[Mpuka3 MuHsgpasa Poccum ot 21 gekadbpa 2012 r. N 1340H

«0O0 yTBepXaeHMU nopsaaka opraHusaumm m
npoBeaeHNss BeAOMCTBEHHOIroO KOHTPOJISl KayecTBa U
©6e3onacHOCTU MeAULIMHCKOWU OeATeNbHOCTU»

B cooTtBeTcTBUM C YacTbio 2 cTtatbu 89 dPepepanbHOro 3akoHa ot 21 Hosi6ps
2011 r. N 323-93 "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccurckon degepauymmn’
(Cobpanue 3akoHogaTenbcTBa Poccunckon ®epepaunn, 2011, N 48, ct. 6724; 2012, N
26, cT. 3442; 2012, N 26, cT. 3446) n nognyHkToM 5.2.205 NonoxeHna o MuHuctepctee
3gpaBooxpaHeHus  Poccuiickon  Pepepaumun,  YTBEPXKOAEHHONO  MOCTAHOBMEHMEM
MpaButenbctea Poccuiickon ®epepaumm ot 19 mwoHa 2012 r. N 608 (CobpaHue
3akoHopartenbcTBa Poccuiickon ®egepaumm, 2012, N 26, ct. 3526), npukasbiBato:

yTBep,EI,I/ITb nopAagoK opraHm3aumm n nposegeHnAa BeOJOMCTBEHHOINO KOHTPOIA
KadecTBa 1 6e30nacHOCTM MEAULIMHCKON AEeATENbHOCTU COrfacHoO NMPUNOXXEeHNIO.

Munuctp
B.1. CxBopuoBa



MpunoxkeHune

K NpuKasy MMUHUCTepPCTBA 34paBOOXpPaHeEHNS
Poccuiickoin Peagepaumn

oT 21 aekabps 2012 r. N 1340H

NoPAA0K
OPFAHU3ALIMU U NPOBEAEHWUA BEAOMCTBEHHOIO KOHTPO/IA KAYECTBA
W BE3ONACHOCTU MEAULMHCKOMN AEATENBHOCTU

1. Hactoswwmit MNopsafoK ycTaHaBAMBAET NpaBuaa OpraHU3auum U NpoBeaeHUs Be4OMCTBEHHOMO
KOHTPO/I KayecTBa 1 6e30NacHOCTM MeANUMHCKON AeATeNbHOCTM (fanee - BeAOMCTBEHHbIA KOHTPO/Ib).

2. BefoMCTBEHHbIV KOHTPOAb oOcywecTBaseTca denepanbHbIMU OpraHamyv WUCMOAHUTENbHOWM
BJ1AaCTU M OpraHamm WUCMNONHWUTENbHOW BNAcTU CybbekToB Poccuitickolt depepaumu (panee - oprabl
NCMNONHUTENbHOW BNACTK) B NOLABEAOMCTBEHHbIX UM:

1) opraHax (ganee - nogBeAOMCTBEHHbIE OpraHbl);

2) opraHM3aumsaX, OCYLLECTBAAIOWMX MEANUMHCKYIO M GapMaLEeBTUYECKYIO AeATeNbHOCTb (aanee -
noABeAOMCTBEHHbIE OpraHu3aumm).

3. 3agavyamu Be4OMCTBEHHOrO KOHTPOAA ABAAKOTCA:

1) npegynpekaeHue, BbiBNEHWE M NpeceyYeHWe HapylweHuin TpeboBaHWi K obecnedyeHuto
KayectBa M 6e30nNacHOCTM MeOMUMHCKOM OeATeNbHOCTW, YCTAaHOB/IEHHbIX 33aKOHOAATENbCTBOM
Poccuiickoii Pepepaunm 06 oxpaHe 340P0BbA rPaXKaaH;

2) NpuHATME Mep MO MpPecevyeHuto U (MAK) yCcTpaHeHUIo MOCNEeACTBUI U MPUUYUH HapPYyLIEHWN,
BbIAB/IEHHbIX B pPamKax roCyAapCTBEHHOrO KOHTPONSA KadyecTBa M 6e30MacHOCTM  MegULMHCKOM
OeATeNbHOCTYH;

3) obecneyeHune KayecTBa MeAULMHCKOM MOMOLLM, OKa3biBAEMOWN B MeOMULMHCKMX OpraHn3aumsx,
noABeAOoMCTBEHHbIX OpraHaM UCNONHUTENIbHOW B1acTy;

4) onpegeneHve MOKasaTesnel KayecTBa [AeATENbHOCTM NOABEAOMCTBEHHbIX OPraHoB MU
opraHusauui;

5) cobnogeHne o6beEMOB, CPOKOB U YC/IOBUIA OKa3aHUSA MeAMLMNHCKON MOMOLLM B MeANLMHCKUX
opraHM3aumax, No4BeA0MCTBEHHbIX OpraHam UCNONHUTENIbHOW BlacTy;

6) cosgaHMe cUCTEMbl OUEHKM AeATelbHOCTU MeOMUMHCKUX PabOTHWKOB, Yy4acTBYHOLWMX B
OKa3aHUU MeAULMHCKUX YCAYT.

4, BegOMCTBEHHbI KOHTPO/b BK/IlOYAET NpoBegeHMe NPOBEPOK:

1) cobnoaeHns MegUUMHCKMMKN OPraHM3aLMaMM NMOPAAKOB OKasaHWUA MeAMLMHCKON MOMOLM U
CTaHAAPTOB MEeAMLMUHCKOW MOMOLLY;

2) cobnoaeHUs MeaULMHCKMMKM opraHMsauuammn 6esonacHbiX ycnoBuit Tpyaa, TpeboBaHuii no
6e3o0nacHOMY NPUMEHEHMIO U IKCNIYaTaLMU MEANUMHCKUX U3LENNI N UX YTUAN3ALUN (YHUUTONKEHUIO);

3) cobnogeHna MegUUMHCKUMKM PaboTHUKAMWU, PYKOBOAMTENAMM MEAULMHCKMX OpraHv3auuii,
dbapmaueBTUYECKMMM  PabOTHUKAMM U PYKOBOAUTENAMW anTeYHbIX OpraHM3auuii  OorpaHuUYeHui,
NPMMEHAEMbIX K HUM NPU OCYLLECTBNEHWUM NPOPECCUOHANBHOMN AEATENbHOCTY.

5. BeAOMCTBEHHbIN KOHTPO/b OCYLLECTBASAETCA YMNOJHOMOYEHHbIMU [AONKHOCTHLIMU JINLAMM
OopraHa MCMNONHUTENIbHOM BNACTU (Janee - JOMKHOCTHbIE /IMLA) B COOTBETCTBMM C UX AOJIKHOCTHLIMU
0053aHHOCTAMM Ha MNOCTOAHHOM OCHOBe /MBO MO pPEeLWeHUIOD PYKOBOAWUTENS WM 3amecTuTens
pyKOBOAWTENS OpraHa MCMNOJIHUTENbHOM BAAcCTM HA OCHOBAaHWM MNpPUKasa OpraHa WCMNOAHUTENbHOM
BJ1ACTW.

6. MeponpuaTMA MO OCYL,ECTBNEHUIO BEAOMCTBEHHOrO KOHTPO/A AO/KHbI ObiTb BK/IOYEHLI B
NaHbl PaboTbl OPraHOB UCMOJHUTENILHOW BNACTMU.

7. BefOMCTBEHHbIA KOHTPONb OCYWECTB/AETCA MNOCPeACTBOM MJAHOBbIX M BHEMJIaHOBbIX
AOKYMEHTaPHbIX U (MK) Bble3HbIX MPOBEPOK.

8. [naHoBble MNPOBEPKM B OTHOWEHUM MOABEAOMCTBEHHOrO OpraHa WAM OpraHM3auuu
OCYLLECTBAAIOTCA He Yallle YemM OAMH Pas B rog,

9. BHennaHoBble NPOBEPKM OCYLLECTBAAOTCA B C/IEAYIOWMX CAYYanX:

a) nocTynaeHne B opraH WCMNONHWUTENbHOW BNACcTM OBpalLeHUid rpaxaaH, IopUANYECKUX AU, U
MHOMBUAYANbHbIX MNpeanpuUHUMMaTENneit C KanobamuM Ha HapyleHWa NpaB WM 3aKOHHbIX WHTEpecos
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noaBeAoOMCTBEHHbIMU OpraHaMmn 1 OpraHU3aLmnamu;

6) B LLeNsAX KOHTPONA UCNONHEHUNS paHee BblAaHHbIX NOpyYeHUin 1Mbo NpeanucaHnii;

B) B LENAX MNPoOBepKM MNpeacTaBAeHHbIX MNoABEAOMCTBEHHbIMM OpraHamMyM M OpraHM3aumaMu
CTAaTUCTMYECKOM OTYETHOCTU MM AAHHbBIX MOHUTOPUHIA;

r) HaNMYMA NpUKasa PyYKOBOAUTENA OpraHa UCMOJIHUTENbHOM BACTU, U34AHHOTO B COOTBETCTBUM C
nopyyeHmamm MpesumaeHTta Poccninickoit ®epepaumm, MNpasutenoctsa Poccuiickon depepaupym anbo Ha
OCHOBaHMM TpeboBaHWA NPOKypopa O MpPOBeAEHMM BHEMIAHOBOW MPOBEPKM B paMKax Haa3opa 3a
NCMNOJIHEHNEM 3aKOHOB MO NOCTYMNMBLUMM B OpraHbl MPOKYpaTypbl MaTepuanam 1 obpaLleHuaMm;

[l) HEeCOOTBETCTBMSA MOKasaTesein OeATeNbHOCTU NOABEAOMCTBEHHOIO OpraHa WM OopraHusauun
YCTaHOB/IEHHbIM LLe/IEBbIM NOKA3aTENAM AeATeNbHOCTY;

€) HeBbINO/IHEHMA NOABEAOMCTBEHHbIM OpPraHOM WM OpraHu3auMelr YCTaHOBAEHHbIX 06bemoB
rocyapcTBEHHOr0 3a4aHNA N0 OKa3aHUI0 MeANLMHCKON MOMOLLM.

10. [JoKymeHTapHble MPOBEPKM MPOBOAATCA MyTEeM aHa/n3a AOKYMEHTOB, NpeacTaB/ieHHbIMU
noaBeaoMCTBEHHbIMW OpraHaMmn 1 opraHM3aLMAaMn, B TOM YMCAE CTAaTUCTUYECKON OTYETHOCTM U AaHHbIX
MOHMUTOPUHTA.

11. MpoBepKM NpM OCYLWECTBIEHUN BEAOMCTBEHHOIO KOHTPOA NO 06beMy noapasaenatorca Ha
LeneBble U KOMMIEKCHbIE.

12. LleneBble NPOBEPKM MPOBOAATCA B PaMKaxX PaCCMOTPEHUS KOHKPETHOro c/lydas OKasaHus
(HeoKasaHuAa) rpaxgaHMHY MeAMUMHCKOW nomouwM, obpalleHun, Kanobbl, ¢aKTa, OTAenbHbIX
rnokasaTeneun AeaTeNbHOCTU NOABEAOMCTBEHHOIO OpraHa Uam opraHM3auuiu.

13. Komn/ieKcHble NPOBEPKM MPOBOAATCA B LLEAAX UCCAeA0BaHWA COBOKYMHOCTWU MOKasaTesen,
cnyyaes, obpalleHuin, Kanob, ¢akToB, 0600WEHHbIX MO OAHOPOAHOMY TMPU3HAKY, a TaKxe
OeATeNbHOCTU NOABEAOMCTBEHHOMO OpraHa Uan opraHM3aunmn B LEeS oM.

14. Mpwv npoBegeHUMN NPOBEPOK CPOK NPOBEAEHNA KAXKAO0r0 BMAA NPOBEPKU, NPesyCMOTPEHHOIO
HacToAwmMM MNopAaagKom, He A0/KeH NPEBbIWATh ABaALaTh paboumx aHe.

B MCKNIOUMTENbHBIX C/yYanX, CBA3AHHbLIX C HEOOXOAMMOCTbIO MPOBEAEHUS CNOXKHbIX WU (MaK)
O/MTENbHbIX WUCCNeA0BAHWUIN, 3SKCMEpTU3, aHaAM30B, OLEHOK HA OCHOBAHWMM MOTUBMPOBAHHbIX
NpPeaioXeHNn AOMKHOCTHBIX UL, NPOBOAALLMX MPOBEPKY, CPOK NPOBEAEHMA NMPOBEPKU MOXKET ObiTb
NpoAa/ieH PyKOBOAMUTENIEM OpraHa UCMOJIHUTENIbHOM BIAaCTU UM €ro 3aMecTUTeNiem, HO He 6osiee Yem Ha
ABajaLaTb pabounx aHen.

CpoK npoBeAeHWs KaxkAoW W3 NpPOBEpPOK, NpeayCMOTPEHHbIX HacToawmm [llopsgkom, B
OTHOLLEHUM NoABeAOMCTBEHHOIO OpraHa MaAM opraHnsaLmm, OCyLLECTBAAIOLWENO CBOO AeATE/IbHOCTb Ha
TepPPUTOPUAX HECKONBKNUX cybbeKkToB Poccuiickoi ®eaepaummn, ycTaHaBAMBAETCA OTAE/bHO MO KarKAoMy
dunmnany, npeactaBUTeNbCTBY, 060CO6NEHHOMY CTPYKTYPHOMY NoApasAe/ieHu1Io, NPy 3TOM 06LniA CpoK
npoBeAeHMA NPOBEPKM HEe A0KEH NPEBbLILWATL WeCTbAecAT paboumx gHeN.

15. Mpu npoBepke cobAOAEHUS MEAULUMHCKMMWU OpraHM3auuaMMU  MNOPALKOB OKasaHuA
MeAULMHCKOM NOMOLLM OLeHMBAIOTCS:

1) cobnogeHme BbINONHEHUSA 3TanoB, YC/JIOBUIA M CPOKOB OKasaHMA MeAWMLUMHCKOM MOMOLIM Mo
COOTBETCTBYOLWEMY BUAY, NPodUto 3a601eBaHUIA UM COCTOSHNIA;

2) cooTBeTCTBME OpraHuMsauuMm AesTeNbHOCTU MeAMUMHCKOM OpraHusaummn, ee CTPYKTYPHOro
nogpasgeneHna, Bpaya TpeboBaHWAM MOJIOKEHUNA, PErnameHTUPOBAHHbLIX MOPSAKAMM OKasaHuA
MeANLMHCKON NomoLLu;

3) cobnogeHne TpeboOBaHMN CTAHOAPTOB OCHALLEHWA MEOULMHCKOM OopraHusaummn, ee
CTPYKTYPHbIX NoapasgeneHum;

4) cooTBETCTBME LUITAaTHOrO PACNMCaHUA PEKOMEHAYEMbIM LUTAaTHbIM HOPMaTUBAM;

5) cooTBeTcTBME AEATE/IbHOCTU OPraHU3auUMM MHbIM YCTAHOBJ/IEHHBIM MONOXEHUAM MCXO4A M3
0cobeHHOoCTeN OKaszaHUs MeaULMHCKOM MOMOLLM.

16. Mpu nposepke cobalOAEHUS MEAUUMHCKMMWU OPraHU3aumMsamu CTaHO4APTOB MegMLIMHCKOM
NMOMOLLM OL,eHMBAIOTCA:

1) cobnoaeHme BbINONHEHUA MEANLMHCKUX YCAYT B 3aBUCMMOCTM OT yCpeAHEHHbIX MokasaTtenen
YacTOTbl M KPaTHOCTU UX NPUMEHEeHUs, 06OCHOBAHHOCTb Ha3HaAYeHUA MEeAULMHCKUX YCAYTr, UMEOLLNX
ycpeaHeHHyto YacToTy meHee 1,0, NoNHOTA BbINO/IHEHMA YCAYT C yCpeAHeHHoM yacToTol 1,0;

2) 060CHOBaHHOCTb 1 MO/IHOTA Ha3HaYeHMA IeKAPCTBEHHbIX NPENapaToB, KOMNOHEHTOB KPOBMU;

3) 060CHOBAHHOCTb UM MOJIHOTA Ha3HAYeHUss UMNAAHTUPYEMbIX B OPraHWM3M YenoBeKa
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MeAUNLIMHCKUX U3aennii;

4) 060CHOBaHHOCTb W MOMHOTA Ha3HayeHUs BWAOB Ne4yebHOro NWUTaHUA, BKAKOYas
CNeuUnanmn3nNpPoBaHHbIe NPOAYKTbI Ie4ebHOro NUTaHus;

MHble NONOXEHUsA, Ucxoaa U3 ocobeHHocTel 3aboneBaHuA (cocToaHMA).

17. MNpu npoBepKe cobOAEHUA MEeAULUNHCKMMM OpraHM3aumamm H6esonacHbIX YCNOBUI Tpyaa,
TpeboBaHMI No 6e30nacHOMY NPUMEHEHUIO U IKCTTyaTaUUn MeANUMHCKUX U34EeNNN U UX YTUIU3ALUM
(YHMYTOXKEHMIO) OLLeHUBAIOTCS:

1) cooTBeTCTBME HOPMATMBA UYMC/EHHOCTU CAYy»KObl OXpaHbl Tpyaa TpeboBaHUSM TPyAOBOro
3aKoHoaaTeibcTBa Poccuitckon ®egepauymm;

2) ypoBeHb NOArOTOBKM CMELNANNUCTOB MO OXPaHe TPYAa U NOBbILEeHUE UX KBaMdUKaLmuK;

3) opraHusauma obyyeHma paboTHNKOB 6e3onacHbIM MeToaam 1 NpUuemam Tpyaa;

4) npepoctaBneHne paboTHWMKAM, 3aHATbIM Ha paboTax c BpeAHbIMM M (MAKM) OMACHbIMMU
YCNIOBMAMU TpyAa, KOMMEHCAUWM, YCTAaHOBJIEHHbIX MO pesy/nbTaTaM aTTecTaumMm paboumx mecT no
YC/NIOBUAM TPYAa;

5) obecneyeHHOCTb paboOTHMKOB CcpeacTBAMU  WHAMBMAYANbHOM 3aWMTbl, MOJOKOM WM
NPoAyKTaMu, ero 3aMeHALWNMU, Ne4ebHO-NPOPUNAKTUYECKUM NMUTAHUNEM;

6) cobnogeHne TpeboBaHUI 6e30MaCHOCTU MEAUUMHCKUX WU3AENUA, NpeayCMOTPEHHbIX
HOPMaTUBHOW AOKYMEHTaLUMen NnponssoanTens;

7) cobnogeHue TpeboBaHMI K yTUAM3AUMW  (YHUUTOMKEHUIO) MEAMUMHCKUX U3LAENUN,
npeaycMoTPEHHbIX TEXHUYECKOM W 3KCNyaTaUuMOHHON AOKYMEHTaLMel Npon3BoaUTeNs;

8) cobnoaeHme ycTaHOBAEHHbIX MPaBua B chepe obpalleHns MeguLMHCKUX U3aenunii;

9) BbiNONHEeHUEe o0bA3aHHOCTEN NO COOOLIEHUI0 CBEeAEeHUN, YKasaHHbIX B 4Yactu 3 ctatbun 96
depepanbHOro 3akoHa ot 21 Hosbpa 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 340POBbA rPaXaaH B
Poccuitckoit depepauun” (CobpaHue 3akoHoaaTenbcTea Poccuiickoit Pepepaunn, 2011, N 48, cT. 6724;
2012, N 26, cT. 3442, 3446).

18. Mpu npoBepke cobaogeHns MmeguUMHCKUMU PaboTHMKaMK, PyKOBOAUTENAMMN MEANLMUHCKUX
opraHmsaunii, ¢apmaueBTUYECKUMM PabOTHUKAMU U PYKOBOAUTENSAMWU anTeYHbIX OpraHm3auum
OrPaHUYEHUIN, MNPUMEHAEMbBIX K HUM MPU  OCYLLECTBAEHUN NPOPECCUOHANbHON AeATeNbHOCTH,
OLLeHMBAlOTCS:

1) HanMumMe AOroBOPOB O NPOBEAEHUUN KIMHUYECKUX UCCNEA0BAHMIA IeKapCTBEHHbIX NPenapaTos,
KAMHUYECKMX WUCMNbITAHUN MEAMUMHCKUX U3OeNNi, a TaKKe 06 OCyLecTBAeHUM MeaULUHCKUM
paboTHMKOM Negarornyeckont n (Mnn) HayyHoMm AeATeNbHOCTY;

2) poroBopbl O MNOCTaBKax JIEKAPCTBEHHbIX MPenapaToB, MeAMUMHCKUX M34enuit Ha npeamet
Ha/MuMA B HUX YC/NIOBUM O Ha3HAYEHUN WAU peKOoMeHZauuu nauueHTam Anbo o npeanoXKeHuu
HaceneHuto onpeaeneHHbIX JIEKAPCTBEHHbIX NPEnapaToB, MeAULMHCKUX U34eNnit;

3) yTBEP)KAOEHHbLIA  AAMUHUCTPALMEN MeAMUMHCKOM  opraHvMsauuuM  Mnopsafiok  yyacTtus
npeacraBuTeNiell opraHnsaunin, 3aHMMaloLWMXCA Pa3paboTKol, NPoM3BOACTBOM U (MAKM) peanusauumeit
JIEKapCTBEHHbIX NpenapaTtoB, MeAMUMHCKUX W34enuni, opraHuvsauuii, obnagalowmx npaBamn Ha
MCNo/Nb30BaHME TOProBOr0 HAMMEHOBAHMA JIEKAPCTBEHHOro MpenapaTta, OpraHu3auWii  OnTOBOM
TOProB/AX NIEKAPCTBEHHbIMM CPEACTBaMW, anTeyHbliX oOpraHu3auui (Mx npeacTaBUTENEN, WHbIX
dOU3MYECKUX U IOPUANYECKUX NINL, OCYLLECTBASIOLLNX CBOKO AEATENbHOCTb OT MMEHU 3TUX OpraHu3aLmii)
(manee COOTBETCTBEHHO - KOMMaHWA, MpPeAcTaBUTENb KOMMNaHMM) B COBpPaHUAX MeOULMHCKUX
pPabOTHMKOB M MHbIX MEPOMNPUATUAX, CBA3AHHbIX C NOBbIWEHNEM UX NPOGECCUOHANIbHOIO YPOBHA UK
npegocraBaeHneM MHPopmaLmm, NpesyCMOTPEHHOM YacTbio 3 cTaTbk 64 PepepanbHOro 3akoHa ot 12
anpena 2010 r. N 61-®3 "O6 ob6palieHMM neKapcTBeHHbIX cpeacTs” (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit Pepepaumn, 2010, N 16, ct. 1815, N 31, cT. 4161, N 42, cT. 5293, N 49, cT. 6409; 2011, N 50,
cT. 7351; 2012, N 26, cT. 3446) 1 yacTblo 3 cTaTbk 96 PeanepanbHOro 3akoHa ot 21 HosbpA 2011 r. N 323-
®3 "0Ob ocHOBax OxpaHbl 340pOBbA rpaxKaaH B Poccuiickoin deaepaumumn';

4) opraHusaums paboTbl, HanpaBJeHHON Ha npeaynperKAeHWe HapyWeHUn MeaUUNHCKUMU
paboTHMKamMn U apmaueBTUYECKUMM PaBOTHUKAMWU OrpaHUUYEHWUM, YCTAHOB/NEHHbLIX CcTaTbein 74
depnepanbHoro 3akoHa ot 21 Hosbpa 2011 r. N 323-93 "O6 ocHOBax OXpaHbl 340POBbA rpaxiaH B
Poccuitickoit  depepauumn”, B TOM u4ucne nNo WUHOOPMUPOBAHUIO MEAULMHCKMX pPaboTHMKOB,
dbapmaLeBTMUYECKUX PabOTHUKOB, KOMMaHUIA, NpeACcTaBUTEIel KOMMNAHWI U rpaXaaH 06 YyCTaHOBNEHHbIX
3anpeTax Ha coBeplIeHMe onpeaesieHHbIX AeNCTBUIM M OTBETCTBEHHOCTM 3a UX COBEpLLEHME;
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5) obpalleHus rpaxagaH, cogepaline cBeaeHusa 0 NpesoCcTaBAeHMM HeAOCTOBEPHOW, HEMOIHOM
AN UCKaXKeHHO MHPopMaLmn 06 MCNoAb3yeMblX MPU HA3HAYEHUM KypCa NIeYeHUA NEeKAPCTBEHHbIX
npenapatax, 0 MeAUUMHCKUX W3LEeNUAX, BKAOYAA COKPbITUE CBEAEHMI O Hanuumm B obpalueHun
aHaNOIMYHbIX JIEKAPCTBEHHbIX NPenapaTtoB, MeAULUMHCKUX U3AeNuih, AMbo O HaAnyMM B anTeyHoM
OpraHM3aLUnm NeKapCcTBeHHbIX NpenapaTtos, UMEKLWNX OANHAKOBOE MEXKAYHAPOAHOe HenaTeHTOBaHHOe
HaMMeHOBaHWE, MeANLMHCKUX U3LENNN, BKAOYAA COKPbITUE MHPOPMALIMN O HANNYUM NEKAPCTBEHHbIX
npenapaToB U MeAULMHCKUX U34eNUN, UMeroLwmx 6onee HU3KYIO LEeHy.

19. O npoBegeHMM NNAHOBOM MPOBEPKM NOABEAOMCTBEHHbIE OpraHbl WM OpPraHusaLum
YBEeAOMAAIOTCA MyTeM Hanpas/ieHUA KOMUW NpUKasa O NpPoBeAeHUN NPOBEPKM He MOo34Hee Yem 3a Tpu
pabounx gHA A0 Havana ee NpoBefEeHUA.

20. O npoBeAeHMM BHEMIAHOBOM MPOBEPKM MNOABEAOMCTBEHHbIA OPraH WAM OpraHusauma
yBEAOMANAOTCA NOObIM AOCTYMHbIM CNOCOBOM He MeHee YeM 33 ABajLaTb YeTbipe Yaca A0 Havana ee
nposeneHus.

B cnyuyae, ecnn B pesynbTate AeATENbHOCTM MNOABEAOMCTBEHHOrO OpraHa WAM opraHuM3aumu
NPUYMHEH WAU NPUYUHAETCA Bpes, U3HW, 340POBbIO rpagaH, npegsapuTesibHoOe yBeaoMNeHue
yKa3aHHOM opraHu13aLmMm o Havane NpoBeseHNn BHEMAHOBOW NPOBEPKM He TpebyeTca.

21. K npoBepKam Npu OCyLLeCTBAEHUN BEAOMCTBEHHOIO KOHTPOAA MOTYT NPUBAEKATbCA HayyHble
MU WHble OpraHM3aumMK, ydyeHble M CNeuManucTbl (fanee - 3KCNEepPTHble OpraHM3aLMu, 3KCNepTbl), 3a
WCKNOYEHNEM /UL, COCTOALLMX C NOABELOMCTBEHHbIM OPraHOM WM OpraHM3auuen B TPYAO0BbIX UK
WHbIX OFOBOPHbIX OTHOLLEHUAX.

22. lNpoBepKn NpoBOAATCA HAa OCHOBAHMW MpPUKa3a PyKoOBOAUTENA, 3aMeCcTUTeNa pykosoauTens
OopraHa UCNOJIHUTENbHOW BAACTU, B KOTOPOM YKa3blBalOTCA:

1) HameHoBaHWe opraHa Be4OMCTBEHHOTO KOHTPONS;

2) bamunnm, MmeHa, oT4ecTBa, AO0JIKHOCTU LOMKHOCTHBIX /UL, YTOJHOMOYEHHbIX Ha NpoBeAeHue
NPOBEPKM, a TaKKe NpMBAEKaeMbIX K MPOBEAEHWNIO NPOBEPKM IKCMEPTOB, NPeacTaBUTENEN SKCMEPTHbIX
opraHusaunii;

3) cBegeHMa 0 MeAMUMHCKOW opraHM3aumm (HauMeHOBaHMWE PUAMYECKOro /iMua), NpoBepKa
KOTOPOW NPOBOAMUTCS;

4) uenwn, 3agauu, Bua, npegMeT NPOBEPKU U CPOK ee NpoBeaeHUs;

5) npaBoBble OCHOBaHMA NPOBEAEHUSA NPOBEPKY;

6) CPOKM NpoBeaeHUA N NepedyeHb MePONPUATUIA NO KOHTPOJIKO, HEOBXOAMMbIX ANA AOCTUNKEHMUA
uenen 1 3aa4y NpoBeAeHNA NPOBEPKY;

7) nepeyeHb HOPMATUBHbIX aKTOB, PEryINpYIoWMX NpoBeaeHNe MePONPUATUA NO KOHTPOJIIO;

8) nepeyeHb AOKYMEHTOB, NPeACTaBAEHNE KOTOPbIX HEOOXOAMMO ANSA AOCTUKEHUA Lenen 1 3asad
nposeneHuUA NPOBEPKU;

9) paTbl Ha4Yana M OKOHYAHWUA NPOBELEHMUA NPOBEPKM.

23. Bble3gHaa npoBepKa HauMHaeTca C NpeabABAeHMA OO/KHOCTHbIMU  ULAMM  OpraHa
WCNOJIHUTENBbHOM BNACTU CAYKeBHOro yAoCToBepeHUs, 06A3aTelbHOro 03HAKOMIEHWA PYKOBOAUTENS,
WMHOrO [O/MXKHOCTHOFO AMLA WAM YNOJHOMOYEHHOrO NPEeACTaBUTENA MEeOMULMHCKOM OopraHuM3auum c
NPWUKa3oM PYKOBOAWUTENA, 3aMeCTUTENA PYKOBOAUTENA OpraHa UCNOJHUTENbHON BAACTU O Ha3HAYeHUU
npoBepkn (NpM HaAMuMKM) U C NOJIHOMOUYMAMM MPOBOSALLMX Bble3LHYHO MPOBEPKY /ML, a TaKkKe C
uenamM, 3afavyamu, OCHOBAHMAMM MPOBEAEHUSA MPOBEPKM, BUAAMW U OOBEMOM MEPONpPUATUIA NO
KOHTPO/II0, COCTaBOM 3KCMEepPTOB, NPEeACTaBUTENAMM IKCMEPTHbIX OPraHW3auui, MpPUBIEKAEMbIX K
npoBepKe, CO CPOKaMM U C YCIOBUAMU ee NpoBeSeHUA.

24. [loNKHOCTHblEe NNLA OPraHOB UCMOAHWUTENIbHOW BAACTM MPM NPOBEAEHUN BeAOMCTBEHHOMO
KOHTPO/1A UMeIoT NpaBo:

1) ocywecTtBnAaTb nonyyeHue, cbop U aHaNM3 CBeAEHUIN O AEATENbHOCTM NOABEAOMCTBEHHOIO
opraHa unauv opraHusaumu;

2) 3HaKOMWUTbCA C [JOKYMEHTaMM, CBA3AHHbIMM C UEAAMM, 33aZavyamMu U NpeameTom
BEOMCTBEHHOIO KOHTPO/IA, B TOM YnCae C MeANLUHCKUMU AOKYMEHTaMU rpaxKaaH <1>, cHMmaTb Konuu
C YKa3aHHbIX AOKYMEHTOB, a TaKXe NPou3BOAMTb B HEOBXOAMMbIX C/ydasx GOTO- U BUAEOCHEMKY NpU
OCYLLEeCTBNEHNN OCMOTPaA N 06CNef0BaHUS;

<1> B cooTtBeTcTBUM C NyHKTOM 10 yactu 4 cTaTbm 13 deaepanbHOro 3akoHa ot 21 Hosbpa 2011 r.
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N 323-93 "O6 ocHoBax oxpaHbl 340p0BbA rpaxaaH B Poccuiickoin Peagepauymn”.

3) mocTyna B MCNosib3yemble Noases0MCTBEHHbIM OPraHOM M OpraHM3aumeit Npu ocyLecTBAEHUN
LeATeNbHOCTU Tepputopun, 34aHUA, CTPOEHUA, COOPYKEHMA, MNOMELLEeHUA, K UCNOoJb3yeMbiM
obopyaosaHuto, NoA0OHbIM 06 beKTam, TPAHCMOPTHbLIM CPeaCcTBaM;

4) opraHM30BbIBaTb NPOBEAEHNE HEOOXOANMbBIX UCCNEA0BaHUI, SKCNEPTMU3, aHa/IM30B U OLLEHOK, B
TOM YMC/le SKCNEePTM3 KayecTBa MeAMLUNHCKOM NOMOLLUM.

25. JonxHOCTHbIE nLUa NpU NPoBeAeHUN BeAOMCTBEHHOIO KOHTPOIA 006A3aHblI:

1) cobniogaTb 3akoHoAaTenbCTBO Poccuiickon depepaumn, npaBa UM 3aKOHHbIE WHTepechI
npoBepsieMbIX NOABEAOMCTBEHHbIX OPraHOB 1 OpraHU3aLnii;

2) npoBOAUTL NPOBEPKY BO BPEMS UCNOSIHEHUS CNYKeOHbIX 0683aHHOCTEN;

3) npepocTaBAATb PYKOBOAWUTENO, WHOMY OO/MKHOCTHOMY JMLY MAM  YNONHOMOYEHHOMY
npeacTaBuMTeNl0O NMPOBEPAEMOro opraHa WAM OpraHusaumu, MPUCYTCTBYIOLWLEMY MPU MPOBEAEHUM
npoBepKn, MHGOPMaLMIO U OKYMEHTbI, OTHOCALLMECH K NpeaMeTy NPOBEPKU;

4) 3HAKOMWUTb PYKOBOAUTENA, MHOE AO0NKHOCTHOE JIMLO MM YNOJHOMOYEHHOTo NpeacTaBUTens
NpPoBEPSAEMOro opraHa Ui OpraHn3auUnn ¢ pesynbTaTaMmn NPOBEPKU, B TOM YMCNE C aKTOM NPOBEPKY;

5) cobntoaaTh ycTaHOBAEHHbIE HAacTOALWMM [MopAAKOM CPOKM NPOBEAEHMA MPOBEPKMU.

JocTyn K cBeAeHMAM, COCTaBASAIOWMM rOCyJapCTBEHHYIO U MHYIO OXPaHAEMYI0 3aKOHOM TaiHy,
ocyuiecTBaseTca ¢ cobnogeHmem TpeboBaHUIM 3aKoHoAaTeNbCcTBa Poccuinckoit deaepaumu.

26. PykoBoAuTeNb, MWHOE [O/IKHOCTHOE /INLUO WAM  YNOJHOMOYEHHbIM nNpeacTaBUTENb
NPoOBEPSEMOro OpraHa WAM OpraHM3auuu npu MPOBEAEHUU MEepPOoNnPUATUI NO BeAOMCTBEHHOMY
KOHTPOJI0 MMEIoT NpaBso:

1) npucyTcTBOBaTbL NPY NPOBEAEHMM MPOBEPKM, AaBaTb 0OBACHEHUSA MO BONPOCAM, OTHOCALLMMCS
K NpeaMeTy NpoBepKU;

2) nonyyaTb OT OPraHOB MCMONIHUTENILHOW BNIACTU, UX OOMKHOCTHBIX ML, MHOOPMaLUUIO, KOTopas
OTHOCUTCA K MpeameTy NPOBEPKU U NpeaocTaB/ieHne KOTOPON MpesycCMOTPEHO 3aKOHOAATeNbCTBOM
Poccuitckoin Pepepaumnu;

3) 3HaKOMUTBLCA C pesysibTaTaMn BEAOMCTBEHHOIO KOHTPOJIS;

4) obxkanoBaTb gencTeuA (6espeicTBue) AOMKHOCTHBLIX AL, MOBJEKlWMe 3a coboil HapylleHue
npaB MNPOBEPAEMOro OpraHa WAW OpraHusauuu, Npu NpoBeAeHUN BeJOMCTBEHHOrO KOHTPOAA, B
nopsake, ycTaHOBNEHHOM 3aKOHOAaTeNbCTBOM Poccuiickon deaepaunim.

27. PykoBoauTeNb, MWHOE [JO/IKHOCTHOE /INLUO WAM  YNOJHOMOYEHHbIM nNpeacTaBUTENb
NPOBEPSAEMOro OpraHa WAM OpraHM3auuu npu MpoBEAEHUM MEepPOoNnpPUATUI NO BeAOMCTBEHHOMY
KOHTPO0 06a3aHbI:

1) npefocTaBUTb KONMUK AOKYMEHTOB M NOSICHEHMA NO 3anpocy OpraHOB UCMOAHUTENbHOW BNAaCTU
npu NpoBeaeHNM NPOBEPKY;

2) NnpenoCTaBUTb AO/IKHOCTHBIM IMLAM, NPOBOAALMM MPOBEPKY, BO3MOXKHOCTb 03HAaKOMUTLCS C
OOKYMEHTaMM, CBA3aHHbIMU C LEeNsMmu, 3agadyamm U npegMmeToMm BeAOMCTBEHHOIO KOHTPOASA, a TaKkKe
obecneunTb AOCTYN NPOBOAALIMM Bbl€3AHYIO MPOBEPKY AO/IKHOCTHbIM /IMLAM Ha TeppuTopuio, B
NCNosib3yeMble NpoBepsieMbiM OPraHoOM UKW opraHu3aumer Npu ocyLecTBAeHNN AeATENbHOCTU 30aHKS,
CTPOEHUA, COOPYNKEHMUSA, MOMELLEHUA, K WCNOJb3yeMbiM 060pyAoBaHUIO, NOAO6HbIM Ob6bEKTaM,
TPAHCNOPTHbLIM CPeaCTBAM.

28. Mo pesynbTaTam MPOBEPOK B pPaMKax BEAOMCTBEHHOrO KOHTPO/A AOJIKHOCTHbIMMU /IMLLAMM
OopraHa UCNOJIHUTENbHOW BNACTU, NPOBOAALLMMM NPOBEPKY, COCTABNAAETCA aKT NPOBEPKM.

B aKTe npoBepKM yKasblBaloTCA:

1) paTta, Bpems U MeCTo COCTaB/IEHUA aKTa NPOBEPKU;

2) HaumeHoBaHWe opraHa Be4OMCTBEHHOIO KOHTPOIS;

3) gata n Homep NPUKAsa PYKOBOAUTENS, 3aMeCTUTeNIA PYKOBOAMUTENA OpraHa UCMOJIHUTENbHOM
B/1ACTU O NPOBEAEHUM NPOBEPKY;

4) damunnm, MMeHa, 0T4ECTBa U AONKHOCTM AOJIKHOCTHbIX UL, NPOBOANBLUNX MPOBEPKY;

5) cBeaeHMA o NpoBepaeMoM OpraHe UaM opraHusaumm (HaMmeHoBaHWe, PUANYECKUIA agpec, a
Takxke damuana, MMA, OTYECTBO U [O/IKHOCTb PYKOBOAUTENA, WMHOIO AO/BKHOCTHOrO /Auua Wau
YNONHOMOYEHHOTO NpeAcTaBUTeNs, NPUCYTCTBOBABLLEro NPy NPoBeAeHUM NPOBEPKN);

6) AaTa, Bpemsa, NPOAO/IKUTENBHOCTD U MECTO NPOBeAEHUSA NPOBEPKY;
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7) cBepeHuUA o pesyabTaTax NpPoBEpPKM, B TOM YKC/E O BbISIBAIEHHbIX HapyLweHWAX, 06 Ux xapaKkrepe
W 0 NMLax, JONYCTUBLUMX YKa3aHHbIe HapyLleHus;

8) cBegeHna 06 03HAKOMIEHMM UM OTKa3e B O3HAKOMJ/IEHWWU C aKTOM MPOBEPKN PYKOBOAUTENS,
WHOTO [O0/BKHOCTHOrO /MLA WMAW YNOJHOMOYEHHOro nNpeacTaBuUTEeNA MNPOBEPAEMOro OpraHa Wau
OopraHmMsaLuuy, NPMUCYTCTBOBABLUIEro NP NPOBEAEHUM MPOBEPKY;

9) nognNuMcK AONKHOCTHbIX /UL, NPOBOAMBLUNX NPOBEPKY.

29. K aKTy NpoBEpKU MpuaaratoTca NPOTOKO/bl MW 3aKNHOYEHUA NO pe3y/ibTaTamM NpPoBeLeHHbIX
NccNefoBaHUI, 3KCNEPTU3, aHA/IM30B, OLUEHOK, 06BbACHEHWA PabOTHMKOB MPOBEPAEMOro opraHa Wau
OpraHu3aLMn, Ha KOTOPbIX BO31araeTcs OTBETCTBEHHOCTb 3a BblfABAEHHbIE HApyLIEHUA, NpeanucaHmna ob
YCTPAHEHUW BbIABAEHHbIX HAPYLIEHWUI U MHblE CBA3AHHbIE C Pe3yibTaTaMM NPOBEPKN AOKYMEHTbI UK UX
KOMuu.

30. AKT npoBepKn opopmnAeTca HenocpeacTBEHHO MOC/e ee 3aBeplleHnsa B ABYX 3K3eMnaApax,
OAMH M3 KOTOPbIX C KOMUAMW MNPUIOMNKEHWUIN HanpaBnAeTca B MNOABEAOMCTBEHHbIA OpraH Wau
opraHM3aumto NMbo BPYYAETCA PYKOBOAUTEND MAM YNOJHOMOYEHHOMY MNPeACTaBUTENt0 YKA3aHHOro
opraHa UAW OpraHM3aumun nog pacnucky o6 o3HakomaeHun AnMbo 06 oTKase B O3HAKOMNEHUW C aKTOM
NpoBEpPKMU.

31. B cayyae ecam ANnA COCTAB/IEHUA aKTa MPOBEPKM HEOOXOAMMO MOAYYMTb 3aKAOYEHMA MO
pe3y/nbTaTaM NPOBeAEHHbIX UCCAe0BaHUI, SKCNepTU3, aHaIM308, OLLEHOK, aKT NPOBEPKKU COCTaBNAeTCA
B CPOK, He MpeBblluatowmii Tpex paboumx gHel nocsne NoAyvYeHUss OpPraHOM WMCMOJIHUTENIbHOM BAACTU
COOTBETCTBYIOLLETO 3aK/OHEHMA.

32. Mpw BbIABNEHUM B XO4E NPOBEPOK HAPYLUEHWIA:

1) pyKkoBOAMTE/NO, WHOMY AOOJ/IKHOCTHOMY JIMLY WM  YNOJHOMOYEHHOMY MNPEeACTaBUTENIO
noABefOMCTBEHHOrO OpraHa WM OpraHu3auuK BblAAeTca npeanucaHne o6 yCcTpaHeHUU BbIABAEHHbIX
HApYLLEeHWUI C YKazaHNEM CPOKOB UX YCTPaHEHUS;

2) opraHoOM WUCMONHUTENbHOM BIAaCTU B pamKax KOMMETEHLMM NPUHUMAIOTCA Mepbl MO KOHTPO/IO
3a YCTPaHEHWEM BbISIBIEHHbIX HapyLWeHWI (B TOM Yncae NyTem NPOBeAeHWA BHEMIAHOBbIX NMPOBEPOK),
UX NpeaynpexKaeHuto, NpeaoTBPaLLEHMIO BOSMOXHOIO NPUYNHEHMA Bpeaa XU3HW, 340P0OBbI0 rparkaaH,
a TaKXKe mepbl NO NPUBAEYEHUIO NNL, AONYCTUBLUUX BbiAB/IEHHbIE HAPYLIEHUA, K OTBETCTBEHHOCTU;

3) B cnyyae, ecnu BbiIBIEHHbIE HAPYLIEHMSA OTHOCATCA K KOMMETEHLMU OPraHa, YNoJIHOMOYEHHOTO
B COOTBETCTBMM C 3aKoHoAaTenbCTBom Poccuiickoit depepaupmm ocywecTBaATb FOCYAAPCTBEHHbIN
KOHTPO/Ib B YyCTaHOBNEHHON cdepe [eATeNbHOCTW, OpraH MWCNOAHUTENIbHOM BAACTU Hanpasaset
MHGOPMALMIO O BbIABIEHHBIX HAPYLUEHWUAX B OPraH rocyapCTBEHHOrO KOHTPOAA NO KOMMETEHLUMN.




