MHAHUCTEPCTBO 3JIPABOOXPAH FHPASETE0 0CTRINR POCCHICKON QEJEPATIAH
1 A ]l " A ey # b ¥
POCCHUCKON DEAEPAUMM »appruor PUPORAHO

(Munsapas Poccun)

Perserpaumonnnitl M S22 /6.2

NPUKA3

LG Gcpepi 2025, N 25Tk

MockBa

06 yrBepxkaennu Ipapui Hajsexkaleii anTeuHol IPAKTHKH JIeKAPCTBEHHBIX
MpenaparoB sl MEAULMHCKOI0 PHUMeHEeHHA

B coorBercTBUM ¢ myHKTOM 18 cTathu 5, wacteio 1 crathu 55 demepanbHOro
3akoHa OT 12 ampens 2010r. Ne 61-®3 «O6 obpamieHun JIeKapCTBEHHBIX CPEACTBY
H noxmyHktoMm 5.2.164' mynkra 5 Tlonoxenus o MuHucrepcTBe 3ApaBOOXpaHEHUS
Poccuiickoii  Dezmepanmm,  yTBepXKACHHOTO  MOCTAHOBIEHHEM  IIpaBHUTETBCTBA
Poccuiickoit @enepaunu ot 19 uroHs 2012 1. Ne 608, mp M K 2 3 BI B 2 10:

l. YrBepaute npunaraemple IlpaBuia Hajiexameidl  anTedHodl IPaKTHKH
JIeKapCTBEHHBIX TPENapaToB Il MEAULUHCKOTO IPUMEHEHMS.

2. TlpusHate yTpaTMBIIKMM CHJTy NpUKa3 MUHHCTEPCTBA 3PAaBOOXPAHEHMUS
Poccuiickoit @enepaimu ot 31 asrycra 2016 1. Ne 647u «O6 yreepxaenuu [Tpaun
HaJJISKAIIEH aNTeYHON IPAKTUKU JIEKapCTBEHHBIX IIPENapaToB IS MEIHLHHCKOTO
NPUMCHEHHS (3apeTHCTPUPOBaH MUHUCTEPCTBOM FocTuLMU Poccuiickoii denepauun
9 auBaps 2017 r., peructpanonusiit Ne 45113).

3. Hacrosimii npuka3 BcTymaeT B cuimy ¢ 1 ceHrsiops 2025 r. u pmeiicTByer
1o 1 centsiops 2031 roaa.

Munuctp M.A. Mypariiko




YTBEPXJIEHBI
nprka3zoM MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccutiickoit @enepanun

or« <9y a r’{p@/[i 2025 1. Ne 28G i+

HpaBn.na HaAJIeKamen anTevyHoOH NMPAKTHKH JICKAPCTBCHHLIX IIPpeIapaToB AJis1
MECAUINHHCKOI'O IPNMCHCHHSA

1. Hacrosimue IlpaBuna Haamexamed anTedyHOM NPAKTUKH JIEKApCTBEHHBIX
IperapaToB il MEIMLMHCKOrO IMpHUMEHEHHs (Jajee - JeKapCTBEHHbIe Ipenaparhl)
PacHpOCTPaHAIOTCS HA alTeuHble OpraHu3alliy, UHIMBUIYAJIbHBIX IIPeIIPUHUMATENCH,
UMEIONNX  JIMIEH3WI0 Ha  (¢apMaleBTUYECKyl0 JeATelbHOCTh, MEJAUIMHCKIE
OpraHW3ali{, WMEIINe JIMIeH3WI0 Ha  (QapMaleBTHYECKYl0  AesTebHOCTD,
U ux 000coOJeHHBIe TOIpa3feNeHUus, PaclloNOXEHHbIE B CEIbCKUX HACEICHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTe€4YHble OpraHm3aluu (majiee — CyOBeKTHI
PO3HUYHOU TOPTOBIIN).

2. Po3Hu4Hass TOProBiS JIEKAPCTBEHHBIMU IMperapaTaMH CyOBbEKTOM PO3HUYHOU
TOPTOBJIH OCYIIECTBISIETCS MOCPEACTBOM pealn3alMd KOMIUIEKCAa MEpOIPUSTHH,
HAIlpaBJIeHHBIX Ha o0OeclieueHHe KadecTBa PO3HUYHOW TOPIOBIM JIEKAPCTBEHHBIMHU
npernaparaMyd U BKJIFOYAIOLIMX NMPOIECCH], yKa3aHHbIe B MyHKTe 3 Hacrosumx [IpaBun
(manee - cucreMa KadecTBa).

3. CucreMa Ka4yecTBa BKJIIOYAET:

a) orpelieJieHHE IPOLIECCOB, BIUAIOIMIMX HAa KayeCTBO YCIYT, OKa3bIBAEMBIX
CyOBEKTOM pO3HUYHOW TOProOBIIM, HAaNpaBIeHHBIX Ha YJIOBIETBOPEHHE CIpoca
MOKyTaTeNlel B JIEKApCTBEHHBIX Mpenaparax B TOM YUCIIe B COOTBETCTBUH C TPYIOBBIMHU
byHKIUSIME pabOTHUKOB CyOBEKTOB PO3HUYHOW TOProBiU (Hanee — paOOTHUKH),

TpeayCMOTPEHHBIME NPO(ECCHOHATBHBIMA CTAHAAPTAMH!

U BKIIOYAIOIIKUX OTITYCK,
collelicTBHE MpPH BBIOOpPE JIGKAPCTBEHHBIX IIpernaparoB, OTIyCKaeMbIX 0e3 pelenta
Ha JIEKAPCTBEHHBI TIpemapar, MpedocTaBlieHHe MHPOpPMAaUKMU O  HAJIWYUHU
JIeKapCTBEHHBIX IperapaTos, HAMEIOIIUX OJINHAaKOBOE MEXIyHapOoIHOe
HENaTeHTOBaHHOE HAMMEHOBAaHUE, B TOM YHCIIe HHOOPMAIIH O HATUYHH JIEKAPCTBEHHBIX
penaparoB, HMeEOIMX OoJjee HHU3KYIO IleHy, O crnocobax MpueMa, pexuMax
JIO3UPOBaHMsI, TEpPaleBTUYECKOM JEWCTBUHU, TPOTHUBONOKA3aHUSAX, B3aUMOJEHCTBUU
JIEKapCTBEHHBIX MPernapaToB NPU OJHOBPEMEHHOM IpHeMe Mexay coboir u (uin)

C MHUILEH, npaBujiax UX XpaHCHHUS B JOMAaIIHUX YCJIOBUAX.

! TTocranognenue IpaBurtensctba Poccuiickoit @enepauuu ot 10 anpens 2023 r. Ne 580 «O pa3paGoTke W yTBEPXKACHUU
npoecCHOHATBHBIX CTAHAAPTOBY.
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0) ycTaHOBJIEHHE  IOCIENOBAaTEIIbBHOCTH W B3aUMOJEHCTBUSL  IPOLIECCOB,
HEOOXOUMBIX I obecrieueHus: CUCTEMBI KayecTBa, B 3aBUCUMOCTH OT UX BIIUSHUS
Ha 6e30IMacCHOCTh JIEKAPCTBEHHBIX MPEnaparTos;

B) ONpeJieiecHHe KOJIMYECTBEHHBIX W KAayeCTBEHHBIX NapaMeTpoB, B TOM YHUCIE
MaTepHadbHBIX, (HUHAHCOBBIX, HH(OPMAIMOHHBIX, TPYIOBBIX, HEOOXOIMMBIX
JUTSL IOJIIPKaHUS IPOLIECCOB CUCTEMBI Kaue€CTBA M X MOHUTOPHUHIA;

I') IOJIOXKEHUS O PHHATHH Mep, HEOOXOJUMBIX JIsl JOCTH)KEHUS 3aIIaHUPOBAHHBIX
pe3yabTaTOB W TMOCTOSHHOIO YJIyYIIeHHUs KadecTBa OOCITyXHBaHHS IOKyNareneu
H TIOBBIIIICHUS TIEPCOHAILHOW OTBETCTBEHHOCTH PaOOTHHKOB.

4. CucteMa KavecTBa HaIpaBjieHa Ha o0ecreyeHHe COOJIOJIeHue MopsaKa
Ha3HAa4YeHHUs! JIEKapCTBEHHBIX IIPENapaToB’, MPaBWJI XPaHEHHMs JIEKAPCTBEHHBIX CPEICTB
171 MEIULMHCKOTO IIPUMEHEHHs (faee — MMpaBUlia XpaHeHHus ) , IIPABHIl H3TOTOBJICHHS
U OTITyCKa JIEKaPCTBEHHBIX MpernapaToB ISl MEAUIIMHCKOTO NMPUMEHEHHUs alTeYHBIMU
OpraHU3alMsIMH, MMEIOINMMH JIMIEH3MIO Ha (apMaleBTHYECKYIO IeATENbHOCTE’,
¥ TIPaBKJI OTITYCKA JIEKAPCTBEHHBIX PENapaToB Ay MeIULMHCKOTO IPUMEHEHHS" .

5. CucteMa KayecTBa rapaHTUPYET CEAYOLIEE:

a) IeKapCTBEHHBIE IIperapaTthl, peaju3yeMble CyOBEKTOM PO3HUYHOW TOProBIiIH,
3apEeTrUCTPUPOBAaHBl (32 HCKIIOUYEHHEM JIEKapCTBEHHBIX IIpenapaTroB, KOTOpBIE
B COOTBETCTBHM C 3aKOHOAATEIHCTBOM HE IOJUIEXAT PerucTpanuu (rocyAapcTBEHHON
PETHUCTpAIUN);

0) obecrieueH KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX CPEACTB, B TOM YHCIE IIPH
UX TpHEMKe, W3TOTOBICHHHM AalTE€YHbIMA OpraHW3aLUsIMH, XPAaHEHWUH, PO3HUYHOU
TOPTOBJIH U OTITYCKE;

B) COOJIIOZIAIOTCS YCJIOBUS XpaHEeHUs JIEKAPCTBEHHBIX CPEACTB IJISI MEOULIMHCKOTO
MIPUMEHEHUs!, B TOM YHCJIE€ IPU TPAHCIIOPTHPOBKE;

r) paboTHUKamMH obecrieyeHo MpeJoCTaBICHHe HACEJICHUIO MTOJIHOM U IOCTOBEPHOI
HHGOPMAITUH O JIEKAPCTBEHHBIX ITperapaTax B COOTBETCTBUU C TPYIOBBIMU (PYHKLUAMU
pabOTHHUKOB, MTPeTyCMOTPEHHBIMU MTPO(ECCHOHATBHBIMU CTaHIAPTaMH, C COOJIIOICHUEM
MPUHLUIIOB MEAUIIUHCKONA 3TUKH U ICOHTOJIOTUH;

1) pabOTHUKaMHU COOMIOAAIOTCS MIPUHIUITBI METUUUHCKONW STHKU U JE€OHTOJIOTHH.

6. JlokyMeHTal|sl CUCTEMBI KadecTBa pa3padaThIBaeTCsl U COINIaCOBBIBAETCS JIULIOM,
OTBETCTBEHHHIM 3a BHEJpeHHe U obOecleueHue CUCTEMBI KadecTBa (fanee —
OTBeTCTBEHHOE JIULIO) U YTBEPXKAaeTCs PyKOBOAUTENIEM CyObeKTa POSHUUHON TOPTrOBIIH.

PykoBoxuTenb cyOBeKTa PO3HUYHONW TOPTOBIM OIpeaensieT BUABI U (DOpPMBI
JOKYMEHTAllUU CHCTEMbl KauyecTBa, a TakXe Ha3HadyaeT pabOTHUKOB, OTBETCTBEHHBIX
3a BeJIeHWe U XpaHeHHe JOKYMEHTAalHUH CUCTEMbI KauecTBa.

2 IIyuakr 16 yactu 2 ctathi 14 ®@enepansHoro 3akona ot 21 HoaGps 2011 r. Ne 323-®3 «O6 ocHOBaX OXpaHbl 310POBbS
rpaxaat B Poccuiickoii ®enepauun» (nanee — Genepanbasiii 3akoH Ne 323-03).

3 TIynktel 8 1 18 cratey 5, 9acts 2 craten 58 MenepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 obpaiienun
JieKapCcTBEHHBIX CpeACTBY (nanee — OenepanbHblii 3aKoH Ne 61-D3).
4Yacrs 1 crateu 56 Denepansroro 3akoda Ne 61-03.

SYacru 2 u 3 craten 55 @enepanbHoro 3akona Ne 61-D3.
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JIoKyMeHTalus: CUCTEMBI KayecTBa O(OPMIISETCSl CO CChUIKAMH Ha ACWCTBYIOIIHE
HOPMAaTHUBHEIE [IPABOBBIE AKTHI, IOAACPKUBACTCSA B aKTYaJIbHOM COCTOSIHUU U JIOCTYIIHA
paboOTHHKAM B COOTBETCTBUH C BBIIOJIHAEMBIMA UMH QYHKIUSMH.

Jlommyckaetcs BeieHHe TOKyMEHTAI[MU CUCTEMBI KauecTBa B 3JIEKTPOHHOM BH/IE.

7. JIOKyMeHTalsI CUCTEMBI KauyeCcTBa BKJIIOYAET B TOM YHCIIE:

a) JOKyMEHT O IOJIUTHKE U LEeJSIX AEATeNbHOCTA CyObheKTa PO3HUYHON TOPTOBIIH,
B KOTOpPOM  OIpeAeNsoTcs  cmocoObl  obecreueHHs  cIpoca  IIOKyIaTenei
Ha JICKApCTBEHHBIEC IIpeIlapaThl, HEAONYLICHUS PHUCKOB MOMAJaHUs B TPaXIaHCKUH
000poT  HemOoOpOKaueCTBEHHBIX,  (QaTbCHOUIHMPOBAHHBIX M  KOHTpa(akTHBIX
JIEKapCTBEHHBIX IIPENapaTos;

6) pyKOBOJICTBO IO Ka4€CTBY PO3HUYHON TOPTOBIIH JICKAPCTBEHHBIMH IIperapaTamy,
OIpe/IeIIAI0NIEee HAIIPABIIEHU Pa3BUTHS CyOBEKTa pO3HUYHON TOProBIIH, B TOM YHCIIE Ha
ONpeAeNICHHBINA IepUo/l BpeEMEHH, U coAeprkalllee CChUIKHA Ha 3aKOHOAATEIbLHBIE U UHBIE
HOpPMAaTUBHBIE  IPAaBOBBIE  aKThl, pPETyIUPYIOIINE  MOPSAOK  OCYIIECTBIEHHUS
(apmareBTUYECKOH 1eSTeBHOCTH, NESTENBHOCTH 10 000POTY HAPKOTUYECKUX CPEACTB
U IICUXOTPOITHBIX BEIIECTB;

B) IIPUKa3bl U paclopsiKeHUsI PyKOBOAUTENS (YIOJIHOMOYEHHOIO MM JOJDKHOCTHOTO
nULa) cyObeKTa pO3HHYHOM TOProBid MO hapMalleBTHYECKOM e TEILHOCTH,

I) IOKYMEHTBl, pPETJIAaMEHTHPYIOLIME BCE IIPOLECCHl JEATENBHOCTH CyOBbeKTa
PO3HHYHOM TOPIOBIIM, BIHAIOIIME HAa KauyecTBO, d(PGPEeKTHBHOCTh U 0O€30MacCHOCTH
JEKapCTBEHHBIX [IpenaparoB, B KOTOPHIX ONKCaHAa MOCICHOBATEBHOCTh JeHCTBHI
paboOTHUKA @pPU OCYLIECTBICHHWH YKa3aHHBIX MPOLECCOB (Iajiee - CTaHIapTHBIE
OfepalMOHHBIEC TIPOLEAYPHI);

1) JOKyMEHTBI, Kacarolrecs BBIIBICHUS ApTHH, CEPUU HEAOOpPOKAYECTBEHHOIO
JIEKapCTBEHHOI'O  CpEJCTBA, HE3apETrUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEJCTBA,
(GanbCUQUIMPOBAaHHOIO  JEKApCTBEHHOIO  CPEACTBA, HU3BATHA M3  OOpalleHHs
¥ YHUYTOXXEHHS MAPTUH UM CEpUH He0OpOKaueCTBEHHOTO JIEKAPCTBEHHOTO CPECTBA,
HEe3aperUCTPUPOBAHHOTO JIEKapCTBEHHOTO CpelICTBa, banscuOUIUPOBAHHOTO
JIEKapCTBEHHOI'0 CPEJICTBA, MpPEKpallleHHss OOpallleHus cepuH HeZoOpOKa4eCTBEHHOrO
JIEKapCTBEHHOI'O CPEJICTBA, IIPUOCTAHOBIIEHUS IPUMEHEHHUS JIEKAPCTBEHHOTO TIperapaTa
nub0  OTMEHBl TOCYJApCTBEHHOH  pPEerucTpalMy  JISKapCTBEHHOrO  Ipernapara
W HUCKIIOYEHHs €ro u3 TIOCYyJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpPEICTB
B COOTBETCTBHH C IyHKTOM | cTathu 32 MenepanbHoro 3akoHa Ne 61-03°;

€) IOKYMEHTEI, ukcupyromye pe3ynbTaThl BHYTPEHHUX Ay IUTOB;

XK) )KYpHaibl, (QUKCHpyOIME M HOATBEPXKIAIOLIME TIPOIeccH obecHeueHus
CHCTEMBI Ka4YecTBa,

3) OpraHU3allOHHYIO CTPYKTYPY CYOBeKTa pO3HUYHOM TOProBIIY;

® [TynkteI 75 1 76 [TonoxeHns o $eaeparbHOM rocy 1apCTBEHHOM KOHTpOJIE (Haa30pe) B cdepe 00palleHus TekapcTBEHHBIX
CpeACTB, yTBEpXKAEeHHOro mocrtaHoBieHHeM [IpaButenscTtBa Poccuiickoit ®@emepanmu ot 29 mons 2021 r. Ne 1049
«O denepansHOM rocyJapcTBEHHOM KOHTpoJIe (Haf30pe) B chepe 0OpaleHnst TeKapCTBEHHBIX CPEACTBY.
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1) MpaBWJIa BHYTPEHHETO TPYIOBOTO pacrlopsjaka (3a HCKIOYeHHEeM CYOBEeKTOB
MaJIoro MpeAnpuHUMATENbCTBA);

K) aKTyaJlbHble CBEICHMs M3 TOCYJAapCTBEHHOI'O peecTpa MpeneibHBIX OTIYCKHBIX
IIeH TPOU3BOAMTENEH Ha JIEKAPCTBEHHbIE MPENaparhl, BKIKOUYEHHBIE B II€peuYeHb
KU3HEHHO HEOOXOJIUMBIX U BaXXHEHMIIIHX JIEKAPCTBEHHBIX MPENapaToB; ‘

) JOJDKHOCTHBIE HMHCTPYKIMH C OTMETKOM 00 O03HaKOMIJIGHHH pabOTHHKOB,
3aHUMAIOIINX COOTBETCTBYIOILIHUE TOJKHOCTH;

M) IaH-rpaduK aHaI3a CUCTEMBI KauecTBa CyObeKTa pO3HHYHOW TOPIrOBJIH;

H) IUIaH-TpaQUK TEepBUYHOM H TOCHeAyIolled TIOATOTOBKUA (MHCTPYKTaXA)
PabOTHHUKOB;

0) HOPSAA0K 0TOOpa W OLIEHKH MOCTABIIMKOB JIEKAPCTBEHHEBIX IperaparoB (fajee —
MTOCTABIIHK).

8. XypHasl, yka3aHHbIE B IOAIYHKTE «X» IMyHKTa 7 HacTosmux IIpaBui, BemyTcs
pabOTHHMKaMH, YMOJHOMOYEHHBIMH PYKOBOJIHUTENIEM CyOBEKTa PO3HUYHOH TOProBIH,
Ha OyMa)KHbIX U (WJIH) SJIEKTPOHHBIX HOCUTEIAX (C BO3MOXXHOCTBIO ITOAIMUCAHUS TPOCTOM
3IIEKTPOHHOM MOATHKCHIO) U BKIIOYAIOT B TOM YHCIIE:

a) KXypHan (KapTy) eXeOHeBHOW perucTpaldd [apaMeTpPOB TeMIIEpaTyphl
1 BII2YKHOCTH B IIOMEINEHUAX (30HaX) A XpaHEHHUs JIEKapCTBEHHBIX IPENIaparoB;

0) KypHANl eXEeIHEeBHOW pEerucTpali TeMIIepaTyphl BHYTPH XOJIOAUIBHOTO
00opyAOBaHHS,

B) )KypHaJI y4yeTa orepaluii, CBI3aHHBIX ¢ OOpallleHHeM JIEKAPCTBEHHBIX CPENCTB
(s eKapCTBEHHBIX CPEJCTB, MOUISKANIMX IPEAMETHO-KOJIUYECTBEHHOMY YYETY
(ipu HanuuuK)’;

I) )KypHajl [0 00eCHedYeHUI0 CYyOBEeKTOB PO3HHYHON TOPrOBIH JIEKAPCTBEHHBIMH
nperapaTaMi, BXOISAIUMU B MUHIMAJIBHBIH aCCOPTHUMEHT JIEKAPCTBEHHBIX NpenapaTos,
HEOOXOAUMBIX [N OKa3aHWs MEAMIMHCKOH MOMOIM (Janee — MUHUMAJbHBIH
ACCOPTUMEHT), HO OTCYTCTBYIOIIMMH HA MOMEHT OOpaIleHUs MTOKyIaTes,

I) )KypHaJl ~y4eTa BBISBJICHHBIX HapyIIeHHH B OGOPMIIEHMH  pelenTa
Ha JIEKapCTBEHHBIN NpernapaT (B OTHOIIEHUH PEleNTOB Ha OYMaXHOM HOCHUTEJIE )y,

7 Ipunoxenust Ne 2 u Ne 3 k IIpaBuiiaM perucTpauyy onepauuii, CBA3aHHbIX ¢ 06palleHHEM JIEKAPCTBEHHBIX CPEACTB [T
MEJULIUHCKOTO MPHMEHEHUsA, BKIIOYEHHBIX B II€PEYEHb JICKAPCTBEHHBIX CPENCTB JUIS MEIULMHCKOTO TMPUMEHEHH,
NOTIEXAIIUX IPEAMETHO-KOJTMYECTBEHHOMY YUETY, B CIELIMANBHBIX XXypHalax yyeTa onepalyi, CBA3aHHbIX ¢ 00palieHHeM
JIEKApCTBEHHBIX CPEACTB A1 MEAMLIUHCKOTO MPUMEHEHUs, YTBEPXKICHHBIM NpPHKa3oM MUHHUCTEpCTBA 3ApaBOOXPaHEHUA
Poccutickoit @enepauuu ot 17 mrons 2013 r. Ne 378H «O0 yTBep)KAEHHH MPABUA PECUCTPALUK OINEPALNi, CBA3AHHBIX
¢ obpanleHMeM JIEKapCTBEHHBIX CPEACTB M MEIHIUHCKOIO NPHUMEHEHVs, BKIIOUCHHBIX B MEPEYEHb JIEKAPCTBEHHBIX
CPEICTB U1 MEIHUIMHCKOTO NPHUMEHEHHS, MTOUIEKAINX MPEIMETHO-KOJUYECTBEHHOMY YUETY, B CIELHATLHBIX KypHaJlaX
y4eTa Onepauui, CBA3aHHbIX ¢ 00paIleHUEM JICKAPCTBEHHbBIX CPEACTB A1 MEIMLMHCKOTO NMPUMEHEHH, H PABHIT BEICHUS
U XPaHCHWs CHEeNMallbHBIX J>KYPHAJIOB ydeTa OIEpauuii, CBA3aHHBIX ¢ OOpalleHHeM JIeKapCTBEHHBIX CPENCTB JIA
MEIULUHCKOro MPUMEHEHMA» (3aperucTpupoBaH MuHucTepcTBoM foctuiin Poccuiickoit @enepauuu 15 asrycra 2013 r.,
peructpanporHslii Ne 29404) ¢ u3MeHEHMAMHM, BHECEHHBIMH NMPHUKa3oM MUHMCTEpCTBa 31paBooxpaHenus Poccuitckoit
®enepauyn ot 31 okTA0ps 2017 r. Ne 882H (3apeructpuposad MuHHCTEpCTBOM FocTHINA Poccuiickoi @enepaunu 9 ssHBAps
2018 r., peructpauroHHslii Ne 49561) 1 npuxazom MunuctepcTBa 3apaBooxpaHenis Poccutickoit ®enepaunu ot 5 ampens
2018 r. Ne 1491 (3apeructpupoBad MunuCcTEpCcTBOM FOcTHLMH Poccuiickoii denepauyu 3 mMas 2018 r., perucTpalMOHHbIA
Ne 50961).
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€) )KypHaJl ydeTa CpPOKOB TOJHOCTH (Ui JIEKapCTBEHHBIX CPEJCTB CO CPOKOM
TOAHOCTH MeHee 6 MecsIeB);

) *KypHan JabopaTopHbIX W (hacOBOYHBIX paboT (M1 CyOBEKTOB PO3HHYHOM
TOPTOBJIH, BBITTOHSIOMINX U3TOTOBJICHUE JIEKAPCTBEHHBIX IIPENapaToB);

3) )KypHaJIbl pPerucTpalMy OIlepalfid, IPH KOTOPHIX H3MEHSAETCS KOJIHYECTBO
IPEKYPCOPOB HAPKOTUYECKHUX CPEACTB U NICUXOTPOIHBIX BENMIECTB (IIPU HATUYMK)®;

M) XKypHall pEerucTpaludd oOIlepaluii, CBA3aHHBIX C OOOPOTOM HAPKOTHYECKUX
CPE/CTB M INCHUXOTPOINHBIX BEIIECTB, B PE3yJIbTaTe KOTOPHIX U3MEHSIOTCS KOJIMYECTBO
M COCTOSHUE HAPKOTHYECKHUX CPEICTB U IICHXOTPOIHBIX BELIECTB (IPY HAIUYHH) .

K) )KypHaJl y4eTa JBMXEHHS MMMYHOOHONOIHYECKUX JIEKAPCTBEHHBIX MPENapaToB
(pU HATTUYHH),

1) )KypHall y4eTa peLleNTOB, HaXOAALIMXCS Ha 00CITy>KUBaHUY, Ha JIEKApCTBEHHBIE
npernaparsl, OTIlyckaeMble OeCIUIaTHO WM CO CKHAKOHM rpaxiaHam, UMEIOIIUM IIpaBo
Ha obeclieyeHue JEKapCTBEHHBIMH IIpenapaTaMHM 3a CYET CpeJACTB OIOMKETHBIX
acCUTHOBaHHM (enepanbHOro OromkeTa U OIOIKETOB CyOBeKTOB Poccuiickoi
®eneparuu (IpU OCYLIECTBIEHIH OTIyCKa YKa3aHHBIX JIEKAPCTBEHHBIX MPEIapaToB);

M) JKypHaJl perMCTpalliy BHIITOTHEHHBIX 3aKa30B U JOCTaBOK NMPH OCYIIECTBICHUH
PO3HUYHON TOPTOBIU JIEKAPCTBEHHBIMU IIperapaTaMyd TUCTAHIMOHHBIM CIIOCOOOM,
C yKa3aHMeM JaThl, BpPEMEHH, HOMepa 3aKa3a, HAaUMEHOBaHHUH JIEKAPCTBEHHBIX
TpenaparoB U UX IPOM3BOIUTENEMH, TIeKapCTBEHHEBIX (opM, GopM BeITyCcKa, HHPOPMALHH
O BpEMEHH, JlaTe U ajipece JNOCTaBKU 3aKasza MOKymnaTento. J[aHHBIH >KypHan BeaeTcs
c cobmoaeHrneM TpeOoBaHUH 3aKOHOIAaTEeNBCTBA O 3aIUTe NePCOHANBHBIX JaHHBIX.

9. PykoBoaureinb cyObeKTa pO3HUYHON TOPrOBIN 00ECIeUnBaET:

a) JOBEIeHHE 10 CBeJEeHUS PabOTHUKOB HacTosAmuX [IpaBui M MX cobiroaeHwe,
JOBEJICHHE 10 CBEOCHMs paOOTHHKOB HMX INpaB M O0OsS3aHHOCTEH, OmpeleleHHBIX
JOJKHOCTHBIMU MHCTPYKIUSAMH, IIPO(eCCHOHATEHBIMH CTaHAaPTaMHU;

0) onpefiesieHHe  TONUTHKH W LeJeldl - [eATeNbHOCTH,  HallpaBIEHHBIX
Ha yJIOBJIETBOPEHHE CIIpOca MOKyIaTelel B IEKapCTBEHHBIX NperapaTax, HeJomyIeHHe
pUCKOB  [ONaJaHUs B rpaXJaHCKuii  o0OpoT  HenoOpOoKavYeCTBEHHBIX,
panbcuduUIMPOBaHHBIX U KOHTPa()aKTHBIX JIeKaPCTBEHHBIX IIPEMapaToB, a TaKKe

® IIpunoxenue k [IpaBunam BeIeHHS U XPaHEHHs ClIELMAIBHBIX XKYPHAJIOB PETHCTPALINHU OllepaLKil, CBA3aHHBIX ¢ 060POTOM
IPEKYPCOPOB HAPKOTHYECKHX CPEACTB M MNCHXOTPOMNHBIX BEUIECTB, YTBEPKACHHBIM IOCTaHOBIeHWeM [IpaButenbcTBa
Poccuiickoii @enepanun ot 28 oxradps 2021 r. Ne 1846 «O npencraBieHUH CBEOEHHM O AEATENLHOCTH, CBA3AHHOM
¢ 000pOTOM NpPEKYpCOPOB HAPKOTUYECKUX CPEACTB M IICUXOTPOIHBIX BEIIECTB, M PETMCTPALUM OINEPAlMi, CBA3AHHBIX
¢ ux 0o00pOTOM, M MpPU3HAHMK YTPATUBILUMH CHIy HEKOTOpHIX pemenuii IlpaButenscrsa Poccuiickoit ®enepauun»,
aeictyet fo 1 mapra 2028 r.

*TpunoxeHue k [IpaBuiiaM BeCHUS U XPaHEHUs CIELMATbHBIX )KYPHAIOB PETHCTPALIMK ONepaliiii, CBI3aHHBIX C 060pPOTOM
HApKOTHYECKMX CPEICTB M MCHXOTPOIHBIX BELIECTB, B PE3YyJbTaTé KOTOPBIX HM3MEHAIOTCH KOJHMYECTBO M COCTOSHHUE
HapKOTHYECKHMX CPEACTB M MCHXOTPONHBIX BEHIECCTB, YTBEP)KACHHBIM IMocTaHOBNeHHEeM [IpaButensctBa Poccuiickoii
Denepanun ot 30 HosOpst 2021 1. Ne 2117 «O nopsaxe NpeCTaBICHUS CBEICHHI O NeATENBHOCTH, CBI3aHHOM ¢ 060pOTOM
HapKOTHYECKHUX CPEACTB M NICHXOTPOMNHEIX BEWIECTB, & TAKXKE O KyIbTHBHPOBAHUU PACTEHHMH, CONEPKAMMX HAPKOTHIECKHE
CPEeACTBA MM TNCHXOTPONHBIE BEHIECTBA JIMOO HX IPEKYypCcOphbl, M PETHCTPalyH ONEpaluii, CBA3aHHBIX C 06OPOTOM
HAapKOTHUYECKMX CPEICTB W TICHXOTPOIHBIX BEILECTB, B PE3Yy/IbTaTe KOTOPBIX H3MEHAIOTCA KOMMYECTBO M COCTOSHHE
HAPKOTHYECKUX CPEACTB M IICMXOTPONHBIX BEIIECTB, H MPU3HAHUM YTPATHBLIMMH CHIIy HEKOTOPBIX aKTOB U OTAEJBHBIX
NOJIOXKEHHH HeKOTOpBIX akToB [IpaButenscTBa Poccuiickoii @enepaunmy, neiicteyet no 1 mapra 2028 r.
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3¢ GheKTUBHOE B3aUMOJEHCTBHE MEIULMHCKOrO paboTHHKA, (apMaleBTUYECKOTO
paboTHHKA U OKYTIATeNs;

B) IPOBEJICHUE aHalIu3a COOJIOACHUS IONUTHKA U Ielieil (apMaleBTUYeCKOn
JEATeNbHOCTH CyOBEKTa pPO3HMYHOM TOProBIHM, AaKTOB BHYTPEHHHX ayJUTOB
C LENBI0 COBEPILICHCTBOBAHUS IPEJOCTaBISEMBIX CYOBEKTOM PO3HUYHOM TOPTOBJIH
yClyr;

T) HaIMYKAE HEOOXOMUMBIX PECYpCOB IS (YHKIHOHHPOBAHHS BCEX MPOLECCOB
paboTel CyOBEKTa pPO3HWYHOM TOPIOBIM C MLENBI0 COOMIONEHHS JIUIEH3MOHHBIX
TpeOoBaHUH, NPEeIbIBISIEMBIX K OCYIIECTBIECHHIO (apMaleBTHYECKON eITeIbHOCTH,
CaHWTapHO-3MUAEMHUOIOTMYECKUX TpeOOBaHMM, MpaBUI OXpaHbl TPyda W TEXHHKH
0€30MMacHOCTH, IPOTUBOIOXKAPHBIX MPaBWI W HHBIX TPeOOBaHMH, YCTAHOBIEHHBIX
3aKoHoAaTeNbcTBOM Poccuiickoit @enepanuu;

) YCTaHOBJIEHUE BHYTPEHHEro mnopsaka o0MeHa HHpOpMalMei, BKIIHOYas
MHPOPMAILIUIO, OTHOCAILIYIOCA K (YHKIMOHMPOBAHHIO CHCTEMEI KaYeCTBa, B TOM YHCJIIE
IIOCPEICTBOM HCIIONIBb30BAHUS IUCEMEHHON (POPMBI (JINCT 03HAKOMIIEHHS ), CTEHIOB IS
00BsBIEHHH B  OOLIEAOCTYNHBIX IS  pabOTHUKOB  MeCTaX, IIPOBEJECHHE
MH(GOPMAIlMOHHBIX COBELIAHUM C OIpeleleHHON MePHOANYHOCTHIO, 3JIEKTPOHHOM
PacChUIKU MH(OPMAIIUU Ha apec MEKTPOHHOM IOYTH pabOTHUKOB,

€) Hanu4ue MHOOPMAIMOHHBIX CHCTEM, IO3BOJISIOLIMX OCYIIECTBIIATH OIEPallHHy,
CBA3aHHBIE C  TOBAapOJBIDKEHMEM M  BBIABIEHHEM  (GalbCH(DUIHPOBAHHEIX,
KOHTpa(akTHEIX U HEIOOPOKAaIeCTBEHHBIX JIEKAPCTBEHHBIX MPEIapaTOB;

K) HAlM4Ke  MHHHMMAJbHOTO  ACCOPTUMEHTa JIEKApCTBEHHBIX  IPENapaTos,
HeOOXOJUMBIX JIUIS OKa3aHMs MeAUIMHCKOM momomu'%;

3) uHpopmMupoBaHHe MoTpebuTeneii o ¢opme U cmocobGax —HanpaBleHUS
npetensmit' .

10. PykoBoauTens cyObeKTa pO3HHYHOW TOPTOBIH OOECIIEUUBAET IIPOBENCHUE
[0 YTBEPXJEHHOMY MM IUIaHY-TpaguKy MEpPBHYHOM W NOCIEIYIOMEH IIOArOTOBKH
(MHCTpyKTa)ca) paOOTHUKOB MO CJIECAYIOIIAM BOIIPOCAM:

a) OTIYCK JIEeKapCTBEHHBIX NPETapaToB sk MEIUIIMHCKOIO IPUMEHEHHs ' %;

6) otmyck HapKOTUYECKHUX CpeJlCTB 17§ IICUXOTPOITHBIX BELIECTB,
3apPerHCTPUPOBAHHBIX B KAYeCTBE JICKAPCTBEHHBIX IIPENapaToB, JeKapCTBEHHBIX
TpenaparoB, COAEPKaIMX HAPKOTUYECKUE CPEACTBA U IICHXOTPOIHBIE BemecTa'® (rpu
HaJIUYUH );

" Yacre 6 crateu 55 ®enepanbHoro 3akona Ne 61-D3.

' Tlocranosnenne INpaBurensctsa Poceniickoit ®enepamuu ot 31 nexabpsa 2020 r. Ne 2463 «O6 yTBep)aeHHU IMpaBun
NPOAaXH TOBApOB N0 TOTOBOPY PO3ZHHYHOM KyIUIH-TIPOJAXH, NEPEYHSs TOBAPOB JUIMTENBHOTO MOJIB30BAHMUS, HA KOTODEIE
He pacrnpocTpadseTcsa TpeGoBaHue HOTpedHuTensd o 6€3BO3ME3HOM NpeJOCTaBIeHHH €My TOBapa, 00laaroliero ITUMH
€ OCHOBHBIMH [OTPEOUTENBCKMMH CBOMCTBAMM, Ha IEPHOA PEMOHTAa MM 3aMEHBl Takoro TOBapa, M IepedHs
HENPOJOBOJILCTBEHHEIX TOBAPOB HAUICKALIETO KAauecTBAa, HE MOIEKAIMX OOMEHY, a TAKKE O BHECEHHHM W3MEHEHWH
B HeKOTOpEIE akThl [IpaBuTenscTra Poccuiickoit ®epepauumny, nelicreyet no 1 susaps 2027 r.

2Yacts 2 ctateu 55 @enepansHoro 3akona Ne 61-@3.

B Yacrs 3 crateu 55 ®enepanbHoro 3akona Ne 61-D3.
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B) OTITYCK JIeKapCTBEHHBIX npemnaparos, TIOZIIEMKAIIIUX IpeaAMETHO-
KOJIMYECTBEHHOMY Y4YeTy, BEACHHME >XKypHaja ydeTa JIeKapCTBEHHBIX IIperaparos,
oJIeKAIUX MPEeIMETHO-KOJIMYECTBEHHOMY yUeTy (TP HATHYHK);

I') XpaHEHHUE PELeNTOB Ha JIeKapCTBeHHBIE IIPemapaThl;

I) cobmogeHue TpebOBaHUN O HaIWYMM MHHUMAIBHOIO  aCCOPTHMEHTa
JIEKapCTBEHHBIX MpernapaToB, HEOOXOIUMBIX JJIs OKa3aHHUS MEIHIIUHCKON ITIOMOIIIY;

e) coOIoIeHre TIPaBIIT XpaHEHUS,

K) IPUMEHEHNE YCTAaHOBJICHHBIX IpeAeNIbHBIX pa3MepPOB PO3HHYHBIX Ham0aBOK
K ()aKTUYECKUM OTIYCKHBIM IIeHaM IPOU3BOAMTENEH Ha JIeKapCTBEHHBbIE NpPEHapaTHl,
BKJIIOYCHHbIE B IME€pEYECHb JXXU3HEHHO HEOOXOMUMBIX M BaKHEHIIHMX JIEeKapCTBEHHBIX
[IpenaparoB Uil MEAULMHCKOTO MpUMEHEHUs, MOPSI0K (GOPMHUPOBAHHS I[EH Ha TaKHe
JIeKapCTBEHHEIE IIpenaparsl ' ?;

3) COONIOAICHUE 3alpeTOB, YCTAHOBJIEHHBIX B cTaThe 57 MDefepalbHOrO 3aKoHA
Ne 61-D3;

1) cobrofieHre OrpaHUYeHUH, HalaraeMblX Ha paOOTHHKOB IIPH OCYIIECTBICHHH
YMH PO(eCcCHOHANBHON NesITeTbHOCTH B COOTBETCTBUH C TPEOOBAHMSIMU YacTH 2 CTATHH
74 ®enepanbHOro 3aKkoHa Ne 323-@3;

' K) COBEpILIEHCTBOBaHUE 3HAHWHA O JEKapCTBEHHBIX Mpenaparax, B TOM YHUCIE
BOCIIPOM3BE/IEHHBIX JIEKAPCTBEHHBIX Ipenaparax, B3auMO3aMeHIEeMBIX JIEKapCTBEHHBIX
npernaparax, yMeHUe NPEACTaBIATh CPABHUTEIBHYIO HH(GOPMAIIHIO 110 JIEKaPCTBEHHBIM
[peraparaM U LIeHaM, B TOM YHUCJIe JIEKapCTBEHHBIM NpenaparaM, UMEIOIIUM O JHHAKOBOE
MEX/yHapPOAHOE HENATeHTOBaHHOE HAaMMEHOBaHWE, B TOM 4ucie HHAOpMAaLMIO
0 HAJIMYUHU JIEKaPCTBEHHBIX ITPeHapaToB HIMEonmX 0Oolee HU3KYIO IIeHY, O HOBBIX
JIEKapCTBEHHBIX IIperaparax, JEeKapCTBEHHBIX (opMax JEKapCTBEHHBIX IPENaparoB,
[TOKa3aHUIX K IPUMEHEHHIO JICKaPCTBEHHBIX MPEapaTos;

1) 00paboTKa AaHHBIX, NMOTYYEHHBIX OT MOKyMarelei Mo BOTPOCaM MpPHMEHEHHS
JIEKapCTBEHHBIX NPENapaToB, BBISIBIECHHBIM B Ipollecce MPAMEHEHHUS JIEKapCTBEHHBIX
NpenapaTtoB, O TMOOOYHBIX JEHWCTBUSAX, HEXKENATeNbHBIX peaKklusix H JIpyrux
B COOTBETCTBHH € YacThiO 3 cTtartbu 64 MenepanbHoro 3akoHa Ne 61-D3, nosemeHne 3Toit
UHGOPMALIUH 10 YIIOTHOMOYEHHOTO (efiepaibHOro OpraHa MCIOJHUTEILHOM BIACTH;

M) OXpaHa Tpy[a;

H) BBIIIOJIHEHHE TpeOOBaHMM K aNTEeYHbBIM OpraHU3alusM, KOTOPBIE MOTYT
OCYLIECTBIIATh POZHUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMH TIperapaTaMu JUCTAHI[HOHHBIM
criocobom!’;

4 Yacrs 2 cratbu 63 @enepanbHoro 3akona Ne 61-@3.

15 Tynkr 5 TlpaBui BbIaYM pa3spelleHys Ha OCYIIECTBIEHHE PO3HUYHOMN TOPTOBJIH JIEKAPCTBEHHBIMH TIpENapaTaMy As
MEIMIHHCKOTO NPUMEHEHHA IWCTAHLUOHHBIM CIOCOOOM, OCYIIECTBICHHA TAKOM TOPTOBNA M JOCTaBKH YKa3aHHBIX
JICKAPCTBEHHBIX IIpPenapaTtoB IpaXKJaHaM, YTBEPKACHHBIX mNocTaHOBIcHHeM IlpaBurtensctBa Poccumiickoii deaepaimu
ot 16 maa 2020 r. Ne 697 «O6 ytBepxaeHuu [IpaBun BIIaYM pa3pelleHds Ha OCYLIECTBJEHHE PO3HHYHON TOPrOBIH
JICKApPCTBEHHBIMH TIpenapaTtamMy i1 MEIULMHCKOrO MNPUMEHEHMS AMCTAHLUUOHHBIM CIOCOOOM, OCYIIECTBICHUA TaKoi
TOProBJIM M JOCTAaBKU YKa3aHHBIX JICKAPCTBEHHBIX NPENapaToB IpakAaHaM U BHECEHWN W3MEHEHHI B HEKOTOpbIE aKThI
ITpasutensctBa Poccubickoli Penepalud 10 BONPOCY PO3HHYHOM TOPrOBJM JIEKAPCTBEHHBIMH IIperaparamu s
MEIULIUHCKOr0 MPUMEHEHHA JUCTAHIHOHHBIM CTIOCOO0MY.
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0) co0JIroieHNe IpoIelypbl IPUEMOYHOTO0 KOHTPOJIS JIEKAPCTBEHHBIX NPerapaTos;

) HaJyleXxaliee U INpodeccCHOHAbHOEe NpeJoCTaBleHHe HAaCEeleHUIO ITOJHOM
U JOCTOBEpHOW HHGPOpMalMU O JIeKapCTBEHHBIX IMpernaparaXx B COOTBETCTBUHU
C TPyAOBBHIMH GYHKUUAMHU PabOTHUKOB, IPEeayCMOTPEHHBIMH IpodheCCHOHATBHBIMU
CTaHAapTaMH, ¢ COOMIOAEHUEM MPUHLIUIIOB MEUIIUHCKONA STHKH U JEOHTOJIOTHH.

11. PykoBoauteneM cyObeKTa pPO3HMYHON TOProBIH JI0 CBEACHHS PaOOTHHUKOB
JOBOJIUTCS MH(OpMAITHS:

a) 06 M3MeHeHMsX 3aKoHojaTenbcTBa Poccuiickoit denepanuu, peryadpyromniero
IPaBOOTHOIICHHSI, BOSHUKAIOIIHE TIPU 0OpallleHUH JIEKapCTBEHHBIX IPEapaToB;

0) o pe3ynbpTaTax MpPOBEACHHBIX BHYTPEHHUX Ay UTOB,;

B) O HEOOXOAMMEBIX TMPEOYNPESKIAIONIMX ¢ KOPPEKTUPYIOMUX JAEHCTBUAX
IO YCTpaHEHHIO (HEeNOMYIIEeHUI0) HApyIIeHH JUICH3UOHHBIX TpeOOBaHMIA,
IpeaBbABISEMBIX K OCYIIECTBIIEHHUIO (hapMaIleBTHIECKOH IeITeILHOCTH,

I) 0 pe3yJibTaTaX pacCMOTPEHHUs MPETeH3U OTpeOuTeNne.

12. PykoBoauTtens cyObeKTa pO3HUYHOM TOPTOBIIM aHATM3UPYET CUCTEMY KayecTBa
B COOTBETCTBHH C YTBEP)KICHHBIM UM IUTAHOM-TPadHUKOM.

AHanu3 BKJIIOYaeT B ce0S OLIGHKY BO3MOXXHOCTH YIIYYIIEHHH W HEOOXOIMMOCTH
U3MEHEHUI B OpraHu3aliil CUCTEMBl KadecTBa, B TOM YHCJIe B ITOJUTHKE M IIEISAX
JESTEIBHOCTH, W  OCYILECTBISETCS TOCPEJCTBOM PAcCMOTPEHHs pe3yJbTaToB
BHYTPEHHUX AayJUTOB, YCTHBIX IOXeNaHUW mokymnarenedr (obOpaTHas CBs3b
C MOKYyTIaTeJIeM ), COBPEMEHHBIX JOCTIXKEHUH HAyKH U TEXHHUKH.

13. [lns cobumro/ieHust yCTaHOBIEHHBIX HacrosmmMu IlpaBuinamMu TpeGoBaHUi
KaXXIblii pabOTHUK O3HAKaMIIUBAeTCs C MpaBaMH M OOS3aHHOCTAMH, COAEPKAIUMUCS
B JOJDKHOCTHBIX MHCTPYKUMSX U TPYAOBOM JIOTOBOPE C YUETOM MPOdecCHOHATBHBIX
CTaHAApPTOB.

14.Ha nepuox HcCOBITaTeNbCKOTO CpoKa pabOTHUKOB B  COOTBETCTBHH
C JIOKAIbHBIMH aKTaMU CyObeKTa pO3HHYHOU TOPTOBIM BHEIPSIOTCS MEPOIPUSTHS
0 afjanTalliy, KOTOphble BKIIOYAIOT B TOM YHCIIE:

a) BBOJHBIA HHCTPYKTAX MPH MIpHEeMe Ha paboTy;

0) noAroTOBKY (MHCTPYKTaX) Ha pabodem MecTe (NIepBUYHBIN U IIOBTOPHBIN);

B) aKTyalu3allyi0 3HaHWH 3akoHojaTenbcTBa Poccwiickoit Meneparu B chepe
oOpallileHus1 JIEKapCTBEHHBIX CPEJCTB, 3aKOHOAATENbCTBA B C(epe OXPaHbI 3J0POBBS
rpa<iaH, 3aKOHOJATeNbCTBA B cdepe 3allUThI IIpaB NoTpeOuTeNeH, a TakxKe 1o BOIIPOcaM
IPpaBUJI TINYHON TUTUEHBI;

I') pa3BUTUE KOMMYHHKAaTHBHBIX HaBBIKOB U MpeO0TBpalieHue KOH(PIUKTOB;

1) HHCTPYKTaX 1O TeXHHKEe Oe30MacCHOCTH U OXpaHe TpyAa.

15. PaGoTHHKM B 3aBHCHMOCTH OT BO3IJIOXKEHHBIX HA HHX O0S3aHHOCTEH
OCYLIECTBJISIOT PO3HUYHYIO TOPIOBIIO JICKAPCTBEHHBIMH TIperapaTaMH, B TOM YHUCIIE
JUCTAHIIMOHHBIM CIIOCOOOM, MpeNOCTaB/IEHUE MOKyHaTelsIM HHGOPMAIUU O HAJTUYHH
JIeKapCTBEHHBIX Ipernaparos, UMEIOTITUX OJIMHAKOBOE MeXIyHapOJHOe
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HeNaTeHTOBaHHOE HaMEHOBaHUe, B TOM YHclie HH(POPMAITUH O HAJTHYUY JIEKApCTBEHHBIX
IIpernapaToB, HMEOIUX Oolee HU3KYIHO IEeHy, O IPUMECHCHHHM JIEKapCTBEHHBIX
IIpernaparoB, B TOM 4YHCIE O CHOoco0ax IpHeMa, peXuMax JO3UPOBaHUSA,
TEpaneBTUYECKOM JEHCTBHM, MPOTHUBOMOKA3aHUAX, B3aUMOJCHCTBHM JIEKaPCTBEHHBIX
IIpEnapaToB IpY OJHOBPEMEHHOM IpUeMe MeXIy co00M U (MITH) ¢ MUIIEeH, MpaBHIax HX
XpaHEeHHMs B IOMAIIHUX YCIOBUAX, OhOpMIICHHE YIETHOU JOKYMEHTAIIMH.

16. TpeboBanus k 06pazoBaHMIO U KBATU(GHUKAIIUN pAOOTHHUKOB YCTaHABIHUBAIOTCS
ab3aneM BTOPBHIM IMOJINYHKTa «H» M ab3allaMU IMEePBHIM-YETBEPTHIM IOAIMYHKTA «K»
nyHKTa 4, a Takxke ab3aleM BTOPHIM MOAMYHKTa «M» WM TOJIYHKTOM «H» IyHKTa 6
[Tonoxenus o NMUEH3MPOBAaHMM (apMalleBTUYECKOH JAESTEIBHOCTH, YTBEPXKJIEHHOTO
noctaHoBlieHueM IIpaBurensctBa Poccuiickoit @epepaunn ot 31 mapta 2022 r. Ne 547
«O6  ytBepxknaenuu IlomoxeHuss O  JUICH3UPOBaHHM  (apMaleBTHIYECKOR
IesSTeTbHOCTIY '€,

17. PykoBoaurens cyOnekTa PO3HUYHOM TOPTOBIIH obecreynBaeT
U ToAepXkuBaeT B pabodyeM COCTOSHMM HWHQPACTPYKTYpy, HEOOXOIUMYIO
JUIsl BBINOJIHEHUS JIMUEH3UOHHBIX TpeOOBaHUM, NpPEeIbSIBIAEMBIX K OCYIIECTBIEHHIO
¢bapmanieBTHYECKON AEITETHFHOCTH, KOTOpas B TOM YUCIIE BKIIIOYAET:

a) IPOM3BOJICTBEHHBIH 00BEKT WM OOBEKTHI (TIOMEIIEHHUS], 3aHHs, COOPYKEHHUS);

6) o0opynoBaHHE IO MECTy OCYILECTBICHHS (apMaleBTUIECKOH IeATeNbHOCTH,
IpuHaANexallee cyObekTy pO3HUYHOH TOPrOBIIM HA MpaBe COOCTBEHHOCTH HJIM HHOM
3aKOHOM OCHOBaHHH, NpeAyCMaTpPHUBAIOLIEM IPABO BIAJCHUS U MPABO I10Jb30BaHHU.

18. Bce moMermieHus cyObeKTa pO3HUYHON TOPTOBIIM PACIIONAraloTCs B 3JaHUU
(cTpoeHMN) U QPYHKIUOHAIBEHO OOBEAMHSAIOTCS, U30JIUPYIOTCA OT JPYTMX OpraHHU3aIui
U 00ecre4ynBalOT OTCYTCTBUE HECAHKI[MOHHPOBAHHOTO JOCTyNa TOCTOPOHHHX JIHII
B nomemieHus. Jlomyckaercs BxoA (BBIXOJ) Ha TEPPUTOPHIO CYOBeKTa PO3HUYHOMN
TOPTOBIIY Yepe3 MOMEIIEeHHE APYToi OpraHU3alHH.

19.B uensix uHpoOpMHpOBaHUS HaceJIeHUS CYOBEKTHl PO3HHUYHOM TOPIOBIIH,
pa3MelaroT B JOCTYIIHOM /7l O3HAKOMJICHUSI MeCTe CBEJIEHUS O:

a) BUJie CyObeKTa PO3HHYHON TOPrOBIM HA PYCCKOM SI3bIKE M HAI[HOHAILHOM
a3plke cyobekTa Poccuiickoit @enepanuu (eciy NpeIyCMOTPEHO 3aKOHOAATEIHCTBOM
cyonexTa Poccuiickoit ®enepanyn);

) nonHOM W (B cnydae, €CIM MMeeTCs) COKpAIleHHOM HauMEeHOBaHHH,
B TOM 4Hcle (QUPMEHHOM HAaWMEHOBAaHWH, M OpPraHH3allMOHHO-NIPABOBOM (opMe
cyOBeKTa pO3HUYHOW TOPTOBIIH;

B) pexxuMe paboTsl CyOBeKTa PO3HUYHOMN TOPTOBJIH.

20. ITnomane noMemeHuit U (WaM) 30H, UCIONB3YEMBIX CYOBEKTOM PO3HHYHOM
TOPIOBIIH, pPa3/eisieTcs Ha MOMELIeHUs U (WIX) 30HbI, IpeIHa3HaYCHHbIE [T PUEMKH
U XpaHEHHUs JICKapCTBEHHBIX IPernaparoB, MPelyCMOTPEHHBIX MpaBUJIaMU XpaHEHUs, a

16 Iettctyet 0 1 cenTaGps 2028 r.
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TaK)Ke BBINIOJIHEHUS UHBIX QYHKUIUHA, B TOM YHCIIE:

a) TOPrOBIIH JIeKapCTBEHHBIMH MperapaTaMu;

0) OTIIyCKa JIeKapCTBEHHBIX MpenapaToB (X HAIUYKH);

B) U3rOTOBJIEHUS JICKAPCTBEHHBIX MpernaparoB (IIPH HATHYHH ),

I') aIMUHUCTPATUBHO-OBITOBBIX M (WIH) Ui Pa3felbHOr0 XpaHEHUs OHEXIBI,
preMa MUIA, CaHy3a.

21. loctyn paGoOTHUKOB B TOMelleHHS U (WJIH) 30HBI OIpPEHENSETCS
pyKoBoauTeneM CyOheKTa pO3HUYHON TOPrOBIIH.

22. Hannyue uHBIX IMOMelIeHUH U (WIH) 30H B COCTaBe ILIOWIAAM IMOMELIECHUH H
(nnu) 30H, MWCHONB3YeMBIX CyOBEKTOM pPO3HHYHOW TOPIOBIM, OIpeeseTcs
pyKoBOAUTENEM CyOBEKTa PpO3HHYHOW TOPrOBIM B 3aBUCHMOCTH OT 00BbeMa
BBINIOJTHAEMBIX paboT, OKa3bIBAEMBIX YCIIYT.

23. Ilomenienuss cyObekTa pO3HUYHON TOPrOBIM OCHAIIAKOTCS CHCTEMAMM
OTOIUIEHUS M KOHAMLUOHHMPOBAHMS, €CTECTBEHHOW WM MPUTOYHO-BHITSHKHOM
BEHTUJIALMEN, 00ECIEeYMBAIONIMMYU YCIOBUS TpyAa B COOTBETCTBUH C TPYAOBHIM
3aKoHoaTenbcTBOM Poccuiickoit denepannu, a Takxke coOIroeHue TpeOOBaHUH ITPaBUIT
XpaHEHHS.

24. CyOBeKT pO3HMYHOM TOPrOBIM JOJDKEH pacrojiarath 0GOpYA0BaHHEM
M MHBEHTapeM, O0eCleYMBalOlIMMM COXpaHEHUWEe KadecTBa, JPPEKTHBHOCTH
U 0€30I1aCHOCTH JIEKapCTBEHHBIX TperapaToB.

25. Ilomemenys A XpaHEHHWs JIEKapCTBEHHBIX TMIPENAPATOB  OCHAIIAKOTCS
000pyI0OBaHUEM, IIO3BOJIOIIUM OOECIIEUUTh HUX XPAHEHHE C YYETOM TpeOGoBaHMIA
IpaBHI XpaHESHUS.

26. Texaudyeckue nacropra (MHCTPYKIMH, PYKOBOJCTBAa) K 00OpYIOBaHMIO,
HCIIOJIE3YEMOMY CyOBEKTOM pO3HUYHOU TOPTOBIHM, XPaHATCS y CYOBEKTa PO3HHYHOMN
TOPIOBJIM B TE€YEHHUE BCEr0 BPEMEHHU S3KCIUIyaTallMud oOopynoBaHus (B ClIydae eciu
HallM4Yre TaKUX TEXHUYECKHMX IAacIOpTOB (MHCTPYKLUH, PYKOBOJCTB) HPEAYCMOTPEHO
IPOU3BOAUTENIEM 000PYIOBAHUS).

CpenctBa wu3MepeHHs, WCIONB3yeMble CYOBEKTOM PpO3HHYHOM TOPrOBIIH,
HOJIEXAT KaTMOpOBKE M NEPUOJMYECKOl MOBEPKE B COOTBETCTBUH C TPeOOBAHHSIMU
3aKoHojaTenscTBa Poccuiickoit @enepanym 06 obecrieyeHUr eTUHCTBA H3MEPEHHUIT' .

27. ToproBoe noMelneHue u (WiM) 30Ha 000OPYAYIOTCA BUTPUHAMH, CTEUIAKAMH
(ronmoamm).

JoryckaeTcs OTKpbITas BHIKJIAIKA JIEKAPCTBEHHBIX IMPENapaToB, OTIIyCKAaeMEIX 6e3
pelienTa Ha JeKapCTBEHHBIH Mpenapar.

28. Unpopmanmst o 1eHe Ha JIeKapCTBeHHBIe IIpenapathl, OTIIyCKaecMble Oe3
pelenTa Ha JIEKApCTBEHHBIH Ipenapar, pa3MellaeTcss Ha IOJIKE WM Ha BUTPUHHOM
oOpasle B BUJe LIEHHHKA C yKa3aHWEM HAaUMEHOBaHMS, JHO3MPOBKH, KOIMYECTBA 03
B YIIaKOBK€, CTPAHbI IPOU3BOUTENS JIEKapCTBEHHOTO Ipernapara.

17 Cratbu 13 u 18 @enepansuoro 3akona ot 26 mons 2008 r. Ne 102-®3 «O6 obecnedeHnn eUHCTBA HM3MEPEHUI».

-
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29. CyObeKT pO3HHYHOH TOPrOBIM M IIOCTABIIMK 3aKIOYAlOT J[OTOBOP
C y4YeToM TpeOOBaHUHM TpaXXJaHCKOro 3aKoHonaTenbcTBa Poccuiickoit ®enepanmy,
IpeIyCMaTPUBAIOIIMX CPOKM IIPUHATHS IIOCTABIIMKOM IMPETeH3WH II0 KadeCTBY
IPOAYKLHMH, a TaK)K€ BO3MOXKHOCTb BO3BpaTa JIEKAPCTBEHHBIX MPENaparoB, YKa3aHHBIX
B craThe 57 DenepanpHoro 3akona Ne 61-®3, nocTaBuKy, eciu HHGOpMAIUI 00 3TOM
HOCTYIIUIIA TI0CIIE IIPUEMKH TOBAapa U 0POPMIIEHUS COOTBETCTBYIOIIUX JOKYMEHTOB.

30. JlekapcTBeHHBlE @pemapaTbhl OABEPralOTCS IPHEMOYHOMY  KOHTPOJIIO
C ULENBI0 HENONyIIEHUS IOCTYNJIEHHS B MPOAAXY JIEKapCTBEHHBIX IIPENnapaTos,
yKa3aHHBIX B cTaThe 57 PenepanpHoro 3akoHa Ne 61-D3.

31.1lpueMoOYHBI  KOHTPONL 3aKIIOYaeTcsi B  IIPOBEPKE  MOCTYIAKOIIUX
JIEKapCTBEHHBIX IIPENapaToB IMyTEM OIIEHKH:

a) BHEIIHEro BH/a, LIBETa, 3aIaxa,

0) LIEJTOCTHOCTH YIIaKOBKH;

B) COOTBETCTBUSl MAapKHPOBKH JICKAPCTBEHHBIX IMIPEMapaToB TpeGOBaHHMsM,
YCTQHOBIIEHHBIM 3aKOHOJATENbCTBOM Poccuiickoit ®@expepaumn 06  oOparneHuu
JIeKapCTBEHHBIX CPEJICTB;

I') IpaBUJILHOCTH 0(OPMIIEHHS COIPOBOAUTENBHBIX JOKYMEHTOB;

1) CBEICHMH O BBOJAE B TPaKAAHCKUH OOOpPOT JEKApCTBEHHBIX MPENapaToB
B COOTBETCTBHH CO CTaThei 52! ®enepanpHoro 3akoHa Ne 61-@3.

32. Jlns npoBeJeHuUs IPHEMOYHOr0 KOHTPOJISI IPUKA30M PYKOBOAUTENS CyOBEKTa
PO3HHYHOW TOPTOBIIM HA3HAYAIOTCS JMIA (JHUIO), OTBETCTBEHHBIE (OTBETCTBEHHOE)
3a IPUEMOYHBIN KOHTPOJIb WU IIPUEMOYHAS KOMHMCCHSL.

33. Eciu KONMYECTBO M KAueCTBO JIEKAPCTBEHHBIX IMPENApPaToOB COOTBETCTBYET
JaHHBIM, YKa3aHHBIM B COIIPOBOJUTENBHBIX JOKYMEHTAaX, TO Ha CONPOBOIHTENBHEIX
IOKYMEHTax (HaKJIaJHOM, cueT-(paKType, TOBapHO-TPAHCIIOPTHOMN HAKIAIHOM, M APYTUX
OOKYMEHTaX B COOTBETCTBUM C JJOTOBOPOM (KOHTPAaKTOM) O ITOCTaBKaxX JeKapCTBEHHBIX
nperaparoB, Ha OyMa)XHOM  HOCHTeNE), TMPOCTaBIseTCS INTAMII  IPHEMKH,
TIOATBEPXKAAOIIMNH (aKT COOTBETCTBHUS NPUHATHIX JIEKAPCTBEHHBIX IIPENApaTOB JAHHBIM,
yKa3aHHBIM B CONPOBOJUTENBHBIX JOKyMeHTax. Jluma (JIuIo), OTBETCTBEHHBIE
(OTBETCTBEHHOE) 3a IPUEMOYHEIH KOHTPOJb WM YWIEHH IPUEMOYHONM KOMHCCHH,
OCYIIECTBIIAIOIIME IIPUEMKY JIEKADCTBEHHBIX IIPErapaToB, CTaBAT [OANKMCH Ha
COIPOBOAUTENBHBIX JOKYMEHTAX U 3aBEPAIOT NeYaThlo CyObheKTa pOSHUYHOM TOPIrOBIH
(npu HAIUYUN).

B cimywae  3/eKTpOHHOrO  JTOKYMEHTOOOOpPOTa  MEXIYy  [MOCTaBIIUKOM
U Ipy30IO0IydYaTesieM CONPOBOAMTENBHBIE HOKYMEHTHl O(QOPMIISIIOTCS B 3JIEKTPOHHOM
BUJIE Y 3aBEPSIOTCA IEKTPOHHOU HU(PPOBOIi IOAIIUCEHIO.

34.B cmy4ae HECOOTBETCTBUS IOCTaBICHHBIX CYOBEKTY PO3HUYHON TOPIrOBIH
JEKapCTBEHHBIX IIPENapaToB OaHHBIM COMNPOBOJAMTENIBHBIX JOKYMEHTOB JIHIIOM,
OTBETCTBEHHBIM 32 IPHEMOYHBIA KOHTPOJb, WK IPUEMOYHONH KOMHUCCHEW CyOBeKTa
PO3HHYHON TOProBJIM B COOTBETCTBHMHU C YTBEP)KICHHOH CTaHIAPTHOM OIEpAIlMOHHOMN
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IPOLEAYPOH COCTaBIIACTCS aKT, KOTOPBIM SBISETCS OCHOBAaHHEM ISl NPEAbSBIIEHUS
IpeTEeH3UH NTOCTABIIHKY.

CyOBeKToM pO3HMYHOH TOPrOBIM IO COIVIACOBAaHUIO B CBOOOAHOM (opme
C [IOCTaBIIUKOM JIOIyCKAeTCsl YTBEPXKIEHHE MHOTO CII0c00a YBeIOMIIEHHS ITOCTABIIHKA
O  HECOOTBETCTBUH  IIOCTABICHHBIX  JIEKAPCTBEHHBIX  MpENaparoB  JaHHBIM
COTIPOBOJUTEIBLHBIM JIOKyMEHTAM.

35. JlexapcTBeHHBIE Mpenaparsl A0 IIOJAa4Yd B TIOMEUIEHUS M (WIK) 30HEI,
IpeAHa3HaYeHHbIE I PO3HUYHOM TOProBiH, MPOXOAT MPEANPOJaKHYO MOATOTOBKY,
KOTOpas BKJIIOYAET PacIaKOBKY, paCCOPTUPOBKY U OCMOTp, IIPOBEPKY KadecTBa TOBapa
(10 BHEIIHUM IIPHU3HAKAM).

36. JlexapcTBeHHBIE IIpenapaThl B NMOMEINEHUSX W (WIM) 30HAX JUIs UPUEMKH
OCBOOOXIAIOTCA OT TPAaHCHOPTHON ynakoBkH. CyObeKT pO3HHYHONW TOProOBIM
IPOU3BOJUT IIPOBEPKY KadecTBa I10 BHEIIHUM MPHU3HAKAM, IPOBEPSET HAJIHUYUE
HEOOXONUMOH  NOKyMEHTaluMd W  HWH()OPMAlMH, OCYIIECTBISET  OTOPAKOBKY
¥ COPTHUPOBKY.

37. B moMemeHuu U (WIK) 30He, MpeJHa3HAUYEHHBIX I TOPTOBIIH, Pa3MEILIAKTC:

a) BBIIUCKA U3 peecTpa JIULEH3UH Ha papMalleBTUYECKYIO IeATEIbHOCTD;

©) BBINKMCKA M3 peecTpa JIMIEH3UH Ha JesTeNbHOCTh 10 000pOTy HAPKOTHYECKUX
CPEICTB, ICHXOTPOIHBIX BEMIECTB U HMX IPEKypCcOpoOB,  KYJIbTHBHPOBAHHUE
HapKOCOJEPKAIUX pacTeHUH (P HAJTUYHH ); |

B) BBINMCKA M3 pEeCTpa pa3pellieHHH Ha OCYLIECTBIEHHE PO3HHYHOM TOPrOBIH
JIEKapCTBEHHBIMU IIpenaparaMy JUIsl MEOWLMHCKOTO IPUMEHEHHs AUCTAHIIMOHHBIM
cnoco6oM (Ipy HATHIHUH ),

r) uHpopMalMss O HEBO3MOXKHOCTH BO3Bpata M OOME€Ha JIeKapCTBEHHBIX
IpenapaToB Ha/lIe)kallero Ka4ecTna.

38. PykoBogurens cyOBeKTa pO3HHYHOM TOPrOBAM IMPOBOJUT  OLIEHKY
JEATEIbHOCTA PabOTHUKOB C LIENbIO IPOBEPKH TONHOTHI BBITOIHEHHS TPeOOBaHMIA,
YCTaHOBJIEHHBIX HacTOAIUMHE [IpaBunamu (nanee — BHyTpEHHMI ayauT).

39. Pe3ynbpTaThl BHyTPEHHETO ayAuTa OGOPMIISIOTCS JOKYMEHTAILHO.

PykoBoguTeneM CyOBeKTa pO3HUYHOH TOPIOBIM  ONPEIENSIOTCS  MEpBI,
NpeANPUHUMAEMbIE IO  BBIHECEHHIO  pPEKOMEHJAlHii 10  KOPPEKTHUPYIOLIHM
U IpeIyNpexJaolluM AeHCTBHAM H(WIM) YCTPaHEHHIO HapYILIEHWH, BBIIBIEHHBIX
II0 pe3yabTaTaM IIPOBEJEHHOTO BHYTPEHHETO ayAHTA.

Jlanee MpoBOAUTCA ayAUT MNPEANPUHATHIX Mep IO KOPPEKTHPYHOIIHUM
Y [IpeIyNPexXJarolUM ASHCTBUSIM U (HIIK) IO YCTPAHEHHUIO HAPYIIEH M, BBISBIEHHBIX 110
pe3yibTaTaM IIPOBEACHHOTO BHYTPEHHETO ayIuTa, U QOPMHUPYETCS OTUET O Pe3yNILTATax
BBIITOJIHEHHBIX JEHCTBUM U UX 3PPEKTUBHOCTH.

40. BHyTpeHHUII ayJUT TPOBOAMUTCS HE3aBHCUMO CIEIHABLHO Ha3HAYEHHBIMU
pyKOBOAHTENEM CyOBEKTa PO3HUYHOM TOPrOBIH pabOTHUKAMHU U (MJIH) IPUBIIEKAEMBIMU
0 PEIICHUIO PYKOBOAUTENS CyOBEeKTa PO3HUYHOW TOPrOBIM Ha JOTOBOPHON OCHOBE
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JUIIAMH.

OTBETCTBEHHBIM 3a OPTaHHU3AIMIO M NPOBEACHUE BHYTPEHHETO AYIMTA SBIAETCS
OTBeTCTBEHHOE JIULIO.

41. B nensx opraHusallud U MPOBEJEHHS BHYTPEHHETO ayauTa pa3spabaThiBacTcs
CTaHAapTHas OINlepalMOHHAs NPolleypa periTaMeHTHPYIOIIas:

a) Lelb, 33[ja44 U CPOKH IIPOBE/ICHHS BHYTPEHHETO ayIUTa;

0) oCHOBaHUS IS IPOBEICHUS BHYTPEHHETO ay/IUTa;

B) IpaBa U 00A3aHHOCTH JIUI, YYacCTBYIOIIUX B OPraHU3aluH M HPOBEISHHH
BHYTPEHHETO ayaHTa;

I') NOPAZIOK PErHCTPALMU U aHAJIHU3a PE3y/IbTATOB BHYTPEHHErO ayAUTa;

I) IOPSAIOK  MCIIOJNB30BAaHUS Pe3yJIbTaTOB BHYTPEHHErO ayJHTa B LesX
YIpaBJIeHUs Ka4Y€CTBOM U 0€30IaCHOCTRIO (papMalieBTHUECKOM EATENBHOCTH.

42. BHyTpeHHUH ayIuT MPOBOAUTCS B COOTBETCTBHH C €XKETOJHBIM ILIAHOM,
YTBEPXXAaeMbIM PYKOBOIOHUTENEM CyObekTa pO3HHYHOM TOproenw, He pexe 1 pasa
B TIOJITOJIA.

Ilo pesynbratam BHyTpeHHero aymuta OTBETCTBEHHBIM JIMLIOM COCTaBISETCS
OTYeT, BKIIOYAIOUIMA B TOM YHCJIE€ BBIPAaOOTKY MEpOINPHATHH II10 YCTPaHEHHIO
BBISBJICHHBIX HAPYLIEHHUH, KOPPEKTHPYIOIIMX U NIPETYTIPEKJAOLINX MEPOIIPHSTHIA.

43. B cTaHmapTHEIX ONEPAIMOHHBIX MPOLEIYpPaX OMUCHIBAKOTCA NOPAAKH, B TOM
qHCIIE:

a) OCYIIECTBIEHUs aHallM3a JKalo0 U IpeUIOKEHHH MOKynaTened U HPUHATHA
10 HAM pPEIIEHHUI;

0) ycTaHOBNIeHUs TNpPUYMH HapylIeHWs TpeOoBaHWil HacTosmux IIpaBun
M WHBIX TpeOOBaHMH HOPMATHBHBIX IIPAaBOBBIX AaKTOB, PETYIMPYIOIIMX BOMPOCHI
oOpallleHHs IeKapCTBEHHBIX TIPENApaTOB;

B) OLCHKH HEOOXOAMMOCTH H IIeNIeCOO0OPa3sHOCTH MPUHSTHS COOTBETCTBYIOIINX
Mep BO U30eXKaHue IIOBTOPHOTO BOSHUKHOBEHHS AaHAJIOTHYHOTO HAPyIICHHS;

T) OPENENIeHHs. W OCYUIECTBICHHS JCHCTBHH C UENBIO  HEJOMyNIeHHS
NOCTYIUICHHSI B MPOAaXy JIEKapCTBEHHBIX IIpeNapaToB, YKa3aHHBIX B cTaTbe 57
OenepanbHoro 3akona Ne 61-P3;

1) OCYIEeCTBIICHHS aHanmu3a pe3yIbTaTUBHOCTH IIPEIIIPHUHATHIX
OpeyNpexIA0IINX U KOPPEKTHPYIOIIHUX AeHCTBHIA.




