3apeructpupoBano B Muntocte Poccun 2 oktsa6ps 2020 r. N 60190

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

IMPUKA3
ot 31 uroas 2020 r. N 787n

Ob YTBEPXKXJIAEHUU NOPAAKA OP'AHU3AILIUUA U
HPOBEJAEHUSA BEAJOMCTBEHHOI'O KOHTPOJIA
KAYECTBA U BE3OITACHOCTH MEJJUIIMHCKOM
AEATEJIBbHOCTH

B cootBercTBHU ¢ yacThio 2 ctathu 89 denepansHoro 3akona ot 21 HostOps 2011 r. N 323-D3 "O6
OCHOBaxX OXpaHbl 3/10poBbsi IpaxaaH B Poccuiickoit ®@enepaunn" (CobpaHue 3aKOHOIATENILCTBA
Poccuiickoit ®enepamuu, 2011, N 48, cr. 6724) u noanynktoMm 5.2.205 Tlomoxxkenus o
MunucrepcTBe 3apaBooxpaHeHus Poccuiickoit denepanyu, yTBEp)KACHHOIO IOCTAHOBICHHEM
[TpaButensctBa Poccuiickoit @eneparuu ot 19 utonst 2012 r. N 608 (CoOpaHue 3ak0oHOIATENbCTBA
Poccutickoit ®eneparuu, 2012, N 26, cT. 3526), npukaspiBaro:

1. YTBepI[I/ITI) HOprI[OK oprannM3aivii MW TMPOBCACHHA BCAOMCTBCHHOI'O KOHTPOJIA Kad€CTBa M
0e30ImacHOCTH MCHHHHHCKOﬁ ACATCIIBHOCTH COIJIACHO MMPUIIOKCHULO.

2. Hactoamuii npuka3s BcTynaet B cuily ¢ 1 auBaps 2021 ropa.

Munucmp

M.A. MYPALIKO

Ipunoscenue
K npuxasy Munucmepcmea 30pasooxpaHenuist
Poccuiickoti @edepayuu

om 31 urons 2020 2. N 7871

HOPAJOK OPI'TAHU3AIIMU U ITPOBE/IEHUSA
BEAOMCTBEHHOI'O KOHTPOJISI KAYHECTBA U
BE3OINACHOCTU MEAJNIIUHCKOMU JEATEJBHOCTH


https://normativ.kontur.ru/document?moduleid=1&documentid=367105#l1346
https://normativ.kontur.ru/document?moduleid=1&documentid=363656#l183

1. Hactosimmii Ilopsok ycTaHaBIMBaeT MpaBWiia OPraHU3allid U MPOBEACHUS BEJIOMCTBEHHOTO
KOHTPOJII KadecTBa M OE30IacCHOCTH MEJUIMHCKON AEATeNbHOCTH (Janee - BEJOMCTBEHHBIH
KOHTPOJIb).

2. BemoMmMcTBeHHBI KOHTPOJb OPTraHU3YETCS U OCYIIECTBIsETCS QeAcpatbHbIMU OpraHAMH
WCITOJTHUTEJIbHON BJIACTH U OpPTaHaMH MCIIOJHUTEIBHOM BIacTH CyOBbeKTOB Poccuiickoit deaepanun
(manee - opraHbl UCIIOJIHUTEIILHON BJIACTH) B MI0JIBEIOMCTBEHHBIX UM:

1) opranax (zmasnee - MOJABEIOMCTBEHHBIE OPTaHbl);

2) opraHu3anysax, OCyIIECTBISIONUX MEIUIIMHCKYIO U (hapMalleBTHUECKYIO JesTeNIbHOCTD (falee -
MOABEOMCTBEHHBIC OPraHU3aI1N ).

3. B mensx opraHu3anuyd BEJOMCTBEHHOTO KOHTPOJS OpraHbl HCIIOJHHUTEIBHOH BJIACTH
OIIPEICIISIOT:

1) OTBETCTBEHHOE 3a OpraHM3alMI0 M IPOBEJCHHE BEAOMCTBEHHOIO KOHTpPOJSI KadecTBa M
0€30I1aCHOCTH MEJUIMHCKOM eATEeIbHOCTH JOJKHOCTHOE JIMLO (PYKOBOAUTENb UM 3aMECTUTEINb
PYKOBOJUTEISL OpraHa UCIIOJIHUTENBHOMN BIIACTH);

2) nmoapa3acICHUE, OCYLICCTBIISAIOMICC BEJIOMCTBEHHbIN KOHTpPOJIb KadeCTBa H 0e30IacHOCTH
MEIUITHHCKON JACATCIIbHOCTH,

3) NOpSAAOK U CPOKH XPaHEHUSI MAaTEpUaIOB IIPOBEPKH.
4. 3agauamMu BE€IOMCTBEHHOI'O KOHTPOJIS SIBJISIFOTCS:

1) npeaynpexaeHue, BbISIBICHUE U TPECeUCHHE HapyIIeHU TpeOOBaHUN K 00ECIIeYeHUIO KauecTBa
1 0E30MacCHOCTH MEAWIIMHCKOW JIeATEIbHOCTH, YCTAaHOBICHHBIX 3aKOHOAATEIHLCTBOM PoccHiickoii
Oenepanuu 06 0XpaHe 370POBbs TPaKIaH;

2) mpUHATHE MEp MO NPECEUEHUIO0 U (MJIM) YCTPAaHEHHUIO IMOCIEACTBUM M MPUYMUH HapYLICHUH,
BBISIBICHHBIX B paMKaxX TOCYAApCTBEHHOIO0 KOHTpOJII KauyecTBa M O€30MaCHOCTH MEIUIUHCKON
JeSITEIIbHOCTH;

3) obecrieueHne KadyecTBa MEIUIIMHCKOW MOMOIIM, OKa3bIBA€MOW B MEIUIIMHCKUX OPTaHU3aIUsX,
MOJIBEIOMCTBEHHBIX OpraHaM MCIIOJTHUTEIHHON BIACTH;

4) ompeneneHue TOKa3aTeJe KauyecTBa JIESITEIIBHOCTH IOJBEIOMCTBEHHBIX OpraHOB U
OpraHu3alui;

5) co3naHue CUCTEMBI OLIEHKH JIeATEeIbHOCTH MEAUIIMHCKUX PaOOTHUKOB, yYaCTBYIOIINX B OKa3aHUU
MEJIUIIUHCKUX YCITYT.

5. BenoMCTBEeHHBIN KOHTPOJIb BKJIIFOYACT NPOBCACHUC ITPOBCPOK:

1) npuMeHeHUS METUIIMHCKUMHU OpraHu3alusMU TOJOXKEHUH 00 OpraHu3alud OKa3aHUs
MEJIUIIMHCKON MOMOINM IO BHAAM MEIUIMHCKOW IMOMOIIU, MOPSAKOB OKa3aHUS MEIUIIMHCKOU
MIOMOIIH JIMOO TPaBUI MPOBEACHHUSI JIA0OPATOPHBIX, MHCTPYMEHTATBHBIX, ATOJIOT0-aHATOMUYECKUX
Y MHBIX BHJIOB IMArHOCTHYECKUX MCCIECIOBAHUM, CTAHAPTOB MEIUIIMHCKON TOMOIIIH;

2) coOmto/leHusT MEIUITMHCKUMHU OpTaHH3alusIMH O€30MacHBIX YCIOBUW Tpyna, TpeOOBaHHM IO
0e30MacHOMY TIPUMEHEHHWI0 | JKCIUIyaTallid MEAWIMHCKUX W3JCIUA W HUX  YTHIH3AINH
(YHUYTOXXEHHUIO);

3) CO6J'IIOI(CHI/I${ MCININHCKUMU pa6OTHI/IKaMI/I, PYKOBOAUTCIAMU MCEOUIUHCKUX OpFaHI/I3aLII/II71,



dapMarieBTUYeCKUMHU pAaOOTHUKAMU M PYKOBOJIUTENISIMH ANTEYHBIX OpraHU3alMii OrpaHHYCHUH,
IPUMEHSIEMbIX K HUM NP OCYILECTBICHUH NPO(ECCHOHAIBHON NesITEIbHOCTH;

4) cobmoeHus NpaB rpaxkaH B cepe OXpaHbl 30POBbS IPAXKIAAH, B TOM YHCIIE JOCTYITHOCTH IS
UHBAIUA0B 00BEKTOB HH(PPACTPYKTYPHI U MPEAOCTABISAEMBIX YCIYT B YKa3aHHOU cdepe;

5) COGJ’IIOI[GHI/IH MMOPAAKOB IIPOBEACHNA MEIUIMHCKHUX 3KCIIEPTU3, JUCITAHCCpU3ALUN, MEAUITUMHCKHUX
OCMOTPOB U MCAULIUHCKUX OCBHﬂeTGHBCTBOBaHHﬁ;

6) coOmrofeHuss TpeOOBAaHUN K OpPraHW3aIlMM W MPOBEICHUIO BHYTPEHHETO KOHTPOJIS KauecTBa U
0€30MMaCHOCTH MEQUIIMHCKON JIeSITEIbHOCTH.

6. BenoMmcTBEHHBIII KOHTPOJIb OCYIIECTBIISIETCS YHMOJHOMOYEHHBIMH JOJDKHOCTHBIMH JIHIIAMHU
opraHa WCIIOJHUTEIBPHOW BJIACTH (Jajee - JOJDKHOCTHBIC JIMIIA) B COOTBETCTBHHM C WX
JOJKHOCTHBIMH OO0S3aHHOCTSIMH HA TOCTOSTHHOH OCHOBE JMOO MO PEHICHUIO PYKOBOJMUTENS WIH
3aMECTUTEIISI PYKOBOJUTEN OpraHa HCIOJHUTEILHOW BJIACTH HAa OCHOBAHMM IpUKaza oOpraHa
HCITIOJTHUTEILHON BIIACTH.

7. BemoMCTBEHHBI KOHTPOJIb OCYHIECTBIISIETCS TMOCPEACTBOM IIJIAHOBBIX M BHEIUIAHOBBIX
JOKYMEHTapHbIX M (WJIM) BBIE3IHBIX IPOBEPOK, a Takxke cOopa M aHanM3a I[OKazaresnei
JIESATETbHOCTH TOJBEIOMCTBEHHOTO oOpraHa ¥ (WjM) OpraHu3allid, U TMPEIOCTaBISEMON HUMHU
CTAaTHCTUYECKOM OTYETHOCTH, B TOM YHCIE XapaKTepU3YIOIIeH KadecTBO U 0e30MacHOCTh
MEUIIMHCKON JIeATEeTLHOCTH.

8. Ilman MeponpusATUH 10 BEIOMCTBEHHOMY KOHTPOJIIO YTBEPKIACTCS PYKOBOAMTEIEM
(YIOJTHOMOYEHHBIM JIOJKHOCTHBIM JIMLOM) OpraHa WCIIOJIHUTENbHON BJIACTH, HE MO3JHEE ueM 3a |
MecslLl 10 Hayajla KaJeHJapHoro roja.

9. IlmanoBrle IMPOBCPKU B OTHOIICHHUMU IIOABCAOMCTBCHHOI'O OpraHa HWJIHM OpraHu3alun
OCYHICCTBJIAKOTCA HEC YallC YCM OJIMH pa3 B I'O.

10. BHenmaHoBEIS MMPOBEPKHU OCYIIECTBIIAIOTCA B CICAYIOIIUX CIIydasaX:

1) moctymieHust B OpraH WCHOJIHMUTEIbHON BiacTH OOpallleHU#l Trpak[JaH, IOPUIUYECKUX JIUI[ U
MHAMBUAYAJIbHBIX MpeIlpUHUMATENe ¢ jkamo0aMu Ha HapyUIEHHs MpaB M 3aKOHHBIX MHTEPECOB
MOABEAOMCTBEHHBIMY OpPraHAMU M OpraHU3alUsAMH, B TOM 4YHUCJIE COJEPKAIIMMH CBEACHHUSA O
NPUYMHEHUHN Bpe/la JKU3HU M 3JI0pPOBBIO TPaKJaH U (MJIM) yrpo3e NMPUYMHEHUS Bpela KU3HU U
310POBBIO IPAXKIAH;

2) B LeNsIX KOHTPOJISI UCIIOJIHEHUSI PaHee BbIIaHHBIX TOpYYEHU INOO MpeanucaHuii;

3) B HCIAX MPOBCPKU MNPEACTABICHHBLIX IMOABCAOMCTBCHHBIMU OpraHaMyu W OpraHu3aiuiaMu
CTaTUCTUYECKOM OTYETHOCTH HIIN JAHHBIX MOHUTOPHHTA,

4) namuuus nopyuenus llpesunenta Poccuiickoit ®eneparnuu, IIpaBurensctBa Poccuiickoii
®deneparun, MO0 Ha OCHOBAaHUM TPeOOBAaHUS MPOKYpopa O MPOBEIEHUH BHEIUIAHOBOI MPOBEPKH B
paMKax HaJ30pa 3a MCIOJIHEHWEM 3aKOHOB IO MOCTYNHUBIIMM B OpraHbl MPOKYpaTypbl MaTepuaiam
U O0paIeHUsIM;

5) HECOOTBETCTBUS ITOKa3aTeiei ACATCIIBHOCTH MOJABCAOMCTBCHHOI'O OpraHa HJIM OpraHu3anuu
YCTAHOBJICHHBIM LICJICBBIM ITOKA3aTCIIAM ACATCIIBHOCTH,

6) HCBBITIOJIHCHUA TOABCAOMCTBCHHBIM OpPraHOM HWJIA 0pI‘aHH3aI.IHeI>i YCTAHOBJICHHBIX 00BEMOB
TOCYAApCTBECHHOTI'O 3aaHU IO OKa3aHUTO MG,HI/II_[I/IHCKOI\/II IIOMOIIH.

11. [JoxyMeHTapHbl€ MNPOBEPKHA MPOBOIATCS IYyTEM aHajdu3a JOKYMEHTOB, IPEICTABICHHBIMU



NMoABCAOMCTBCHHBIMHA OpPraHaMu U OpraHu3alusaMu.

12. Ilpu npoBeeHUH MPOBEPOK CPOK MPOBEIACHUS KaXKIOr0 BHJAa MPOBEPKHU, MPEAYCMOTPEHHOIO
HacTosuM [lopsikoM, He JOJKEH MPEBBIMIATh BA/IIATh PA0OYUX JTHEH.

B HCKIIOYNTEIIBHBIX ClIydasax, CBA3aHHBIX C HCO6XOI[I/IMOCTBIO MMpOBCACHUA CJIIOKHBIX H (I/IJII/I)
JUTUTETbHBIX HWCCIIEIOBAaHUM, OSKCIEPTHU3, AHAIN30B, OICHOK HAa OCHOBAaHMHM MOTHBHPOBAHHBIX
IIPEMIOKEHUN JTOJDKHOCTHBIX JIML], NPOBOASIIMX IPOBEPKY, CPOK IIPOBEACHUS IIPOBEPKU MOMKET
OBITH MPOJJIEH PYKOBOJIUTEIEM OpraHa HMCHOJHUTEIbHOM BIACTH WM €r0 3aMECTHTENeM, HO He
Oosiee ueM Ha JBaaLATh paboOUnX JHEH.

Cpok npoBezieHus1 KaX10i U3 NPOBEPOK, MPEAYCMOTPEHHBIX HacTOsIUM [lopsiikoM, B OTHOLIEHUH
IIOJIBEJOMCTBEHHOIO OpraHa WM OpIraHM3allM{, OCYLIECTBIISIOIIET0 CBOK JEATEIbHOCTH Ha
TEPPUTOPUSAX HECKOJIbBKMX cyObekToB Poccuiickoil ®enepaiuu, yCcTaHaBIMBAETCA OTHEIBHO IO
Kaxa0oMy (uinainy, HOpeJCTaBUTENILCTBY, O0OOCOOJIEHHOMY CTPYKTYpPHOMY MOJpAa3[elICHUI0, IpU
ATOM OOl CPOK MPOBEACHUS MPOBEPKU HE JOJDKEH MPEBBIIIATH MECTHACCAT pabounX JTHEM.

13. Ilpu mpoBeeHNH MPOBEPOK, MPETyCMOTPEHHBIX MOAMYHKTOM | myHKTa 5 HacTtosiero [lopsnka,
OCYIIIECTBIISIOTCA CIIEYIOIINE MEPOIIPUSATHS:

1) paccMOTpeHHEe TOKYMEHTOB U MaTEPHAJIOB, XapaKTEPUIYIOUIUX OPraHU3aLUI0 padOThl U OKa3aHUE
MEJUIIMHCKOW MOMOIIM B COOTBETCTBHH C TPEOOBAHHMAMH TOJIOKCHHH 00 OpraHM3alliyd OKa3aHHS
MEJIUIIMHCKOW TMOMOIINM TO BHJAAM MEIUIMHCKOW TOMOIIM, TMOPSJAKOB OKa3aHUs MEIUIIUMHCKOU
MOMOIIIH MO0 TPaBUII MPOBEACHUS JTa00PATOPHBIX, HHCTPYMEHTAJIbHBIX, MaTOJIOT0aHATOMUYECKUX
Y UHBIX BUJIOB TUArHOCTUYECKHUX MUCCIICAOBAHM, CTAaHIAPTOB MEAUIIMHCKON TTOMOIIIH;

2) pacCMOTPCHUEC U aHAJIN3 JKajo0 rpaxxaaH, CBA3aHHBIX C OKA3aHHUCM UM MCHHHHHCKOﬁ IIoOMOI1Iu, B
TOM 4YHCJIC COACpKAIIUX CBCACHHA O HCHPCACTABICHUU I/IH(i)OpMaIII/II/I O BO3MOXXHOCTH OKa3aHUs
MCIUNHUHCKUX  YCIYyI, HaJIWYUHU JICKADCTBCHHBIX MpCapatoB W MCIUIUHCKHX HBHCHHﬁ,
BKJIFOYCHHBIX B CTaHAApPT MGHHHHHCKOﬁ IIOMOIIH,

3) OCMOTp HCIHOIB3YEMBIX MPU OCYIIECTBIECHUU MEIUIIMHCKON JESITEIbHOCTH 3/IaHHM, CTPOCHHIA,
COOPYKEHMM, IOMEILLEHUN U TEPPUTOPHUIL;

4) orleHKa COOJIFOACHHS TIOJIOKEHUN 00 OpraHW3allMKM OKa3aHHUS METUIIMHCKOW IMMOMOIIM MO BUIAM
MEAWIIMHCKONW TIOMOIIM, TOPSAKOB OKa3aHHs MEIUIIMHCKOM MOMOIIM JTHOO MpaBU MPOBEACHUS
J'Ia60paTOpHBIX, HHCTPYMCHTAJIbHBIX, IMATOJIOIOAHATOMHUYCCKUX W HWHBIX BHUJAOB JHAIHOCTHUYCCKUX
WCCIIETOBAHH, B TOM YHUCIIE B YACTHU:

TpeOOBaHUN K OpraHu3alMM JesITeIbHOCTH OpraHu3aluil (MX CTPYKTYPHBIX MOJIpa3/ieleHui,
Bpaueil), UHAUBUyaIbHBIX NPEAIPUHUMATENEH;

CTaH/JapTOB OCHAIIICHUS;
PEKOMEHIyeMbIX IITaTHBIX HOPMATHUBOB;
5) orieHKa COOJIFOACHUS CTaHIAPTOB MEIUITMHCKON ITOMOIIIH, B TOM YHCJI€ B YACTH:

BBITIOJTHCHHUA MCIUIMHCKUX YCIYI' B 3aBUCHUMOCTH OT YCPCAHCHHBIX IoKa3aTeliell JacTOTHI
MpeaoCTaBJICHUA U KPATHOCTHU UX ITPUMCHCHUS,

00OCHOBAaHHOCTM M TOJIHOTHEI Ha3HAUYCHMUS JICKApPCTBCHHEBIX MpCrapaTtoB A MCECIUIHUHCKOI'O
MMPUMCHCHUA, HUMIUIAHTUPYCMbIX B OPraHU3M 4YCJIOBCKAa MCAUIUMHCKHUX I/I3,H€HI/II>'I, KOMIIOHCHTOB
KpOBH, J1Ie4eOHOr0 IMUTaHWA, BKIIIOYasa CIICHUATIN3NPOBAHHBIC IMTPOAYKThI JIe4eOHOr0 MUTAHHA.

14. IIpu npoBeieHnH NMPOBEPOK, MPETYCMOTPEHHBIX MMOAIYHKTOM 2 IyHKTa 5 HacTosero Ilopsnka,



OCYILIECTBIISIIOTCS CIEAYIOIINE MEPOTIPUATHSA:

1) omleHKa COOTBETCTBHS HOPMATHBA YHCICHHOCTH CIIYKObI OXpaHbI TpyAa TPEOOBAHUSM TPYIOBOTO
3aKkoHoJaTenbcTBa Poccuiickoi denepannu;

2) olleHKa YpOBHS MOATOTOBKHU CIIEUAIMCTOB IO OXPaHe TPY/a U MOBBIIICHHE UX KBATU(PHUKAIINH;
3) opranmuzanus oOyueHust pabOTHUKOB 0€30MaCHBIM METOIaM U IIPHEMaM TPY/Ia;

4) coOmroficHUEe TPENOCTaBIeHUS pAaOOTHHKAM, 3aHATHIM Ha paboTax C BpPEIHBIMH W (WIH)
OTIACHBIMH YCIIOBUSIMH TPYJa, KOMIICHCAIIUH, YCTAHOBIIEHHBIX 10 PE3yJbTaTaM aTTeCTaIl[ul padouux
MECT TI0 yCJIOBUSIM TPY/Ia;

5) OLICHKa 00eCcIeYeHHOCTH pa6OTHI/IKOB cpeacrBaMu HHﬂHBHHyaHBHOﬁ 3alllUThI, MOJIOKOM HJIN
npoayKTamu, €ro 3aMCHAIOIINUMHU, HG‘-IGGHO-HpO(i)I/IJIaKTI/I‘-IeCKI/IM IIUTAaHUCM,

6) oleHKa coOmoeHuss TpeOoBaHU 0e30MacHOCTH MEIULMHCKHUX H3IENUi, MpPeayCMOTPEHHBIX
HOPMAaTUBHOM JOKYMEHTALIUEN TPOU3BOAUTENS;

7) oueHka coOnroeHUs TpeOOBaHUM K YTWIM3AUUU (YHUUYTOXKEHUIO) MEIMLMHCKHUX W3JIEIHH,
IPETyCMOTPEHHBIX TEXHUYECKOH U SKCIUTYaTallMOHHOW TOKYMEHTAIUEH TPON3BOJUTEIIS;

8) oreHKa cOOIOIEHUS] YCTAaHOBIICHHBIX MTPAaBUII B chepe oOpanieHnss MEAUINHCKUX U3ICITHii;

9) ananu3 BBIIOJHEHUS 00s13aHHOCTEN IO COOOILEHUIO CBEJECHUM, yKa3aHHbIX B yacTu 3 craThu 96
®enepanbHoro 3akona ot 21 HosOps 2011 r. N 323-03 "O6 ocHOBax OXpaHbl 310POBbS TPAXK/IaH B
Poccuiickoit deneparun <1>.

<1> CoOpanue 3akoHonatenbcTBa Poccutickoit @enepamuu, 2011, N 48, cT. 6724.

15. Ilpn npoBeneHNH NPOBEPOK, IPELYCMOTPEHHBIX OAMYHKTOM 3 MyHKTa 5 Hacrosiuero Ilopsanka,
OCYILECTBIISIFOTCS CIEAYIOIINE MEPOIIPHSTHS:

1) oueHka HaJW4yUs JOTOBOPOB O IPOBEIEHUU KIMHUYECKUX HCCIECJOBAHUN JIEKapCTBEHHBIX
IpenapaToB, KIMHUYECKUX MCIBITAHUM MEIUIMHCKUX H3AEIHi, a Takke 00 OCyLIeCTBICHUU
MEAUIMHCKUM paOOTHUKOM MeIaroruyeckoi 1 (Uian) Hay4yHOU e TeNbHOCTH;

2) paccMOTPEHUC JOTOBOPOB O IMOCTABKAX JICKAPCTBCHHBIX IMPEIIapaTOB, MCAUITHUHCKUX u3eauil Ha
npeaMeT HAJIW4YHUA B HHUX yCJ'IOBPIfI O HAa3HAYCHUU MM PCKOMCHIAAIMH ITalUCHTaM mmbo o
MNPEIJIOKCHUN HACCIICHUIO OIIPCACIICHHBIX JICKAPCTBCHHLIX IMMPETIApaTOB, MCAUIMHCKUX HSﬂGHHﬁ;

3) paccMOTpeHHE YTBEPKICHHOTO aAMUHUCTPALed METUIIMHCKON OpraHu3aliy MOpsAIKa y4acTHs
IpeJCTaBUTENIed  OpraHM3aluil, 3aHMMAIOIIMXCS pa3pabOTKOH, MPOU3BOACTBOM U  (WJIN)
peanu3aluell JIEKapCTBEHHBIX IpernapaTroB, MEAMLIMHCKUX HU3JENuil, opraHu3anuii, o0iagaromumx
IpaBaMM Ha UCIOJb30BaHHWE TOPrOBOIO HaWMEHOBAHMS JIEKApCTBEHHOTO IpernapaTa, OpraHu3aiui
ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMH, alTEUHBIX OpraHu3alui (UX HpeicTaBuTenei,
UHBIX (U3NYECKUX U IOPUJINYECKUX JIMII, OCYILECTBISIOUINX CBOIO JEATEIbHOCTh OT UMEHH 3THX
opraHuzaiuii) (majgee COOTBETCTBEHHO - KOMIIaHUS, NPEACTaBUTEIb KOMIIAHHMHM) B COOpaHUsX
MEAMIMHCKUX pPAOOTHUKOB M HWHBIX MEPONPUITHUSIX, CBSI3aHHBIX C TOBBIIIEHHEM HX
npo¢eCCHOHATIBHOTO YPOBHSA MJIM MPEAOCTaBICHHEM HH(GOpMAIUU, MPEAYCMOTPEHHOW 4YacTbio 3
cratbu 64 @enepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O06 oOpamnieHnn JIeKapCTBEHHBIX
cpeactB" <2> u yacteio 3 crathu 96 denepanbroro 3akoHa oT 21 Hos0ps 2011 r. N 323-03 "O6
OCHOBaXxX OXPaHbI 310pOBbs rpaxkaan B Poccuiickoit @enepanun';
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<2> Cobpanue 3akononarenbctBa Poccuiickoit ®denepanuu, 2010, N 16, ct. 1815; 2014, N 52, cr.
7540.

4) omeHKa opraHu3anuy padoThl, HAIIPABJICHHON HA MpenyNpexaeHne HapylIeHUH MEAUIIMHCKIMU
paboTHUKaMu U (apMaleBTHYECKUMH PAOOTHUKAMH OTPAHWYCHUH, YCTAHOBJICHHBIX CTaThed 74
®denepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-D3 "O6 ocHOBaxX OXpaHbI 3JI0POBBS TPAXKIAH B
Poccuiickoit @enepanuu" <3>, B TOM 4ucie MO0 WHGOPMHUPOBAHUIO METUIIMHCKUX DPAOOTHHUKOB,
dbapmanieBTUYECKUX pAaOOTHUKOB, KOMIAHWUM, NpeACTaBUTeNed KOMIaHMM W TpaxnaaH o0
YCTAHOBJICHHBIX 3alpeTax Ha COBEPIICHHE OIPENENICHHBIX NEHCTBUH M OTBETCTBEHHOCTH 3a HX
COBEpIUICHHE;

<3> Cobpanue 3akononarenscTBa Poccuiickoit denepanuu, 2011, N 48, cr. 6724, 2017, N 31, cr.
4791.

5) ananu3 oOpalleHuil TpakJaH, COAEpPXAIIUX CBEACHHUS O IPEIOCTABIECHUU HEIOCTOBEPHOM,
HEMOJHOW WM HMCKaXEHHON HH(OpMAIMK 00 HCIONb3yeMbIX MPH Ha3HAUYEHHWU Kypca JIeueHUus
JIEKapCTBEHHBIX Mperaparax, 0 MEIUIIMHCKUX U3/IETUsAX, BKIIIOYas COKPBITHE CBECHUN O HAIMYUU B
oOpallleHny aHAJIOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3JIEIHH, THO0 O HATUYUU B
anTeYHOM OpraHu3alliy JIEKAPCTBEHHBIX IPENapaToB, MMEIOUIUX OJIMHAKOBOE MEXKIYHApOIHOE
HEMaTeHTOBAaHHOE HAMMEHOBAaHUE, MEAMIIMHCKHUX W3JEIHM, BKIIOYas COKPHITHE HH(OpPMAIUU O
HaJUYHH JICKAPCTBEHHBIX MIPEMapaToB U MEIUIIMHCKUX U3ACIINNA, UMEIOIINUX 00Jiee HU3KYIO IICHY.

16. Ilpu mpoBeeHNH MPOBEPOK, MPETyCMOTPEHHBIX MOAMYHKTOM 4 myHKTa 5 HacTtosimero [lopsnka,
OCYIIIECTBIISIOTCS CIIEYIOIINE MEPOIIPUSATHS:

1) paccMOTpeHHE TOKYMEHTOB M MAaTEpUAJIOB, XapaKTEPHU3YIOIIHMX JEATCIbHOCTh MPOBEPAEMBIX,
OpraHu3aIii o COOJIIOJCHUIO TIPaB TpaXKIaH B cepe OXpaHbl 3M0POBbS TPAXKIAH, B TOM YHUCIIEC
JOCTYITHOCTH ISl MHBAJINI0B O0BEKTOB MHPPACTPYKTYPHI U MPEIOCTABISAEMBIX YCIYT B yKa3aHHOU
cdepe;

2) paccMOTpeHHE JOKYMEHTOB W MaTepuajoB, XapaKTEPU3YIOIIUX OpraHu3aluio padboThl IO
paccMOTpeHHI0 00pallleHU ITpakIaH;

3) oneHka coOuroieHus TpeOoBaHMM 3akoHOaTenbcTBa Poccuiickoit depepannu K pasMelieHHIo U
COJEPKAHNIO HMH(MOpMAIMM 00 OCYIIECTBISIEMON JAEATENBHOCTH B c(epe OXpaHbl 37J0POBbs
rpaxkJaH.

17. IIpn npoBeieHnH NMPOBEPOK, MPETYCMOTPEHHBIX IMOAIYHKTOM 5 IyHKTa 5 HacTosero Ilopsnka,
OCYIIECTBISIOTCS CIIEYIOLINE MEPOIIPUATHS:

1) PacCMOTPCHUEC NJOKYMCHTOB U MATCPUAJIOB, XAPAKTCPUIYIOMIUX OpraHU3allui0 U HPOBCACHUC
MCIUIIMHCKUX SKCIICPTU3, MCAUITUHCKUX OCMOTPOB M MEAUITUHCKHUX OCBPIJICT@JIBCTBOB&HI/Iﬁ;

2) OIIeHKa COOJIIOICHUS:

MOpsAAKOB TMPOBCACHUA MCIAUIHUHCKUX OKCIICPTHU3, MCAUIHUHCKUX OCMOTPOB W MCIAUIHWHCKUX
OCBHHeTeHLCTBOBaHHﬁ, B TOM YHCIC COACpKAIMMUX IEPEYHHU OCMOTPOB Bpa‘IefI-CHeHHaHHCTOB u
MCIUIIMHCKHUX I/ICCJIC,HOBaHPlﬁ;
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MPaBWJI BHECEHHUs 3allMCEed B MEIMIMHCKYI0 JOKYMEHTALMIO IpPU IPOBEAECHUHM MEIUIIUMHCKUX
AKCTEPTHU3, METUIIMHCKUX OCMOTPOB M MEIUIIMHCKUX OCBUCTEIHCTBOBAHUH, a TaK)Ke oPopMiIeHUsS
UX PE3YyIbTaTOB.

18. Ilpu npoBeneHNH MPOBEPOK, IPETYCMOTPEHHBIX NOAMYHKTOM 6 mMyHKTa 5 Hacrosiuero [lopsanka,
OCYILECTBIISAIOTCS CIEAYIOIINE MEPOTIPUATHS:

1) paccMOoTpeHHE NOKYMEHTOB M MAaTEepUaliOB, XapaKTEPU3YIOIIMX OPraHU3alMI0 BHYTPEHHETO
KOHTPOJISI KauecTBa M 0€30MacHOCTU MEAUIIMHCKOMN JAeSITeTbHOCTH;

2) oreHKa:

CO6JIIOI[CHI/ISI YCTAHOBJICHHOI'O TIIOpAAKa IIPOBCACHHA BHYTPCHHCTO KOHTPOJA KadeCTBa U
0€e301acHOCTH MCHHHHHCKOﬁ JACATCIIBHOCTH,

CO6J'IIO,I[€HI/IH ImopsAaaKa O(i)OpMJ'IeHI/Iﬂ PE3YIbTATOB BHYTPCHHET'O KOHTPOJIA Ka4€CTBA U 0e30macHOCTH
MEIUITUHCKON ACATCIIbHOCTH,

000CHOBAaHHOCTH MeEp, MNPUHUMAEMBIX [0 pe3ylbTaTaM I[POBEJIEHUS BHYTPEHHETO KOHTPOJIS
KayecTBa U 0€30ITaCHOCTH MEIHUIIMHCKOM ACATEIILHOCTH;

3) aHanu3 3(QQPEKTUBHOCTH TPOBOJAMMOIO BHYTPCHHETO KOHTPOJISI KadecTBa W 0€30MacHOCTH
MEAUIIMHCKON eI TeIbHOCTH.

19. O mnpoBeneHuH IUTAHOBOM TIPOBEPKH IMOJABEAOMCTBEHHBIC OpraHbl WJIM OpraHU3aIUN
YBEIIOMJISIFOTCSL TIyTEM HAIIpaBJICHHsI KOIUU MPUKa3a O MPOBEJCHUN MPOBEPKH HE IMO3/HEE YeM 32
TpH pabOYMX JHS 10 HaYaJIa ¢ MPOBEICHHUS.

20. O mpoBeJeHHM BHEIUIAHOBOW BBIE3JTHOM INPOBEPKH, B LIENAX KOHTPOJIS HCIOJHEHUS paHee
BBIJJaHHBIX MOPYYEHUH JUOO TMpennucaHuii, IOJBEIOMCTBEHHbI OpraH WM OpraHu3aunus
YBEAOMIISIFOTCS JIFOOBIM JTOCTYIHBIM CIIOCOOOM HE MEHEE 4eM 3a JABaJALAaTh YEThIPE Yaca J0 Haydaja
€€ IIPOBENICHHUS.

21. B cnyuae, ecnu B pe3ynbTare JESTENbHOCTH MOJBEAOMCTBEHHOIO OpraHa WM OpraHU3aluiu
NPUYMHEH, WA NPUYUHAETCS BpEl KU3HM, 3J0POBBIO0 T'PaKJaH, MPEABAPUTEIILHOE YBEIOMIICHHUE
YKa3aHHOM OpraHu3aluy O Havajie MPOBEICHUs BHEIIJIAHOBOM MPOBEPKU HE TpeOyeTcsl.

22. K IMPOBEPKaM IMPpH OCYHICCTBIICHUU BEAOMCTBCHHOI'O KOHTPOJIA MOT'YT IPUBJICKATHCA HAYYHBIC U
HWHBIC OpraHu3aliy, YUCHBIC U CICHUAINCTBI (nanee - 3KCICPTHBIC OpraHu3aluu, BKCHepTH), 3a
HCKIIIOYCHUEM JIMI, COCTOAINX C MOABCAOMCTBCHHBLIM OPraHOM HJIN opraHmauI/Ieﬁ B TPYAOBBIX
HJIM UHBIX JOTOBOPHBIX OTHOIICHHUAX.

23. IlpoBepku HpOBOASTCA Ha OCHOBAHUU NpPUKa3a PYKOBOJIUTEINS, 3aMECTUTENS] PYKOBOJIUTEIS
OpraHa UCIOJIHUTEIIbHOHN BIaCTH, B KOTOPOM YKa3bIBAIOTCS:

1) HAaNUMCHOBAHUC OpraHa BEAOMCTBCHHOI'O KOHTPOJIA;

2) damMunanm, UMEHa, OTYECTBA, JOHKHOCTH JIOJDKHOCTHBIX JIMII, YIIOJTHOMOYEHHBIX Ha MpPOBEACHHE
IIPOBEPKU, A TaKKe IIPUBIEKAEMBIX K IIPOBEACHUIO IIPOBEPKH DKCIEPTOB, IIPEACTABUTEIIECH
SKCIIEPTHBIX OPTaHU3aLNNT;

3) cBeneHUs O MEIMLMHCKOM OpraHu3aluy (HaMMEHOBAaHHE IOPUIMYECKOTO JHIA), MPOBEpKa
KOTOpOM NMPOBOJUTCS;

4) nenu, 3a1a4u, BU, MPEIMET TPOBEPKH M CPOK €€ TTPOBEICHHS;



5) npaBOBbIE OCHOBAHMSI IPOBEIECHUS IPOBEPKU;

6) CpPOKM TIPOBEACHHS U MEPECUYCHb MEPOMPHUATUN MO KOHTPOJIIO, HEOOXOIUMBIX JIJISl JTOCTHIKEHUS
1esei v 3aa4 NpoBEACHUS TPOBEPKU;

7) nepedeHb HOPMATUBHBIX AKTOB, PETYJIUPYIOLIUX [IPOBEIEHUE MEPONIPUATUI IO KOHTPOJIIO;

8) mepedyeHb NOKYMEHTOB, MIPEIICTABICHHE KOTOPHIX HEOOXOIUMO IS JIOCTHIKEHUS IENe U 3a1ad
IIPOBEICHUS IPOBEPKHU;

9) natel Hayana U OKOHYaHUS POBEACHUSI IPOBEPKH.

24. Beble3nHas TIpoBepKa HAUYMHACTCS C MPEAbSBICHUS JIOJDKHOCTHBIMM JIMIIAMHU OpraHa
UCTIOJIHUTENIBHOW ~ BJIACTH  CIY’KEOHOIO  yJIOCTOBEpEHMs,  00s3aT€IbHOIO  O3HAKOMJICHHUS
PYKOBOJMTEIISA, MHOT'O JOJKHOCTHOTO JIMIA WM YIOJHOMOYEHHOI'O IPEICTABUTENI MEAULMHCKON
OpraHM3aly C IPHUKA30M PYKOBOIUTEINS, 3aMECTUTEN PYKOBOAMTEIS OpPraHa HCIOJIHUTEIBHOU
BJACTH O HA3HAYEHUM MPOBEPKHU (IIPU HAIUYUM) U C IOJHOMOYHUSAMHU IPOBOSILUX BBIE3AHYIO
IIPOBEPKY JIML[, & TaKXKe C LEJIAMH, 3aJa4yaMy, OCHOBAHUSAMH IIPOBEACHUSA NPOBEPKH, BUAAMU U
00BEMOM MEpPOIPHUATHI IO KOHTPOJIO, COCTABOM SKCIEPTOB, IPEACTABUTENISAMU HKCIEPTHBIX
OpraHu3aluil, IPUBJIEKAEMBIX K IIPOBEPKE, CO CPOKAMU U C YCIOBUSAMU €€ IPOBEICHUS.

25. JIoMKHOCTHBIE JIMIIA OPraHOB MCIOJHUTENBbHOM BJIacTU MpU IMPOBENEHUU BEIOMCTBEHHOI'O
KOHTpPOJIA UMEIOT IIPABO:

1) OCYHICCTBJIATH IIOJIYYCHHC, C60p U aHaJu3 CBEJACHUN O NEATEILHOCTH IOABEJIOMCTBEHHOIO
opraHa Ui OpraHu3alnm,

2) 3HAKOMHUTHCS C TOKYMEHTAaMH, CBSI3aHHBIMU C IEJISAMH, 33J]a4aMU U MPEAMETOM BEIOMCTBEHHOT'O
KOHTPOJIA, B TOM YHCJIE C MEIUIMHCKUMH JOKYMEHTaMH TpaxaaH <4>, CHUMaThb KOIHUU C
YKa3aHHBIX JOKYMEHTOB, a TaKXe MPOU3BOJIUTH B HEOOXOAUMBIX Ciydasix (OTO- U BUICOCHEMKY
IIPU OCYIIECTBIIEHUU OCMOTpPa U 00CIIEI0BaHMUS;

<4> Ilynkr 10 gactu 4 crarbu 13 PenepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-d3 "O06
OCHOBax OXpaHbl 370poBbsl rpaxkaaH B Poccuiickoii @enepauun" (CobOpaHue 3aKOHOJATENbCTBA
Poccuiickoii ®eneparuu, 2011, N 48, ct. 6724).

3) moctymna B MCIOJIb3yeMble TIOJIBEIOMCTBEHHBIM OPTaHOM M OpraHHW3alMell MpH OCYIIeCTBICHUH
NeSITebHOCTH TEPPUTOPUH, 3IaHUS, CTPOCHUs, COOPY)KEHHUS, IMOMENIEHHs, K HCIOIb3yeMbIM
000py10BaHNI0, TOJIOOHBIM 00BEKTaM, TPAHCTIOPTHBIM CPEACTBAM;

4) OpTaHHU30BbIBATH IMMPOBCACHHUC HGO6XO,I[I/IMI>IX HCCHCHOB&HHﬁ, 9KCIICPTU3, aHAJIN30B U OLCHOK, B
TOM YHUCJIC OKCIICPTHU3 KaUCCTBA M€I[I/IIII/IHCK0171 IIOMOIIH.

26. JIomKHOCTHBIE JTUIIA TIPU MMPOBEJCHUU BEJOMCTBEHHOTO KOHTPOJISI 00sI3aHBbI:

1) CO6J'IIO,Z[8.TB 3aKOHOOATCIILCTBO Poccuiickoit dDeL[epauI/H/I, npaBa H“ 3aKOHHBIC HHTCPCCHI
MMPOBEPACMBIX ITOABCOMCTBCHHBIX OPraHOB U opraHmauHﬁ;

2) mpOBOAMTH MIPOBEPKY BO BpPEMs UCIIOJHEHUS CITY>KEOHBIX 0053aHHOCTEHH;

3) mnpemocTaBIATh PYKOBOAMTENIO, HMHOMY JIOJDKHOCTHOMY JIMLY WM YIOJHOMOUYEHHOMY
MIPEJICTABUTENIO MPOBEPSEMOr0 OpraHa WM OpraHU3alud, NMPUCYTCTBYIOUIEMY IMpHU MPOBEAECHUU
IPOBEPKH, HHPOPMALIUIO U TOKYMEHTBI, OTHOCSIIIIUECS K IIPEIMETY POBEPKHU;
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4) 3HAKOMUTb PYKOBOJHUTENSI, UHOE JOJKHOCTHOE JIMIIO WM YHOJHOMOYEHHOTO MPEACTaBUTENS
MIPOBEPSEMOr0 OpraHa WJIM OpraHu3alud C pe3yibTaTaMHU IPOBEPKH, B TOM YHCIE C aKTOM
MIPOBEPKHU;

5) cobnronatk ycTaHOBJIEHHbBIE HACTOSAIIMM [1opsIKOM CpOKH ITPOBEAEHUS IPOBEPKH.

JocTyn K CBENEHHAM, COCTaBIAIOIIUM T'OCYJAapPCTBEHHYI0 M HUHYIO OXPaHSAEMYIO 3aKOHOM TaliHy,
OCyHIecTBIIsIeTCd ¢  COONIIOJICHMEM TpeOOBaHMM O  3aluTe CBEICHUIN, COCTaBIISIOLINX
TrOCYyIapCTBEHHYIO TaliHy, WJIN OTHOCHMBIX K OXPAaHSIEMON B COOTBETCTBHH C 3aKOHOIATEIbCTBOM
Poccuiickoit @enepannu HHON HHYOPMAIIMH OTPAHUIESHHOTO JOCTYIIA.

27. PykoBoJiUTEb, MHOE AOJKHOCTHOE JIMLIO MUJIM YIIOJTHOMOYEHHBIN MPEACTABUTENb TPOBEPSIEMOrO
OpraHa Wy OpraHu3aluu IPU MPOBEACHUN MEPONPUATHNA MO BEJOMCTBEHHOMY KOHTPOJIKO MUMEKOT
IIpaBo:

1) npucyTcTBOBaTh IPU MPOBEACHUU MPOBEPKH, AaBATh OOBSICHEHHSI IO BOIIPOCAM, OTHOCSAIIMUMCS K
MIPEAMETY TIPOBEPKHU;

2) Moyy4arh OT OPTaHOB HMCIIOJIHUTEIBHON BIACTH, MX JODKHOCTHBIX JIMIl MH()OPMAIIHUIO, KOTOpast
OTHOCHUTCS K MPEMETY IIPOBEPKH;

3) 3HAaKOMUTBCSA C Pe3yJibTaTaMu BEJJOMCTBEHHOTO KOHTPOJIS,

4) o0OxanoBath AercTBUS (0e3AeHCTBUE) JOIDKHOCTHBIX JIUII, TOBJIEKIINE 32 COOON HapyIIeHHE MpaB
IPOBEPSEMOr0 OpraHa MM OpraHu3aluy, py MPOBEACHUN BEIOMCTBEHHOIO KOHTPOJIS.

28. PykoBosuTenb, MHOE AOKHOCTHOE JIMIIO MJIM YIIOJTHOMOYEHHBIN MPEACTABUTENH TPOBEPSIEMOTO
OpraHa WM OpraHu3allyiy MPH MPOBEICHUU MEPONPUATUI IO BEJOMCTBEHHOMY KOHTPOJIIO O0S3aHBbI:

1) npenocTaBUTh KOIUM JTOKYMEHTOB U IMOSICHEHHS IO 3alpOCy OPraHOB MCIIOJIHUTEIBHON BIAcTH
IIPU IIPOBEJICHNUHN ITPOBEPKU;

2) NpeAoCTaBUTh JOJDKHOCTHBIM JIMLAM, MPOBOISALIMM IMPOBEPKY, BO3MOKHOCTh O3HAKOMUTHCS C
JIOKYMEHTaMH, CBA3aHHBIMU C LIEJIIMU, 33a9aMH U IIPEIMETOM BEJOMCTBEHHOTO KOHTPOJIA,  TaKKe
00eCreynTh J0CTYN MPOBOJSIIUM BBIE3HYIO MIPOBEPKY JODKHOCTHBIM JIMIIAM Ha TEPPUTOPHIO, B
HCIIOJIB3YEMBIE MPOBEPSEMBIM OPraHOM HJIM OpPraHHU3alUed IMPH OCYHIECTBIEHUU JEATEIbHOCTH
3/1aHUs, CTPOCHHUS, COOPYKEHMs, MOMEIICHUs, K MCIOJIb3YyeMbIM O0OPYAOBAaHHIO, I0J100HBIM
00BEKTaM, TPAHCHIOPTHBIM CPEJCTBAM.

29. Ilo pesynbpTaTam TPOBEPOK B paMKax BEIOMCTBEHHOTO KOHTPOJS TOJDKHOCTHBIMH JIMIIAMH
OpraHa UCIIOJIHUTEIBbHOM BJIACTH, IPOBOAAIIMMU IIPOBEPKY, COCTABIISIETCS AKT IIPOBEPKHU.

B axTe npoBepku yKa3bIBarOTC:
1) nata, BpemMst U MECTO COCTABJIEHUS aKTa IPOBEPKHU;
2) HauMEHOBAaHME OpraHa BeIOMCTBEHHOI'O KOHTPOJIS;

3) AaTa U HOMCP IIpUKa3a PYKOBOAUTCIIA, 3aMCCTUTCIIA PYKOBOJUTCIIA OpraHa HCIIOJIHUTEIbHOMN
BJIACTHU O MPOBCACHUHU ITPOBEPKHU,

4) (I)aMI/IJ'II/II/I, HMCHA, OTUCCTBA U NOJDKHOCTU JOJDKHOCTHBIX JIMI, IIPOBOJAUBIINX IMTPOBCPKY;

5) CBCACHUA O IPOBCPACMOM OpPraHe WM OpraHHU3alun (HaI/IMCHOBaHI/IC, IOpI/II[I/I‘-ICCKI/Iﬁ aapec, a
TaKXE CbaMI/IJ'II/IH, HMsI, OTUECTBO MU OOJKHOCTH PYKOBOJAUTEIIA, MHOI'O JOJDKHOCTHOTO JIMIA HIIN
YIOJHOMOYCHHOTO IMPEACTABUTCIIA, IPUCYTCTBOBABIICTO ITPU MTPOBCACHUHN HpOBCpKI/I);



6) nara, Bpemsl, IPOJOJIKUTEIBHOCTh U MECTO ITPOBEJIEHUS IPOBEPKU;

7) cBelleHUs O pe3ysibTaTax IPOBEPKU, B TOM YKCIE O BBISIBICHHBIX HapyLIEHUsAX, 00 UX XapakTepe
U 0 JIMLAX, JONyCTUBUIMX YKa3aHHbIC HAPYILICHUS;

8) cBeneHns 00 O3HAKOMIJIGHMH HJIM OTKa3e B O3HAKOMJIGHMH C aKTOM IPOBEPKH PYKOBOIUTEI,
MHOI'O JIOJDKHOCTHOI'O JIMIA WM YHNOJHOMOYEHHOI'O MpEeACTaBUTENS IMPOBEPSIEMOro OpraHa WiId
OpraHu3alyy, MIPUCYTCTBOBABIIIETO IIPH POBEAECHNUN ITPOBEPKU;

9) noanucy 10JKHOCTHBIX JIMLL, IPOBOJUBIINX IPOBEPKY.

30. K akTy mpoBepkd HpUIaraloTcs MPOTOKOJbI MM 3aKIIOYEHHS MO pe3yjabTaTaM MPOBEICHHBIX
UCCIICIOBAaHMA, SKCIIEPTH3, aHAJIM30B, OIICHOK, OOBSICHEHUS] PAOOTHUKOB IPOBEPSIEMOT0 OpraHa WIn
OpraHM3aly, Ha KOTOPBIX BO3JIaraeTcs OTBETCTBEHHOCTh 33 BBISIBICHHbIE HapyLICHHUS,
npeanucaHus 00 YCTpaHEHWHW BBISBICHHBIX HApYyUICHWH W HMHbBIE CBA3aHHBIE C pe3yJbTaTaMu
MPOBEPKU JOKYMEHTBI MJIH UX KOMHH.

31. AxT mpoBepku o(opmIIseTcss HEMOCPEACTBEHHO MOCJE €€ 3aBEepIICHUs] B JIBYX SK3eMIUIIpax,
OJIMH U3 KOTOPBIX C KONUSMHU HPUIOKEHUH HaIpaBisieTcsl B IOJBEJIOMCTBEHHBI OpraH WM
OpTraHHU3aIHIo0 OO0 BPYyUaeTCsl PyKOBOJIUTENIO MIIA YIIOTHOMOUYEHHOMY MPEICTABUTENIO YKa3aHHOTO
OpraHa WM OpraHHM3alldu TOJ PACIUCKy 00 O3HAKOMIIEHUH, OO 00 OTKa3e B O3HAKOMIICHHH C
AKTOM MPOBEPKH.

32. B cinywyae ecnu [uid COCTaBJIEHUS aKTa IPOBEPKH HEOOXOAMMO IOJIyYUTh 3aKIFOUEHUS I10
pe3yjibTaTaM IPOBEJCHHBIX HCCIEIOBaHMM, OSKCIIEPTHU3, AaHAJIU30B, OLIGHOK, AaKT IPOBEPKH
COCTABIIICTCSI B CPOK, HE TNPEBBIIAIOIIMN Tpex pabodymx [THEH NOocie MOJIYYeHUS OpraHoM
UCTIOJIHUTEJIBHON BJIACTU COOTBETCTBYIOIIETO 3aKJIIOYECHHUS.

33. IIpu BBISIBJIEHUH B XOJ€ POBEPOK HAPYILICHUN:

1) pykoBOAMTENIO, HMHOMY JIOJDKHOCTHOMY JIMIy WM YHOJHOMOYEHHOMY IpPEACTABUTEIIO
MOJBEJIOMCTBEHHOTO OpraHa WM OpraHu3alMM BbIJAeTCd MpeanucaHue o0 yCTpaHEHUU
BBISIBJICHHBIX HAPYILICHHUH C YKa3aHUEM CPOKOB UX YCTPAHECHUS;

2) OpraHOM HCIIOJIHUTEIBHOW BIACTH B PAMKaX KOMIIETCHIIUH MPUHUMAIOTCSI MEPBI [0 KOHTPOJTIO 32
YCTpaHEHUEM BBISBICHHBIX HApYLUICHUH (B TOM YMCIIE ITyTEM IMPOBEIECHUS BHEIJIAHOBBIX MPOBEPOK),
UX MpEeAyNpexACHUI0, NPEIOTBPAIICHUI0 BO3MOXXHOIO IPUYMHEHHUS BpEIa JKU3HU, 3J0POBBIO
rPaXXJaH, a TaKXKE Mephbl 10 IPUBJICUYCHHUIO JIMI, AONYCTUBIIUX BBIABICHHBIC HaApyIIEHUd, K
OTBETCTBEHHOCTH;

3) B ciyyae, eci BbISIBIIEHHBIC HApYIIEHUs] OTHOCITCS K KOMIETEHIIMH OpraHa, yIoJHOMOYEHHOTO
B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoin denepanny OCyLIECTBIATh TOCYJaPCTBEHHBIN
KOHTPOJIb B YCTAHOBJICHHOM cepe NesTeIbHOCTH, OpraH MCIOJHUTEIbHOM BJIACTH HAMpaBISET
MH(OPMALIMIO O BBISBIEHHBIX HAPYIIEHUSAX B OPTraH rOCyJapCTBEHHOT'O KOHTPOJIS [0 KOMIIETEHIUY;

4) B Ciy4dyac, HCUCIOJHCHHUA IMPCAINHCAHHA B aKTC YKa3bIBACTCAd JIMOO OTBETCTBCHHOC 3a
HCHUCIIOJIHCHUC TMIPCANHCaHud U OpraHOM HCIIOJIHUTEIbLHON BIIaCTH B paMKax KOMIICTCHIIUU
MPUHHUMACTCA MEPBI 11O €T0 IMPHUBJICYCHNIO K OTBETCTBECHHOCTHU.



