopynoBanus? | [Ipasun
OpraHu3anuy
MIPOU3BOJICTBA

10.18. | [InaHMpoBOYHEIE pEIEHHS ITIPOU3BOJCTBEHHBIX 30H H | MyHKT 55. (3.8)
BHYTPUIIPON3BOJICTBEHHBIX 30H XPaHCHHUSA [TpaBun
00ecmeunBaloT JIF MOCIIEA0BATEIFHOE U JIOTHYHOE OpraHu3anuu
pasMelieHre 060pyIOBaHHS i MAaTEPHAIIOB, MPOU3BOJICTBA
CBOJISAIIEE K MUHEMYMY PUCK IE€pEITyThIBaHUSA
Pa3INYHBIX JIEKAPCTBEHHBIX CPECTB MM UX
KOMIIOHEHTOB?

10.19. | ITnanMpoBOYHbIE PELICHHUS IPOU3BOICTBEHHBIX 30H B | MyHKT 55. (3.8)
BHYTPHIIPOU3BO/ICTBEHHBIX 30H XpaHCHHS IMpaBun
ofecneunBalOT JIHM OTCYTCTBHE HEPEKPECTHOH OpraHH3al|u
KOHTaMHHALHU ? MIPOU3BOJICTBA

10.20. | Cknaackue 30HbI HMEIOT JIX BMECTUMOCTE JUIS IIyHKT 635.

YHOPAOOYCHHOI'O XpaHCHHUA HCXOOHOI'O ChIPhS U
YIIaKOBOYHBIX MaTCpHaJIOB?

(3.18) IlpaBun
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OpraHu3aluy
TIPOU3BOJICTBA
10.21. | Cxnaackue 30HB HIMEIOT JIM BMECTHMOCTSD IS IYHKT 65.
YIIOPSAOYEHHOTO XpaHEHHs IPOMEKYTOYHOH U (3.18) IIpaBun
Hepac(hacoBaHHOHN MPOXYKIHH? OpraHH3aIix
IPOM3BOCTBA
10.22. | Cxnajackue 30HB IMEIOT JIH BMECTUMOCTD JIJISA IOYyHKT 65.
YIIOPS0YEHHOI'O XpaHEHHSI ITPOJYKIIHH, (3.18) IlpaBun
HaXOoNAIIEHCS B KapaHTHHE? OpraHu3aIu
MIPOU3BOJICTBA
10.23. | Ckianckue 30HBI HMEIOT JIX BMECTUMOCTD UL IYHKT 65.
YHOPSIOYEHHOTO XpaHEHHs TOTOBOM IIPOYKIIHH, (3.18) Ilpasun
paspelIeHHO 1 BhITyCKa? OpraHu3aluu
MIPOM3BOJICTBA
10.24. | Cxnaackue 30HbI UMEIOT JIM BMECTUMOCTD JUL MYHKT 65.
YIOPSAA0YEHHOIO XpaHEHHs! OTKIOHECHHOM, (3.18) ITpaBun
BO3BpAIEHHOM MM OTO3BAaHHOH IIPOXYKITHH? OpraHu3anuu
[IPOM3BOJCTBA
10.25. | OcymecTBnseTcs I HENPEPBIBHLIH MOHUTOPHHT IIYHKT 66.
yCIOBU XpaHEHUS? (3.19) IlpaBun
OpraHu3anuy
POU3BOJICTBA
10.26. | ObecnieueHa JIK 3aIUTa HCXOAHOTO CHIPhS, IIYHKT 67.
YIIaKOBOYHBIX MaTE€PHATIOB H IIPOJYKIIHH OT (3.20) [Ipasun
BO3/ICHCTBHS IIOTOIHBIX YCIIOBHIA B MeCcTaxX MPUEMKH? | OpraHM3aLul
IPOM3BOJICTBA
10.27. | OGecneyeHa Jiu 3aIMUTa HCXOJHOTO CHIPHS, IIyHKT 67.
YIIaKOBOYHBIX MAaTEPHATIOB U MIPOAYKIHH OT (3.20) IlpaBun
BO3JEHCTBUS IIOTOJHBIX YCIIOBHH B MECTax OpraHu3anyy
OTIrpy3Ku? IPOU3BOJICTBA
10.28. | BeigeneHo M MECTO B 30HE IIPHEMKH JJI OYHCTKH IyHKT 67.
Tapbl ¢ MOCTYNAOIUMHI UCXOHBIM CBIPHEM U (3.20) IIpaBun
yIIaKOBOYHBIMH MaTepHaaMH Iepest OpraHu3aLuH
CKJIaIAPOBaHUEM ? TIPON3BOJICTBA
10.29. | Pa3zpaboTaHsbl 1M KpHTEPHH AOIYCKa IIEPCOHANIA, MyHKT 68.
HMEIOIIETO ITOJTHOMOYHS, B OTEJIbHBIE 30HEI (3.21) ITpaBun
XpaHEHUS IPOTYKIUH? OpraHHM3aLuy
MPOU3BOJICTBA
10.30. | IlnanupoBka 30HEI 0TOOpa MPOO HCXOMHOTO CHIPhS, IyHKT 69.
YIaKOBOYHBIX MAaTE€PHATOB UCKIIIOYAET JIH (3.22) IlpaBun
BO3MOJKHOCTh KOHTAMHUHAIMY HJIH IEPEKPECTHOMH OpraHu3aluy
KOHTaMMHAIUK IPOTYKIHH? IIPOHU3BOJCTBA
10.31. | B cxiagckux 30HaxX IpexyCMOTPEHBI JIX myHKT 70.
H30JIMPOBaHHBIE 30HBI 1T XpaHEHHUS (3.23) I'lpaBun
3abpaKoBaHHBIX, OTO3BAaHHBIX MM BO3BPAIICHHBIX OpraHu3alUH
HCXOJIHOTO CHIPhs, YIaKOBOYHBIX MaTEpPUAIOB HUIIH IIPOU3BO/ICTBA
OPOAYKIUHU?
10.32. | ObecneueHo nu 6e30nacHOE XPaHEHHE BBICOKO myHKT 71.
AKTUBHBIX BEILECTB H JIEKAPCTBEHHBIX CPECTB, B (3.24) IlpaBun
OTHOIIIEHHH KOTOPHIX HOPMaTHBHBIMH [IPaBOBBIMH OpraHu3aIuy

ITPOU3BOACTBA
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axktamu Poccuiickoit denepanuy yCTaHOBJICHBI
CIIENMANIBHBIE YCIIOBHS XPaHEHH?

10.33. | O6ecneueno i Ge30macHOe U HAJEKHOE XpaHEHHE | IIYHKT 72.
MeYaTHBIX YIIAKOBOYHBIX MaTEPUAIOB B (3.25) IlpaBun
H30JIMPOBAHHBIX YCIOBHAX? OpraHu3aIiu

MIPOM3BOJICTBA

10.34. | IIpexycMOTpEHO JI KAPAaHTHHHOE XPAHCHHE nyHKT 140.
IOCTYIAIOIIETO UCXOIHOTO CHIPBS, YIIAKOBOYHBIX (5.5) IlpaBun
MaTepHaioB? OpraHu3aluy

MPON3BOJICTBA

10.35. | IIpexycMOTpeHO JI KApaHTHHHOE XPaHEHHE nyHKT 140.

IIPOM3BEACHHOM TOTOBOM NMPOIYKIHH? (5.5) Ilpasun
OpraHu3alyy
IIPOU3BOACTBA

10.36. | UcxomHOE CBIpBE, YIIAKOBOYHBIE MaTEPHAIIBI myHKT 140.
CoJiepKaTcs JI B IOMEMICHUH KapaHTHHHOIO (5.5) IlpaBun
XpaHEHHs A0 MOYYCHHUS pa3pelleHus Ha OpraHH3aIiy
HCII0JIb30BaHUE HCXOTHOTO CHIPhs? IIPOM3BOZACTBA

10.37. | [IpousBenenHas roToBas IPOAYKIUS COAepXHUTCA MM | MyHKT 140.

B ITOMEIICHUH KapaHTUHHOTO XPaHEHHUs 0 (5.5) IlpaBun
IIOJTyYCHHS pa3peIleHns Ha BEITYCK FOTOBOX OpraHu3alyu
IPOXYKIMH? MIPOM3BOJICTBA

10.38. | MUcxomH0€ CBIphE, YIaKOBOYHEIE MaTEPHAIILI ¥ myHKT 142.
MIPOAYKIIHS XPaHTCS JIX B IOPSIIKE, (5.7) TlpaBun
06eCIeYnBaroIIeM pa3ieieHue 110 cepusim? OpraHu3aliy

IPOU3BOJICTBA

10.39. | UcxonHoe ChIphE, YIIAaKOBOYHBIE MATEPHAIIBI U myHKT 142.
MPOAYKIIMS XPAHSITCS JIA B COOTBETCTBHH C (5.7) IlpaBun
YCIIOBHSIMH, YTBEPXKICHHBIMH IIPH FOCYAapCTBEHHOM | OpraHM3aluu
PEeTHCTpAIH JEKAPCTBEHHOIO CPEACTBa? IIPOM3BOJCTBA

10.40. | Bce ucxonHOe CBHIpEE, YIIAKOBOYHBIE MATEPHAITBI H OyHKT 142.
TMPOAYKIIHS XpaHATCS JIM B IOPSIKE, (5.7) IlpaBun
o0ecreunBarolieM YCTaHOBICHHYIO IPOU3BOJMTENIEM | OpraHH3alliK
0Y€PEIHOCT MCIIOIb30BaHHs CKIAJCKHX 3aacoB? IIPOM3BOJICTBA

10.41. | DTHKETKY, MIPUKPEIUICHHBIE K KOHTEHHEPaM, myHKT 148.
000pyIOBaHUIO WK IOMEINCHUSAM, YETKHE, (5.13) ITpaBun
OJTHO3HAYHBIE, YCTAHOBJICHHOH INPOU3BOAUTEIIEM OpraHu3aIyx
¢bopMbI? IPOU3BOJCTBA

10.42. | IIponsBoauTeNnEM YTBEPKICHBI JIX IIPOLEAYPHI IO myHKT 127.
BHYTPH3aBOJICKOH MapKMPOBKE, KapaHTHHY U (4.24) Ilpasun
XPaHEHUIO HCXOIHOTO CHIPbS, YIIAKOBOYHBIX OpraHM3aIuK
IOPYTHX MaTepHAJIOB? IIPOM3BOJICTBA

10.43. | DTHKETKH ConepIKaT Jix HeoOXoquMy*o HHGOpMaIMIO | MyHKT 164.

B 3aBUCHUMOCTH OT CHCTEMBI ydeTa i XPaHEHHUs? (5.29) IlpaBun
OpraHu3aliy
MPOM3BOJICTBA

10.44. | ITocne BeImaYH pa3pellieHus Ha BBUIYCK rOTOBas myHKT 196.
TIPOXYKIUS XpaHUTCS JIM KaK IIPUroaHast It (5.60) Ilpasun
peanu3aiyi B yCIOBHAX, yCTAHOBJICHHBIX OpraHu3anyy
IPOH3BOUTENEM? IPOU3BOJICTBA
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10.45. | OTKJIOHEHHBIE MaTEpHAIBL H IIPOTYKIIHS HMEIOT JIH myHKT 197.
YETKYIO MapKHPOBKY? (5.61) IlpaBun
OpraHu3anuH
IPOU3BOACTBA
OTKJIOHEHHBIE MaTePHATBI XPAHATCS JIH Pa3febHo B | MyHKT 197.
10.46. | 30HaX ¢ OrpaHHYEHHBIM JOCTYTIOM? (5.61) Ilpasun
OpraHu3aIy
MIPON3BOJICTBA
10.47. | OtknoHeHHas MPOAYKIMS XPAHKTCA JH Pa3ieNbHO B | MyHKT 197.
30HaX ¢ OrPaHHYEHHBIM JOCTYIIOM? (5.61) IIpasun
OpraHH3aIuH
MPOM3BOACTBA
10.48. | Oro3BaHHas TPOAYKLKS IPOMapKAPOBAHA JIH? myHKT 270.
(8.14) IlpaBun
OpraHu3aluH
MPOU3BOJICTBA
10.49. | Oro3BaHHas MpOIYKLIKA XPAHUTCA JIX OTAEIHHO B myHKT 270.
OezomacHoOH 30HE? (8.14) Ilpasun
OpraHu3alHy
MIPOU3BOJICTBA

11. | XpaHenme JieKapCTBEHHBbIX NPENAPATOB AJIsi MEAHIHHCKOT0 MPHMEHEHHS

[IpaBrIta HajUTEXKAIEH TPAKTHKH XPAHEHHS H [IEPEBO3KH JICKAPCTBEHHBIX NIPENapaToB ALl
Me/IMIHHCKOT0 IPMMEHEHHs], YTBEPKICHHEIE MpHKa3oM MIHHCTEPCTBA 3paBOOXPaHCHHA
Poccmiickoii ®enepamuu ot 31 asrycra 2016 r. Ne 646H (3aperHCTpHpOBaH B
MuHHcTepeTBe IocTHIMH Poccuifckolt @enepauun 9 smsaps 2017 r., PpErHCTPalOHHBIHA
Ne 45112) (nanee — [IpaBuna xpaHeHHs IEKapCTBEHHBIX CPEJICTB)

11.1. | UmeroTca B TOKyMEHTBI, PEMJIAMEHTHPYIOIIHE MYHKT 3
NOPSIOK COBEpIICHHS pabOTHUKAMK JIEHCTBHI IIpH IIpaBun
OCYHIECTBJICHHU XPaHEHHs ¥ (W) IEPEBO3KE XpaHEHHUs
JIEKApCTBEHHBIX NTPENapaToB? JIEKapCTBEHHBIX

CpEACTB

11.2. | MeroTcs i JOKYMEHTBI, PErIaMEHTHPYOIIE IIyHKT 3
TIOPSZIOK OGCITY)KUBAHHS ¥ IOBEPKH H3MEPHUTENBHBIX | [IpaBmi
1puGOpoB B 060PYIOBaHHS? XpaHEHHUs

JIEKapCTBEHHBIX
CpeICTB

11.3. | IMeroTcs i JOKYMEHTBI, pETTIAMEHTHPYIOIINE IyHKT 3

BeJICHME 3aIIHCEH, OTYETOB M HX XpaHeHUe? [TpaBun
XpaHCHHUS
JIeKapCTBEHHBIX
CpeICTB

11.4. | AmeroTcs 1 JOKYMEHTEHI, pETTIAMCHTHPYIOLIHE MYHKT 3

IPHEMKY JIEKapCTBEHHBIX [IPENaparoB? [IpaBun
XpaHEHHUs
JIEKapCTBEHHBIX
CpEICTB

11.5. | UmeroTes M JOKYMEHTBI, pErJIaMeHTHPYIOLINE IyHKT 3

TPaHCIIOPTUPOBKY JIEKApCTBEHHEIX PENapaToB? [TpaBun
XpaHeHUs
JIEKAPCTBEHHBIX
CpenCTB
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11.6. | meroTcs JId JOKYMEHTBI, pErVIAMEHTHPYIOIIHE OyHKT 3
pasMeIeHne JIEKapCTBEHHBIX MIPENapaTos? [Tpasun
XpaHeHus
JIEKapCTBEHHBIX
CpenCTB

11.7. | Cucrema kadecTBa rapaHTHPYET JIH, YTO IyHKT 4
HepeMelIeHue JIEKapCTBEHHBIX MPENApaToB MEXITY [TpaBun
cyOBeKTaMH 0OpaleHHsl JIEKAPCTBEHHBIX XpaHEeHUS
IpenaparoB, B TOM YHCIIEe BHYTPY KOHKPETHOTO JIeKapCTBEHHBIX
cyObeKTa 00paIeHH s JIEKapCTBEHHBIX IPEapaToB, | CPEICTB
obecreunBaeT XpaHEHUE U IIEPEBO3KY C
cobmoieHueM TpeOOBaHUH, YCTAHOBICHHBIX
3aKoHOaTeNnscTBOM Poccuiickoii epeparun?

11.8. | O6s3aHHOCTH ¥ OTBETCTBEHHOCTh paGOTHHKOB MYHKT 4
cybBpexTa o6paleHus JIeKapCTBEHHBIX NpenapaTos, B | [IpaBun
TOM 4HCJI€ OTBETCTBEHHOTO JIAIA, 3aKPEIICHBI JIM B | XpaHCHUA
JIOJDKHOCTHBIX HHCTPYKITHAX? JeKapCTBEHHBIX

CpEACTB

11.9. | OcymecTBIseTcs T KOHTPOIIb 3a AEATENBHOCTBIO 10 | IYHKT 6
XPaHEHHUIO ¥ (HJIH) IEPEBO3KE JICKApPCTBEHHBIX [IpaBun
IpenaparoB, NepeJaHHON IPOU3BOIUTENIEM XpaHECHHUS
JIEKApCTBEHHBIX NIPETNapaToB I OpraHu3aluei JIEKapCTBEHHBIX
OIITOBOM TOPTOBJIM JIEKAPCTBEHHEIMH NperapaTaMu CpeACTB
VI OCYIIIECTBIIEHHA APYroit (CTOPOHHEH)
opraHm3alyei?

11.10. | JloroBop, 110 KOTOPOMY OCYINECTBIIAETCS JIX MYHKT 6
nepeaua JeSTebHOCTH Ha ayTCOPCHHT, 3akmodeH ¢ | [IpaBun
yKazaHueM 00sS3aHHOCTEH KaXKI0H U3 CTOPOH, XpaHEeHHs
NOpAIKA ASHCTBHIL X OTBETCTBEHHOCTH CTOPOH? JIEKapCTBEHHBIX

CPEICTB

11.11. | Jlo 3axyroueHus 1OroBOpa ayTCOPCHHTA HOYHKT 6
IIPOM3BOIUTENb JIEKAPCTBEHHBIX IPETapaToB [TpaBun
yOenniics I B IpaBOCTIOCOOHOCTH MCIIOJIHUTEI H XpaHCeHHUs
€ro BO3MOKHOCTH BBIITOJTHUTH 0053aTEIBCTBA 110 JIEKapCTBEHHBIX
JIOrOBOpPY ayTcopcuHra?. CpELCTB

11.12. | ITomemenus s XpaHEHHUs JIEKAPCTBCHHBIX MyHKT 12
TpenaparoB 06eCIeurBaloT JI 6€30macHoe [TpaBun
pa3fenbHoe XpaHEHHUE M IEPEMEILICHHE XpaHeHHs
JNIeKapCTBEHHBIX IIpenapaToB? JIEKapCTBEHHBIX

CpEACTB

11.13. | O6ecnieunBaeT Jiu IIIOIIA/bL IOMEIIECHHI XpaHeHUE IIyHKT 13

JIEKapCTBEHHBIX IIpenaparoB? [TpaBun
XpaHEeHUs
JIeKapCTBEHHBIX
CPEACTB

11.14. | ILnomans momemenuii cocrasnser nu He MeHee 150 | mynkT 13
KB. METPOB? [TpaBun

XpaHECHUS
JIEKapCTBEHHBIX

CpeJiCTB
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11.15. | IMeroTcs 1 BBIIETEHHEBIE 30HA IPHEMKH H nyHKT 14
3KCIEAULIHY JEKAPCTBEHHEIX NIPENapaToB? [IpaBun
XpaHeHus
JIeKapCTBEHHBIX
CpEIICTB
11.16. | iMeeTcs ¢ BbIEICHHAA 30HA OCHOBHOTO XpaHeHHd | MyHKT 14
JIEKAPCTBEHHBIX NPENapaToB? INpaBun
XpaHCHHA
JIEKapCTBEHHBIX
CPEnCTB
11.17. | iMeroTcs 1 BBIAETICHHBIE 30HBI XPAaHEHHS nyHKT 14
JIEKApCTBEHHBIX MPENapaToB, TPEOYOMuUX [MpaBun
CIIENHATBHBIX YCIIOBHH? XpaHEeHHUS
JIeKapCTBEHHBIX
CpEICTB
11.18. | IMeercs i BEIACICHHAsA 30Ha KAPAaHTHHHOTO nyHKT 14
XpaHEHH JIEKAPCTBEHHBIX [IpenapaToB? IpaBun
XpaHECHHUs
JIEKapCTBEHHBIX
CpenCTB
11.19. | UmeeTcs nu BEIAEIEHHAs 30HA XPaHECHHUS myHKT 14
BBIIBJIEHHBIX (PaTbCH(PUIMPOBAHHEIX, ITpaBun
Heo6pOKaYECTBEHHBIX, KOHTPadaKTHBIX XpaHeHHs!
JIeKapCTBEHHBIX [IPenapaToB? JIEKapCTBEHHBIX
CpencTB
11.20. | ITomemeHus ¥ 30HBL, HCIOJIB3yEMBIE IS XPaHCHHS myHKT 17
JIEKAPCTBEHHBIX MPENapaToB, OCBEIIECHBI JIK 7 IIpaBun
XpaHEeHHUS
JIEKapCTBEHHBIX
CpeAcTB
11.21. | Cucrema, 3amMensIomas pasjeneHye 30H XpaHeHHs, B | IyHKT 18
TOM YHCJIE TIOCPEACTBOM 3JIEKTPOHHOH 06paboTku IIpasun
JaHHBIX, obecreunBaeT 1 TpeOyeMbli ypPOBEHb XpaHeHHUs
6€30MacHOCTH ¥ BATMANPOBaHA? JIEKapCTBEHHBIX
CpEeACTB
11.22. | AnMuHHECTPaTHBHO-OBITOBBIE TIOMEINEHHS OTACNEHB! | MYHKT 19
JH OT 30H XpaHEHHs JIEKapCTBEHHBIX IIpENaparoB? [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeACTB
11.23. | B nomemeHuAX U (MIH) 30HaX NOJAECP)KUBAIOTCA TH | MyHKT 21
TeMIIEpaTypPHbIC PEXKUMBI XpaHEHHS, [IpaBun
COOTBETCTBYIOLINE YCJIOBUSAM XPAaHEHHU, YKa3aHHBIM | XpaHCHHSA
B JIOKyMEHTAIIHH, COCTABJIAIOIMEH PETMCTPAlHOHHOE | JIEKapCTBEHHBIX
JI0CBE JIEKApCTBEHHOTO Npenapara? CPEACTB
11.24. | B noMemeHusax 1 (Win) 30HaX IOJICPKUBACTCS JIU myHKT 21
BIAXKHOCTb, COOTBETCTBYIOIIAA YCIOBHAM XpaHeHus, | [IpaBrn
YKa3aHHBIM B JJOKYMEHTAIlHH, COCTABIISIOMICH XpaHECHUS
PErUCTPAIMOHHOE JOCKE JIEKAPCTBEHHOTO JIEKapCTBEHHBIX
npenapata? CpEeACTB
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11.25. | OcymecTBNseTCS U JOKYMEHTAIBHO YTBEPIKICHA T | IYHKT 22
TpoIIeIypa TEMIIEPATYPHOI0 KapTHPOBAHUS UL IMpaBun
obecricueHus TpeOyEeMBIX YCIOBHH XpaHEHUA XpaHeHUs
JIeKapCTBEHHBIX TIPENapaToB B IOMEIEHUAX (30HaX), | JICKapCTBEHHBIX
HCIIOJIB3YEMBIX JUIS XPaHEHHS JEKapCTBEHHBIX CpencTB
IIpenapaToB, IPOX3BOAUTENIMH JIEKAPCTBEHHBIX
npenapatoB?

11.26. | ObopynoBaHHe UL KOHTPOIISA TEMIIEPATYPhI IYHKT 22
pa3sMeINaeTcs Ik B MOMEIIECHHs (30HaX) B IIpaBun
COOTBETCTBHH C pPe3yJIbTaTaMH TeMIIEPATyPHOT0 XpaHEeHUs
KapTHPOBAHHs, HA OCHOBAHHMH IIPOBEICHHOTO JIEKapCTBEHHBIX
aHaJIKM3a ¥ OLEHKH PHCKOB? CpEeACTB

11.27. | TeMnepaTypHOE KapTHPOBAaHHE ITOBTOPSETCS JIA B MYHKT 22
COOTBETCTBHH C PE3yJIbTaTaMH aHAIIM3a PUCKOB U [1paBun
TIpK H3MEHEHHAX B KOHCTPYKIIMH NIOMEIICHHS (30H) | XpaHCHHA
1M 060pyIOBaHHs UL KOHTPOJIS TEMIIEPATyphI? JIeKapCTBEHHBIX

CpEICTB

11.28. | PesynpTaThl TEMIEPATYPHOrO KAPTUPOBAHUS MYHKT 23
PEruCTPUPYIOTCS JIH B CIEIHATBHOM XypHale ITpaBun
(kapTe) perucrpanya Ha GyMakHOM HOCUTENE U XpaHCHUS
(1K) B 3JIEKTPOHHOM BHJIE €XEIHEBHO, B TOM YHCIIE | JE€KAPCTBCHHBIX
B BBIXOJIHBIC M [TPa3JHUYHBIC JHH? CPEZCTB

11.29. | XypHan (xapTa) perucTpaliy XpaHUTCS JIM B OyHKT 23
TEYCHHE JIBYX JIET? [IpaBun

XpaHCHHUS
JIeKapCTBEHHBIX
CpEZCTB

11.30. | Pazpabotas u yTBEpXIEH JIU KOMIUIEKC Mep, OyHKT 24
HAIPaBIEHHBIX HA MUHUMHM3ALHIO PHCKa [IpaBun
KOHTAMMHAIINY MaTEPHAIOB WITH JIEKapCTBEHHBIX XpaHEeHHUS
IIPENapaToB, IPH YCIOBHH COOIIIOICHHAS 3aIIMTEI OT | JIEKapCTBEHHBIX
BO3JIEHCTBHS (haKTOPOB BHEIIHEH cpebl? CPEACTB

11.31. | IMeroTca M JOKYMEHTHPOBAHHBIE MPOLEAYPHI IO MYHKT 25
y6opKke roMeneHui (30H) I XpaHeHU [TpaBun
JIEKapCTBEHHBIX NIPENapaToB? XpaHEeHUs

NIEKapCTBEHHBIX
CpEeACTB

11.32. | Otnenka moMeweHuH (BHYTpEHHME IIOBEPXHOCTH IMyHKT 25
CTE€H, MOTOJIKOB) I XPAaHEHHUS JIEKAPCTBCHHBIX [TpaBun
TIpenapaToB JOIYCKAeT JIM BO3MOXHOCTD XpaHEeHUs
IPOBEJICHUS BIAXKHOH YOOPKH H UCKITIOYaeT JIeKapCTBEHHBIX
HAKOIUICHUE MBUIH? CPENCTB

11.33. | O6opynoBaHue, HHBEHTaph H MaTePHANIBI IS IIyHKT 25
y60opKku (OUHCTKH), a TAKKE MOIOIIUE U [IpaBun
Je3MHQHUIUPYIOIINE CPEACTBA XPAHATCS JIU B XpaHEeHHUs
OTHENBHBIX 30Hax (mKadax)? JIeKapCTBEHHBIX

CpeNCTB

11.34. | ITomemenus A XpaHEHHUS JIEKAPCTBCHHBIX IIYHKT 26
npenaparoB 00€CIICYMBAIOT JIH 3AIUTY OT [TpaBun
IIPOHUKHOBEHHUSI HACEKOMBIX, TPHI3YHOB WJIH JPYTUX | XpaHEHHs

JKUBOTHBIX?




JICKApCTBCHHBIX

CpEACTB

11.35. | ITpenycMoTpeHO 1M pa3le/ieHHe IIOTOKOB OyHKT 28
HepeMEIEHHS JIEKapCTBEHHBIX MIPEMapaToB MEXAY IIpaBun
MOMEIICHUAMH H (MIH) 30HaAMU JIJIsl XpPaHEHUS XpaHeHHUs
JIEKapCTBEHHBIX MPenapaToB? JIEKApCTBEHHBIX

CpeAcCTB

11.36. | Cremnaxu (ukadsi) a1 XpaHeHHs TEKAPCTBEHHBIX | IYHKT 29

IpenapaToB POMapKHPOBAHBI JIH? IIpaBun
XpaHECHHS
JIEKapCTBEHHBIX
CpeAcTB

11.37. | Umerotcs mu crennaxuble KapTsl, obecrieunBaromue | IyHKT 29
UIEHTHOUKAIHMIO JIEKAPCTBEHHBIX IIPEapaToB B IIpaBun
COOTBETCTBMH C PAMEHIEMOH CyOBEKTOM XpaHEHHS
obpalleHys TEKapCTBEHHBIX MIPENApaToB CHCTEMOH | JIEKAPCTBEHHBIX
yugeTa? CpENCTB

11.38. | IIpumensieTcs JIM BMECTO CTEJUIAXHBIX KapT MYHKT 29
3NEKTPOHHAA cUcTeMa 00paboTKH NaHHEBIX C [MpaBun
AaeHTUUKAIHel IEKapCTBEHHBIX IIPENApaToB IPH | XPaHCHUA
TIOMOIIY KOJOB? JICKapCTBEHHBIX

CpPENCTB

11.39. | [IpennpHHATHI X MEPHI H30JIAIMH JIEKAPCTBEHHBIX myHKT 30
IIpemaparoB, BEIBEJICHHBIX U3 oOpaienus, kotopsle | [IpaBun
rapaHTHPYIOT UCKIIIOUEHHE UX MO JaHus B XpaHEHHUS
obpamenue? JIEKapCTBEHHBIX

CpEeACTB

11.40. | JIekapcTBeHHBIE IPENAPATHI, MOAJIEKAIIAE myHKT 31
IIpEeIMETHO-KOJIMYECTBEHHOMY YUETY, 3a ITpaBun
HCKITIOYEHHEM HapKOTUYECKUX, ICHXOTPOIHBIX, XpaHEHHUS
CHIBHOJAEHCTBYIOIMX U SIOBHTHIX JIEKAPCTBEHHEIX | JICKAPCTBEHHBIX
CpEICTB, XPaHATCA JIM B METAJUTHIECKUX HITH CpeAcTB
JEPEeBSHHBIX MKadax, ONeYaThIBACMbIX HIIH
TIOMGMpPYEMBIX B KOHIIE pabodero JiHs:?

11.41. | JlekapcTBEeHHBIE IpeNapaThl, COAEPKAIINE MyHKT 32
HApKOTHYECKHE CPECTBA H IICHXOTPOITHEIE IIpaBun
BEILECTBA, XPAHATCS JIH B COOTBETCTBHH C XpaHEHHUs
3akoHOzaTenbeTBOM Poccutickoit denepaiuu o JIEKapCTBEHHBIX
HapKOTHYECKUX CPEeJCTBaX M MCHXOTPOITHBIX CpEeACTB
BEIECTBAX ?

11.42. | XpaHeHue JIeKapCTBEHHBIX IIPEIIAPATOB, IyHKT 33
coepKaIuX CHIbHOACHCTBYIOIINE U SIOBUTHIC IIpaBun
BEIECTBA, HAXOISIUXCS O] KOHTPOJIEM B XpaHCHHUS
COOTBETCTBHH MEXIyHApOAHBIMH IIPABOBBIMHU JIeKapCTBEHHBIX
HOpMaM¥, OCYIIECTBIIAETCSA JIH B [IOMEIIEHHUAX, CpeACTB
060pYIOBaHHBIX HHIKCHEPHBIMHU M TEXHUIECKUMHU
CpeICTBaMH OXPaHBbI, AHAJIOTHYHBIMU
IPEIyCMOTPEHHBIM Il XpaHEHHsI HAPKOTHIECKHX H
TICHXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB?

11.43. | O6ecnieunBaercs M OXpaHHAs CUCTEMA, IOYHKT 35

MO3BOJLIIOINAS NTPEIOTBPAIATh HEIIPABOMEPHOC
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IPOHHUKHOBEHHE B JIOOBIE TOMEIEHHs (30HBI) IS IIpaBun

XpaHEHHS JIEKApCTBEHHBIX IIPenapaToB? XpaHEHHS
JICKapCTBEHHBIX
CpeAcCTB

11.44. | O6opynoBanue, OKa3bIBAIOIIEE BIUAHHEC HA IyHKT 36
XpaHeHue u (WM) NepeBO3Ky JIEKapCTBEHHBIX IIpaBun
IpenapaToB, CIPOEKTHPOBAHO, Pa3MEIIEHO H XpaHeHHs
00CITy)KHBAETCS JIM COTJIACHO JOKYMEHTAIMH 110 €0 | JIEKAPCTBEHHBIX
HCIIONIB30BAHMIO (PKCIUTyaTanyn)? CpENCTB

11.45. | OGopynoBaHue, OTHOCALIEECS K CPENCTBAM myHKT 38
W3MEPEHHH, 10 BBOJA B 3KCILTYaTalUIO U 1OCIE [IpaBun
PEMOHTA MOJIEXKHT JIM IEPBUYHOM NOBEPKE U (WIH) | XpaHEHUS
KaJTHOpPOBKE B COOTBETCTBHH C TpeOOBaHHAMHU JIEKapCTBEHHBIX
3akoHozarenscTBa Poccniickoii Penepanun 06 CpeAcTB
o0ecIreueHn N €IMHCTBA H3MEPEHHA?

11.46. | O6opynoBaHue, OTHOCSIIEECS K CPEACTBAM OYHKT 38
HU3MEPEHHUH, IOIEXUT JIH B IIPOLIECCE [Tpapun
OKCILTyaTalluy IepHONIECKON ITOBEPKe M (MIIH) XpaHeHHs
KaIMOpOBKE B COOTBETCTBHHU C TPEOOBAaHMAMH JIEKapCTBEHHBIX
3akoHOAaTeNNbCTBa Poccuniickoii @enepanuu 06 CpEACTB
00eCTIeYeHNH €INHCTBA H3MEPEHUH?

11.47. | PaspaGoraH u yTBepXeH JH rpadHK peMOHTa, IOyHKT 39
TEXHHYECKOTO 0OCITYXKHBaHUSI, TOBEPKHU U (HITH) ITpaBun
KauOpoBKH 000py1OBaHUS? XpaHEHUA

JICKApCTBEHHBIX
CpEACTB

11.48. | PemoHT, TexHMUECKOE 0OCTyKUBaHHE, IOBEPKA H IyHKT 39
(unu) xamOpoBKa 000pyI0BaHNs He OKa3bpBaoT ¥ | Ilpasun
HETAaTHBHOTO BO3/ICHCTBHS HA KAYECTBO XpaHeHUs
JIEKapCTBEHHBIX IIpenapaToB? JICKapCTBEHHBIX

CpEICTB

11.49. | JlexapcTBeHHBIE IpeniapaThl pa3sMEIIEHBI JIH Ha TyHKT 48

CTeJUTaXax MK MOIOHAX? IMpasun
XpaHCHUS
JIeKapCTBEHHBIX
CpEeACTB

11.50. | He nomyckaeTcs nu pa3MeLICHUE ITOJIIOHOB C MyHKT 48
JIEKapCTBEHHBIMH IIperapaTaMy B HECKONIBKO psanoB | [Ipasui
II0 BBICOTE 63 MCIIONB30BaHUS CTEUTaKeH? XpaHeHus

JIEKapCTBEHHBIX
CPEZCTB

11.51. | JlekapcTBeHHBIE MpemapaThl pasMEINaloT JH B | IyHKT 49
noMemeHusx ® (WiM) 30HaX I XpaHeHus | [Ipasun
JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBHH C | XpaHEHHS
TpeGOBaHUAMH HOPMATHBHOM NOKYMEHTAIMH U (MJIH) | JT€KAPCTBEHHBIX
TpeCOBaHUSAMH,  YKa3aHHBIMH  Ha  YIAaKOBKE | CPEICTB
JIEKapCTBEHHOro IIperapara, C Y4YeToM (u3HKo-

XUMHYECKHX CBOMCTB JIEKAPCTBEHHBIX IIPENapaToB?

11.52. | JlexapcTBeHHBIe mpemapaTsl pasMeIaloT JM B | IyHKT 49
noMemieHusax # (wid) 30Hax 19 xpaHeHus | [Ipasui
JIEKAPCTBEHHBIX IIPENapaToB B COOTBETCTBHH _C | XpaHCHHS
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TpeGOBaHUAME HOPMATHBHOM JOKYMEHTAIMH ¥ (WIH) | JIEKapCTBEHHBIX
TpeOOBaHMAMH,  YKa3aHHBIMM  HA  YIAKOBKE | CPEACTB
JIEKapCTBEHHOTO npernapara, c yYeTOM
dapMakoJIOrH4ecKux rpynn?

11.53. | JlekapcTBeHHBIE TpemapaThi pasMeINAlOT JH B | MyHKT 49
momemnenmsx W (WiM) 30Hax g xpaHeHus | [Ipasmi
NEKapCTBEHHBIX IIPENapaToB B COOTBETCTBHH C | XpaHECHHA
TpeGOBaHHSIMH HOPMAaTHBHOM JOKYMEHTAIMH U (WIH) | JeKapCTBEHHBIX
TpeGOBaHWAMH,  YKa3aHHBIMM  Ha  YIOAKOBKE | CPEACTB
JIEKAapPCTBEHHOTO [Mpemapara, ¢ YydYeToM cmocoba
BBEJIEHHs JICKapCTBEHHBIX IPeNapaToB?

11.54. | XpaHneHue OrHEONIACHBIX H B3PBIBOONIACHBIX myHKT 51
JIEKapPCTBEHHBIX MIPENIApaToOB OCYLIECTBISETCS U [IpaBun
BIAJIM OT OTHS U OTONMUTEIBHBIX IPHOOPOR? XpaHeHHs

JICKapCTBEHHBIX
CPEACTB

11.55. | MckroueHo i MEXaHUYECKOE BO3JICHCTBHE HA MyHKT 51
OTHEOMNACHBIE U B3PHIBOOIACHEIE JIEKAPCTBEHHBIC [MpaBun
npenaparsl, B TOM 9HCIIE BO3JEUCTBHE IPAMBIX XpaHeHHS
COJIHEYHBIX JTy4eil U yaapsl? JIEKapCTBEHHBIX

CpEACTB

11.56. | JlexapcTBeHHbBIE MpenapaTsl, TPEOYIOMIHE 3aITHTHI OT | IYHKT 52
BO3JIEHCTBHS CBETa, XpaHATC Jiu B momemmeHusx win | [Ipasun
CrenuaIbHo 000pyIOBaHHBIX 30HAX, XpaHeHHs
06ecneunBalomyX 3alUTy OT IONaJaHus Ha JIEKaPCTBEHHBIX
yKa3aHHbIE JTEKapCTBCHHBIE IIPENapaThl IPsSMBIX CPEICTB
COJTHEYHBIX JIydeh?

11.57. | Ilpu; oTrpy3Ke JEKapCTBEHHBIX NIPENIapaTOB myHKT 54
OTITyCKAIOTCS JIA B IEPBYIO OYePenb NeKapcTBeHHbIe | [IpaBui
IIpenapaTsl ¢ MEHBIIIM CPOKOM FOJHOCTH? XpaHEHHUS

JIEKapCTBEHHBIX
CPEACTB

11.58. | JlekapcTBeHHbIE penapaTsl, IpeHA3HAYECHHBIE I | MYHKT 55

YHHYTOXEHHUS, IPOMapKUPOBAHB! JIH? [MpaBun
XpaHEeHHUS
JIEKapCTBEHHBIX
CPEJICTB

11.59. | JlexapcTBenHbIe npenapaTsl, IpeHA3HAYEHHBIE I | IYHKT 55
YHUYTOKEHHS, N30JIMPOBAHBI JIH OT JIEKapCTBEHHbIX | [IpaBm
IpernaparoB, JOMYIEHHBIX K 00paleHHIO? XpaHeHus

JIEKapCTBEHHBIX

CpPEICTB

12. | IlepeBo3Ka JeKapCTBEHHBIX NPENAPATOB /I MEANIHHCKOI0 IPHMEHECHH S
IIpasuia HajexKaleH IPaKTHKH XPaHEHUS U IIEPEBO3KH JIEKaPCTBCHHBIX NPETapaToB Il
MeIHIIMHCKOTO TPUMEHEHHS, YTBEPKICHHBIE IPHKa30M MUHHCTEPCTBa 3APaBOOXPAHEHHS
Poccuiickoit ®eneparum ot 31 asrycra 2016 r. Ne 646H (3aperHcTpHpoBaH B
MunnctepcTse roctunuu Poccniickoit ®enepanuu 9 susaps 2017 r., PEeruCTpanuoOHHbIA
Ne 45112) (nanee — IlpaBuna XxpaHeHHAs JIEKAPCTBEHHDBIX CPEZACTB)
12.1. | IlepeBo3Ka IeKapCTBEHHBIX MPENapaToB myHKT 57

COTIPOBOMIAETCS JIM IOKYMEHTaMH B COOTBETCTBUH | [IpaBHiI

XpaHEHUS
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¢ TpeGoBaHMAMH 3aKOHOAATENbCTBA Poccuiickoi JIEKapCTBEHHBIX
depneparmu? CpeACTB
12.2. | Uudopmanus o nepeBo3Ke JICKapCTBEHHBIX IYHKT 58
IIpenapaToB GUKCHPYETCs i TakuM o6pasom, utobsl | Tlpasui
06eCIIeYHTh KOHTPOIIb UX EPEMEIICHHS XpaHEHHUS
JIeKapCTBEHHBIX
CPENICTB
12.3. | IlnanupoBaHuE IEPEBO3KH JICKAPCTBCHHBIX myHKT 60
TIpEeNnapaToB OCYIIECTBIIAETCS I Ha OCHOBaHHH IpaBun
IPOBEJCHHOTO AHATH3a U OLEHKH BO3MOXHBIX XpaHEeHHS
pHCKOB? JIEKapCTBEHHBIX
CPEACTB
12.4. | PazpaGoTaH U yTBEPXKIEH JIH ITOPSIIOK MyHKT 61
MH(OPMHUPOBAHHUSA O BBIBICHHEIX B IIpoIiecce [MpaBun
IIEPEBO3KH JIEKAPCTBEHHOTO IIpemapara Ciryyasx XpaHeHUs
HapyIIECHHS TEMIEPATypPHOTO PEXMMA XPaHEHHUS H JIEKapCTBEHHBIX
(u1H) OBPEXIEHHS YIIAKOBKH? CPEACTB
12.5. | Io 3ampocy mosmy4aTesis JIeKapcTBEHHBIX PENapaToB | MyHKT 61
TIPENOCTABIIAIOTCS JIM CBENEHHS O COOMIOCHHH INpaBun
TEMIIEPATYPHOTO PEXHUMa IIPH IIEPEBO3KE XpaHEeHHUS
NeKapCTBEHHBIX MPEnapaToB? JIEKapCTBEHHBIX
CpPEZICTB
12.6. | Jlns nepeBO3KH JIEKAPCTBEHHBIX IIPENIapaToB MyHKT 62
HCIIOJIB3YIOTCS JIM TPAHCIIOPTHEIE CPEACTBA H [MpaBun
o6opynosaHue, 0GecIIeYHBArOIIKE COOMONCHHE HX XpaHEeHUs
KagecTsa, 2QPeKTUBHOCTH U 6€30I1aCHOCTH? JIEKapCTBEHHBIX
CpEZICTB
12.7. | I[Tpu mepeBo3ke TepMOIaGHIBHEIX JIEKAPCTBEHHBIX MYHKT 62
TIpenaparos KCMoJb3yeTcs JIH crenuanusuposantoe | Ipasun
o6opynoBaHue, obecriednBaroIee NoAAepXKaHue XpaHeHHs
TpeOyEeMBIX TEMITEPATYPHBIX PEXXHMOB XPaHEHHS JIEKapCTBEHHBIX
JIEKapCTBEHHBIX IPENapaToB? CpEICTB
12.8. | XnanosneMeHThI B U30TEpMHUYECKHX KOHTEHHEpax IYHKT 63
PasMeIAroTCs JIH TaKUM 06pa3oM, 4To0k! [Ipasun
OTCYTCTBOBAI IIPAMON KOHTAKT C JIEKapCTBEHHBIMHU XpaHECHUA
mpemnapaTamu? JIEKapCTBEHHBIX
CpEeACTB
12.9. | He momyckaetcst 11 IOBTOPHOE MCIOJIB30BAHU IMyHKT 63
HEeIOCTATOYHO OXJIAXICHHBIX 1 () [TpaBun
MOBPEXACHHEIX XJIaT03IEMEHTOB? XpaHeHus
JIeKapCTBEHHBIX
CpeICTB
12.10. | ITpoBomuTcs M IEPBUYHAS W MOC/IENYIOMas IOCTIe IIYHKT 64
peMOHTA IoBepKa 000py0BaHUs, OTHOCAIIETOCH K ITpaBun
Cpe/ICTBaM H3MEPEHHs], yCTAHOBJIEHHOTO BHYTPH XpaHeHHS
TPaHCIIOPTHOT'O CPE/ICTBA HIIH B KOHTEHHEPE, NIEKapCTBEHHBIX
HCIIOJIb3yeMOT0 UL KOHTPOJIA ¥ HOANCPKaHUSA CpEICTB
TEMIIEPAaTyPHOTO PeXHMa B MIPOLECCE MEPEBO3KH
JIEKAPCTBEHHBIX IIPenapaToB?
12.11. | IIpoBoauTcst 1M meprOAMIEcKas MOBEPKa M (HIIH) MyHKT 64

KaauOpoBKa 060PYAOBaHHUS, OTHOCAIIETOCS K
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CpelCTBaM H3MEPEHHH, yCTaHOBICHHOTO BHYTPH ITpaBuna
TPaHCIIOPTHOTO CPE/ICTBA MM B KOHTEHHEpE, XpaHCHHUS
HCIOJIB3yEMOTO IS KOHTPOJIS ¥ IIOANEPKAHUSA JIEKapCTBEHHBIX
TEMIEpaTypHOTO PeXHUMA B IIPOIIECCE EPEBO3KH CpeAcTB
JIeKapCTBEHHBIX IIPENapaToB?

12.12. | JIekapcTBEeHHbIE IIPENapaThl JOCTABIISIOTCA JIH 110 IYHKT 65
ajipecy, yKa3aHHOMY B TOBapOCOIIPOBOJHUTENIBHbIX [NpaBun
JIOKyMEHTax? XpaHCHH

JIEKQpCTBEHHBIX
CPEACTB

12.13. | TpancnoprHas Tapa, B KOTOPOii IIEPEBO3ATCA MyHKT 68
JIEKapCTBEHHBIE IPENapaThl, HE OKa3bIBaCT JIH Ipasun
OTPHUILIATEIFHOTO BIMSHHUA HA UX Ka4€CTBO, XpaHEHHs
3¢ HeKTUBHOCTE U 5€3011aCHOCTH? JIEKapCTBEHHBIX

CPEJICTB

12.14. | JlexapcTBEeHHbIE IIPENapaThl IEPEBO3ATCS JIH B IYHKT 68
TpPaHCIIOPTHOM Tape, KoTopas 00ecneunBacT IIpaBun
HAJIEXKHYIO 3alllUTY OT BO3AEHCTBUA (aKTOpOB XpaHEeHHUs
BHeEIIHeH cpenbl? JIEKapCTBEHHBIX

CpEACTB

12.15. | BbiGop TpaHCTIOPTHOI Tapl, YIIaKOBKH OCHOBBIBAETCS | IHKT 69
JE Ha YCTAHOBJEHHBIX TpeOOBaHMAX K ycnoBusM | IIpaBmn
XpaHEHHS U TIEPEBO3KH JICKapCTBEHHBIX IPENIapaToB? | XPaHECHHS

JIEKapCTBEHHBIX
CpECTB

12.16. | BuiGop TpaHCIOPTHOM Taphl, yIAKOBKU IMyHKT 69
OCHOBBIBAETCS JIH Ha 00beME, KOTOPBIH HYKEH LA Ipasun
pa3sMelleHHUs JIeKapCTBEHHBIX MPENapaToB? XpaHCHHS

JIEKapCTBEHHBIX
CpEACTB

12.17. | BeiGop TpaHCIIOPTHOM Taphl, yTAKOBKH IYHKT 69
OCHOBBLIBAETCH JIM Ha KOJICOaHUAX TEMIIEPATYPhI ITpaBun
OKpy>Xaromme# cpennbl? XpaHeHUs

JIeKapCTBEHHBIX
CpeACTB

12.18. | BoiGop TpaHCOPTHO#M Taphl, yIaKOBKH IYHKT 69
OCHOBBIBAETCS JIM Ha JJIUTEIBHOCTH IIEPEBO3KH, [IpaBun
BKJIIOYasl BO3MOJKHOE IIPOMEXYTOUHOE XPaHEHHE XpaHeHUs
JIEKapCTBEHHBIX IIPENapaToB? JIEKapCTBEHHBIX

CPEACTB

12.19. | TpancnopTHas Tapa ¢ ICKapCTBCHHBIMU nyHkT 70
npenapaTaMi B [PoLiecce MPHEMKH JIeKapcTBeHHBIX | ITpaBu
IpenaparoB Iepes IEPEMEIICHAEM B IIOMELICHNHS U | XpaHEHHs
(4IH) 30Hy XpaHEHHS OYUINACTCA JIH OT BU3YAJbHOTO | JIEKApPCTBEHHBIX
3arpsIsHEHHSA? CPEJICTB

12.20. | Ha TpancnopTHYyI0 Tapy, KOTOpas He Ipe/lHa3HadeHa | IyHKT 71
11 oTpebuTeNnel ¥ B KOTOPYIO IOMEINEHBI [TpaBun
JIEKapCTBEHHbIE IIPENIapaThl, HAHOCSTCS: XpaHEHHS

JIEKapCTBEHHBIX
CpE/ICTB
HaHMECHOBAHHE JIEKapCTBEHHOT'O IIperapaTa? myHKT 71
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IIpaBun
XpaHEeHHs
JIEKapCTBEHHBIX
CpEeICTB

cepHs JIEKapCTBEHHOTO Ipenapara?

nyHKT 71
IIpaBun
XpaHECHUs
JIEKapCTBEHHBIX
CpenCTB

JiaTa BeITycKa?

myHKT 71
[IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CpEICTB

KOJIAIECTBO BTOPHYHBIX (IIOTPEOUTEIBCKIX)
YIIaKOBOK JIEKAPCTBEHHOT0 IpernapaTa?

myHKT 71
IIpaBun
XpaHEHHS
JIEKapCTBEHHBIX
CPEACTB

HauMEHOBAaHHE M MECTOHaXOXKICHUE (aapec)
IIPOM3BOIUTEILS JIEKAPCTBEHHBIX NPEMNApaToB?

myHKT 71
IIpaBun
XpaHEHHUS
JIEKAPCTBEHHBIX
CpEICTB

CPOK F'OIHOCTH JIEKapCTBEHHBIX IPENaparos?

myHKT 71
IIpasun
XpaHEeHHs
JIEKapCTBEHHBIX
CPEICTB

YCJIOBHS XPaHEHHs! JIEKapPCTBEHHBIX IIPETaparoB?

myHKT 71
IIpaBun
XpaHEeHUS
JICKApCTBEHHBIX
CpPE/ICTB

YCJIOBHSA NEPEBO3KH JIEKAPCTBCHHBIX npenapaTOB?

myHKT 71
[IpaBui
XpaHeHHs
JIEKapCTBEHHBIX
CpEJICTB

npeaynpeuTeIbHbIe HaIHuCH?

nmyHKT 71
[IpaBun
XpaHEeHUA
JIEKApPCTBEHHBIX
CpencTB

MaHHITYJIATOPHBIE 3HAKH?

myHKT 71
ITpaBun
XpaHEeHHA
JIEKapCTBEHHBIX
CPENCTB
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12.21 | He nomyckaeTcs jid HCIIONIB30BaRKE IpHOOPOB, nyHKT 88.
KOTOpbIE HE COOTBETCTBYIOT KPUTEPUIM (3.41)
KamOpOBKH? [TpaBun

OpraHu3aluu
TPOU3BOJICTBA

12.22 | B nomemenns (30HBI) 1S XpaHEHHS JIEKAPCTBEHHBIX | MYHKT 27
IIpenapaToB He JOMyCKAIOTCs i JHIa, He umetomme | [Ipasun

IIpaBa JOCTYIIa, ONPEAEIEHHOr0O CTaHapTHBIMU XpaHeHHs
OTepalMOHHBIME TIPOIETypaMH? JIEKapCTBEHHBIX
CpPEZICTB

(momvkHOCTE H ®UO NOIKHOCTHOTO JINL, 3ATIOJTHUBIIErO NIPOBEPOITHBIN JIUCT, IO/IHCE, [1aTa)

(zommkHOCTH ¥ ®UO 0IDKHOCTHOTO JIMIIA IOPHIMIECKOTO JIHIA, NPUCY TCTBOBABIIETO IPH
3aII0JIHCHAH TPOBEPOTHOTO JIKCT, TIOMITICE, 1aTa)




