3apeructpupoBaHo 8 MuHtocte Poccuu 3 uions 2013 1. N 28631

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUMCKOW ®EAEPALIUM

NPUKA3
ot 21 pexkabps 2012 r. N 1340H

OB YTBEPKAEHUU NOPAAKA
OPFrAHU3ALMU U NPOBEAEHMA BEAOMCTBEHHOIO KOHTPONA KAYECTBA
M BE3ONACHOCTU MEAULIMHCKOW AEATENBHOCTH

B cooTBeTcTBuuM c vacTeio 2 ctateun 89 PeaepansHOro 3akoHa or 21 Hosbpa 2011 r. N 323-@3 "06
OCHOBax OXpaHbl 3A0POBbA rpawaad B Poccuitckon Depepauun” (CobpaHue 3aKOHOAATENLCTBA
Poccuiickon ®egepaumu, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442; 2012, N 26, cT. 3446) M NOANYHKTOM
5.2.205 Monoxenua o MuHUCTEpPCTBE 34pPaBOOXPaHEHMA Poccuickon Depepaumu, YTBEPHKAEHHOTO
nocraHosnenuem Mpasutenncrsa Poccuinckoin ®Pegepaumm ot 19 wioHa 2012 r. N 608 (CobpaHue
3akoHogaTenscTBa Poccuitckont Pepepaymnu, 2012, N 26, c1. 3526), NpUKasbiBalo:

YT8epAUTL NOPRAOK OPraHu3aumMM W NPOBEAEHMA BEAOMCTBEHHOrO KOHTPONA Kauyecrsa W
6e30NacHOCTU MEeAUUMHCKON AEATENLHOCTU COFNACHO NPUNOKEHMIO.

MuHucTp
B.1N.CKBOPLIOBA

Npunoxexne

K npukaszy MuHUCTEPCTBA 34PaBOOXPAHEHNA
Poccuitckon Pegepaymm

ot 21 pekabpsa 2012 r. N 13401

noPAAOK
OPFAHU3ALUWUKU U NPOBEAEHUA BEAOMCTBEHHOIO KOHTPO1A KAYECTBA
M BE3ONACHOCTU MEAULUUHCKOW AEATENBHOCTH

1. Hactoawmi NopsaoK YCTaHaBNAMBAET NPaBUNa OPraHn3aumv v NpPoBeAeHMA BeAOMCTBEHHOTO
KOHTPONA KavecTsa 1 6e30NacHOCTU MEANUMHCKOW ABATENLHOCTU (aanee - BeAOMCTBEHHbIN KOHTPO/b).

2. BepomCcTBEHHbIA KOHTPONb OCYWECTBNAETCA GeaepanbHbiMKU OPraHamu CNONHUTENLHOM| BNaCTH
M OpraHamu WCNONHWUTENbHOM BnacTu cybvektoB Poccuickon DPepepaumu (panee - opradol
MCMNONHUTENLHOW BNACTH) B NOABEAOMCTBEHHBIX MM:

1) opraHax (aanee - NOABEAOMCTBEHHbIE OPraHbl);

2) OpraHu3aumax, OCYLLECTBARIOWMX MEAUUMHCKYIO 1 GapMaLEBTMHECKYIO AGATENLHOCTL (Aanee -
NOABEAOMCTBEHHbIE OpraHu3aLmm).

3. 3apavamu BeAOMCTBEHHOTO KOHTPONS ABNAIOTCA:

1) npeaynpesxxaeHue, BLIABNEHWUE U NPECEYEHWE HapyeHui TpebosaHmii k obecneyeHmnio KayecTsa
u 6e30NacHOCTU MEAMUMHCKOW AOEATEeNbHOCTW, YCTaHOBAEHHbIX 3aKOHOAATENbCTEOM POCCMIICKON
Depepauunn 06 OxpaHe 340POBLA rPamaaH;

2) NpUHATME MEep NO NPECEeYEHMI0 W (UNKU) YCTPAHEHWIO NOCNeACTBUIA U NPUNUH HaPYLWEHMN,
BbIABNEHHbLIX B pPamMKax rocyaapCTBEHHOr0 KOHTPONA Kauecrsa w Be3zonacHoCTH MGAMQMHCKOﬁ



OeATeNbHOCTH,

3) obecneyeHune KauecTBa MEAUUNHCKON NOMOLLM, OKa3bIBAEMON B MEANLMHCKMX OPraHu3auuax,
NoABEeAOMCTBEHHbIX OPraHam MCNONHUTENLHOM BNACTU;

4) onpepenexHue nNOKasaTeNe’ KayecTBa AEATENLHOCTM NOABEAOMCTBEHHBIX OPraHos W
opraHu3auui;

5) cobnoaeHne 06LEMOB, CPOKOB U YCNOBUHM OKA3aHUA MEAULMHCKON NOMOLWM B MEAULMHCKUX
Opranusaumax, NnoABeAOMCTBEHHbIX OpraHam mcnonuwrenbnoﬁ BnacTm,

6) CO34aHMUe CUCTEMbI OLEHKM AEATENBHOCTH MEANLMHCKUX PaBOTHUKOB, YH4aCTBYIOLMX B OKa3aH1M
MEAUUMHCKUX YCAyT.

4. BeAOMCTBEHHbIN KOHTPONb BKAKOYAET NPOBEAEHME NPOBEPOK:

1) cobniogeHua MeauUMHCKUMK OPraHu3aumamMmmn NOPAAKOB OKA3aHMA MEAMLMHCKON NOMOLM 1
CTAHAAPTOR MeAULIMHCKOW NOMOLLY;

2) cobniogeHua MeAUUMHCKMMK OpraHu3aumamu Be3onacHbix ycnosBui Tpyaa, TpebosaHuin no
Be3onacHoOMy NPUMEHEHUIO U IKCNAYATALUKN MEAUUMHCKUX U3ABNMIA 1 UX YTUAN3AUMM (YHUNTOKEHNIO);

3) cobnioperHna MeaUUMHCKMMU PaBOTHUKAMKU, PYKOBOAUTENAMU MEAUMUMHCKUX OpraHv3auui,
dapmauesTHyeckumMy PaboOTHUKAMKM U PYKOBOAUTENAMM aNTEYHbIX OPraHM3aunii  OrpaHuyeHmi,
NPUMEHAEMbIX K HUM NPK OCYWECTBAEHUU NPOGECCOHANBHON ABATENLHOCTH.

5. BegomcTeeHHbIM KOHTPOAb OCYWECTBAAETCA YNONHOMOYEHHbIMU AO0MKHOCTHBIMU AMLEMK
OpraHa UCNONHWUTENBHOW BNACTW (Aanee - AO/MKHOCTHbIE ML) B COOTBETCTBUM € MUX AOMKHOCTHBIMMU
00A3aHHOCTAMM Ha NOCTOAHHOW OCHOBE NMBO NO pelWeHW PYKOBOAWUTENA WAU 3aMecTUTeNs
PYKOBOAUTENA OPraHa MCNONHUTENBHOM BAACTK Ha OCHOBaHWM NPUKa3a OPraHa UCNONHUTENBHOMN BNACTY.

6. MeponpuaTMA N0 OCYWECTBNEHWID BEAOMCTBEHHOTO KOHTPONA AO0MKHbLI ObiTh BKAKOYEHbLI B
nnaHel PaboTbl OPraHoOB UCMONHUTENLHOW BAACTH.

7. BeAOMCTBEHHbLIW KOHTPONbL OCYWECTBAAETCA NOCPEACTBOM NAAHOBLIX W BHENNAHOBLIX
NOKYMEHTAPHbIX W (MN1) BbIE34HbIX NPOBEPOK.

8. MMnaHoBble NPOBEPKM B OTHOWEHWM NOABEAOMCTBEHHOTO OpraHa WAM OpraHM3aunu
OCYWECTB/IAIOTCA HE Yalle Yem OAuH pas3 B rog.

9. BHennaHosbie NPOBEPKYU OCYLWECTBNAIOTCA B CACAYIOWLMX CAYHAAX:

a) NOCTyNNeHWe 8 OpraH MCMONHWUTENLHOW BNACTM OBPAaWeHuin rpamaaH, PUANYECKUX NuL U
MHAMBUAYANbHLIX NPeANpUHUMATENe € Kanobamu Ha HAPYWEHWA NPaB U 3aKOHHbIX MHTEPECOB
noAseAOMCTBEHHBIMU OPraHamMm U OpraHu3aunMaAMY;

6) B UENAX KOHTPONA UCNONHEHWUA PaHee BblAaHHbIX NOPYYeHMi 1MBO NpeanucaHmii;

B) B UENAX NPOBEPKU MNPEACTABNEHHBIX NOABEAOMCTBEHHBIMM OPFraHamMu W OPraHW3auMAMM
CTATUCTUHECKON OTHETHOCTU MW AAHHbIX MOHUTOPUHKIA;

r) HANUYKUA NPUKA3a PYKOBOANTENSA OPraHa MCNONHMTENbHON BNACTKH, M3AAHHOTO B COOTBETCTBMM C
nopyuesuamu Mpesunaenta Poccuinckon Peagepauuu, Mpasutenncrea Poccunckon Peaepaumn nubo Ha
OCHOBaHuu TpeboBaHMA NPOKYPOPa O NPOBEAEHMW BHENNAHOBOM NPOBEPKHM B pamkax HaA3opa 3a
MCNONHEHUEM 3aKOHOB MO NOCTYNUBLUMM B OpraHbl NPOKYpPaTypbl MaTepuanam M 0bpaleHuam;

Al) HeCOOTBETCTBUA NOKA3aTeNew AEATeNbHOCTM NOABEAOMCTBEHHOTO OPraHa MAWM OpraHM3auum




YCTaHOBNEHHbIM UENEBbIM NOKAa3aTeNAM AERTENLbHOCTH;

€) HeBbINONHEHUA NOABEAOMCTBEHHBIM OPraHOM MM OPraHU3auMer YCTaHOBNEHHbIX 06bEMOB
rocyAapcTBEHHOrO 3aAaHMA NO OKA33HMI0 MEANLMHCKON NOMOLLW.

10. [lokymMeHTapHble NpoBEpPKM NPOBOAATCA NYTEM aHaNW3a AOKYMEHTOB, NPEACTABAEHHbLIMM
NOABEAOMCTBEHHbBIMW OPraHaMM M OPraHK3aUUAMM, B TOM YUC/E CTATUCTUHECKON OTYETHOCTH M AaHHbIX
MOHUTOPMHIa.

11. Nposepku Npu OCYWeCTBNEHNUN BEAOMCTBEHHOTO KOHTPONA No 06bemy NOAPa3AensioTcA Ha
UeNeBble U KOMNNBKCHbBIE,

12. Uenesbie nposBepku NPOBOAATCA B PAMKax PacCMOTPEHWUA KOHKPETHOFO CAY4an OKa3aHus
(HeoKasaHuR) rpamaAaHUHY MEaUUUHCKON NoMOLM, obpawenun, Kanobbl, $akTa, OTAENbHbLIX
noKasatenen AeATeNbHOCTH NOABEAOMCTBEHHOMO OpraHa UK OPraHmu3aumm.

13. KomnnexcHble NpoBepKu NPOBOAATCA B LENAX UCCAEA0BAHWA COBOKYNHOCTU NOKa3atenew,
cnyvaes, obpawieHuit, anob, dpakros, 0606ueHHBIX NO OAHOPOAHOMY NPU3HAEKY, @ TAKKE AEATENLHOCTU
noABseAOMCTBEHHOIO OPraHa UAM OPraHK3auum B LEenom.

14. Mpu nposeAeHNM NPOBEPOK CPOK NPOBEAEHUA KAMAOTO BUAA NPOBEPKM, NPEAYCMOTPEHHOTO
HaCTOAWMM MOPAAKOM, HE A0MKEH NPEBbLIWATL ABaALATL paboumnx aAHeN.

B WUCKNIOYMTENBHBIX CNYYasX, CBA3AHHBIX C HEOBXOAMMOCTLIO NPOBEAEHUA CAOMKHBLIX U (Unw)
ANWUTE/IbHLIX  UCCNEAOBAHWM, 3KCNEPTU3, aHANM30B, OUEHOK Ha OCHOBAHMM MOTMBMPOBAHHBIX
NPeANOKEHUIA AO/IKHOCTHBIX UL, NPOBOAALLMX NPOBEPKY, CPOK NPOBEACHWA NPOBEPKNA MOKET BbiTh
NPOANEH PYKOBOAUTENEM OPraHa MCNONHUTENBHOM BNACTM MAW €10 3aMecTuTenem, Ho He Bonee Yem Ha
ABaauaTte paboymx gHen.

Cpok npoBeAeHUA Ka 401 M3 NPOBEPOK, NPeAYCMOTPEHHbIX HACTORLLMM NOPAAKOM, B OTHOLLEHUM
NOABEAOMCTBEHHOTO OPraHa MM OPraHU3auUmnm, OCYLUECTBAAIDWETO CBOKD ACATENBLHOCTL HA TEPPUTOPUAX
HeCKoNbKMX CyBbekToB Poccuitckon Deaepaumy, yCTaHaBNMBALTCA OTAENLHO NO KaMaomy dununany,
NPeAcTasnuTenscTy, 060COBNEHHOMY CTPYKTYPHOMY NOAPa3AeneHuio, npu 3Tom obwmi  Ccpox
NpOBEAEHWA NPOBEPKN HE A0/IKEH NPEBbLIWATL WECTLALCAT pabounx AHe.

15. Npu nposepke COBNOAEHUA MEAMUMHCKMMU  OPraHU3aLMUamu NnOpaAKoB OKasaHus
MEANUMHCKON NOMOLLY OLEHUBAIOTCA:

1) cobnopgeHune BLINONHEHWA ITANOB, YCNOBUIA M CPOKOB OKAa3aHWA MEAMUMHCKON NOMOLLK NO
CoOTBETCTBYOWEMY B1Ay, Npodunio 3abonesaHnit MK COCTOAHMUIA;

2) COOTBETCTBME OPraHU3aUMM AEATENBHOCTU MEAUUUHCKON OPraHu3aunmn, ee CTPYKTYPHOro
noApasaeneHus, Bpavya TPeGOBAaHWAM MONONKEHWN, PErNaMEHTUPOBAHHBLIX NOPAAKAMU OKa3aHWs
MeAULMHCKON NOMOLLK;

3) cobnoaeHme TpeboBaHWIA CTAHAAPTOB OCHALLEHNA MeANLMHCKOM OpPraHn3anmnm, ee CTPYKTYPHBIX
noapasaenexHui;

4) COOTBETCTBME WTATHOrO PacnucaHua PEKOMEHAYEMBIM LUTATHLIM HOPMAaTUBaM;

5) coOTBETCTBME AEATENLHOCTM OPraHM3auuM MHbIM YCTaHOBNEHHBIM MONOKEHMAM WCXOAA M3
0COBEHHOCTEN OKA3aHUA MEANLMHCKON NOMOLM.

16. Mpu nposepke COBNOAGHUA MEAUUMHCKUMU OPraHu3aUMAMKU CTAHAAPTOB MeaULMHCKON
NOMOLLM OLEHUBAIOTCA:

1) cobntogenne BbINONHEHNA MEANLNHCKUX YCAYT B 33BUCMMOCTH OT YCPEAHEHHBIX NOKasaTened



4acTOTbl U KPATHOCTU MX NPUMEHEHWUA, OBOCHOBAHHOCTb HA3HAYEHUA MEAULMHCKUX YCAYT, WMEIOUWMX
YCPeaHeHHYI 4acToTy meHee 1,0, NONHOTa BbINOMHEHUA YCAYT C YCPeAHEHHOM YacToTon 1,0;

2) 060CHOBAHHOCTL ¥ NONHOTA HAa3HaYeHUA NEKapCTBEeHHbIX NPEenapaTos, KOMNOHEHTOB KPOBU,

3) 060CHOBAHHOCTD M NONHOTA HA3HAYEHWUA UMNNAHTUPYEMbBIX B OPraHMIM HYeN0BEKa MeANLMHCKUX
u3nenuu;

4) 060CHOBAHHOCTL M NONHOTE HA3HA4YEeHWR BUAOB NevyebHOro NWUTAHWA, BKNKOYAR
Cneunanu3vpoBaHHbie NPOAYKTbI Ne4eBHOoro nuTaHus;

MHbIE NONOMEHUA, UCXOAA M3 0cobeHHOCTek 3aboneBanuna (COCTOAHMA).

17. Mpwn nposepke cobNOABHUA MEAUUMHCKUMM OpraHM3aumamu Be3onacHbix yCnoBun Tpyaa,
TpeboBaHuit No 6e30NACHOMY NPUMEHEHMIO U IKCANYATALMKM MEAULMHCKUX U3AENUA 1 UX yTUAM3ALMM
(YHUUYTOKEHMIO) OUEHMUBAIOTCA!

1) cooTBercTeMe HOPMATUBA YUCABHHOCTM CayxBbl OXpaHbl Tpyaa TpeBoBaHMAM TPYAOBOro
3aKoHoAaTenscTea Poccuitckon depepauniy;

2) ypoBEeHbL NOAFOTOBKM CNELMANUCTOB NO OXPaHe TPYAA U NOBLILLEHUE X KBANMDUKALMM;
3) opranusauus obyyenns paboTHukos Be3onacHbIM METOAaM U NPUEMEM TPYAa;

4) npepocragnexme paboTHUKAM, 3aHATLIM Ha paboTax ¢ BpeAHbIMU 1 (MAK) ONACHBIMKM YCAOBUAMM
TPYAa, KOMNEeHCaUUH, YCTaHOBNBHHbIX MO pe3yabTaTam atrectauun pabounx MECT No YCNOBUAM TPYAS;

5) obecneyeHHOCTL PaBOTHUKOB CPEACTBAMU MHAWBUAYANLHOW 33WUMThI, MONCKOM MW
NPOAYKTaMM, ero 3aMeHRAIWUMU, Ne4ebHO-NPoPUNaKTUNECKUM NUTaHUEM;

6) cobniogenne TpeGoaHnit BR30NACHOCTU MEAWNUMHCKMX U3AENWH, NPeAyCMOTPEHHbIX
HOPMaTUBHON AOKYMEHT3LUMEN NPOU3BOANTENR;

7) cobniopenne TpebOBaHMIA K YTUAM3AUMM  (YHUUTONKEHWIO) MEAUUMHCKUX M3Aenuil,
NPeAyCMOTPEHHDBIX TEXHUHECKOM M IKCNNYATAUMOHHOW AOKYMEHTaLMEW NPOU3BOAUTENA;

8) cobnioaeHue yctaHoBAeHHbIX Npasun B chepe 0BpauieHns MeAULUMHCKUX n3aennii;

9) BbinonHeHue 06A3aHHOCTEN NO COOBLEHWMIO CBEABHWMW, YKAa3aHHbIX B 4act 3 cratbu 96
®epepanbHoro 3akoHa oT 21 HoaBpa 2011 r. N 323-®3 "O6 ocHOBax OXpaHb! 340POBLA rPaKaaH B
Poccuitckoin epepauyun’ (Cobpamune 3akoHogaTenscrea Poccuitckoin ®egepauuu, 2011, N 48, cT. 6724;
2012, N 26, cT. 3442, 3446).

18. Mpu nposepke cOBNIOAEHUA MEAUUMHCKUMU PaBOTHUKaMK, PYKOBOAUTENAMM MEAMLMHCKMX
opravusauui, dQapmauesTUyeckumu paboTHUKAMM W PYKOBOAUTENAMM aNTEYHbIX OpPraHusauuii
OrpaHUYeHUn, NDUMEHAEMbBIX K HUM NPU  OCYLIECTBAEHUM NPOGECCMOHANbHON AEATENLHOCTK,
OUEHWUBAKOTCA:

1) Hanuyme JOroBOPOB O NPOBEAEHUM KNNHUYECKUX UCCNEA0BAHUM NEKAPCTBEHHBIX NPENapaTtos,
KNMHWYECKMX WCMBITAHUI MEAUUMHCKUX MW34eNui, a TakkKe 06 OCyWecTBNeHUn MEeAUUMHCKUM
paboTHUKOM NEeRATOrMYECKOM U (MNK) HAYYHOW AGATENILHOCTH;

2) AOroBOPLI O NOCTAaBKAX NEKAPCTBEHHbIX NPenapaTos, MEAULMHCKMX W34enuit Ha npeamer
HAaNWYUA B HUX YCNOBUA O HA3ZHAYEHUU WAW PEKOMEHAAUMM naumeHtam nnubo 0 npeanoKeHun
HACENEHUIO ONPeABNEHHbIX NEKAPCTBEHHbIX NPENAPaTOB, MEANLMHCKUX U3AENUN;

3) YyTBEPKAEHHBIA  AAMWUHWCTPAUMEN  MEAMUMHCKON  OpraHM3auuMu  NOPAAOK  y4acTus



npeacTasMTeneit opraHu3aumni, 3aHUMaowmxca paszpaboTkon, NPoOMIBOACTBOM W (MAK) peanuiaumeit
NeKapCTBEHHbIX NPEenapatos, MEAWUMHCKMX W34envi, opraHusauuin, obnagarouwmux npasamu Ha
MCNONB30BAHME TOPTOBOFrO HAMMEHOBAHUA NEKAPCTBEHHOMO NPenapaTta, OpraHu3aunin onNnToBON TOPTOB/iN
NEKAPCTBEHHbIMK CPEACTBAMM, aNTeYHbIX OPraHuM3aunid (MX NPeaCTaBUTENen, UHbIX OU3UYECKUX u
HOPUOUYECKUX NUL, OCYWECTBNAIOWMKX CBOK AEATENbHOCTL OT MMEHW 3TUX 0praHu3auun) (ganee
COOTBETCTBEHHO - KOMNAHWUA, NPeACTABUTENb KOMNAaHKWKM) B COBPaHMAX MEAUUMHCKUX PABOTHUKOB U UHbIX
MEpPONpPUATUAX, CBA3AHHBLIX C NOBbIWEHUEM MX NPOPECCUOHANBHOTO YPOBHA WMAKW NPEegoCTaBAEHUEM
MHpOpMaLUK, NPeayCMOTPEHHOM YacTbio 3 cTaTbu 64 PeaepansHOro 3akoHa ot 12 anpens 2010 . N 61-
@3 "06 obpawenun nekapcreeHHbIx cpeacts” (Cobpanune 3akoHoaaTenscTsa Poccuiickoin ®eaepaumu,
2010, N 16, cT. 1815, N 31, c1. 4161, N 42, cT. 5293, N 49, c1. 6409; 2011, N 50, cr. 7351; 2012, N 26, cT.
3446) v yacTeio 3 cTaTbm 96 PegepantbHOro 3akoHa o1 21 Hoabpa 2011 r. N 323-®3 "O6 ocHOBaX OXpaHbl
370p0BbA rparaaH 8 Poccuinckon Pegepaumm’;

4) opranm3auyua paboTbi, HaNPaBNEHHOW Ha NpeaynpeKAeHWe HapylweHun MeauUMHCKUMW
pabotHukamm u GapmauesTUHECKUMU pPaBOTHUKAMU OrpaHUYEHU, YCTaHOBNEHHbLIX CTatbel 74
®epepanbHoro 3akoHa ot 21 Hoabpa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl 340P0BLA rpamaaH B
Poccuitickon @egepaumn’, B TOM Yucae N0 WHPOPMUPOBAHMIO MEAMUMHCKUX PabOTHMKOB,
bapmauesTHHecKMX paboTHUKOB, KOMMNAaHWMIA, NPEACTABUTENEN KOMNAHMI W rpaxmaan 06 yeTaHoBARHHbIX
3anperax Ha COBEPLUEHME ONPeAe/eHHbIX ACHCTBUIA M OTBETCTBEHHOCTI 33 UX COBEPLUEHME;

5) obpawenus rpaxaaH, CoaepKawlne cBeaeHUa 0 NPeaocTaBNeHu HeaoCTOBEPHOM, HEeNONHOM
MAWU UCKAKEHHOW UHPOpMauMu 06 UCNONBIYEMbBIX MPU HAZHAYEHUU KypCa NEYEHUR NEKapCTBeHHbIX
npenapartax, 0 MeAWUMHCKUX M3ABNMAX, BKNKOHAA COKPLITUE CBEAEHUM O Hanuuuu B 0bBpaueHun
aHANOrMYHbIX NEKapPCTBEHHLIX NPEnaparTos, MeauUMHCKUX m3genun, nubo 0 Hanuyuu B anTe4HoM
OpPraHM3auuu NeKapcTBeHHbIX NPEeNapaTtos, MMEWKUX OAUHAKOBOE MEXKAYHaPOAHOe HEeNaTEHTOBaHHOE
HaUMEHOBaHMe, MEANUMHCKUX M34ENUNA, BKIKOUAR COKPLITUE MHOOPMAUUM O HANMUMKM NIEKAPCTBEHHbIX
npenapaTtos v MeAULIMHCKUX U3AeNNI, MeoWnX Bonee HU3KYIO LeHy.

19. O npoBegeHWM nNNAHOBOW NPOBEPKWU NOABEAOMCTBEHHbLIE Opradbl WMAW OpraHv3auvu
YBEAOMAAIOTCA NYTEM HanNpPaBAEHWA KOMWWU NPUKa3a O NPOBEAEHWUW NPOBEPKU HE NO3LHEE Yem 3a Tpu
pabounx AHA A0 HaYana ee NPOBEeAEHMA.

20. O nposeaeHun BHENNAHOBOW NPOBEPKU NOABEAOMCTBEHHbBIM OpraH WAM OpraHusalms
YBEAOMANAIOTCA N0BbIM AOCTYNHLIM CNOCOBOM He MeHee Yem 33 ABaAUaTh YeTbipe Yaca [0 Hayana ee
NpOBEeAeHUA.

B cnyuae, ecnm 8 pesynbrate AEATENbHOCTM NOABEAOMCTBEHHOTD OpraHa WMAY OpraHvu3aumm
NPUYUHEH WAW NPUYUHABTCA Bpea JKU3HKM, 3A0P0BLID [Pa)AaH, NpeaBapuTensHoe yBeaomMneHue
YKa3aHHOM OPraHM3aumm O Havane NPoBEAEHWA BHEN/IAHOBOW NPOBEPKM He TpebyeTcs.

21. K nposepkam nNpu OCYWECTBNEHUM BEAOMCTBEHHOTO KOHTPO/IA MOMYT NPUB/NEKATLCA HAYMHBIE U
MHbIE OPraHM3auLMM, YYeHbie W CNeuvanucTsl (fanee - 3KCNePTHLIE OPraHM3auvu, 3IKCNepTobl), 3a
UCKNIO4EHUEM UL, COCTORWMX C NOABEAOMCTBEHHBIM OPraHOM UNM OPraHn3aLmein B TpYA0BbLIX MK UHbIX
AOTOBOPHbLIX OTHOLWEHUAX.

22, TMpoBepKn NPOBOAATCA HA OCHOBaHUKM MPWKA3a PYKOBOAWUTENA, 3aMECTUTENR PYKOBOAUTENA
OPraHa UCNONHUTENLHOMW BNACTH, B KOTOPOM YKa3biBaKTCA:

1) HauMeHOoBaHKUe OpraHa BEAOMCTBEHHOIO KOHTPONSA,

2) bamunmmn, nMeHa, OT4eCTsa, A0MKHOCTH AO/KHOCTHBIX WL, YNOAHOMOYEHHbIX Ha NPOBeAeHNE
NPOBEPKU, @ TAKKE NPUBAEKAEMbIX K MPOBEAEHNIO NPOBEPKK IKCNEPTOB, NPeACTaBUTENRN IKCNEPTHLIX
Oprasu3aumi;

3) cBeAeHMA O MEAMUMHCKOM OPraHu3aumMu (HauMeHOBaHMe KPUANYECKOrO NWUa), NPoBepKa
KOTOPOW NPOBOAWTCS;



4) uenu, 3aaaun, BUA, NPeAMET NPOBEPKM U CPOK ee NPOBeAEHUS;
5) NpaBOBbIE OCHOBAHWA NPOBEAEHUA NPOBEPKHK;

6) CPOKM NpOBEAEHUA U NEPeYeHb MEPONPUATHIA NO KOHTPONID, HEOBXOAUMBIX ANA AOCTHIKEHUA
uenen 1 3apgay NPOBEAEHWA NPOBEPKM;

7) nepeyeHb HOPMATUBHbIX AKTOB, PEryNNPYIOLLMX NPOBEAEHWE MEPONPUATUI MO KOHTPONID;

8) nepeueHb AOKYMEHTOB, NPEACTBAEHUE KOTOPLIX HEOBXOAWMO ANA AOCTUKEHUA Lenei u 3aaay
NPOBEAEHMUA NPOBEPKY;

9) AaTb! HAYaNa ¥ OKOHYAHWUA NPOBEAEHUA NPOBEPKY.

23. BbleagHas npoBepKa HaYUHAETCA C NPEeAbABNEHUA AC/MKHOCTHBIMM IULAMU  OpraHa
UCNONHUTENIbHOM BNACTH CAyXebHOro yaocToBepeHus, 06A3aTeIbHOr0 03HaKOMAEHUA PYKOBOAWUTENS,
WHOrO AOMKHOCTHOTO NULUA WAM YNONHOMOYEHHOr0 NPEACTaBUTENS MEAUUMHCKOW OpraHu3aumum c
NPUKa3oM PYKOBOAUTENA, 3aMECTUTENR PYKOBOAUTENIA OPraHa UCNONHUTENLHOM BNACTH O Ha3HAYEHMU
NPOBEPKM (NPH HANUHMK) U C MONHOMOUYMAMMU NPOBOAALLUX BbIE3AHYIO NPOBEPKY NKLL, 8@ TAKKE C LeNAMM,
3afa4yamu, OCHOBAHWAMM NPOBEAEHUA NPOBEPKM, BUAAMU M 0OBLEMOM MEPONPUATUIA N0 KOHTPONID,
COCTAaBOM 3IKCNEPTOB, NPEACTABUTENAMM IKCNEPTHLIX OPraHM3auui, NPUBNEKAEMBbIX K NPOBEPKe, CO
CPOKaMM U C YCNOBUAMM €€ NPOBeaeHMUA.

24, [lonmKHOCTHbIE NUlia OPraHoB WUCNONHMTENbHOW BNACTW NP NPOBEAEeHUU BEAOMCTBEHHOrO
KOHTPONA MMEIKDT NPABO:

1) ocywecTsnaTe nonyyenue, c6Op v aHanu3 csefeHwl 0 AEATeNbHOCTM NOABEAOMCTBEHHOMD
oprada unum opraHmsaumu;

2) 3HAKOMMTHCA C AOKYMEHTAMM, CBA3AHHBIMM C LENAMM, 33434aMU ¥ NPEAMETOM BEAOMCTBEHHOTO
KOHTPONIA, B TOM YMCAe C MEAULMHCKUMU AOKYMEHTAMKM rPaxaan <1>, CHUMaTb KONUM C YKasaHHbIX
AOKYMEHTOB, a TaKXe NPou3BOAUTL B HEOBX0AMMBIX CyHanx GOTO- U BUAEOCHEMKY NPU OCYLLECTBAEHUN
0CMOTPa ¥ 06CNeN0BaAHMA;

<1> B cooTseTcTBMM C NYHKTOM 10 4yacTv 4 ctatemn 13 PegepanbHOro 3akoHa ot 21 Hosbpa 2011 . N
323-d3 "06 ocHOBax OXpaHbl 340POBLA rpamaaH 8 Poccuiickoin egepaumnn’,

3) AocTyna B UCNONb3yembie NOABEAOMCTBEHHbLIM OPraHOM U OPraHU3aumen Npu ocyLWecTBNeHun
AEATENbHOCTW  TEppUTOPUM, 3AAHMA, CTPOEHWUSA, COOPYMMEHWA, NOMELLEHWS, K UCNOAb3YeMbiM
obopyaosanuio, NoA06BHbIM 06bEKTaM, TPAHCNOPTHLIM CPEACTBAM;

4) oprann308bIBaTL NPOBEAEHUE HEOBXOAUMBIX UCCNEA0BAHMIA, IKCNEPTHU3, AHANU30B 1 OLUEHOK, B
TOM HUCNE IKCNEePTH3 KAYeCcTBa MEAUUMHCKOW NOMOLWM.

25, JONKHOCTHBIE NULE NPY NPOBEAEHMW BEAOMCTBEHHOIO KOHTPOANA 00A3aHbI:

1) cobnopate 3akoHoaatenscTeo Poccuitckon depepauuu, Npasa U 3aKOHHBIE WHTEPECH
NpoBepAembIX NOABEAOMCTBEHHbIX OPraHOB ¥ OPraHnu3aumni;

2) NPOBOAUTL NPOBEPKY BO BPEMA UCMONHEHUA CAyeBHbix 06a3aHHOCTeR;

3) nNpeaocTaBNATb PYKOBOAWUTENKD, MHOMY AOCMKHOCTHOMY /MUY WAM  YNOAHOMOYEHHOMY
NPeACTaBUTeN0 NPOBEPAEMOr0 OpPraHa MAM OPraHu3auuu, NPUCYTCTBYIOWEMY NpW MPOBEeAeHWM
NpoBepKu, HHOPMAUMIO U LOKYMEHTBI, OTHOCALLMECHA K NPEAMETY NPOBEPKMU;




4) 3HAKOMWUTL PYKOBOAWTENR, UHOE A0MKHOCTHOE ANUO WKW YNONHOMOUYEHHOTO NPeaCTasuTeNs
NPOBEPAEMOTO OPraHa MK OPraHnM3aunK ¢ PesynbTatammu NPOBEPKKM, B TOM YMCAE C aKTOM NPOBEPKY;

5) cobnroaaTh YCTaHOBNEHHbIE HACTOAWMM MNOPAAKOM CPOKM NPOBEAEHUA NPOBEPKK.

[ocTyn K CBEAEHWAM, COCTaBNAOUMM rOCYAAPCTBEHHYIO M MHYIO OXPaHAEMYIO 3aKOHOM TaliHy,
ocywecrsasetcs ¢ cobnogeHnem Tpebosanunil 3akoHoaaTenscTea Poccuinckon Peaepaumu.

26. PykoBOAUTENb, WHOE AOMKHOCTHOE /MU0 WAW  YNONHOMOMEHHBLIW NPeaCcTaBuTeNb
NpOBEpAEMOro OpraHa WAW OPraHuM3auuMu nNpu NPOBEAEHUM MEPONPUATUIA NO BEAOMCTBEHHOMY
KOHTPOANK MMEIOT NPaBo:

1) NpuCyTCTBOBATL NPU NPOBEAEHUM NPOBEPKM, AaBaTb OBBACHEHUA NO BONPOCAM, OTHOCALUMMCA K
npeameTy NpPoBepKu;

2) nony4yaTh OT OPraHOB UCNONHUTEABHOW BNACTU, X AO/MKHOCTHBIX KL MHPOPMAUWVIO, KOTOPas
OTHOCWUTCA K NpeameTy NPOBEPKU U NPegoCTaB/eHWe KOTOPOW NPeaycMOTPeHO 33aKOHOA4ATeNsCTBOM
Poccuitckon @epepayuu;

3) 3HAKOMUTHLEA C Pe3yNbTaTamMu BEAOMCTBEHHOTO KOHTPONA;

4) obmanosartb aencteua (Gesgencrave) 4OMKHOCTHLIX NUL, nosnekwwue 3a coboi HapyweHue
npas NPOBEPAEMOro OpraHa UaKM OPraln3auuu, NPU NPoBseAeHUM BEAOMCTBEHHOIO KOHTPONA, B NOPA/KE,
YCTaHOBNEHHOM 3aKoHOoAaTenbcTBOM Poccuiickon @egepaumm.

27. PyroBoAMTENb, WHOE AO/MKHOCTHOE /AMUO  WAWM  YNONHOMOYEHHbI  npeacTasuTeso
NPOBEPREMOro OpraHa wWAW OpraHu3auuM npu NPOBEAEHWM MEPONPUATUMA NO BEAOMCTBEHHOMY
KOHTPOMIO 06A3aHbI:

1) NpeaoCTaBuTL KONUU AOKYMEHTOB M NOACHEHWA NO 33NPOCY OPraHOB MCNONHUTENBHON BAACTH
Np¥ NPOBEAEHUMU NPOBEPKYU;

2) NpeaoCTaBuTh AO/KHOCTHLIM NULEM, NPOBOAALMM MPOBEPKY, BO3MOMKHOCTb 03HAKOMMTLCR C
AOKYMEHTaMM, CBA3aHHLIMM C UENAMM, 3343a4aMi ¥ NPeaMETOM BEAOMCTBEHHOIO KOHTPOASA, @ TakKe
ofecneunTe AOCTYN NPOBOASWMM BbI@3AHYIO NPOBEPKY AOMKHOCTHBIM NMUAM Ha TeppUTOpPMIO, 8
MCNONb3YEMbIE NMPOBEPAEMbLIM OPraHoOM WKW OPraHn3aument Npu OCYWECTBAEHUU AEATENbHOCTU 34aHMA,
CTPOEHUA, COOPYHKEHWUA, MNOMEWEHUA, K WCnonb3yembim 0B0pyaosBaHuio, nopobHbiM 0bbexTam,
TPAHCNOPTHBIM CPEeACTBaM.

28. Mo pe3ynbratam NPOBEPOK B PamMKax BEAOMCTBEHHOTO KOHTPONA AO/MKHOCTHBIMM MUAMMU
OpPraHa MCNONHUTENBHOW BAACTH, NPOBOAAWMMU NPOBEPKY, COCTAaBAAETCA aKT NPOBEPKY,

B aKTe NPOBEPKM YKa3bIBAKOTCA:
1) AaTta, BpeMS ¥ MECTO COCTaBNEHMA aKTa NPOBEPKM;
2) HAUMEHOBAHMWE OPraHa BEAOMCTBEHHOIO KOHTPONA;

3) pata M HOMEp NPUKa3a PyKOBOAWTENA, 3aMECTUTENA PYKOBOAUTENA OPraHa MCNONHUTENLHOMW
BN13CTU O NPOBEAEHNM NPOBEPKM;

4) pamunum, UMeHa, OTHeCTBa U AO0MKHOCTH A0/MKHOCTHBIX 1, NPOBOAUBLUKMX NPOBEPKY,

5) cBeAeHMA O NPOBEPAEMOM OPraHe UNKU OpraHM3aunm (HaMMeHoBaHKe, IPUANYECKUit aapec, a
TaKKe GamuNna, UMA, OTYECTBO M AO0MKHOCTb PYKOBOAMUTENA, MHOTO AO/MKHOCTHOrO NMUa wunu
YNONHOMOYEHHOTO NPEACTaBUTENA, NPUCYTCTBOBABLUIErO NPU NPOBEAEHUN NPOBEPKK);




6) nata, Bpema, NPOAC/IKMTENBHOCTL U MECTO NPOBEAEHUA NPOBEPKY;

7) cBEAEHUA O pe3y/ibTaTax NPOBEPKM, B TOM HUCNE O BLISBAECHHbIX HapylweHuax, 06 1ux xapaxkTepe
¥ 0 MUaXx, AONYCTUBLUKX YKA3aHHbIE HAPYLUEHUA;

8) ceefieHnA 06 O3HAKOMNEHWM MNN OTKA3e B O3HAKOMAEHWM C aKTOM MPOBEPKK PYKOBOAMTENA,
WMHOTD AOMKHOCTHOTO NMU3 MAW YNONHOMOYEHHOTO NPEeACTaBUTeNs NPOBEPAEMOro OpraHa wuam
OpPraHn3aumm, NPUCYTCTBOBABLIErO NPY NPOBEAEHUM NPOBEPKMY;

9) noaNUCKU AOMKHOCTHBIX 1ML, NPOBOANUBLUMX NMPOBERKY.

29. K aKTy NpOBEpK1 NPUNAraloTCA NPOTOKONb! MAW 3aKNIONEHWUA NO pPe3ynsTatam NPoBeAeHHbIX
MCCNeA0BAHMM, IKCNEPTU3, aHANW30B, OUEHOK, 0BbACHEHWA pabOTHWKOB NPOBEPAEMOre OpraHa uam
OPraHu3aumu, Ha KOTOPbIX BO3NAraeTcA OTBETCTBEHHOCTb 33 BLIABNEHHbLIE HAPYIWEHUA, Npeanucanus ob
YCTPAHEHUU BbIABNEHHbIX HAPYLWEHMI U UHBIE CBA33HHBIE C Pe3ynbTaTamu NPOBEPKM AOKYMEHTI MK WX
KONUM.

30. AKT npoBepku ODOPMNAETCA HENOCPEACTBEHHO NOCNE €€ 3aBEepPLIEHUA B ABYX 3K3EMNNAPAX,
OAWH U3 KOTOPbIX C KONUAMM NPUNOKEHUIN HANPABNAETCA B NOABEAOMCTBEHHbLIN OPraH MAK OpPraHu3aumio
nubo BpPY4aeTCA PYKOBOAUTENK WAW YNONHOMOYEHHOMY NPEACTABUTENKD YKA3aHHOTO OPraHa wiw
OPraHM3aunmn noa pacnucky o6 o3Hakomnenun nnbo 06 0TKa3e B 03HAKOMAEHWM C aKTOM NPOBEPKM.

31. B cnhyyae ecnm QN8 COCTaBNEHWMA akTa NPOBEPKU HEODBXOAUMMO NONYUYMTb 3EKNIOYEHUA MO
pe3ynbraTam NPOBEAEHHbLIX UCCNeA0BaHUM, IKCNEPTHUI, aHANU30B, OLUEHOK, aKT NPOBEPKMU COCTABAAETCA
B CPOK, He NpeBblWaruuin Tpex pabouux AHEen Nocae NONYYEHUA OPraHoOM MCNONHUTENBHOW BNACTH
COOTBETCTBYIOWErO 3aKNKYEHUA.

32. MNpu BbIABNEHUM B XOAE NPOBEPOK HAPYLUEHWIA:

1) pyKOBOAMUTEND, WMHOMY ACMKHOCTHOMY AIMLY WAM  YNONHOMOYEHHOMY MPEACTABUTENIO
NOABEAOMCTBEHHOIO OPraHa MAM OPraHu3auvmn BblAaeTCA npeanucaHune 06 yCTpaHeHuu BbIABNEHHbIX
HapYLWEHMI C YKa3aHUEM CPOKOB UX YCTPAHEHUA;

2) OPraHoM UCNOAHUTENLHOM BNACTH B8 PAMKaX KOMNETEHLUMU NPUHUMAIOTCA MEDbLI NO KOHTPONI 33
YCTPAHEHUEM BbISBNEHHbIX HAPYLEHWIA (B TOM YMCAE NyTem NPOBEeAeHUA BHENNaHOBbLIX NPOBEPOK), UX
NpeaynpexaeHmnio, NPeaoTBPAWEHUIO BO3IMOXHOTO NPUUUHEHUA BPEAA KU3HKU, 3A0POBLIO MPaAaH, a
TaKXe Mepbl N0 NPUBNEYEHUIO MWL, AONYCTUBLUMX BbIABNEHHLIE HAPYLUEHWUA, K OTBETCTBEHHOCTH;

3) B CNyyae, eCNU BbIABNEHHbIE HAPYLWEHUA OTHOCATCA K KOMNETEHUUMU 0praHa, YyNoNHOMOYEHHOro
B COOTBETCTBMM C 33KOHOAATENLCTBOM POCCMICKOM (Depepaumu OCYWECTBAATL FOCYAaPCTBEHHbIN
KOHTPONb B YCTAHOBNEHHOW Cdepe AeRTeNsHOCTH, OpraH WCNONHMTENbHOW BNacTU HanpasnseT
MHHOPMALMIO O BLIABNEHHbIX HaPYLWEHWAX B OPraH rocyAapcTBEHHOrO KOHTPONA NO KOMNETEHLUM,




