[okymeHT npepoctasneH KoHcynbTaHTIMt0C

3apeructpupoBaHo B MuHtocte Poccum 3 nioHa 2013 r. N 28631

MUWHUCTEPCTBO 3PABOOXPAHEHUA POCCUNCKON ®EAEPALUN

NPUKA3
ot 21 peKabpsa 2012 r. N 1340H

OB YTBEPXKAEHUN NOPALOKA
OPrAHU3AUUN U NPOBEAEHNA BEAOMCTBEHHOIO KOHTPO/1A KAHECTBA
W BE3ONACHOCTU MEOULMHCKOMN OEATENBHOCTH

B cooTBeTcTBMU C YacTbio 2 cTaTbu 89 PepepanbHOro 3akoHa ot 21 HoAbpa 2011 r. N 323-d3 "0O6
OCHOBax OXpaHbl 340p0BbsA rpaxgaH B Poccuiicko epepaumn” (CobpaHue 3akoHOAATENbCTBA
Poccuitckoii depepaumn, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442; 2012, N 26, cT. 3446) M NOANYHKTOM
5.2.205 MonoxeHusa o MuHuUcTepcTBe 3apaBooxpaHeHus Poccuiickoit Pepepaumm, yTBEPMKAEHHOrO
noctaHosneHnem [pasutensctBa Poccuitickoli Pepepaunmn ot 19 mwoHa 2012 r. N 608 (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaunm, 2012, N 26, cT. 3526), npMKasbiBato:

YTBEepaMTb MOpPAOOK OpraHmM3aumMm W NpoBegeHUA BeAOMCTBEHHOINO KOHTPOA KavectBa M
6esonacHocTH ME,CIMLI,VIHCKOﬁ AeATE/IbHOCTU COMNMaCcHO NPUNOXKEHUIO.

MuHucTp
B.N.CKBOPLIOBA

MpunoxkeHue

K NpuKasy MMHUCTEpPCTBA 34paBOOXPAHEHNA
Poccuiickoin Pepgepaumm

oT 21 pekabps 2012 r. N 1340H

NoPAA0K
OPFAHU3ALIMU U NPOBEAEHWUA BEAOMCTBEHHOIO KOHTPO/IA KAYECTBA
N BE3ONACHOCTU MEAULMHCKON AEATENIbHOCTU

1. HaCTO‘r'ILLI,Mf;I nOpﬂ,ﬂ,OK YCTaHaB/IMBAET NpaBuia OpraHn3aunm m npoeeneHnAa BeaoOMCTBEHHOIO
KOHTPO/1A Ka4yecCTBa U 6esonacHoCTH ME,CI,VILI,MHCKOﬁ AeATENbHOCTU (,u,anee - Be,D,OMCTBeHHbIVI KOHTpPOA b).

2. Be,ﬂ,OMCTBeHHbIﬁ KOHTPO/Ib OCyUW.,eCTB/AETCA d)e,ﬂ,epafleblMM opraHamu NCNONHUTENbHOM
BN1aCT U opraHamu NCNONHUTENbHOW BNacTh Cy6'beKTOB Poccuitckoit CDe,qepau,MM (,u,anee - OpraHbl
NCNONHUTENbHOM BI'IaCTVI) B No4BeJO0MCTBEHHbIX UM!

1) opraHax (nanee - NnoABeAOMCTBEHHbIE OpraHbl);

2) opraH13aumax, OCyLLECTBAAIOLLNX MEANLMHCKYIO U dapMaLLeBTUYECKYIO AeATeNbHOCTb (aanee -
noABseA0MCTBEHHbIe OpraHu3aLun).

3. 3agavyamm Be4OMCTBEHHOTO KOHTPONA ABNAKOTCA:



1) npegynpexaeHwe, BbIIBNEHME M NpecevyeHMe HapyweHuit TpeboBaHM K obecneyeHuto
KayectBa M 6e30MacHOCTM MeAMLMHCKOW AeATeNbHOCTWU, YCTAaHOB/EHHbIX 33aKOHOAATE/IbCTBOM
Poccuiickoit Pepepaunmn 06 oxpaHe 340P0OBbA rpaXKaaH;

2) NpUHATME Mep MO NpecevyeHuto M (MAM) yCTPaHEHUIO NOCNeACTBUMA U NPUUUH HapyLUeHUNA,
BbIAB/IEHHbIX B pPaMKax roCyAapCTBEHHOrO KOHTPOASA KayectBa M 6e30MacHOCTU  MeAWMLMHCKOMN
AeATeNbHOCTH;

3) obecneyeHmne KayecTsa MmeauLMHCKOM MOMOLLM, OKa3biBaEMOMN B MeAULIMHCKUX OpraHU3aLmsax,
noABeA0MCTBEHHbIX OpraHam UCNONHUTENIbHOW BacTy;

4) onpefeneHve MOKasaTenell KayecTBa [AeATENbHOCTM NOABEAOMCTBEHHbIX OpraHoB U
opraHusauni;

5) cobnogeHne o6beMOB, CPOKOB W YC/OBUIA OKa3aHUA MEANLMHCKON MOMOLLM B MEANLMHCKUX
opraHu3aumax, NoABeA0MCTBEHHbIX OpraHam UCNOAHUTENbHOW BAACTH;

6) cosgaHuMe cUCTEMbI OLIEHKM [AeATeNbHOCTU MeAMUMHCKUX PaboTHUKOB, y4yacTBYIOWMX B
OKa3aHUM MeaMLUHCKUX YCAYT.

4, Be,D,OMCTBeHHbIﬁ KOHTPO/1b BK/IKOYAET NpoBeaeHne NpoBEPOK:

1) cobnoaeHma meguUUMHCKMMU OpraHM3aumMAMM NOPAAKOB OKa3aHUA MeANLUHCKON NOMOLLN U
CTaHAapPTOB MeANLMHCKON NoMOLLY;

2) cobnoaeHns mMeaUMUMHCKMMKM OpraHusaumamm besonacHbiX ycnoBuit Tpyaa, TpebosaHuit no
6€e30nacHOMY MPUMEHEHUIO U SKCNAyaTaLMM MegULMHCKUX U3LENUIA U UX YTUAM3ALUU (YHUUTOXKEHMIO);

3) cobnogeHns MeauUMHCKUMU PaboTHUKaMM, PYKOBOAUTENAMU MEAULIMHCKUX OpraHu3aLuii,
dbapmaueBTUYECKUMMU PaBOTHUKAMM U PYKOBOAUTENAMM anTeyHbIX OpraHU3auuii orpaHUYeHui,
NPUMEHAEMbIX K HUM NPU OCYLLLECTBIeHUU NpodeccMoHaibHON AeATeNbHOCTH.

5. BE,CI,OMCTBGHHbIﬁ KOHTPOJIb OCywecTBnAeTcA Yyno/IHOMOYEHHbIMU AOO0/IHOCTHbIMU  IMLAMU
opraHa WCNONHUTENbHOW BAACTU (,u,anee - AO/TIKHOCTHbIE nmu,a) B COOTBETCTBMUN C UX OONKHOCTHbIMU
06A3aHHOCTAMM Ha MOCTOAHHOM OcCHoBe AM6O no peweHnto pykosoanTenAa WAUM 3aMeCTUTENA
PyrKOBOOAUTENA OpraHa WUCNONHUTENbHON B/IACTM Ha OCHOBAHUM NPUKasa OpraHa NCNONHUTENbHOWM
BNacCTu.

6. MeponpuaTMA NO OCYL,ECTB/IEHUIO BEAOMCTBEHHOrO KOHTPOAA AO0JIKHbI OblTb BKAOYEHDLI B
NAaHbI pa6OTbI OopraHos NCNOJIHNTE/IbHOM BNACTH.

7. BeAOMCTBEHHbIA KOHTPO/b OCYLECTBASETCA MNOCPeACTBOM MAAHOBbIX M BHEMIAHOBbIX
AOKYMEHTaPHBIX U (MK) Bble3gHbIX MPOBEPOK.

8. TnaHosble npoBepkKn B OTHOWEHUN NOABEAOMCTBEHHOIO OpraHa wWAXM OpraHun3auunn
OCyLWEeCTBNIAKOTCA HE Yalle 4em O4uH pa3 B roa.

9. BHennaHoBble NPOBEPKU OCYLLECTBNAKOTCA B CheyroLWnx cnyyanax:

a) nocTynieHne B OpraH WCMOAHWUTENbHOW BAAcTU 06paLLEHUIA FpaXaaH, PUANYECKUX 1L, U
MHOMBUAYANbHbIX MNpeanpuHUMMaTENneil C KanobamyM Ha HapyWeHWAa NpaB M 3aKOHHbIX MHTEPecos
noABeAOMCTBEHHbIMW OpraHaMu U OpraHn3aLnAMM;

6) B LLeNIAX KOHTPOIS UCMONIHEHUA paHee BblJaHHbIX MOPYUYeHnit Nnbo npeanmncaHuii;

B) B UENAX MNpoBepKn npeacraBieHHbIX noaBegOMCTBEHHbIMM OpraHamMmuM U OpraHUsaunamun
CTaTUCTUYECKOWN OTYETHOCTU UK AaHHbIX MOHUTOPWUHTA,



r) HaANYMA NPUKa3a PYKOBOAMUTENA OpraHa UCNONHUTENIbHOMN BNACTU, U34AHHOFO B COOTBETCTBUM C
nopydyeHmamu MNpesmaeHta Poccuiickoin Peaepaummn, Mpasutenbctea Poccuiickon ®epepaumm nnbo Ha
OCHOBaHUKM TpeboBaHUS MPOKypopa O NPOBEAEHWW BHEMAAHOBOW NPOBEPKM B pamMKax Hagsopa 3a
NCMNOJIHEHNEM 3aKOHOB MO NOCTYMUBLUMM B OpPraHbl MPOKYpaTypbl MaTepuanam 1 obpaLleHUam;

,u,) HEeCoOTBETCTBMA MOKasaTenem AeATeNbHOCTU NoaBeaAOMCTBEHHOINO OpraHa UAW OpraHunsauuu
YCTAHOB/IEHHbIM LLeN1eBbIM MOKa3aTenam 4eATe/IbHOCTH,

e) HeBbINO/IHEHNA NOoABEAOMCTBEHHbIM OpPraHOM WU opraHmsau,mei/’l YCTAaHOB/NEHHDbIX obbemoB
rocygapCTtBeHHOro 3a4aHnNA NO OKa3aHUIO Me,ﬂ,MLI,VIHCKOﬁ nomoLgn.

10. l£|,OKYMeHTa|I)HbIe NPOBEPKN NPOBOAATCA NyTeEM aHa/IM3a AOKYMEHTOB, NpeacrtaB/1€EHHbIMU
noaBegoMCTBEHHbIMM OpraHamun U opraHn3aumamm, B TOM 4Ymcne CTaTUCTUYECKOM OTYETHOCTU U AaHHbIX
MOHUTOPWUHTra.

11. MpoBepKM NpKU OCYLLECTBAEHUN BEAOMCTBEHHOIO KOHTPOAA Mo 06beMy NoapasaensoTcsa Ha
Lenesble U KOMMNAEKCHbIE.

12. LleneBble MPOBEpPKM MPOBOAATCA B pamKax PaCcCMOTPEHMSA KOHKPETHOro C/ay4vas OKasaHus
(HeokasaHus) rparKaaHWHY MeAMUMHCKON nomolm, obpaleHus, Kanobbl, ¢akTa, OTAENbHbIX
nokasaTenein A4eaTeNbHOCTM NoABeA0MCTBEHHOrO OpraHa UAU opraHnsauuu.

13. KomnsieKkcHble NPOBEPKM MNPOBOAATCA B LENAX MCCAeA0BaHUA COBOKYMHOCTM MOKasaTenew,
cnyyaes, obpalieHuin, Kanob, ¢akToB, 060OLWEHHbIX MO OAHOPOAHOMY MPU3HaKY, a TaKXkKe
AeATeNbHOCTU NoABeAOMCTBEHHOIO OpraHa UAW OpraHn3auun B LEeoM.

14. MNpwu NpoBegeHMM NPOBEPOK CPOK NPOBEAEHUA KaXKAOro BMAA NPOBEPKWU, NPeayCMOTPEHHOTO
HacToAwmMM MopAaKoM, He A0/KeH NpeBbIWaTh ABaALaTb Pabounx gHew.

B MCKNIOUMTENbHBIX CAyYasX, CBA3AHHbLIX C HEOBXOAMMOCTbIO MPOBEAEHUA CAOXHbLIX U (KMaK)
ONUTENbHBIX  WUCCAeA0BaHUIA, 3KCNepTus, aHanM3oB, OLEHOK Ha OCHOBaHMM MOTUBMPOBAHHbIX
NpeanoXeHnn AOMKHOCTHBIX L, NPOBOAALMX NPOBEPKY, CPOK NPOBeAEHUA NPOBEPKU MOXKET 6biTb
NpoA/sieH pyKoBoAUTENleM OpraHa UCNONHUTENIbHOW BacTU UK ero 3amecTuTeieM, Ho He 6o/ee Yyem Ha
ABagLaTb pabounx aHewn.

CpoK npoBeAeHWA KaXkgon U3 NPOBEpPOK, NPesyCMOTPEHHbIX Hactoawmm [opsgkom, B
OTHOLUEHWM NOABEAOMCTBEHHOrO OpraHa Uau OpraHM3aumm, OCyLLEeCTBAAIOWEro CBOK AeATe/IbHOCTb Ha
TEPPUTOPUAX HECKONbKUX CybbeKTOB Poccuiickoin deaepaLmm, yCTaHaBAMBAETCA OTAENbHO MO KaXK4oMy
dunnany, npeacTaBUTENLCTBY, 060COH6EHHOMY CTPYKTYPHOMY NOAPa3AeNeHnto, NPU 3TOM 06LWMit CpoK
npoBeAeHWA NPOBEPKMN HE A0/IKEH NPEBbILWATb LWeCTbAECAT Pabounx gHeN.

15. TMpu npoBepke coO6AOAEHMA MEOAMUMHCKUMM OpraHM3auMamMmn NOpPAAKOB OKasaHuA
MeAMLMHCKOWM NOMOLLM OLeHUBAOTCA:

1) cobnogeHve BbINONHEHWA 3TaMnoB, YCAOBUIA U CPOKOB OKasaHWA MeAULMHCKON NOMOLLM Mo
cooTBeTCcTByOWeMy Buay, npoduato 3a6oseBaHUN UM COCTOAHWUI;

2) cooTBeTCTBME OpraHM3aUMn OeATeNbHOCTU MeAMLMHCKOW OopraHvM3aumn, ee CTPYKTYPHOro
nogpasgeneHus, Bpaya TPebOBaHUAM MONONKEHMI, PernaMmeHTUPOBAHHbIX MNOPAAKaMU OKa3aHuA
MeNLNHCKON NoMOoLy;

3) cobnogeHne TpeboBaHWMM CTAHOAAPTOB OCHALLEHWS MEOMUMHCKOM OopraHusauuu, ee
CTPYKTYPHbIX NOApa3aeieHunit;

4) COOTBETCTBME WUTATHOIO pacnncaHnAa pekomeHayembiM WTAaTHbIM HOPMaTUBaM;



5) cooTBeTcTBME AEATENbHOCTM OpraHM3auMM MHbIM YCTAaHOB/AEHHbIM MOJIOKEHUAM MCXOAA M3
ocobeHHOoCTe OKasaHUA MeANLMHCKOM MOMOLLM.

16. Mpu nposepKe cobAOAEHNA MEAULMHCKMMKU OpraHM3aumMAMW CTaHAAPTOB MeAULMHCKOM
MOMOLLLM OLLEeHNBAIOTCA:

1) cobnioaeHne BbINOAHEHUA MEAMLMHCKUX YCAYT B 3aBUCMMOCTM OT YCPeAHEHHbIX NoKasaTtenei
YacTOTbl M KPAaTHOCTU MX NPUMEHEHWUs,, 06OCHOBAHHOCTb Ha3HAYEHUA MEAMUMHCKUX YCAYT, MMEIOLLMX
ycpeaHeHHyto YacToTy MmeHee 1,0, No/IHOTa BbINOJAHEHUS YCAYT C ycpeAHeHHOoM YacToToi 1,0;

2) 060CHOBaHHOCTb M MOJIHOTA Ha3HaYyeHUA NEKAPCTBEHHbIX MPeENapaToB, KOMMNOHEHTOB KPOBU;

3) 060CHOBAaHHOCTb W MOAHOTA Ha3HaYeHMA MWMMNIAHTMPYEeMbIX B OpPraHM3M 4esnoBeKa
MeANLMNHCKNX U3aennii;

4) 060CHOBAHHOCTb M  MOJIHOTA HA3HaYeHusA BNAOB nevyebHoro NMNTaHNA, BKAKOYaA
cneunannsnpoBaHHble NPOAYKTbI NevyebHoOro NMUTaHUA,;

MHblIE NON0XKeHUA, ncxoaa n3 ocobeHHocTen 3aboneBaHUA (COCTOFIHVIH).

17. MNpw npoBepke cobnogeHUs MeAULUUHCKMMK opraHM3aumamm 6es3onacHbiX yC/l0BUIM Tpyaa,
TpeboBaHMI No 6e3onacHOMY NPUMEHEHUIO U SKCNIyaTaunun MeANLUMHCKUX U34eNNt U UX YTUAN3aLUK
(yHUUTOXKEHMIO) OLLEHMBAIOTCA:

1) cooTBeTCTBME HOPMATMBA UYMCAEHHOCTM CAYXKObl OXpaHbl Tpyga TpeboBaHUAM TPyAOBOro
3aKoOHoaaTebcTBa Poccuitickon ®epepaymu;

2) ypoBeHb NOArOTOBKM CNELMaNUCTOB N0 OXpaHe TPyAa W NOBbIWEHNE NX KBaUbUKaLmMK;
3) opraHusauma obyyeHuns paboTHMKOB 6e30MnacHbIM MeToAaam U Npruemam Tpyaa;

4) npepoctaBneHWe pPaboTHMKaAM, 3aHATbIM HaA paboTax c BpegHbIMM WU (MNM) onacHbIMU
YCNOBUAMK TPYyAa, KOMMNEHCaUWA, YCTaHOBAEHHbIX NO pe3y/nbTaTam aTtTecTaumm paboumx mecT no
YCNOBUAM TPYAa;

5) obecneyeHHOCTb PabOTHUKOB CPeacTBaMM WHAMBUAYANbHOW  3alUMUTbl, MOJIOKOM WK
NPOAYyKTaMM1, ero 3aMeHsAIWNUMU, 1e4ebHO-NPOPUNAKTUYECKUM NUTAHUEM;

6) cobnoaeHne TpeboBaHUI 6e30MaCHOCTU MEAUUMHCKUX U3AeNUA, NpPeayCMOTPEHHbIX
HOPMaTUBHOW AOKYMEHTaLUuen NponssoanTens;

7) cobnogeHue TpeboBaHMI K yTUAM3ALUWU  (YHUUTOMKEHUIO) MEOULMHCKUX U3AENUN,
NpeAyCcMOTPEHHbIX TEXHUYECKOM 1 3KCNAyaTaUuMOHHON AOKYMeHTauuen nponssoauTens;

8) cobntopeHMe yCTaHOBAEHHbIX NPaBua B chepe o0bpalleHma MeauUnMHCKUX U3aennii;

9) BbiNONHEeHUe oba3aHHOCTENM NO COOBLIEHUIO CBeAEeHUN, YKasaHHbIX B 4Yactu 3 ctatbu 96
depepanbHoro 3akoHa ot 21 Hoabpa 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 340POBbA rpa)kaaH B
Poccuinckoii depepaunmn” (CobpaHue 3akoHoaaTenbcTsa Poccuiickon ®enepaummn, 2011, N 48, cT. 6724;
2012, N 26, cT. 3442, 3446).

18. MNpwn nposepKke cobNOAEHUA MEANLNHCKUMU PabOTHUKaAMM, PYKOBOAUTENAMM MEAULIMHCKNX
opraHusaumni, dapmaueBTUYECKMMMU PaboOTHUKAMU U PYKOBOAUTENAMM anTeyHbIX OpraHM3auui
orpaHuMyeHuin, NPUMEHSAEMbIX K HUM TMPU  OCYLLECTBNeHUM nNpodeccUoHaNbHOM OeATeNbHOCTH,
OLLeHUBaOTCA:

1) Haanyme A0orosopoB O npoeeaeHUnN KANHUYECKUX MCCﬂe,D,OBaHVIﬁ NNEKaPCTBEHHbIX NMpPenapaTtos,



KAMHUYECKMX WCMbITAHUN MEOMUMHCKMX W34EeNMNA, a TaKKe 06 OCywecTBAeHUN MeaULUHCKUM
paboTHMKOM Neaarornyeckon u (Mnm) HayyHom AeaTenbHOCTY;

2) Oorosopbl O MOCTaBKaXx /IeKapCTBEHHbIX NPenapaToB, MeAULMHCKUX U3O4ennin Ha npeamet
Ha/MuMA B HWUX YCNOBMM O Ha3HAYEHUM WAM PeKOMeHAauuu naumeHTam AMbo 0 NpeanoKeHuu
Hace/NeHUIo onpeaesieHHbIX 1IeKaPCTBEHHbIX NPenapaTos, MegUUUHCKUX U34ennii;

3) yTBEPKAEHHbIN  aAMUHUCTPALMEN MeAULMHCKOW  opraHusauMm nopsaaoK  ydactus
npeacraBuTenieil opraHnsaLmini, 3aHMMaloWMXca pa3paboTKoli, NPon3BOACTBOM U (MAKn) peanusauumeit
JNIEKapCTBEHHbIX NpenapaTtoB, MEOUUMHCKUX W34enni, opraHusauuii, obnagatowmx npaBamn Ha
MCNo/sb30BaHME TOProBOro HAMMEHOBAHMA JIeKapCTBEHHOro npenapaTta, OpraHM3auuit OnNTOBOM
TOProBAN /NIEKAPCTBEHHbIMM CPEACTBAaMW, aMTeYHbIX OpraHuMsauui (Mx npeacTtaBuUTeNnei, UHbIX
OUBNYECKMX U IOPUONYECKUX NINL, OCYLLECTBAAIOLLNX CBOK AEeATEe/IbHOCTb OT MMEHWU 3TUX OpraHM3auuii)
(oanee cooTBETCTBEHHO - KOMMNAHWSA, MNpPeACcTaBUTE/lb KOMMAHMM) B COBpaHMAX MeAUUMHCKUX
pPabOTHMKOB M MHbIX MEPOMNPUATUAX, CBA3AHHbIX C NOBbIWEHNEM UX NPOPECCUOHANbHOIO YPOBHA UK
npegocraBaeHneM MHPopMaLmn, NpesycMoTPeHHOM YacTbio 3 cTaTbk 64 PegepanbHOro 3akoHa ot 12
anpena 2010 r. N 61-d3 "O6 obpalleHMn neKapcTBeHHbIX cpeacts" (CobpaHue 3aKoHOAATENbCTBA
Poccuiickoit depepaunm, 2010, N 16, ct. 1815, N 31, c1. 4161, N 42, cT. 5293, N 49, cT1. 6409; 2011, N 50,
cT. 7351; 2012, N 26, cT. 3446) 1 yacTbto 3 cTaTbM 96 dDeaepanbHOro 3akoHa ot 21 HoAabpsa 2011 r. N 323-
®3 "06 ocHoBax oxpaHbl 340p0BbA rpaxaaH B Poccuinckon ®egepaumn’;

4) opraHusauua paboTbl, HanpaB/feHHOM Ha npeaynpexXgeHue HapyweHUuhn MeaUUMHCKMMU
paboTHMKamM © dapmaLeBTUYECKUMN PaABOTHMKAaMM OFpaHWYEHUI, YCTaHOBJIEHHbIX CcTaTbel 74
depepanbHoOro 3akoHa ot 21 Hosbpa 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 340POBbA rpaxaaH B
Poccuitickolt  degepauumn”, B TOM uucne Mo WHOOPMMPOBAHUIO MEAULMHCKMX PabOTHMKOB,
dapmaLeBTMUYECKNX PAabDOTHUKOB, KOMMNAHWUI, NpPeacTaBUTeNIe KOMNAHWI U rpaxkaaH 06 YyCTaHOBAEHHbIX
3anpeTax Ha coBepLIeHMe onpeaeneHHbIX 4eUCTBUIA U OTBETCTBEHHOCTU 33 UX COBEPLLEHUE;

5) obpalleHus rpaxaaH, cogepyaline ceeaeHma o NpeaocTaBAeHUM Hed0CTOBEPHOW, HEMOHOM
WUAN UCKaXKeHHOW MHPopmaumum o6 MCNoNb3yemMblX MPU Ha3HAYeHUU Kypca NleYeHUA NeKapCTBEHHbIX
npenapatax, 0 MeAULUMHCKUX W3OENUAX, BKAOYAA COKPbITUE CBeAEHWA O Ha/Auium B obpalieHuu
aHa/NIorMYHbIX NEeKAaPCTBEHHbIX MPEnapaTtoB, MEAULMHCKUX MU34ennin, Ambo o HaaAuYum B anTeyHoM
opraHu3aLmMmn NeKapcTBEHHbIX NpenapaTos, MMeIoLLLMX OANHAKOBOE MeXayHapoaHoe HenaTeHToBaHHoe
HaMMeHOBaHMe, MeANLUHCKUX U3AEANI, BKAOYAA COKPbITUE MHPOPMALIMU O HANNYUU NEKAPCTBEHHbIX
npenapaTos U MeAULMHCKUX U3AeNNI, UMeloLLMX 6o/iee HU3KYIO LeHY.

19. O npoBeaeHWW MNAAHOBOW MNPOBEPKM NOABEAOMCTBEHHbIE OpraHbl WMAW OpraHMsauum
YyBEAOMAAIOTCA NyTEM HaMpaBAeHWA KONUKU NPUKasa O NpoBeAeHMM NPOBEPKN He Mo3gHee Yem 3a Tpu
pabounx gHA OO Hayana ee NpoBeseHus.

20. O nposegeHnn BHEMNIaHOBOM NpPoOBEPKU I'IO,CI,BE,D,OMCTBEHHbIﬁ OopraH wmnan opraHnsauunA
yBEOOMNAKOTCA nobbIM AOCTYNMHbIM cnocobom He meHee yem 3a ABaAuaTtb 4YeTblipe YaCa A0 Ha4dasla ee
nposeaeHUA.

B cnyuae, ecnm B pesynbTaTe AeATeNbHOCTU MOABEAOMCTBEHHOIO OpPraHa WM OpraHu3aumu
NPUYMHEH WAW MPUUMHAETCA BPeL XW3HM, 340POBbIO TPaXKAaH, NpeABapuTenbHoe yBeAoM/IeHMe
yKa3aHHOW opraHM3aLmmn o Hadane npoBeaeHUA BHENNAaHOBOM NPOBEPKU He TpebyeTca.

21. K npoBepKam Npu oCyLLeCTBNEHUM BEAOMCTBEHHOIO KOHTPOSA MOTYT NPWBAEKATbCA Hay4YHble
M MHble OpraHM3auuK, yyeHble M CReumanucTbl (ganee - 3KCMepTHble OpraHU3aumMu, SKCMepTbl), 3a
WCKNOYEHNEM /WL, COCTOALLMX C MOABEAOMCTBEHHbIM OPraHOM WMAW OpraHusaumein B TPYAOBbIX MAK
WHBIX LLOrOBOPHbIX OTHOLIEHMUSAX.

22. npOBepI-(VI npoBogATCA Ha OCHOBAHUWM MPUKa3a PYKOBOAUTENA, 3aMECTUTENA PYKOBOAUTENA
opraHa NCNONHUTENbHOM B/1aCTU, B KOTOPOM YKa3blBalOTCA:



1) HanmeHoBaHMWeE OpraHa BE4OMCTBEHHOIO KOHTPOAA,

2) dbamunnmn, MmeHa, oTYECTBa, AO/IKHOCTU O/INKHOCTHbIX JIUL, YNONHOMOYEHHbIX Ha NpoBeJeHne
NPOBEPKM, a TaKKe NpMBAEKaeMbIX K MPOBEAEHUIO NPOBEPKU IKCNEPTOB, NpeacTaBUTeNen SIKCMEePTHbIX
opraHusauuii;

3) ceBeaeHMA O MeAMUMHCKON OpraHusauum (HaumeHOBaHWE PUMAMYECKOro Mua), NpoBepka
KOTOPOW NPOBOAUTCS;

4) uenwn, 3agauu, Bua, npeamMmeT NPOBEPKUN U CPOK ee NpoBeaeHUs;
5) npaBOBble OCHOBaHWA NPOBeAEHNA NPOBEPKY;

6) CPOKM MpoBeAeHUA 1 NepedYeHb MepPOonNPUATMIA MO KOHTPOK, HEOBXOANMMbIX ANA AOCTUNKEHUA
uenei 1 3agay NpoBeAeHUA NPOBEPKK;

7) nepeyeHb HOPMATUBHbIX aKTOB, PErYANPYIOLWMNX NPOBEeAEHNE MEPONPUATUI NO KOHTPOID;

8) NnepeyeHb AOKYMEHTOB, NpPeACTaB/eHMe KOTOPbIX He0BX0AMMO ANA AOCTUMKEHUA Luenen 1 3agad
nposeaeHUA NPOBEPKY;

9) AaTbl Ha4azla U OKOHYaHUA NpoBeLEHNA NPOBEPKU.

23. BblesgHaAa MpoBepKka HauYMHAETCA C NPeAbABAEHUA AO0MMHOCTHbIMM MUAMM  OpraHa
NCMNONHUTENbHOW BAAcTU CAyXebHoro yaoctosepeHus, 06sa3aTe/IbHOrO 03HAaKOMJ/IEHUA PYKOBOAMTENS,
MHOFO [AO/KHOCTHOTO /iMUA WMAM YNOJHOMOYEHHOrO MpeacTaBUTeNds MEeOMUMHCKOM OopraHusaumm c
NPMKa3oM PyKOBOAMUTENA, 3aMECTUTENA PYKOBOAWUTENA OpraHa UCMOAHUTENbHOM BAACTU O HazHaYeHUU
NPOBepKN (Npu HaAMUYMKM) U C MONHOMOUMAMM NPOBOAALLMX BblE3AHYIO MPOBEPKY /ML, a TaKXKe C
uenaMu, 3agadaMu, OCHOBAHWAMM NPOBEAEHWA MPOBEPKWU, BUAAMM M OOBEMOM MEpPonpUATMIA Mo
KOHTPOJIIO, COCTaBOM 3KCMEepTOB, MNPEACTABUTENSAMM IKCMEPTHbIX OPraHW3auuii, NPUBAEKAEMbIX K
NPOBEpKe, CO CPOKAMM U C YCI0BUAMU ee NPOBELEHUS.

24, [JOMKHOCTHblE nMua opraHoB NCNOJIHUTENbHOWN BNACTU npun nposegeHnn seaOMCTBEHHOIO
KOHTPO/1A UMEKOT NPaBo:

1) OCyLWecCTB/IATb nony4yeHue, c6op n aHanuns CBe,D,eHMf;I O AeATe/IbHOCTU noaBeaOMCTBEHHOIO
OpraHa nauv opraHusauunm;

2) 3HAaKOMWUTbCA C [OKYMEHTamMM, CBA3aHHbIMW C LUeAAMM, 3ajadYamu UM NpeameTom
BEAOMCTBEHHOIO KOHTPO/IA, B TOM YMC/IE C MEAULIMHCKUMM AOKYMEHTaMM rpakaaH <1>, CHUMaTb Konuu
C YKa3aHHbIX JOKYMEHTOB, a TaK»Ke MPou3BOANTb B HEOBXOAUMbIX Cayvaax GOTo- U BUAEOCHEMKY Mpwu
OCYLLLeCTB/IEHUM OCMOTpPa U obcneaoBaHus;

<1> B cooTtBeTcTBUM C NyHKTOM 10 Yacth 4 ctaTbu 13 PegepanbHoOro 3akoHa ot 21 Hosb6pa 2011 r.
N 323-$3 "06 ocHoBax oxpaHbl 340pO0BbA rpaxKaaH B Poccuiickon deaepauumn’.

3) goctyna B UCNoJib3yemble NoABeAOMCTBEHHbIM OPraHOM M OpraHM3aumnen Npu ocyLecTBAeHUM
NEeATENbHOCTU TeppUTOPUKM, 3AaHMA, CTPOEHUS,, COOPYXKEHWUSi, MOMELLEHUS,, K WCMNO/b3yeMbiM
o0b6opyaoBaHUto, NOA0OHbLIM 06 BEKTAM, TPAHCNOPTHLIM CPEACTBAM;

4) opraHu130BbIBaTb NpPoBeAeHNEe HEOBXOAMMbIX UCCAeA0BaHWIA, SKCNEePTM3, aHaIM30B U OLIEHOK, B
TOM YMCNE IKCNEPTU3 KaYecTBa MeAMLMHCKOW MOMOLLIN.

25. [101KHOCTHbIE ANLA NPU NPOBEAEHUN BEAOMCTBEHHOMO KOHTPOAA 06A3aHbI:



1) cobnopatb 3akoHogaTenbcTBo Poccuiickoih dPepepauuu, nNpaBa WM 3aKOHHbIe WHTEPECHI
npoBepAembIX NoABeA0MCTBEHHbLIX OPraHoB U OpraHM3aLuii;

2) NpoBOANTbL MPOBEPKY BO BPEMA UCMONHEHMA CAYKebHbIX 06A3aHHOCTEN;

3) npeaocTaBAATb PYKOBOAMTEND, WHOMY AOO/IKHOCTHOMY /MUY WAM  YNOJHOMOYEHHOMY
npeacTaBuUTe/NIl0 MNPOBEPAEMOro OpraHa MWW OpraHv3auuu, MNPUCYTCTBYIOLLEMY MpU NPOBEAEHWUU
NPOBepPKU, UHPOPMALMIO U AOKYMEHTbI, OTHOCALMECS K MPeaMeTy NPOBEPKMY;

4) 3HAaKOMUTb pyKOBOAUTENA, NHOE AO0/IXKHOCTHOE NnUo UAN YNOSTHOMOYEHHOTO npencraBuUTenA
npoesepAemoro opraHa nim opraHnsaummn ¢ pesyabrtataMun NPoBePKN, B TOM HUC/IE C aKTOM NMPOBEPKMHU;

5) cobntoaatb yCTaHOB/EHHbIE HACTOALLMM NOPALKOM CPOKM NPOBEAEHMUS MPOBEPKM.

JocTyn K cBefleHMAM, COCTaBAOLWMM rOCyIapCTBEHHYIO U MHYIO OXPaHAEMYIO 3aKOHOM TaiHy,
ocyuiectsaneTca ¢ cobatogeHnem TpeboBaHnii 3akoHogaTenbcTBa Poccuiickoit Pepgepaunn.

26. PykoBoauTENb, WHOE [O/IKHOCTHOE AMLO WAW  YNOJHOMOYEHHbIN npeacTaBUTesb
npoBepAemMoro opraHa WAW oOpraHM3auun npu NpoBeAeHUU MeponpuATUIA No BeAOMCTBEHHOMY
KOHTPO/IO MMEIoT NpaBso:

1) npucyTcTBOBaTL NPV NPOBEAEHUM NPOBEPKU, 4aBaTb 0OBACHEHUA NO BONPOCaM, OTHOCALLMMCS
K NpeameTy NPOBEPKMU;

2) nonyyaTb OT OPraHOB UCMONHUTENBHOW BNACTU, UX AOJIKHOCTHbIX NML, MHPOPMaLMIO, KoTopas
OTHOCUTCA K MpeameTy MPoBEepKU W NpeaocTaB/ieHMe KOTOPOM NpeflyCMOTPEHO 3aKOHOAaTe/NbCTBOM
Poccuiickoit Pepepaunu;

3) 3HaKOMWTLCA C pesyibTaTaMn Be4OMCTBEHHOTO KOHTPOAS;

4) obxkanoBaTb aencteua (6esgencTene) OONKHOCTHLIX UL, MOBAEKLWME 33 cObOM HapyleHue
npaB MpPOBepAeMOro opraHa WAW opraHusauuu, Npu nNpoBeAeHUN BeJOMCTBEHHOrO KOHTPOAA, B
nopagKe, yctaHoBAeHHOM 3aKOoHOAaTeNbCTBOM Poccuitickoit degepauyuu.

27. PyKkoBOAMTeNb, WHOE [AO/IKHOCTHOE /MU0 WAM  YNOJHOMOYEHHbIM NpeacTaBUTE b
NpoBepAemMoro opraHa WAWM OpraHM3auum npu MpPoOBEAEHUU MEPONpPUATUMI MO BeAOMCTBEHHOMY
KOHTPO/t0 06s3aHbI:

1) NnpegocTaBMTb KONUKU AOKYMEHTOB M MOSACHEHMA MO 3anNpPoCy OPraHoB UCMOJIHUTENbHOM BAACTU
npv NnpoBeaeHUM NPOBEPKY;

2) NpeaocTaBuThb AOMKHOCTHLIM ANLAM, NPOBOAALLMM MPOBEPKY, BO3MOXHOCTb 03HAKOMMUTLCA C
OOKYMeEHTaMM, CBA3aHHbIMU C LeNAMu, 3aja4aMm U NpeaMeToM BeJOMCTBEHHOIO KOHTPOASA, a TaKxkKe
obecneunTb AOCTYN NPOBOAALMM Bble3AHYIO MPOBEPKY AO/MKHOCTHBIM JNLAM Ha TeppuUTOpuIo, B
Mcnonb3yemble NPoBepAeMbIM OPraHOM UKW OpraHu3aumneit NPU ocyLEeCcTBeHUU AeATeNbHOCTUN 34aHus,
CTPOEHUSA, COOPYKEHUA, MNOMELLEeHUs, K WCNoNb3yeMbiMm 060pyaoBaHMIO, MNOAOOHbBIM 06beKTam,
TPaHCMNOPTHbIM CpeaCcTBaM.

28. Mo pe3ynbtatamMm NpPoOBEPOK B paMKax BeEAOMCTBEHHOINO KOHTPO/IA AO/IXKHOCTHbIMU /TLAMU
OpraHa NCMONIHUTENbHOM BN1aCTu, NpoBoAAWLMMU MPOBEPKY, COCTABNAETCA aKT MPOBEPKHU.

B aKTe NpoBepKM yKasblBatoTCA:
1) aata, BpemMsa U MecTo COCTaBNEHUA aKTa NPOBEPKY;

2) HanmeHoBaHWe OopraHa Be40MCTBEHHOIO KOHTPO/1A,



3) AaTa U HOMEP NpPpUKasa pykoBoaUTENA, 3aMECTUTENA PYRKOBOOUTENA OpPraHa NCNONHUTENbHOM
B/1aCTU O NpoBeaeHUN NPOBEPKU,;

4) bamuanmn, umeHa, OTYECTBA U A0IKHOCTU AOMKHOCTHBIX ML, NPOBOAUBLLMX MPOBEPKY;

5) cBegeHMA 0 NpoBepPAEMOM OpraHe MAN opraHun3aumm (HauMeHoBaHWe, PUANYECKUIA agpec, a
TaKkke ¢amuana, UMA, OTYECTBO WM JO/IKHOCTb PYKOBOAMTENA, WHOTMO [O/IKHOCTHOMO /MLA WM
YNO/IHOMOYEHHOTO NPeaCcTaBUTENs, MPUCYTCTBOBABLLErO NPW NPOBEeAEHNU NPOBEPKK);

6) AaTa, BpemMmAa, Npogo1KUTENbHOCTb U MECTO NpoBeaeHUA NPOBEPKU;

7) CBeAeHMA O pe3ybTaTaxX NPOBEPKU, B TOM HUC/NE O BbIABNIEHHbBIX HAapyLeHUAX, 06 unx XapaKTtepe
1M 0 nuax, 4onyCctnBWNX YKa3aHHble HapyLleHUA;

8) cBeaeHmnA 06 03HAKOMAEHUU UM OTKa3e B 03HAaKOM/IEHMU C aKTOM MPOBEPKM PyKOBOAUTENS,
MHOFO AO0/MHOCTHOrO /MUA WMAW YNOAHOMOYEHHOro MPeACTaBUTENA NPOBEPAEMOro OpraHa uau
OpraHusauum, NPMCyTCTBOBABLUEro NPU NPOBEAEHUN NPOBEPKMY;

9) noanNncK AONKHOCTHbIX INLL, NPOBOAMBLUNX MPOBEPKY.

29. K AKTY NMPOBEPKN NPUAAraroTCA NPOTOKO/ibl N 3aKNKOYEHUA NO pe3y/sibTaTaM NpoBeOEHHbIX
MCCﬂe,D,OBaHMﬁ, 3KCNepTn3, aHann3osB, OUEHOK, 06BbACHEHUA pa6OTHMKOB npoBepAemoro opraHa vmaun
OopraHn3auun, Ha KOTOPbIX BO3/1araetcA OTBETCTBEHHOCTb 3a BblABJ/IEHHbIE HapPyLWeHWA, npeanncaHnA 06
YCTPaHEHWW BbIABNIEHHbIX HapyLueHm7| N UHblE CBA3aHHbIE C Pe3Yy/IbTaTaMW NPOBEPKU OOKYMEHTbI NN UX
KOMnuu.

30. AKT NpoBepKM o0PopMAAETCA HENOCPeACTBEHHO MOC/e ee 3aBeplleHna B ABYX dK3emnaapax,
OAMH W3 KOTOPbIX C KOMUAMW MNPUNOXKEHUI HanpaBAseTcA B MOABEAOMCTBEHHbIA OpraH WAu
opraHusaumio AnMbo BpydvaeTca PYKOBOAMTENO MAW YNOSHOMOYEHHOMY NPEeACTaBUTENIO YKa3aHHOro
opraHa Wau opraHv3auuun nog pacnucky o6 osHakomneHun nnbo o6 oTKase B 03HAKOMJIEHUW C aKTOM
NpoOBepKMu.

31. B Cniydae ecnan anAa CoCTaB/1IEHUA aKTa MPOBEPKU HGO6XOAVIMO NnoNy4nTb 3aKAKO4YEHUA MO
pe3ysbTaTam nNpoBeaeHHbIX VICCI'IE,CI,OBBHMVI, 9KCNepTn3, aHan30B, OLEHOK, aKT NPOBEPKN COCTABNAETCA
B CPOK, He I'IpeBbILuaI-OLLI,MVI Tpex pa6oql4x ,a,Heﬁ nocsne noayyeHna opraHom WUCNONHUTENBbHON BNacTu
COOTBETCTBYHOLLETNO 3aK/II0O4YEHNA.

32. Mpw BbIABNEHMM B XO4E NPOBEPOK HAPYLUEHWIA:

1) pyKkoBoauTento, MHOMY AO/KHOCTHOMY /MUY WAM  YNOSHOMOYEHHOMY MpeAcTaBUTeNto
NnoABeAOMCTBEHHOIO OpraHa WaM opraHM3auuun BblaaeTca npegnucaHne o6 ycTpaHeHWUM BbISBAEHHbIX
HapyLEeHMI C yKa3saHNEM CPOKOB UX YCTPaHEHUS;

2) opraHOM MCMOJIHUTENbHOM BAACTU B PamKax KOMMETEHUUN NPUHMMAKOTCA MepPbl MO KOHTPOO
3a YCTPaHEHWEM BbISIBIEHHbIX HapyWweHUi (B TOM Yncne nyTem NpoBeseHUA BHEMIAHOBbLIX NPOBEPOK),
UX NpeaynpexKaeHnto, NPeaoTBPaLLEHMIO BOSMOXKHOIO NPUYMHEHMA BPEeAa XKU3HM, 340PO0BbIO rpaxkaaH,
a TaKKe Mepbl MO NPUBAEYEHUNIO L, AOMNYCTUBLUNX BbisIBJIEHHbIE HAPYLLUEHWSA, K OTBETCTBEHHOCTY;

3) B cnyyae, ecnn BbiIBNEHHbIE HAapyLWEeHUA OTHOCATCA K KOMNETEHLUUN opraHa, yno/JIHOMOYeHHOro
B COOTBETCTBUM C 3aKoHOAaTenbCcTBom Poccuitckoit depepalmm OCYLLECTBAATL FOCYAapPCTBEHHbIN
KOHTPONb B YCTaHOB/AEHHON cdepe AeATENbHOCTU, OpraH WCMOMHUTENbHOW BAAacTM Hanpasnsaer
MHPOPMALINIO O BbIAB/IEHHbIX HAPYLLIEHUAX B OpraH rocy4apCcTBeHHOro KOHTPOIA N0 KOMMETEHLUUM.




