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OG0 yTBepk1eHHH NOPSIAKA OPraHH3ALHH H NPOBeAeHHA BEAOMCTBEHHOTI0
KOHTPOJIfl KauecTBa H 0€30NMacHOCTH MeIHIHHCKOH JeTeJJbHOCTH

B cootBeTcTBHH € 9acThiO 2 cTaThi 89 denepanbHOro 3akoHa ot 21 Hos6ps
2011 r. Ne323-®3 «O6 ocHOBax OXpaHBI 3J0pOBbsl TpaxaaH B PoccHiickoit
®enepanun» (Cobpanue 3akoHonatenscTBa Poceuiickoit @enepanun, 2011, Ne 48,
cT. 6724; 2012, Ne 26, ct. 3442, 2012, Ne 26, ct. 3446) u nommyHkToMm 5.2.205
IMomoxenuss o MuHHcTepcTBe 3apaBooxpaHeHuss Poccuiickoit ®Pexnepauuy,
yTBEpXJIeHHoro nocraHosienueM [IpaBurensctBa Poccuiickoit @enepanun
or 19 nrons 2012 r. Ne 608  (Cobpanme  3akoHomartenbcTBa  Poccuiickoi
denepaunu, 2012, No 26, cr. 3526)npu ka3 bl Baio:

YTBepAUTh MOPAIOK OpraHU3allMU U NMPOBEJEHUS BEJIOMCTBEHHOI'O KOHTPOJIS
KayecTBa M 6€30MacCHOCTH MEMLIMHCKOMN /1eATEILHOCTH COTTIACHO MPUIIOKEHHIO.

Munuctp B.H. CxBopuosa




[TpunoxeHue
K NpuKazy MUHHCTEpCTBA 30PaBOOXPAHEHUS
Poccuiickont Penepauuu

ot «2./ » ¢4£Q¢‘g 2012 1. Ne 3 2%

HOPSIIIOK OpraHu3ialiul H NpoBeACHUA BEAOMCTBCHHOI0 KOHTPOJIA Ka4€eCTBa
1 0e30NacHOCTH MeIHIIMHCKOH 1eATeJIbHOCTH

1. Hacrosumi TIlopsgox ycTaHaBnMBaeT TMpaBUia OpraHU3alUUdd W
NpOoBeJleHUs] BEJOMCTBEHHOIO KOHTPOJIsI kauyecTBa U 0€30MacHOCTH MEeQULMHCKOM
NeATeNIbHOCTH (Jajiee — BEIOMCTBEHHBIH KOHTPOJIB).

2. BenoMCTBEHHBIH KOHTpOJIb OCYIIECTBIsSETCA (elepalbHBIMU OpraHaMu
WCMOJTHUTENBHON BJIaCTH W OpraHaMH HCIIONHUTENBHOR BJIaCTH CyOBEKTOB
Poccuiickoit ®enepauun (nanee — opraHbl HCHOJHUTENBHOH BJacTH) B
MOIBEOMCTBEHHBIX UM:

1) opranax (manee — noaBe1OMCTBEHHbIE OPraHbl);

2) opraHu3aLHUAX, OCYLUECTBISIOLUX MEAULIMHCKYIO U (PapMaleBTHYECKYIO

JIeATENbHOCTD (Jlajniee — NOABEIOMCTBEHHbIE OPraHH3ALNH).

3. 3agauamy BeJOMCTBEHHOIO KOHTPOJIS SBJISIOTCH:

1) mpenynpexieHue, BBISBIEHHE U [IpecedeHHe HapYLIeHUH TpeGoBaHHUi K
obecrieueHHI0O KayecTBa U 0€30MacHOCTH  MEIULMHCKON  [IeATeNIbHOCTH,
YCTAHOBJIEHHBIX 3akoHojatenbcTBOM Poccuiickoit @Penepauun o6 oxpane
3/I0pOBbsl IpaXkAaH;

2) MpUHSATHE MEp MO MNPEeCceYeHUI0 U (WJIH) YCTPaHEHMIO MOCIEACTBUH U
MPHYUH HapYyLICHHH, BBISBIEHHBIX B paMKaX TIOCYJapCTBEHHOIO KOHTPOJIS
KauecTBa U 6€30MacCHOCTH MEIULMHCKON AesSTeLHOCTH;

3) ofecneueHue kayecTBa MEIMIMHCKOM [TOMOILHK, OKa3biBaeMOH B
MEIULMHCKUX OpraHM3aluix, MOJBEIOMCTBEHHBIX OpraHaM HCIOJHUTENbHON
BJIACTH;

4) omnpeneneHue nokasareneil KkayecTBa NEATENIBHOCTH MOABEIOMCTBEHHBIX
OpraHOB U OpraHu3alui;

5) cobmrogeHre oOBEMOB, CPOKOB M YCJIOBHUH OKa3aHUS MeIHLMHCKOM
MOMOILM B  MEAMUMHCKMX OpraHu3alusX, MOABEIOMCTBEHHbIX OpraHaM
MCIOJIHUTENBHOM BJIacTH;

6) co3gaHWe CHUCTEMbl OLIEHKH JEATEIBbHOCTH MeIHLHMHCKUX pabOTHHKOB,
Y4YacTBYIOLLMX B OKa3aHUM MEAMLIMHCKUX YCIYT.

4. BenOMCTBEHHBIH KOHTPOJIb BKJIIOYAET ITPOBEAEHUE MPOBEPOK:

1) cobmongeHus MeAUIMHCKMMH OpraHU3alUsMH IMOpSAAKOB OKa3aHHUs
MeIULMHCKOHN MTOMOILHY U CTaHAAPTOB MEIULIMHCKOM MOMOILH;

2) cobmopeHHs MEOULMHCKMMM OpraHu3alusMu 0e30macHBIX YCIIOBUMH
Tpyna, TpeboBaHuil o 6e30MacHOMy NMPUMEHEHUIO U SKCILTyaTaluyd MEAULIMHCKUX
U3AENUH 1 UX YTHIH3aLUHU (YHUYTOXKEHHIO);
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3) cobmoneHns  MEOULHHCKMMH  paOOTHHKaMH,  PYKOBOAHTEIAIMH
MEAULUMHCKUX  OpraHu3alui, ¢bapMaleBTHYEeCKHMHU paboTHUKaMK u
PYKOBOAUTEISMH aNTEYHbIX OpPraHU3alUil OrpaHUYEHUH, NPUMEHSEMBIX K HHUM
NPH OCYILIECTBIECHUH NpodecCHOHaNbHON AeATeNbHOCTH.

5. BenoMCTBEHHBII KOHTPOJIb  OCYILECTBISETCH  YMOJIHOMOYEHHBIMH
JOJDKHOCTHEIMH JIMLIAaMH OpraHa HCIOJTHUTENBHOM BIACTH (#ajee — NO/KHOCTHEIE
NMYIa) B COOTBETCTBHU C HX HODKHOCTHBIMH OOSA3aHHOCTAMH Ha IMOCTOSHHOM
OCHOBE JIN0O 0 peLIeHUI0 PYKOBOIUTENA WM 3aMECTUTEJI PYKOBOJAHTENS OpraHa
UCTIOJIHUTENIbHOM BJIACTH HA OCHOBAaHUHU MPHKa3a OpraHa UCIOJHUTETIbHON BJIACTH.

6. Meponpustis Mo OCyUIECTBIEHHIO BEIOMCTBEHHOIO KOHTPOJIS AOJDKHEI
OBITh BKJTIOYEHEI B IJIaHBI PaOOTHI OPraHOB HCIOJTHHUTEIBHON BJIACTH.

7. BenoMmcTBeHHBIH KOHTPOJIbL OCYLIECTBIAETCS MOCPEACTBOM IUIAHOBBIX H
BHEIJIAHOBBIX TOKYMEHTAPHBIX U (/M) BBIE3AHBIX ITPOBEPOK.

8. IlnaHoBble MpOBEpPKHM B OTHOLIEHHWH MOJABEJIOMCTBEHHOTO OpraHa HJIH
OpraHM3alli{ OCYLIECTBIAIOTCA HE Yalle YeM OJMH pa3 B rof.

9. BHennaHoBble MPOBEPKH OCYLLECTBIAIOTCS B CIEIYIOLIUX ClIy4asX:

a) TOCTYIUIGHHE B OpraH HCIIOJIHUTEJIbHOM BJacTH oOpalleHui rpakiaaH,
IOPUAMYECKHX JIMI W WHAMBHUIYaNbHBIX NpeANpUHUMaTtened c xamobaMu Ha
HapylIeHUs MpaB M 3aKOHHBIX WHTEPECOB IMOABEJOMCTBEHHBIMH OpraHaMu H
OpraHu3alusaMy;

0) B LeNAX KOHTPOJIA MCIOJHEHHUs paHee BbIIAHHBIX MOPY4YeHHH nubo
MpeanucaHu;

B) B LeJAX NMPOBEPKH NPEACTaBIEHHBIX MOABEIOMCTBEHHBIMH OpraHaMH 1
OpraHU3alMsAMH CTATHCTHYECKOH OTUYETHOCTH UJIM JAHHBIX MOHHTOPUHIa;

I) HaJW4YMA T[pPHKa3a pPYKOBOAUTENS OpraHa HUCIIOJIHUTENBHOM BJIACTH,
M3aHHOTO B COOTBETCTBHH ¢ nopyueHusaMH [pesunenta Poccuiickoit Penepanny,
[lpaBurensctBa Poccuiickoit ®Penmepauuu 1u60 Ha OCHOBaHMM TpeGOBaHHA
NpoKypopa O [MpOBeAEHUHM BHEMJIAHOBOH NpPOBEPKHM B paMKax Haa3opa 3a
MCIIONTHEHHEM 3aKOHOB 110 MOCTYNHMBIIMM B Opradsl IPOKypaTypbl MaTepuanaM H
oOpanieHuaM;

J1) HECOOTBETCTBUS [IOKa3aTeneld JAEeATeJbHOCTH MOJBEIOMCTBEHHOTO
OpraHa WM OpraHu3alli{ YCTaHOBJIEHHBIM LI€JIEBLIM MTOKA3aTENAM AEATEIbHOCTH;

€) HEBBIOJIHEHUA IIOABEJAOMCTBEHHEIM OpraHOM WJIHM OpraHu3anuen
yCTaHOBJIEHHBIX 00BEMOB rOCyJapCTBEHHOTO 3aJaHHs 10 OKa3aHUIO0 MEAMLMHCKOM
MOMOLIIH.

10. JoxymeHnTapHble MPOBEPKH MPOBOIATCS MYyTEM aHAIU3a NOKYMEHTOB,
NpeNCTaBIE€HHBIMH [OABEJOMCTBEHHBIMH OpraHamMy M OpPraHU3alMiIMH, B TOM
YU CJI€ CTATUCTUYECKOH OTYETHOCTH M JaHHBIX MOHUTOPHHIA.

11. IlpoBepku npH OCYIIECTBIEHUH BEAOMCTBEHHOrO KOHTPOJS M0 00BEMY
noJpa3fiesloTca Ha LeJIEBbIE U KOMIIEKCHBIE.

12. IleneBble MpoBEpKH MPOBOAATCA B paMKaxX pacCMOTPEHHsS KOHKPETHOIO
cilyyas OKa3aHHs (HEOKa3aHWs) rpaxIaHHHy MeAULMHCKOHN rnomouu, odpauieHus,
xanoObl, ¢akrta, OTHENBHBIX IOKa3aTejed OeATENbHOCTH I101BEIOMCTBEHHOrO
OpraHa UM OpraHu3auui.



13. KommiekcHble MNpOBEpPKH MPOBOAATCA B LENIX HCCIENOBaHHA
COBOKYITHOCTH TOKa3artejieit, ciaydaes, obpalleHuii, xanob, Gpaktos, 0606LUIEHHEIX
M0 OJHOPOAHOMY IPH3HAKY, a TaKkKe AEesTeJIbHOCTH MOABEJOMCTBEHHOr0 OpraHa
WJIX OPTaHHU3al|H B LIEJIOM.

14. Tlpn npoBegeHUH MPOBEPOK CPOK MPOBEACHUS KaXOro BUOA POBEPKH,
npeaycMOTpeHHOro HacTosmuM [lopsaakom, He JOMKEH NpeBhINIaTh ABaalUaTh
pabouux JHeH.

B HCKIIOYHTENBHBIX Cy4asX, CBA3aHHBIX C HEOOXOAMMOCTEIO IIPOBENEHUS
CIIOKHBIX U (MJIHM) JJIMTENBHBIX HUCCIIENOBAaHUM, dKCNEPTU3, aHAIM30B, OLIEHOK Ha
OCHOBAaHWH MOTHUBHPOBAHHEIX [MPEIJIOKEHUH MOJDKHOCTHBIX JIHL, NPOBOASIIUX
MPOBEPKY, CPOK MPOBEIAECHUA MPOBEPKH MOXET OBITh MPOIJIEH PYKOBOAMTEIEM
OpraHa HCIOJHUTEILHOM BJIACTH WIH ero 3aMecTHTeNeM, HO He Oonee 4yeM Ha
JBAANATHL pabounX JTHEH.

Cpok mpoBeldeHHs KaXHoi M3 MPOBEPOK, NPENYyCMOTPEHHBIX HACTOSLIHUM
[lopsnkoM, B OTHOLIEHHH IOABEAOMCTBEHHOTrO OpraHa HJIM OpraHH3aluy,
OCYLIECTBJISIOIETO CBOK AESTE/IbHOCTh Ha TEPPHTOPUAX HECKONBKUX CyOBEKTOB
Poccuiickoit ®enepauuH, ycTaHaBIMBaeTCs OTAENBHO IO KaxaoMy ¢uimany,
NPeACTABUTELCTBY, 060COOIEHHOMY CTPYKTYPHOMY MOAPa3e/IeHUI0, MPHU 3TOM
o61uii CpOK NpOBEEHHs MPOBEPKH HE JOJDKEH MPEBBIATh WIECTHAECAT pabounx
JHER.

15. Ipu npoBepke coOMOAECHUS MEAMLUMHCKUMH OPraHU3alUsAMH MOPSIAKOB
OKa3aHHsA MeJUIMHCKONH MOMOUIY OLIEHUBAIOTCA:

1) cobmoneHue BHINOJHEHHS JTaloB, YCIOBUH M CPOKOB OKa3aHHA
MeIHLUHCKO MOMOIIH MO COOTBETCTBYIOLIEMY BHAY, Npoduo 3a001eBaHUi UK
COCTOSIHUM;

2) COOTBETCTBHME OpPraHM3aLMU JESATETHHOCTH MEIHLUHCKOH OpraHU3aluH,
ee  CTPYKTYpHOrO  MOjpasjeiieHus, Bpaua TpeGOBaHMAM  MOJIOKEHHI,
periaMeHTHPOBAHHBIX MOPANKaMH OKa3aHHsS MEIUIMHCKOM TOMOLIY;

3) cobmoaeHne TpeGOBaHMI CTaHOAPTOB OCHAIUEHUA MEAHUHHCKOH
OpraHM3alny, ee CTPYKTYPHBIX NOApa3eIeHu,

4) COOTBETCTBHME INTATHOrO pACIHUCAHMA PEKOMEHIYEMBIM LITATHBIM
HOpMaTHBaM;

5) COOTBETCTBHE MOEATEJILHOCTH OpraHU3alldd HHBIM YCTaHOBIIEHHBIM
TONIOKEHUAM UCXOs U3 0COOEHHOCTEH OKa3aHUs MEIULMHCKON MOMOMIH.

16.[Ipuy  mpoBepke  coOMIOACHHS  MEIULUHHCKMMU  OpraHu3alUsMH
CTaHAapTOB MEIULMHCKON MTOMOLIH OLIEHMBAIOTCS !

1) cobGmoneHue BBIMOJHEHHS MEIWLHUHCKUX YCJIyr B 3aBUCHMOCTH OT
YCPEJHEHHBIX  MOKa3aTesNed  4acTOTBl M KParHOCTH HX  NPHMEHEHHS,
000CHOBaHHOCTH, HAa3HAYEHUS MEIULUMHCKHX YCIYyr, HMEWLIHNX YCPEIHECHHYIO
yactoTy MeHee 1,0, MOJHOTA BHIOIHEHUS YCIIYT C yCPEAHEHHOMH 4acTOTOH 1,0;

2) 060CHOBAaHHOCTb W IOJIHOTA HA3HAYEHHUs JIEKAPCTBEHHBIX MPENapaToB,
KOMITOHEHTOB KpPOBH;

3) 060CHOBaHHOCTb M MOJIHOTA HA3HAYCHHMS MMILJIAHTUPYEMBIX B OPraHHU3M
ye0BeKa MeJUIIMHCKUX U3AENHH;
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4) 060CHOBaHHOCTh M IOJHOTA Ha3Ha4YeHHs BHUAOB JIe4eOHOro MHUTaHHI,
BKJIIOYAs CrielHaIu3HpOBaHHbIE IPOAYKTHI JIeueOHOro THTaHMS,

HHBIE TTOJIOXKEHHUS, UCXOAs U3 ocobeHHocTel 3a601eBaHus (COCTOSHUSA).

17.1lpy  npoBepke coOmoOAeHHS  MEOULMHCKMMH  OpraHH3aLMSIMU
Ge3omacHBIX YyCNOBUH Tpyna, TpeGoBaHMi 1O Ge30macHOMy MPUMEHEHHIO U
SKCIUTyaTallMd MEOHLIMHCKHX HM3JeIHMH ¥ HX YTHIH3auud (YHHYTOXEHHIO)
OLIEHUBAIOTCH:

1) cooTeTcTBHE HOpMaTHBA WYMCJIEHHOCTH CIyXObl OXpaHbl Tpyna
TpeGOBaHUAM TPYAOBOro 3aKoHOaTeNnbCTBa Poccuiickoit ®enepauuu;

2) ypoBeHb MOATOTOBKH CIELUAIUCTOB [0 OXPaHe TPYAA M MOBBIIIEHHE UX
KBAJIU(HKALMH;

3) opranusauus ob6yueHHs paOOTHHKOB Ge30MacHBIM METOZAM U MpHEMaM
Tpy.a;

4) npenocTaBiieHle pabOTHHKAM, 3aHATBIM Ha paGoTax ¢ BpeAHBIMH U (MJIH)
ONMAacHBIMH YCJIOBHSMH TpyZAa, KOMIIEHCAUMH, YCTAHOBJEHHBIX IO pe3ynhTaTaM
aTTecTaluy paboynx MECT 10 YCIOBHSM TpPY/a;

5) obecneyeHHOCTh pabOTHHUKOB CPEACTBAMH HHAWBHIYAIBHOM 3allMTHL,
MOJIOKOM MJIM MPOAYKTAMH €ro 3aMEHSIOIIHMMH, Jie4eOHO-TIPOGUIaKTHYECKUM
MUTaHHEM;

6) cobmoneHve TpeGoBaHMH ©€30MaCHOCTH MEIHLMHCKMX H3JEIHIA,
NpeNyCMOTPEHHBIX HOPMAaTUBHOM JOKyMEHTall|el MPOU3BOAUTEIS;

7) cobmonenne TpeGOBaHH K yTHIH3AUUH (YHHYTOXKEHHIO) MEAUIMHCKHX
U3JeHii, TPeAyCMOTPEHHBIX TEXHHYECKOH M SKCILTyaTallHOHHOH JOKyMeHTauueit
IIPOU3BOIUTEIS,;

8) cobuoaeHue yCTaHOBIIEHHBIX NpaBHiI B cdepe obpalieHus MeAUITMHCKHX
2601 (1) 17 0% '

9) BhoinmoNHEHHE O0s3aHHOCTEH MO COOOILIEHHIO CBeNeHWH, yKa3aHHBIX B
yactH 3 cratbn 96 ®enepanpHoro 3akoHa ot 21 HosiOps 2011 r. Ne323-03
«06 ocHOBax oxpaHHI 370poBbs rpaxkaaH B Poccuiickoit ®enepanuu» (Cobpanue
3akoHojaTtenscTBa Poccuiickoit Menepauun, 2011, Ne 48, cr. 6724; 2012, Ne 26,
cT. 3442, 3446).

18.IIpuy  mpoBepke  coOmofeHHs  MEOUIMHCKHMH  pabOTHHKaMH,
PYKOBOAUTEISIMH MEeIULUHCKHX opraHu3alui, bapMalleBTHYECKUMHU
pabOTHMKAaMH W pPYKOBOOHUTENSMHM aNTe€4YHBIX OpraHu3alldii OrpaHH4eHHiA,
NpUMEHAEMBIX K HHM IpH OCYLIECTBIEHHH MpPO(ECCHOHANBHON AeATEeNbHOCTH
OLIEHNBAIOTCH:

1) HampyMe OOroBOPOB O IMPOBENEHHH KIMHUYECKUX HCCIIENOBaHUMN
JIeKapCTBEHHBIX MPEeNapaToB, KIMHAYECKUX UCIBITAHUN MEAMIIMHCKUX H3JEIUH, a
Takke 06 OCYLIECTBJIEHHM MEAULUHCKHM paGOTHUKOM Ilefaroru4eckoil u (UiH)
Hay4HOH J1eATeJIbHOCTH;

2) moroBophl O IOCTaBKax JIEKAPCTBEHHBIX MpenapaToB, MeIHLUMHCKHX
W3JeNIui Ha MpeaMeT HaIWYUSA B HUX YCIIOBHH O HasHaYeHHH WJIH peKOMeHOaluu
napeHTaM JHOO0 O INpEeANOXKEHUH HACENICHHIO ONPENENIEHHBIX JIeKapCTBEHHBIX
npernapaTroB, MEAULIMHCKUX U3JENUH;



3) yTBepXAEHHBIH agMUHHCTpaLHel MEAMUMHCKON OpraHu3aldd MOPANOK
y4acTHs  MpeACTaBUTeNell  OpraHu3aluf, 3aHMUMAIOUIUXCS  pa3paboTKoi,
IIPOU3BOJCTBOM H (MJIH) peau3alyell 1eKapCTBEHHBIX IPenapaToB, MEAULIHHCKUX
W3eNnuii, opraHu3auuid, oOgajarolIUX NpaBaMH Ha HCHONb3OBaHHE TOProBOro
HaUMEHOBaHUS JIEKAPCTBEHHOTO Ipernapara, OpraHM3auui ONTOBOH TOProBIx
NeKapCTBEHHBIMH CPEJCTBaMM, AaNTEYHBIX OpraHU3aUui (MX NpeACTaBUTENEH,
MHBIX QU3NYECKUX U IOPUIMYECKHX JIHL, OCYIIECTBIAIOIHNX CBOKO IEATENILHOCTD
OT HMEHHU ITUX OpraHu3auui) (Janee COOTBETCTBEHHO - KOMNAHUs, IPEACTABUTEND
KOMIAHUH) B COOpaHHAX MEOULHMHCKMX pPabOTHHKOB M HHBIX MEPONPHUSATHAX,
CBA3aHHBIX C  [OBBILIEHWEM HUX  MpOodecCHOHANBHOTO  YPOBHA WM
npenocraBiieHHeM HHGOpMalLMH, MpPeayCMOTpPEHHOM dacTeio 3 craThH 64
®enepansHoro 3akoHa ot 12 ampens 2010 r. Ne61-®3 «O6 obpamenun
nexapcTBeHHbIX cpeacTs» (Cobpanue 3akoHonatenbecTBa Poccuiickoi Meneparumn,
2010, Ne 16, ct. 1815, Ne 31, ct. 4161, Ne 42, ct. 5293, Ne 49, ct. 6409; 2011,
Ne 50, ct. 7351; 2012, Ne 26, ct. 3446) u yacThio 3 crathd 96 DenepaibHOro 3aKoHa
oT 21 HosGps 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHBbl 3J0pOBbA IpaXKAaH B
Poccuiickoit @enepanun»;

4) opraHu3auus paboThl, HaNpaBJICHHON Ha NpPEAYNMpPEXICHUE HapYLICHHUH
MEAUUMHCKAMH  paboTHHkamMu W ¢dapmaneBTUYeCKHMH  paboTHHKamu
OrpaHUYeHH#, YCTaHOBJEHHBIX cTaThell 74 ®DenepanbHoro 3akoHa ot 21 HoAGps
2011 r. Ne323-®3 «OO6 ocHOBax OXpaHbl 3J0pOBbA IpaxiaH B Poccuiickoit
depepaunn», B TOM YHCIIE MO0 WHPOPMHUPOBAHUIO MEOUUHMHCKUX PabOTHUKOB,
¢dapMmaneBTUYECKHX pabOTHHKOB, KOMIAHHUH, MpPENCTaBUTENEH KOMMNAHUA W
rpaxxaad o0 yCTaHOBJIEHHBIX 3alpeTax Ha COBEPLICHUE ONPENEIEHHBIX AEHCTBHI U
OTBETCTBEHHOCTH 3a UX COBEPLIEHHUE;

5) oOpawmeHus rpaxnaH, coaepXallde CBEACHHSs O [MpeNOCTaBICHHH
HEJOCTOBEPHO#M, HEIOIHOM UM UCKaXKeHHOH HHbOopMalHK 00 HCIONB3yEeMBIX NIPHU
Ha3HA4YeHUHM Kypca JIeYEeHHS JIEKapCTBEHHBIX Ipenaparax, O MEOUIHHCKHX
H3JEeNUAX, BKJIIOYas COKPHITHE CBEAEHHI O HAaMMYMH B OOpalIeHWH aHANTOrHYHbIX
NleKapCTBEHHBIX MPenapaToB, MEAULMHCKUX U3eMUM, 160 0 HaTHYUH B aNTEYHOM
OpraHu3alnuu JIeKapCTBEHHBIX npenaparos, UMEIOLINX OJIMHAaKOBOE
MEXIyHapOoJHOe HEMaTeHTOBAHHOe HaWMEHOBaHWE, MEAMLUHUHCKUX H3He/H#,
BKJTIOYas COKpEITHE HHGOpPMAUMHM O HAIMYHU JIEKAPCTBEHHBIX MpENnapaToB H
MEIULMHCKHX U3eHi, HMeIoUnX 6oliee HU3KYIO LIEHY.

19. O npoBeneHHH IUIAHOBOH NMPOBEPKU MOABEIOMCTBEHHBIE OPraHbl HJIH
OpraHu3alMM yBeJOMJISIOTCS IyTEM HanpaBJeHUs KOIMUU NPHKas3a O MPOBEICHHH
NIPOBEPKU He MO3AHEE YeM 3a TpU pabouux JHA [0 Hadana ee NpoBe/IeHHU .

20. O npoBeieHHH BHEIUIAHOBON MPOBEPKM MOJABENOMCTBEHHBIM OpraH WM
OpraHu3alus YBEIOMIIAIOTCA JTIOOBIM JOCTYMHBIM CHOCOOOM HE MEHee 4eM 3a
JBaJlaTh YEThIPE HYaca J0 Havaja ee IPOBEACHHS.

B cnyuae, ecnu B pe3ysibTare AeATENBHOCTH MMOABENOMCTBEHHOIO OpraHa
HJIH OpraHW3alluy MPUYUHEH WIM NMPUYMHAETCS BPEM JKU3HH, 3J0POBbIO IpaXkaH,
npeaABapUTENbHOE YBEAOMIIEHHE yKa3aHHOH OpraHu3aluM O Hayajle IMpOBEIEHHUS
BHEIJIAHOBO# MpoBepKH He Tpedyercs.
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21. K mpoBepkaM npy OCYLIECTBJIEHUH BEIOMCTBEHHOI'O KOHTPOJS MOryT
NPUBJIEKATECS HAay4YHBIE W MHBIE OpraHU3alWM, YYeHble U CHEIHAIUCTH (Janee —
3KCMEpPTHHIE OpraHW3allMM, 3KCMepThl), 3a MCKIYEHHEM JIHI, COCTOSIIMX C
MOABEJOMCTBEHHbBIM OpraHOM WM OpraHu3auMed B TPYJAOBBIX HJIH HHBIX
JOTOBOPHBIX OTHOLUEHHUSAX.

22. TlpoBepku nNpoOBOAATCS HAa OCHOBAHWU TIpHKa3a pPYKOBOAMTENS,
3aMECTHUTE/II PYKOBOAUTENS OpraHa WCMOJHHUTEIBHOW BJIACTH, B KOTOpPOM
yKa3bIBatOTCH !

1) HaHMEeHOBaHKHe OpraHa BeJOMCTBEHHOIO KOHTpPOJIS;

2) ¢amunuM, HMEHa, OTYeCTBa, JAODKHOCTH JOJDKHOCTHBIX  JIHIL,
yIOJHOMOYEHHBIX Ha IpOBEJEHHE IIPOBEPKH, a TaKXKe [PUBIEKAEMBIX K
MPOBEIEHHUIO MIPOBEPKH IKCIIEPTOB, MPEJCTAaBUTENEN IKCIIEPTHBIX OPraHH3aLHii;

3) cBeieHHs O MEIHUUUHCKOW OpraHu3aluy (HaMHMeHOBaHWE KOPUANYECKOro
NMUa), MPOBEPKA KOTOPOH NMPOBOAUTCS;

4) uenu, 3axa4yu, BUI, NpeIMET NIPOBEPKH U CPOK €€ MPOBEAEHHS;

5) npaBOBble OCHOBAHMS MPOBEIEHUS TPOBEPKH;

6) CpOKM TMpOBEAEHMS W [EepeuyeHb MEPONMPUATHHA MO KOHTPOIIO,
HEeOOXOAMMBIX JUIA JOCTH)KEHUS Liened 1 3aiad MpoBeieHUs IPOBEPKHY;

7) nepeyeHb HOPMATUBHEIX aKTOB, pEryJUpyIOLIUX IpPOBEIECHHE
MepOonpUATUHH MO KOHTPOJIIO;

8) nepedeHb OOKYMEHTOB, IpEACTABJIEHHE KOTOPHIX HEOOXOOUMO s
JAOCTHXKEHMS LieNed U 3a1a4 NpOoBeACHUS NPOBEPKH;

9) naTel Hayana ¥ OKOHYaHHS MPOBEIECHUS TPOBEPKH.

23. Bele3gHas npoBepKka HA4YMHAETCH C INPEXbABICHUSA JOKHOCTHBIMH
IMUaMY  OpraHa MCNOJHUTENBHOW BNacTH CIyXeOHOro YyAOCTOBEpEHHS,
0043aTeNbHOr0 O3HAaKOMJIEHHS PYKOBOIUTEJNS, MHOrO JOJDKHOCTHOrO JHLA HJIH
YIIOJIHOMOYEHHOI0 TMpPEACTABUTENS MEOULMHCKON OpraHu3auui, C [pUKa3oM
pYKOBOIHUTEJIS, 3aMECTHTEN PYKOBOAUTENS OpraHa HCIOJHUTENBHON BJIACTH O
Ha3HAa4eHUH [pPOBEpKHU (NpHM HATMYHH) M C [OJHOMOYHSMH TNPOBOAALIMX
BBIE3NHYIO TMPOBEPKY JIHI, a Takke C LeNIIMH, 3agadaMd, OCHOBAaHHSAMH
NPOBEAEHHUS [IPOBEPKH, BUJAMU U O0OBEMOM MEPONPUATHH [0 KOHTPOJIIO,
COCTaBOM  3KCHEPTOB, NPEACTaBUTENIMU  JKCNEPTHBIX  OpraHMU3auui,
MPHUBJIEKAEMBIX K NPOBEPKE, CO CPOKAMH U C YCIIOBHAMH €€ IPOBEACHUS.

24. JIomKHOCTHBIE U1 OPraHOB HCIIOJIHUTENBHON BIAaCTH NpU MPOBEACHUHU
BEJOMCTBEHHOIO KOHTPOJI UMEIOT MPaBo:

1) ocymecTBnsaTe nonyyeHue, cO6Op U aHanU3 CBENEHUH O NEATENBHOCTH
NOABEJOMCTBEHHOI'O OpraHa Wi OpraHu3ally;

2) 3HaKOMHUTBCA C JOKYMEHTaMH, CBA3aHHBIMH C LEIIMH, 33aJa4aMH H
NMPEIMETOM BEJOMCTBEHHOTO KOHTPOJIS, B TOM 4YHCJIE€ C MEAMUHHCKHUMH
NOKyMEHTAMH TIPaXIaH', CHUMAaTh KOIMHM C yKA3aHHBIX JOKYMEHTOB, a TaKXe
NMPOM3BOAUTHE B HEOOXOOMMEBIX ciy4asX (OTO- W BHIAEOCHEMKY MpPH
OCYHLIECTBJIECHHH OCMOTpa U obcliefoBaHus;
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3) moctyna B HCMOJIb3yeMble NOABEIOMCTBEHHBIM OPraHOM M OpraHu3auueii
NPU OCYLIECTBICHUH AEATEILHOCTH TEPPUTOPUH, 30aHHUS, CTPOCHHUS, COOPYXKEHHUS,
IOMELIEHUsA, K HCIOJB3YEMBIM OOOpPYHAOBaHUIO, MONOOHBIM  OOBEKTaM,
TPaHCIOPTHBIM CPENCTBAM;

4) opraHu30BbIBaTh MpOBeJeHHE HEOOXOOUMBIX UCCIIENOBAHUM, SKCIIEPTH3,
AHAJIU30B U OLEHOK, B TOM YUCJIE SKCIIEPTU3 KaYECTBA MEAULIMHCKOM MIOMOLIH.

25. JIomKHOCTHBIE JIMLA MpPH [POBEAEHHMH BEIOMCTBEHHOrO KOHTPOJIs
00sI3aHBbI:

1) cobmopare 3akoHomarenbcTBO Poccuiickort ®enmepauuu, npasa H
3aKOHHBIE HHTEPECHI MPOBEPAEMBIX MOABEIOMCTBEHHBIX OPraHOB U OpraHU3aluii;

2) mpoBOIMTH MPOBEPKY BO BpeMs HCIIONIHEHHSA CITy>KeOHBIX 00s3aHHOCTEI;

3) npenocTaBiAATH PYKOBOOWTEN, HWHOMY JOJDKHOCTHOMY JIHLY WM
YIOJTHOMOYEHHOMY TMPEACTABUTENIO MPOBEPAEMOr0 OpraHa WM OpraHu3alluu,
NPUCYTCTBYIOLIEMY MpPH NPOBEAECHHH MPOBEPKH, HUH(POPMALUIO U JOKYMEHTHI,
OTHOCSIIHECS K MPeIMETy NPOBEPKH;

4) 3HAKOMHTb  pYKOBOOHWTENd, MHOE  JO/KHOCTHOE  JIMLIO MM
yMOJTHOMOYEHHOTO MpPEACTABUTENS MPOBEPSIEMOr0 OpraHa WM OpraHu3aluu ¢
pe3yJibTaTaMd MPOBEPKH, B TOM YHCJIE C aKTOM IPOBEPKH;

5) cobmonath yctaHoBJieHHble HacTOAIUM [lopsanikoM cpokH npoBeneHus
NIPOBEPKH.

HocTyn Kk cBeleHHSM, COCTaBJIMIOIIMM TOCYAAapCTBEHHYIO U HHYIO
OXpaHAeMYI0 3aKOHOM TaliHy, OCYIIeCTBJfeTcs C cobOmopeHHeM TpeOboBaHUIA
3akoHogatenbcTBa Poccuiickoit Menepaunu.

26. PykoBonuTenb, WHOE JO/KHOCTHOE JHLO HIH YNOJHOMOYEHHBIH
NpelCTaBUTENb IPOBEPSIEMOrO OpraHa WJIM OpraHu3aldd IpPH [POBEAECHUU
MEPOIPHUATHH 110 BEJOMCTBEHHOMY KOHTPOJIIO UMEIOT MPaBo:

1) mpUCYTCTBOBaTH MpPH MMPOBENEHHH NPOBEPKH, NaBaTh OOBACHEHHSA I10
BOIPOCaM, OTHOCSIIMMCS K ITPEAMETY MPOBEPKH;

2) mony4aTh OT OPraHOB MCIIOJIHUTENIBHOW BJIACTH, UX NODKHOCTHBIX JIMI
HH(pOpMaLHIO, KOTOpas OTHOCHTCA K MpeaMETy IPOBEPKH U MpPedOCTaBJIEHHE
KOTOpO# npeaycMOoTpeHo 3aKkoHoaaTtenbcTBOM Poccuiickoil denepanvy;

3) 3HaKOMHTBCH C pe3yJIbTaTaMH BEJOMCTBEHHOI'O KOHTPOJIS;

4) ob6xanoBath AelcTBusA (Oe3melicTBHE) MOMKHOCTHBIX JIML, MOBJIEKIIHE 32
cobolf HapylleHHe TIpaB TMpPOBEPAEMOro opraHa WJIH OpraHu3alMu, IpH
NMPOBEIEHHH  BEIAOMCTBEHHOrO KOHTpOJs, B MOpSAAKE, YCTAaHOBJICHHOM
3aKoHogatenbcTBOM Poccuiickoit denepanum.

27. PykoBoauTeNb, HHOE [OJDKHOCTHOE JIMLO HIM YMNOJHOMOYEHHBIH
NpeacTaBUTENb NPOBEPIEMOr0 OpraHa MM OpraHu3alud, [pH IPOBENCHHU
MEepOMpPHATHH 110 BeIOMCTBEHHOMY KOHTPOJIO 0OS3aHBI:

1) mpegocTaBUTh KONMHH JOKYMEHTOB H IMOSCHEHHs IO 3alpocy OpraHoB
MCITIOJIHUTETLHOM BJIaCTH NPH MPOBEAECHUHU NMPOBEPKH;

2) mpemoCTaBUTh HODKHOCTHBIM  JMLAM, [POBOIALIMM  MPOBEPKY,
BO3MOXHOCTh O3HAKOMHTLCSA C JOKYMEHTaMH, CBA3aHHBIMH C LIEJIAMH, 3aa4aMi U
MpeIMETOM BEIOMCTBEHHOrO KOHTpOJIi, a Takxke obecneyuTh JOCTYIM



MPOBOASIIMM BBHIE3THYIO MPOBEPKY HOMKHOCTHBIM JIMIIAM HAa TEPPHUTOPHIO, B
UCIONIb3yeMble MPOBEPAEMbIM OPraHOM HIJIM OpPraHM3alied Nmpd OCYLIECTBJIEHHH
JEeATEJIBHOCTH 3[aHUs, CTPOCHUS, COOPYKEHHS, NMOMELIEHHUA, K HCIOJIB3YEMbIM
06opynoBaHuUIO, TOAOOHEIM 00BEKTaM, TPAHCIIOPTHEIM CPEACTBAM.

28. Tlo pesynpraTaM MNpOBEpOK B paMKax BEIOMCTBEHHOrO KOHTpPOJs
OOJDKHOCTHBIMH  JIMIAMH OpraHa HCIOJHUTENBHON BJIACTH, NPOBOIAALIMMH
MPOBEPKY, COCTABIAETCS aKT IPOBEPKH.

B akre npoBepky yKasbpIBalOTCS:

1) nata, BpeMs 1 MECTO COCTaBJIEHUS aKTa [IPOBEPKH;

2) HauMEHOBaHUE OpraHa BeJOMCTBEHHOIO KOHTPOJIS;

3) nmata 4 HOMep MNpHKasa PYKOBOAMTENS, 3aMECTHTENl PYKOBOIHUTEJNS
opraHa HCTOJIHUTEIBHOM BJIACTH O MPOBEACHUH NMPOBEPKH;

4) ¢damuuM, HMEHa, OTYeCTBA W JOJDKHOCTH JOJDKHOCTHBIX JHIL,
MPOBOAUBLIUX NPOBEPKY;

5) cBemeHHA O MPOBEpPSEMOM OpraHe WM OpraHu3auud (HauMEHOBaHHeE,
opuadyYeckuil aapec, a Take (amMuiIusA, HMMS, OTYECTBO M JOJDKHOCTB
PYKOBOIAMTENA, MHOTO  JOJDKHOCTHOTO  JIHLUA MJAM  YNOJHOMOYEHHOrO
NpeACTaBUTeNs, MPUCYTCTBOBABLIEro MPY MPOBEIECHHH IPOBEPKHU ),

6) nara, BpeMs, NPOIOJKUTENILHOCTh H MECTO NIPOBEJEHHS [IPOBEPKH;

7) cBegeHHs O pe3ynbTaraX MOPOBEpKH, B TOM WYHCJIE O BhIABIEHHEIX
HapylIeHUAX, 00 UX XapaKTepe H O JIMLAaxX, JONMYCTUBIIMX YKa3aHHbIE HAPYIIEHHS;

8) cBeneHns 00 O3HAKOMJIEHHH WJIM OTKa3e B O3HAKOMJIEHHH C aKTOM
NPOBEPKH PYKOBOAUTENSA, WHOrO JOJDKHOCTHOrO JIMLIA WM YNOJHOMOYEHHOTO
NpeACTaBUTEN IS IPOBEPAEMOro OpraHa WM OpraHu3aldy, NPUCYTCTBOBABIIEroO
TpH MTPOBEACHUH ITPOBEPKH;

9) noanucu JOMXKHOCTHBIX JIUL, TPOBOJUBIINX IIPOBEPKY.

29. K axTy mnpoBepKd TMpHUJIaraloTCs MNPOTOKONAbl HJIH 3aKIIOYEHHUS 110
pe3ynbTaTaM MpPOBENEHHBIX HCCIENOBAaHMHA, OSKCINEpTH3, aHAJIM30B, OLIEHOK,
00BsACHEHU paOOTHHKOB MPOBEPSEMOr0 OpraHa WM OpraHu3aluy, Ha KOTOPBIX
BO3JIaraeTcsi OTBETCTBEHHOCTh 3a BBIABJICHHBIE HapyIIEHHs, NpPEANUCaHHS 0O
YCTpaHEHUH BBIABJIEHHBIX HapylleHHWH M HHBIE CBA3aHHBIE C pe3yJbTaTaMU
NPOBEPKH TOKYMEHTHI UJIX UX KOTIHH.

30. Akt npoBepku oGopMIISETCS HENOCPEACTBEHHO MOCIIE €€ 3aBEPLIEHHS B
ABYX 3K3eMIUIApaX, OAWH U3 KOTOPHIX C KONHUSAMH MPUJIOXKEHUH HalpaBisieTcs B
MOBEAOMCTBEHHEIM OpraH WIH OpraHW3aluio, 1ub0 BpydyaeTcs pyKOBOIMTEIIO
HJIM YITOJTHOMOYEHHOMY MPEACTaBUTENIO YKa3aHHOTO OpraHa WM OpraHHW3alluH,
noa pacnucky o0 o3HaKoMileHWH JH60 00 OTkase B O3HAaKOMJIEHMH C AKTOM
MpPOBEPKH.

31. B cnyuae eciii IJ18 COCTaBJIEHHS aKTa NPOBEPKH HEOOXOAMMO IOJYYHTh
3aKJIIOYEHHS MO pe3yJbTaTaM MPOBEACHHBIX UCCIeI0BaHUH, SKCIIEPTH3, aHAJTH30B,
OLIEHOK, aKT NPOBEPKH COCTABJIAETCS B CPOK, HE MpPEeBBIIAIOMIMA Tpex pabounx
IHell mocie MOoMydyeHHs OpraHoM MCIIOJIHUTENBHOM BIACTH COOTBETCTBYIOLIETO
3aKJIIOYEHHS.

32. Ilpu BBIABJIIEHHH B XOJ€ NMPOBEPOK HapYILIEHHUH:
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1) pyxoBomuTeno, HUHOMY AOJKHOCTHOMY JIMLY MJIH YMOJHOMOYEHHOMY
MPEACTABUTENIO [OJBEIOMCTBEHHOTO OpraHa WJIH OpraHu3alUHM BbIOaeTcs
npeAnucaHue 00 YCTpaHEHWM BBISBJICHHBIX HapYyLIEHHH C yKa3aHHEM CPOKOB UX
yCTpaHeHHuS;

2) opraHoM HCMOJIHUTENEHON BIAaCTH B paMKaX KOMIIETEHUUU TPUHUMAIOTCS
MEPBl MO KOHTPOMIO 33 YCTPAaHEHHWEM BBIABJIEHHBIX HapylLIeHWil (B TOM 4ucie
NMyTEM  MPOBEAECHHUS  BHEIUIAaHOBBIX  MPOBEPOK), HX  MpelyNpexaeHHUIO,
NPENOTBPALIECHHUI0 BO3MOXXHOIO [TPUYHHEHHUS Bpe/la )KU3HH, 3A0POBBIO IPaXKIaH, a
TaKXKe Mephl MO MPUBJIEUEHHUIO JIHL, AOMYCTHBLIMX BbISBICHHBIE HApYLICHHS, K
OTBETCTBEHHOCTH;

3) B ciyyae, eClU BBHIABJIEHHBbIE HApYLIEHUS OTHOCATCH K KOMIIETEHLIMH
OpraHa, yrnoJHOMOYEHHOTO0 B COOTBETCTBHMHM C 3akoHomaTenscTBOM Poccuiickoii
denepauny OCYLIECTBIATh FOCYAapCTBEHHBIH KOHTPONb B YCTAHOBIEHHOH cepe
AEATENIBHOCTH, OpraH HWCIIOJHUTENIBHOM BJIACTH HampaBiifeT MHGOpPMauHUio o
BBISIBJIEHHBIX HApyLIEHHWSAX B OpraH TIOCYOapCTBEHHOTO KOHTpPOIsA MO
KOMIETEHIIHH.



