]! A
,(T.")/ : HaeXHas NpaBoBas NnogaepPiKa
g ’

[lpnka3s MunH3gpaea Poccum ot 21.12.2012 N
1340H
"Ob yTBEPXAEHUM MOPSIZIKA OpraHn3aLnmn 1
NpoBeAeHNs BeJIOMCTBEHHOIO KOHTPO/S KayecTBa
M 6e30nacHOCTN MEAULIMHCKOW AeATeNbHOCTHN"
(3aperncrpuposaHo B MuHtocte Poccum
03.06.2013 N 28631)

[lokyMeHT npepoctasneH KoHcynbTaHTIIAIOC
www.consultant.ru

[ata coxpaHeHnus: 19.12.2015


http://www.consultant.ru/
http://www.consultant.ru/
http://www.consultant.ru/

Mpuka3 MuH3gpasa Poccum o1 21.12.2012 N 1340H
"O6 yTBEepXKAEeHUM Nopsiaka opraHv3aumny 1 NnpoBeeHUst BEAOMCTBEHHOIO
KOHTPOSA K...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 19.12.2015

3apeructpuposaHo B MuHtocte Poccum 3 nioHs 2013 r. N 28631

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
ot 21 pekabpsa 2012 r. N 1340H

OB YTBEPXXOAEHUU NMOPAOKA
OPIrAHU3ALUUN N NPOBEAEHNA BENOMCTBEHHOIO KOHTPOJIAA KAHECTBA
M BE3OMNACHOCTU MEAULIMHCKOU AEATENNbHOCTH

B cooTtBeTCcTBMM C YacTbio 2 cTtaTbn 89 PepepanbHoro 3akoHa ot 21 Hos6pst 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 300poBbst rpaxaaH B Poccunckon Pepepaummn” (CobpaHue 3akoHogaTtenbcTBa Poccunckon Pepepaumm,
2011, N 48, ct. 6724; 2012, N 26, ct. 3442; 2012, N 26, ct. 3446) u nognyHktom 5.2.205 llonoxeHusa o
MwuHncTepcTBe 3apaBooxpaHeHusi Poccunickon ®Pepepauunn, yTBEpXXOEHHOro noctaHoBneHwem [lpaBuTenbcTBa
Poccuickon ®egepauun ot 19 noHa 2012 r. N 608 (CobpaHne 3akoHogaTtensctBa Poccunckon Pegepaumm, 2012,
N 26, c1. 3526), npukasbiBato:

YTBEpOUTb NOPSAOK OpraHuM3auMuM U NpoBefeHUs BeOOMCTBEHHOrO KOHTPONs kavecTtBa M 6e30macHOCTU
MEeLMLMHCKON OeATENBHOCTM COrMacHO NPUIOXEHUIO.

MwuHucTp
B.N.CKBOPLIOBA

MpunoxeHue

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon ®epgepauun

oT 21 gekabpsa 2012 r. N 1340H

NOPAAOOK
OPTAHU3ALUUN N NPOBEAEHUA BENOMCTBEHHOIO KOHTPOJIAA KAMECTBA
N BE3OMNACHOCTU MEOAULIMHCKOU OEATENBbHOCTU

1. Hactoswun MNopsagok yctaHaBnuBaeT npasuna opraHnsaumm u npoBeaeHus BeAOMCTBEHHOIMO KOHTPOMS
KadecTBa 1 6e30MacHOCTN MEANLIMHCKOW AeATENbHOCTY (Aanee - Be4OMCTBEHHbIN KOHTPOIb).

2. BeooOMCTBEHHbIN KOHTPOSMb OCYLLeCcTBRAseTca deaepanbHbIMU OpraHaMy WUCMNOMHUTENbHOW BRactu u
opraHamu wucnonHuTenbHoW Bnactn cybbektoB Poccurickon ®degepaumn (ganee - opraHbl MCMOMHUTENBHON
BMacTu) B NOABEAOMCTBEHHbIX UM:

1) opraHax (ganee - NOABEAOMCTBEHHbIE OpraHbl);

2) opraHu3auusax, OCYLLECTBSIOWMX MEOULMHCKYID U apmaueBTUYeCKyl0 JdedaTenbHOCTb (Janee -
NoABEeAOMCTBEHHbIE OpraHusauum).

3. 3apgayamum BEJOMCTBEHHOIO KOHTPOMS SABNSAOTCA:

1) npeaynpexneHue, BbisiBNEHWE W MpecevyeHne HapyleHun TpeboBaHui Kk obecneyeHuo kadectBa U
6e3onacHOCTM MeOUUMHCKON OesTenbHOCTW, YCTAHOBIEHHbLIX 3akoHodaTenbcTBoM Poccuiickon deaepauum o6
OXpaHe 300pOoBbS rpaxaaH;

2) NpuUHATUE Mep MO NpeceyeHuto U (Unu) yCTpaHeHWo NOCNeaCTBMIA U MPUYNH HapPYLLEHWIA, BbIIBNEHHbIX B
paMKkax rocygapCTBEHHOro KOHTPOrS KadecTBa 1 6€30MacHOCTY MEAULIMHCKON OeATENbHOCTY;

3) obecneveHne kavecTBa MEAWLMHCKOA MNOMOLLM, OKa3blBAEMOW B MEOMUUHCKUX OpraHm3auusx,
NOABEAOMCTBEHHbIX OpraHam MCMONMHUTENbHOW BNacTu;

4) onpegeneHune nokasatenemn KayecTBa OeSATENbHOCTU NOABEAOMCTBEHHbIX OPraHOB 1 OpraHu3aunii;

5) cobniogeHve o0O0bLEMOB, CpPOKOB W YCMOBUW OKa3aHWs MeEAWLUMHCKOW MOMOWW B  MEeOULMHCKNX
opraHusaumsix, NoABeJOMCTBEHHbIX OpraHaM UCMOMNHUTENbHOW BNacTW;
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6) cosgaHWe CUCTEMbl OLEHKM [AeATENbHOCTM MeOUUMHCKUX PabOTHWKOB, YYacTBYHOLUMX B OKa3aHuu
MeONLMHCKUX YCRyT.

4. BeAOMCTBEHHbIN KOHTPOIb BKIKOYAET NpoBeAeHNE NPOBEPOK:

1) cobnogeHnss MEQULUHCKMMM OpraHn3aumnsiMmn NnopsiikoB OKasaHus MeaAWLMHCKON NOMOLUU U CTaHOapTOoB
MeOULMHCKON MOMOLLY;

2) cobniogeHrs MeguMuUUHCKMMK opraHu3auusmy 6esonacHbix ycrioBui Tpyda, TpeboBaHuii no 6e3onacHomy
NMPUMEHEHMIO U 3KCMyaTauum MeAMLMHCKUX U3OENUA N UX YTUNn3aumm (YHUUYTOXEHUIO);

3) cobnogeHns  MeauUMHCKMMKM  paboTHMKaMW,  PYKOBOAMTENSIMA  MEOMUUHCKMX  OpraHv3auum,
hapmaLeBTUHECKUMN PabOTHUKAMN U PYKOBOAMTENSAMU anTeYHbIX OpraHu3auui OrpaHWYeHuin, NPUMEHAEMbIX K
HVMM NpK OCyLLLEeCTBNEHUMN NPOEeCCNOHANBHON AeATENBHOCTY.

5. BegoMCTBEHHbLIN KOHTPONb OCYLUECTBRSAETCSA YNOMHOMOYEHHbIMU OOSPKHOCTHBIMW - NMUuaMn  opraHa
NCMNOMHUTENbHOW BNacTu (Aanee - AOMMKHOCTHbIE N1ua) B COOTBETCTBUM C UX AOSMKHOCTHBIMU 0693aHHOCTAMU Ha
MOCTOSHHOWM OCHOBE NGB0 NO peLLeHN0 PyKOBOAUTENS UM 3aMecTUTens pykoBOAUTENS OpraHa UCMOSNTHUTENbHON
BMacTn Ha OCHOBaHUW Npukasa opraHa UCNOMHUTENbHOWN BriacTu.

6. MeponpuaTnst No ocyLwecTBNeHN0 BEAOMCTBEHHOIO KOHTPOISA OOJKHbI ObITh BKIOYEHbI B MnaHbl paboThbl
OpraHoB UCMONHUTENbLHON BNAacTy.

7. BeOOMCTBEHHbBI KOHTPOSb OCYLLECTBMAETCS NOCPEACTBOM MNIIAHOBLIX U BHEMMAHOBBLIX JOKYMEHTAPHbIX U
(1) Bble3gHbIX MPOBEPOK.

8. MNnaHoBble NPOBEPKN B OTHOLUEHMU NOABEAOMCTBEHHOIO OpraHa Winu opraHvM3auuy OCYLLECTBSIOTCS He
yaile Yem oguH pas B rof.

9. BHennaHoBbIe NPOBEPKU OCYLLIECTBATCA B CEAYOLWUX Cryyasix:

a) nOoCTynneHwe B OpraH WCMOMHUTENbHOM Bnact obpaleHun rpaxgaH, puandecknx niu wu
WHAMBMAOYaANbHbIX NpeanpuHMMaTene C  xanobamu Ha HapylweHuss MnpaB W 3aKOHHbIX  UHTEPEeCoB
NOABEAOMCTBEHHbBIMU OpraHamMu 1 opraHnsaumsamu;

0) B Lensax KOHTPONSA UCMONTHEHMS paHee BblAaHHbIX MOPYYeHU NMMbo NpeannucaHnn;

B) B LeNnsx NpoBepKu NpeacTaBrneHHbIX NoABe4OMCTBEHHbIMU OpraHammn U opraHnsaunsamm CTaTMCTUYECKON
OTYETHOCTM UNWN AaHHBbIX MOHUTOPWVHIa;

r) HanMuuusi npukKasa PyKOBOAWUTENS oOpraHa WCMNOMHMTENbHOW BNacTW, W3gaHHOTO B COOTBETCTBUM C
nopydenusamn [lpe3npgeHta Poccuiickon ®epepauunn, [NpaButensctBa Poccuiickon ®Pepepaumm nmnbo Ha
OCHOBaHuM TpeboBaHUSA MPOKypopa O NPOBEAEHMU BHEMNAHOBOW MPOBEPKM B paMKax Haa3opa 3a UCMOMHEHWEM
3aKOHOB MO MOCTYNMBLUMM B OpraHbl NpoKypaTypbl Matepuanam 1 obpalleHnsm;

4) HeCOOTBETCTBMA MoOKasaTenew [eATenbHOCTM MNOABEOOMCTBEHHOIO OpraHa WAM  OpraHu3auuu
YCTaHOBMEHHBIM LieNeBbIM NokasaTensam AesTenbHOCTY;

€) HeBbINOMHEeHMS MNOABEOOMCTBEHHbIM OpraHoM WnM  OpraHuM3aumMen yCTaHOBMEHHbIX 06bemMoB
rocy4apCTBEHHOro 3afaHnsi Mo OKasaHWo MEAWLMHCKON NMOMOLLW.

10. [okymMeHTapHble MpOBepkM NpoBOAATCA MNyTeM aHanuMsa [OOKYMEHTOB, nNpeAcTaBreHHbIMU
NOABEAOMCTBEHHbIMU OpraHamu W opraHv3auMsiMM, B TOM 4YMCNE CTaTUCTUYECKOW OTYETHOCTM U  AaHHbIX
MOHUTOPWHra.

11. MNpoBepkn Npu ocyLeCcTBNEHNN BEAOMCTBEHHOIO KOHTPOMs NO 06bemy NoapasaenstoTcsa Ha uenesblie n
KOMMIIEKCHbIE.

12. LieneBble NpoOBEPKM NPOBOAATCS B pamMKax pacCMOTPEHMS KOHKPETHOrO cryvasi okazaHus (HeokasaHust)
rpaXxgaHnHy MeauMUMHCKOW nomoLln, obpalleHus, xanobbl, dakTa, OTAerNbHbIX Mokas3aTenen AesATENbHOCTM
NOABEAOMCTBEHHOIO OpraHa unm opraHnsaLuu.

13. KomnnekcHble NpoBepkM MpPOBOAATCSA B LENsAX MCCeAoBaHMsS COBOKYMHOCTW MokasaTenew, criyyYaes,
obpawieHn, xanob, ¢akTtoB, O0OOOLWEHHBIX MO OAHOPOOHOMY MpM3HAKy, a TaKkKe [AesTenbHOCTU
NoABEAOMCTBEHHOIO OpraHa unm opraHnsaumu B Lesiom.

14. Tpn NpoBeAeHUN NPOBEPOK CPOK MPOBEAEHUS KaXXOOro B1aa NpoBEpPKU, NPeayCMOTPEHHOrO HaCTOSALWUM
Mopsakom, He OOMKEH NpeBblwaTh ABaduaTb paboynx gHew.

B umckniounTenbHbIX CryyYasx, CBA3aHHbIX C HEOOXOOUMOCTbIO NPOBEAEHUS CIOXHBLIX U (MK) ANMTENbHbIX
nccrnegoBaHUn, aKCNepTU3, aHanM3oB, OLLEHOK Ha OCHOBaHWM MOTMBUPOBAHHbIX NPEASIOXKEHWUN AOMKHOCTHbBIX NUL,
NPOBOAALLMX MPOBEPKY, CPOK MNPOBEAEHUS MPOBEPKM MOXeT OblTb nNpoaneH pykoBogUTENEM oOpraHa
NCMNONMHUTENbHOW BNAcTW UK ero 3amecTuTenem, Ho He bonee YeM Ha ABagLaTh pabounx gHEN.

Cpok npoBefdeHus1 KaXdow W3 MNpOBEPOK, MNPEeAYCMOTPEHHbIX HacToswmMm [lopsagkoM, B OTHOLUEHUM
NOABEAOMCTBEHHOIO OpraHa WM OpraHuM3auun, OCYLLECTBIISIIOWErO CBOK [EATENbHOCTb Ha TeppuTopusix
Heckonbkux cybbekToB Poccuiickon ®efepauun, ycTaHaBNMBaeTCsl OTAENbHO MO Kaxgomy  dunvany,
npeacTaBuUTeENbCTBY, OBOCOBNEHHOMY CTPYKTYPHOMY MoApasfeneHnio, npu 9ToM OBLWWin CpoK MpoBeAeHUs!
NMPOBEPKN HE OOIMKEH NPeBbIWAaTh WeCTbAeCAT paboyumx gHEWN.
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15. MNpun npoBepke cobnogeHns MeaULIMHCKMMM OpraHn3aunsaMm nopsiakoB OkasaHUs MeguUMHCKON NOMOLLN
OLleHMBaOTCH:

1) cobniogeHne BbINOMHEHMS 3TaMoOB, YCMOBUA W CPOKOB OKa3aHWs MEeOMLMHCKOMW MOoMOoLM no
COOTBETCTBYIOLLIEMY BUAY, Npodmnto 3aboneBaHnii Unm COCTOAHUN;

2) COOTBETCTBME OpraHuM3auum OesaTenbHOCTU  MEOUUMHCKOM  OopraHu3auuu, ee  CTPYKTYPHOro
nogpasfgeneHusl, Bpaya TpebOBaHUSIM MOJIOXKEHWN, PErfamMeHTMPOBaHHbIX MOPSAKaMU OKa3aHus MeOULMHCKOW
NoMOoLLY;

3) cobniogeHne TpeboBaHUW CTaHOAPTOB OCHALLEHWS MEOWMUMHCKOW OpraHu3auuun, €€ CTPYKTYPHbIX
nogpasgeneHun;

4) coOTBETCTBME LUTATHOrO pacnMcaHusa peKoMeHAyeMbIM LUITAaTHbIM HOpMaTuBam;

5) cooTBETCTBUE OEATENBHOCTM OpPraHn3aLUny NHbIM YCTAHOBMEHHbIM NMONTOXEHNAM UCXOAst U3 OCODEHHOCTEN
OoKas3aHuUs MeANLIMHCKOW NMOMOLLIN.

16. lNpu npoBepke cobNIOOEHUA MEOULUHCKUMUW OpraHuM3auvsamMuM CTaHOapTOB MEAMUMHCKOW MOMOLLN
OLleHMBalOTCH:

1) cobniogeHue BbINOMHEHMS MEOULVHCKUX YCMYr B 3@aBUCMMOCTM OT YCPeOHEHHbIX nokasaTenemn 4actoTbl 1
KpaTHOCTM MX NPUMEHEHMS, 0GOCHOBAHHOCTb HAa3HAYEeHUA MELMULMHCKUX YCIYr, UMEKLLMX YCPEAHEHHYO YacToTy
mMeHee 1,0, nonHoTa BbINOMHEHNS YCNYr € ycpeaHeHHoun YyactoTton 1,0;

2) 060CHOBAHHOCTb M NOMIHOTA Ha3HaYeHWs NIEKapCTBEHHbBIX NPenapaToB, KOMMNOHEHTOB KPOBMU;

3) 060CHOBAHHOCTb M NMOJTHOTA Ha3HAYeHNst UMNAHTUPYEMbIX B OPraHn3M YernoBeka MeguLUMHCKUX N3aenui;

4) 060CHOBAHHOCTb WM MONHOTA Ha3Ha4YeHWs BUOOB Ne4ebHOro MUTaHus, BKMYasi crneuvannavpoBaHHbIE
NpoayKTbl Ie4eBHOro NUTaHMs;

WHbIE NONOXEHUA, NCXoaa u3 ocobeHHocTen 3aboneBaHns (COCTOSHMSA).

17. lNpun npoBepke cobniogeHns MeauuUMHCKUMKN opraHnsaunsaMy 6esonacHsIX ycnosun Tpyaa, TpebosaHun
no ©e3onacHOMY MNPUMEHEHU0 W 3JKCMfyaTaunum MEOULUHCKUX W3OENUA N WX yTunmsaumm (YHUHTOXEHUIO)
OLleHMBalOTCH:

1) cooTBeTCTBME HOpMaTMBa YWUCNEHHOCTM CNyxbbl oOXpaHbl Tpyga TpeboBaHWsM  TPygooOBOro
3akoHopartenscTBa Poccuiickon ®epepauuu;

2) ypoBeHb MOATOTOBKM CNELMANMCTOB NO OXpaHe TpyAda U NOBbILLIEHUE UX KBanUduKaLuu;

3) opraHu3aums obyvyeHuss paboTHMKOB 6e3onacHbIM MeTo4aM 1 npuemMam Tpyaa;

4) npepocTaBneHne paboTHMKaM, 3aHATBEIM Ha paboTax ¢ BpeAHbIMWU U (MM) onacHbIMK YCIOBUSIMU Tpyaa,
KOMMNeHcaLuuMi, YyCTaHOBMNEHHbIX MO pe3ynbTataM aTTectauumn pabovmx MecT Nno yCrnoBusaM Tpyaa;

5) obecnevyeHHOCTb pabOTHUKOB cpeacTBaMu MHOWBMAYaNbHOW 3alUWTbl, MOJIOKOM WM NPOAYKTamu, ero
3aMeHsILLMMUN, Ne4eOHO-NPOMUNAKTUYECKUM NUTAHNEM;

6) cobniogeHve TpeboBaHun ©Ge3onacHOCTM MEeAMUUHCKMX u3genvin, npegyCMOTPEHHbIX HOPMaTUBHOM
OOKYMEeHTaLnen Nnpon3BoanTens;

7) cobniogeHne TpeboBaHMN K yTURM3auuu (YHUYTOXEHMWIO) MEOUUMHCKUX W3Oenui, npegyCMOTPEHHbIX
TEXHUYECKOWN N IKCMNyaTauMoOHHON JOKYMEeHTaumen nponssoanTens;

8) cobnogeHne ycTaHOBMEHHbIX NpaBun B cdepe obpalleHns MeAMLUHCKUX N3genni;

9) BbINONHEHNEe 06A3aHHOCTEN NO COOBLLEHNIO CBEAEHUN, yKasdaHHbIX B YyacTu 3 ctatbn 96 depepanbHoOro
3akoHa oT 21 Hosiops 2011 r. N 323-03 "O6 ocHoBax oxpaHbl 300poBbsl rpaxaaH B Poccuiickon depepauymmn”
(CobpaHue 3akoHogaTenscTBa Poccuickon ®Pegepaumm, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446).

18. Tlpu npoBepke coOnOOEHUS MeAULMHCKMMKU  paboTHMKaMW, PYKOBOAUTENSAMU  MEOULMHCKUX
opraHusauui, capmaueBTUHECKUMN PaAbOTHUKAMU U PYKOBOAMTENSMU anTeYHbIX OpPraHm3auun orpaHuYeHuin,
NPUMEHSEMbIX K HUM MPU OCYLLECTBIEHNM NPOECCMOHANbHON AEATENBHOCTHU, OLLEHUBAIOTCS:

1) Hanuune [OOroBOPOB O TMPOBEAEHUM KIMHUYECKUX WCCMEOOBaHUN JeKapCTBEHHbIX MNpenapaTos,
KNMUHUYECKUX UCMbITAHUA MEAUUMHCKUX U3denui, a Takke 00 OCyLecTBNeHUn MeauUUHCKMM paboTHUKOM
negarorMyeckon n (Unu) Hay4yHowm AeaTenbHOCTY;

2) AOroBopbl 0 MOCTaBKax fieKapCTBEHHLIX NpenapaToB, MEAULUMHCKUX U3AENWUA Ha NpeaMeT Hannyms B HUX
YCIOBUA O Ha3HaA4YeHWM WNM pekoMeHdauuMm naumeHTam nmMbo O MpearnoXeHWM HacerneHu OonpenerieHHbIX
NEeKapCTBEHHbIX NpenapaToB, MEANLMHCKUX U3OENWIA;

3) yTBepXAEHHbIN agMUHUCTpaLMen MeaMLMHCKOW opraHuMsauuum nopsaoK yyacTus npeacTtaBuTenem
opraHusauui, 3aHMMaLLMXCS pa3paboTkon, NPON3BOACTBOM U (UNK) peanu3auneit NekapCcTBEHHbIX NPenapaTos,
MEeOULMHCKUX W3AENWIA, OpraHusauun, obnagarolimx npaBamMu Ha WUCMNOMb30BAaHWE TOPrOBOr0 HavMMEHOBAHWS
NeKapCTBEHHOro npenapaTta, OpraHusauui OMTOBOW TOProBMnM JieKapCTBEHHbIMWM CPeACcTBaMu, anTeyHbIX
opraHusaumi (Ux npeacTaBUTENEN, WHbIX U3MYECKUX U IOPUOUNYECKUX §UL, OCYLLECTBMSIOWNX CBO
OeaTenbHOCTb OT MMEHU 3TUX OpraHusauuin) (ganee COOTBETCTBEHHO - KOMMaHWdA, NpeacTaBUTENb KOMMaHuu) B
cobpaHuaX MegMUUHCKMX PabOTHMKOB U UHBIX MEPOMNPUSTUSAX, CBA3AHHBIX C MOBbILLEHNEM NX NPOdECCUOHANBHOMO
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YPOBHSA Unun npegoctaBneHnem MHgopmaunm, npeaycMoTpeHHon YacTbio 3 ctaTbm 64 degepanbHOro 3akoHa ot
12 anpens 2010 r. N 61-®3 "O6 o6paweHun nekapcTBeHHbIX cpeacTB" (CobpaHue 3akoHoAaTenbCTBa
Poccuiickon ®epepaumm, 2010, N 16, ct. 1815, N 31, c1. 4161, N 42, cT. 5293, N 49, cT. 6409; 2011, N 50, cT.
7351; 2012, N 26, cT. 3446) n yacTtbto 3 ctatbn 96 PepepanbHoro 3akoHa ot 21 Hos6pa 2011 r. N 323-03 "O6
OCHOBax OXpaHbl 340poBbs rpaxaaH B Poccunckon degepaummn’;

4) opraHusaums paboTbl, HanpaBneHHON Ha NpegynpexaeHne HapyLeHU MeaVLMHCKMMU paboTHMKaMu u
dapmMaLeBTUYECKUMM PabOTHUKAMN OrpaHUYEeHUn, YCTaHOBIIEHHbIX cTaTben 74 depepanbHoOro 3akoHa oOT 21
Hos10pst 2011 1. N 323-d3 "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuiickon ®epepauun”, B TOM Ymcne no
MHOPMUPOBAHMIO MEOULMUHCKMX pPabOoTHMKOB, hapMaueBTUYeCcKMX paboTHMKOB, KOMMaHWW, npeacTaBuTenem
KOMNaHWi 1 rpaxgaH o0 yCTaHOBMEHHbIX 3anpeTax Ha COBepLUEHNE onpedeneHHbIX EVCTBUA 1 OTBETCTBEHHOCTU
3a NX COBEpLLEHNE;

5) obpalleHusa rpaxgaH, cogepxaliue cBefeHUs O MNpeaoCTaBrneHMM HeLOCTOBEPHOW, HEMOMHOW Wnm
NCKaXXeHHOW MHGopMaumm 06 Mcnonb3yembiX NpW HasHa4YeHUM Kypca NeyYeHus NeKkapCTBEHHbIX npenapaTtax, O
MELMLMHCKUX U3Oenusax, BKIOYasi COKpbITME CBEAEHWUA O Hannyuu B obpalleHuMn aHanornyHbiX feKapCTBEHHbIX
npenapaToB, MeOUUVHCKUX M3genui, nnmbo O Hammuum B anTeYHOW OpraHusaumm NeKapCTBEHHbIX npenapaTos,
UMELLNX OONHAKOBOE MeXAyHapoOHOEe HenaTeHTOBAaHHOE HaMMEHOBaHWe, MEeOUUWHCKUX WU3OEeNnui, BKN4vas
COKpbITUE MH(pOpMaUUM O HaNMU4YMU NEKAPCTBEHHbIX MpPenapaTtoB U MEAWULUMHCKUX W3AEnun, uMmerowmnx Gonee
HU3KYIO LIEHY.

19. O npoBedeHMM NNAHOBOW NPOBEPKU MOABEOOMCTBEHHbIE OpraHbl MM OpraHu3auun yBeAOMSTCSH
nyTeM HanpasIieHWsi KoMK NpKKa3a O NPOBEAEHUN NPOBEPKU HE NO34Hee 4YeM 3a Tpu pabounx AHA 4O Hadvana ee
nposefeHus.

20. O npoBeaeHUN BHEMMAHOBOW MPOBEPKN MOABEAOMCTBEHHbLIN OpraH WMnvM opraHv3auns yBegoMNATCs
nobbIM JOCTYNMHBIM CNOCOOOM HE MeHee YeM 3a ABaduaTh YeTbIpe Yyaca 4O Havana ee NpoBeAeHMs.

B cnyyae, ecnu B pesynbTate AeATENbHOCTU MOABEAOMCTBEHHOIO OpraHa UnvM opraHmsaumm NpuYnuHEH unm
NPUYUHAETCH Bpen XWU3HMW, 300POBbI0 rpaxaaH, npeaBapuTenbHOEe yBeOOMIEHWE YKa3aHHOW opraHum3aumm o
Havane nposegeHVs BHENNAHOBOW NPOBEPKN He TpebyeTcs.

21. K npoBepkam npu OCyLLeCTBNEHUN BEOOMCTBEHHOIO KOHTPOMNS MOTyT NMPUBMEKATbCA HAYYHbIE U UHbIE
opraHusaumy, yyeHble M creuuanucTbl (Janee - SKCnepTHble opraHu3auun, 3KCNepTbl), 3a UCKNIYEHUEM nuu,
COCTOSALMNX C NOABEJOMCTBEHHBIM OPraHoM UInu opraHnsaumen B Tpy40BbIX U UHBIX JOTOBOPHbBIX OTHOLUEHUSIX.

22. lpoBepkn NpoOBOAATCA Ha OCHOBaHWWM MpuKasa PYKOBOAUTENS, 3aMecTUTens pyKkoBOAUTENsa opraHa
WCNONHUTENBHOW BNACcTKN, B KOTOPOM YKa3blBalOTCA:

1) HanmeHoBaHWe opraHa BeJOMCTBEHHOIrO KOHTPONS;

2) hamunun, nmeHa, oTyecTBa, AOMKHOCTU JOIMKHOCTHBIX ML, YNOMHOMOYEHHbIX Ha NpoBeAeHNE NPOBEPKHU,
a Takke NpuBrieKaeMbiX K NPOBEAEHMIO NPOBEPKU IKCNEPTOB, NPeACTaBUTENEN IKCMEPTHBIX OpPraHn3aLmi;

3) cBegeHns O MeOULUMHCKOW opraHusauum (HaMMeHOBaHWe KPUANYECKOro nuua), npoBepka KOTOpPOW
NpoBOAMTCS;

4) uenu, 3agayu, Bug, NnpeameT NpOBEPKU U CPOK ee NpoBeaeHUs;

5) NnpaBoOBbLIE OCHOBaHMWS NPOBEAEHMS MPOBEPKY;

6) CpokM npoBedeHMs U nepevYeHb MEepPONPUATUN MO KOHTPOMK, HEOOXOAMMBIX ANA AOCTUXEHUST Lenemn u
3a/iay NpoBefeHNs NpoBepKuU;

7) nepevyeHb HOPMATUBHbIX aKTOB, PEryNUPYoLLMX NpoBeAeHne MeponpUATUIA MO KOHTPOSIO;

8) nepeyeHb [OOKYMEHTOB, MNpPEeACTaBMEHUE KOTOPbIX HEOOXOOUMO ANs LOCTUMXKEHMS Uenerd u 3agad
npoBefeHUs NPOBEPKMU;

9) oaTbl Ha4Yana 1 OKOH4YaHMs NPoBeAEeHUS MPOBEPKMU.

23. Bble3gHaa npoBepka HayuMHaeTcsa C npegbsBfeHMs AOSMKHOCTHbIMU finbaMn opraHa UCMOSHUTENbHOMN
BMacTn cnyxebHoro ygoctoBepeHusi, 0643aTenbHOr0 03HAKOMIIEHNSI PYKOBOAUTENSA, MHOMO OOJMKHOCTHOMO nvua
UNN YNONTHOMOYEHHOrO MpeAcTaBuUTeENs MEAMLMHCKOM OpraHu3aummM C NpUKasoM PYyKOBOAMWTENS, 3aMeCTUTEnNs
PYKOBOAMWTENS OpraHa MWCMNOMHUTENbHOW BMAacTUM O Ha3Ha4YeHWM MNPOBEPKU (MPU HanmuymmM) U C MOJSIHOMOYUSIMU
NPOBOOALLMX BbIE3OHYHO MPOBEPKY MWL, a Takke C LensMu, 3agavaMmy, OCHOBaHUSIMW MPOBEAEHMUSI MPOBEPKMY,
BMOAMU M OOBEMOM MEpPOMNpPUATUIA MO KOHTPOSKO, COCTABOM SKCMEPTOB, MNPEACTaBUTENSAMU  IKCMEPTHbIX
opraHusauui, npMBneKkaeMblx K NpoOBEpKe, CO CPOKaMm 1 C YCrOBUSIMU ee NpoBeaeHUs.

24. [omKHOCTHbIE nuLa OpraHoB WMCMONHUTENbHOW BRacTW Npwu NpoBeAeHWUM BEOOMCTBEHHOrO KOHTPOIsS
UMeT NpaBo:

1) ocyLlecTBNATbL NonyyYeHve, cOop 1 aHanu3 ceefeHuin 0 OeATEeNbHOCTU NOABEAOMCTBEHHOIO opraHa unm
opraHusauuu;

2) 3HAKOMWUTbCA C [AOKYMEHTaMW, CBHA3aHHbIMW C LensMu, 3agadamy U npegMeToM BeAOMCTBEHHOro
KOHTPOIS, B TOM YuUcre ¢ MeAULMHCKUMM AOKYMEHTaMu rpaxaaH <1>, CHAMaTb KOMUU C YKa3aHHbIX JOKYMEHTOB, a
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Mpuka3 MuH3gpasa Poccum o1 21.12.2012 N 1340H
"O6 yTBEepXKAEeHUM Nopsiaka opraHv3aumny 1 NnpoBeeHUst BEAOMCTBEHHOIO
KOHTPOSA K...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 19.12.2015

TakkKe npon3BoaunTb B HGOGXOLI,VIMI:IX cny4dadax (bOTO- N BUOEOCHEMKY TMNpu OCyLeCTBIEHMNn OCMOoTpa w"
obcnenoBaHus;

<1> B cootBetctBUM C nyHkToM 10 yactu 4 ctatbm 13 depepanbHoro 3akoHa oT 21 Hosa6ps 2011 r. N
323-93 "O6 ocHoBax oxpaHbl 340p0Bbs rpaxaaH B Poccunckon ®egepaunn’.

3) pgoctyna B wuCMNofb3yemble MNOABEAOMCTBEHHbBIM OpPraHOM W OpraHu3aumMen Mnpu  OCYLLEeCTBIEHUU
OEeATENbHOCTU TEpPpUTOPMM, 30aHWS, CTPOEHWS, COOPYXXEHWsl, MOMELLEHUS, K Ucrnonb3yembiM 060pyaoBaHuIo,
nogo6HbIM 06beKTaM, TpaHCMOPTHLIM CpeacTBaM;

4) opraHu3oBbIBaTb NpoBeAeHNe HeOoOXOAMMbIX WCCMefOBaHUNM, 3KCMEPTU3, aHanM30B U OLEHOK, B TOM
yucre 3KCNepTU3 KayectTsa MegULMHCKON MOMOLLM.

25. [JomKHOCTHbIE NUua Npy NpoBeAeHN BeOOMCTBEHHOTO KOHTPONSA 00s13aHbI:

1) cobniogatb 3akoHodaTenscTBo Poccunckon depepaumun, npasa U 3aKOHHbIE MHTEPEChl MPOBEPSEMbIX
noaBeAOMCTBEHHbIX OPraHOB U OpraHM3aLuuni;

2) npoBoAuUTb NPOBEPKY BO BPEMS UCMOMHEHNS Cry)XebHbIx 06sa3aHHOCTeN;

3) npenocTaBnATb PYKOBOAUTEMO, MHOMY AOJPKHOCTHOMY NWUY WU YNOMHOMOYEHHOMY MpPeACTaBUTENO
NMPOBEPSIEMOr0 OpraHa WM opraHu3auuu, MNPUCYTCTBYIOLLEMY MNPV MPOBEAEHUN NPOBEPKU, WHOpMauuo 1
OOKYMEHTbI, OTHOCSLLMECS K NPeAMETY NPOBEPKMY;

4) 3HaKOMWUTb pYKOBOAMTENS, WHOE [OMMKHOCTHOE §MUO WM YNOMTHOMOYEHHOro MpeacTaBuTens
NPOBEPSEMOr0 opraHa Unn opraHm3aumm ¢ pesynstataMmy NpOBEPKU, B TOM YMCIIE C aKTOM NPOBEPKY;

5) cobnogaTh ycTaHOBMEHHbIE HacToAWMM [opsaKOM CPOKM NPOBEAEHMS MPOBEPKU.

Hdoctyn Kk cBegeHusAM, COCTaBNSAOLWMM T[OCYAAPCTBEHHYD W MHYKD OXPaHAEMYyH 3aKOHOM TalHY,
ocyllecTBnsieTcs ¢ cobnogeHnem TpeboBaHmin 3akoHogaTensctea Poccunckon ®epepaumn.

26. PykoBoauTenb, MHOE LOMKHOCTHOE NULO UMK YNONHOMOYEHHbBIN NPeacTaBUTENb NPOBEPSEMOro OpraHa
UNKn opraH13aummn Npy NpoBeaeHNN MepPONPUATUA NO BEOOMCTBEHHOMY KOHTPOMO MMEIOT NPaBo:

1) nmpucytctBOBaTb MNpWM NPOBEOEHUM MPOBEPKM, OaBaTb OOBLACHEHWS MO BOMpOCaM, OTHOCALUMMCS K
npeameTy NpoBEPKY;

2) nonyyatb OT OpraHoOB UCMOMHUTENBHOW BNACTW, UX OOJPKHOCTHbBIX MWL, MHpOpMaLuio, KoTopasi OTHOCUTCS
K NpeaMeTy NPOBEPKM U NpeaocTaBeHne KOTOPOW NPeaycMOTPEHO 3akoHodaTenbcTBoMm Poccuiickon ®eaepaunu;

3) 3HaKOMUTbCA C pe3yrnbTaTtaMy BEAOMCTBEHHOIO KOHTPOSS;

4) obxamnoBaTb AencTBUA (Oe3neiicTBUE) OOIMKHOCTHBLIX NWL, MOBReKwune 3a cobol HapyleHue npa.
NMPOBEPSIEMOr0 OpraHa WU opraHusauuu, npuv NpoBeAEeHMM BEOOMCTBEHHOIO KOHTPONs, B MNopsgke,
yCTaHOBMEHHOM 3akoHoaaTenbcTBOM Poccuiickon ®epepauuu.

27. PykoBoauTenb, NHOE LOMKHOCTHOE NULO UNKN YNONIHOMOYEHHbBIN NpeacTaBUTENb NPOBEPSEMOro OpraHa
UK opraHM3saumu nNpy NpoBeaeHNN MepPONPUATUA NO BEAOMCTBEHHOMY KOHTPOM 00s3aHbI:

1) npegocTaBUTb KONUU OOKYMEHTOB M MOSICHEHUSA MO 3anpoCy OPraHoOB WCMNOMHUTENBHOW Bractv npu
nNpoBeaeHUN NPOBEPKMY;

2) npenoctaBUTb [OOIDKHOCTHbIM - NULAM, MPOBOASALUMM MNPOBEPKY, BO3MOXHOCTb O3HAKOMWUTbLCS C
OOKYMEHTaMK, CBSA3aHHbIMW C LiensiMy, 3agadamn 1 npegMeToMm BeAOMCTBEHHOIO KOHTPOSs, a Takke obecneunTb
OOCTYM NPOBOASALLMM Bbl€3HYI0 MPOBEPKY OOJPKHOCTHBLIM NULLAM Ha TEPPUTOPUIO, B UCTIONb3YEMbIE NPOBEPSIEMbIM
OpraHoM Unu opraHusauuer Npyu OCyLLEeCTBIEHUN OeATENBHOCTU 34aHUSI, CTPOEHUS, COOPYXKEHWS, MOMELLEHMS, K
ncnonb3yembiM 060pyaoBaHMI0, NOAOOHLIM 06 bEKTaM, TPAHCMNOPTHBLIM CPEACTBaM.

28. Mo pesynbTataM NPOBEPOK B pamMKax BEOOMCTBEHHOIO KOHTPOMS AOMKHOCTHbIMM NWLaMu opraHa
NCMNONMHUTENBbHOW BNacTy, NPOBOASALLUMU MPOBEPKY, COCTABMSETCA akT MPOBEPKN.

B akTe npoBepku ykasbiBatoTCS:

1) paTa, BpeMsi 1 MECTO COCTaBIIEHUS aKTa NMPOBEPKMY;

2) HaMMEeHOBaHNe opraHa BE4OMCTBEHHOIO KOHTPOSIS;

3) mata n Homep npukasa pyKOBOOMTENS, 3aMeCTUTENsl PyKOBOLMTENS OpraHa MCMOSTHUTENbHOW BNacTn o
NpoBeaeHUN NPOBEPKMY;

4) hamunum, meHa, OTYECTBA N AOIMKHOCTU JOIDKHOCTHbBIX UL, NPOBOAMBLLMX MPOBE PKY;

5) cBegeHuss 0 NpoOBEpPSIEMOM OpraHe Wnu opraHv3auuv (HaMMeHOBaHWe, HPUAMYECKMA agpec, a Takke
damunnsi, UMs, OTYECTBO WM [OOSHKHOCTb PYKOBOAMTENS, MHOMO [AOMMKHOCTHOrO nuvua Wiy yrnosTHOMOYEHHOro
npeacTaBuTeNs, NPUCYTCTBOBABLLENO NPWU NMPOBEAEHNM NPOBEPKN);

6) fata, Bpems, NPOAOIKUTENBHOCTL U MECTO NPOBEAEHNS NPOBEPKY;

7) cBedeHus1 0 pesynbTaTtax NPOBEpPKM, B TOM 4YUCIE O BbISIBNIEHHbIX HapYLUEHUsIX, 006 MX xapakTtepe U o
nuuax, 4ONyCTMBLUMX YKa3aHHble HapyLLeHUs;

8) cBegeHuss 00 O3HAKOMIIEHMM UMW OTKa3e B O3HAKOMIIEHUM C aKTOM MPOBEPKW PYKOBOOUTEMS, WHOrO
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Mpuka3 MuH3gpasa Poccum o1 21.12.2012 N 1340H
"O6 yTBEepXKAEeHUM Nopsiaka opraHv3aumny 1 NnpoBeeHUst BEAOMCTBEHHOIO
KOHTPOSA K...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 19.12.2015

OOMKHOCTHOrO fvua  MnM  YNoNHOMOYEHHOrO MpeacTaBuMTeNns MPOBEPSAEMOro opraHa unu  opraHusauumu,
NPMCYTCTBOBABLUErO NpU NPOBEAEHNN MPOBEPKY;

9) noanNncK AOMKHOCTHBIX NUL, MPOBOAMBLUUX NPOBEPKY.

29. K akTy npoBepku npunaraloTcsd MPOTOKOMbl WM  3aKMYeHUs Mo pesynbTaTtam MNpoBeAEeHHbIX
nccnefoBaHWi, IKCMepPTM3, aHanM3oB, OLLEHOK, 00 bSACHEHNSA paboTHUKOB NPOBEPSEMOro opraHa Unn opraHnsauuu,
Ha KOTOpbIX BO3MaraeTcad OTBETCTBEHHOCTb 3a BbISABMEHHbIE HapyleHus, npeanucadus ob  ycTpaHeHwuu
BbISIBMEHHbIX HapyLLEHWI N UHble CBA3aHHbIE C pe3dynbTaTamu NPOBEPKM SOKYMEHTbI MU UX KOMUK.

30. AKT npoBepkn odhopMnseTcs HenocpeacTBEHHO MOCne ee 3aBepLleHns B OBYX 3K3emnnspax, oanH 13
KOTOPbIX C KOMMAMMW MPUIOXEHWUIN HanpaBnsaeTca B NOABEAOMCTBEHHbBIN OpraH Unu opraHusaumio nmbo BpyyaeTcs
PYKOBOAWUTENO UMM YNONMHOMOYEHHOMY NMPEeACTaBUTENO YKa3aHHOro opraHa Wnn opraHusauMu nog pacnucky ob
O3HakomneHum nubo o6 oTkase B O3HAKOMIIEHUN C aKTOM MPOBEPKU.

31. B cnyyae ecnu ans cocTaBneHUsa akTa NpoBepKM HeoBXoaMMO MONy4YnTb 3akmnioveHUs No pesynbTatam
NPOBEAEHHbIX WCCreoBaHUW, 9KCMepTW3, aHanmusoB, OLEHOK, akT MNPOBEpKM COCTaBNSETCA B CPOK, He
npesbllaroWwmi Tpex pabounx OHen nocrne nonyvyeHUs OpraHoM WCMOSNHUTENbHOW BMAcTM COOTBETCTBYHOLLEro
3aKnoYeHus.

32. [Npwv BbIABNEHUN B XO4€ NPOBEPOK HaPYLLEHWN:

1)  pykoBOAMUTENO, WHOMY  AO/DKHOCTHOMY — fMLY  WAWM  YNOSIHOMOYEHHOMY  MpeacTaBuUTEeNto
noaBeJOMCTBEHHOrO OpraHa unv opraHv3auun BblgaeTcs npegnucaHve 06 ycTpaHeHWW BbISIBMIEHHbIX HapYLUEHWN
C yKasaHneM CpPOKOB MX YCTPaHEeHUs;

2) opraHOM MWCNOMHUTENbHOW BNAcTU B paMKax KOMMETEeHUUW NPVHUMAKTCA Mepbl MO KOHTPOMK 3a
yCTPaHEeHWEM BbISIBMIEHHbIX HapylweHun (B TOM 4ucre nyTeM MpoOBeAeHMs BHEMMaHOBbIX MPOBEPOK), WX
npegynpexaeHunio, NpeaoTBpaLleHnio BO3MOXHOIO NPUYMHEHNS Bpeda >KU3HW, 340POBbI0 rpaxaaH, a Takke Mepbl
Mo NPVBIEYEHNIO N1L, JOMYCTUBLLMX BblSBMEHHbIE HAPYLUEHWS, K OTBETCTBEHHOCTMY;

3) B crniyyae, ecnu BbISIBIEHHbIE HAaPYLIEHUS OTHOCATCA K KOMMETEHUMW OpraHa, YnOMHOMOYEHHOro B
COOTBETCTBMU C 3akoHopaTenbCcTBOM Poccuiickon Pegepaumm OCYLLECTBNATb FOCYAapCTBEHHbIA KOHTPOfb B
YCTaHOBNEHHON chepe AeATeNbHOCTU, OpraH UCMNOMHUTENBHOW BNAacTM HanpaenseT MHAOPMaLUIo O BbiSIBNEHHbIX
HapyLleHnsAX B OpraH rocygapCTBEHHOro KOHTPOMS MO KOMMAETEHLMM.
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