3apeructpupoBano B Muntocre Poccun 2 oktsaopst 2020 r. N 60190

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

IIPUKA3
ot 31 uroasa 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 3aKOHOIATENIHCTBA
Poccuiickoit ®enepamuu, 2011, N 48, cr. 6724) um noanynktoMm 5.2.205 Tlomoxxkenus o
MunucrepcTBe 3apaBooxpaHeHus Poccuiickoit denepanyu, yTBEp)KACHHOIO IOCTAHOBICHHEM
[TpaButenscTBa Poccuiickoit ®eneparmn ot 19 urons 2012 r. N 608 (Cobpanue 3akoHOATEIHCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526), npukas3biBaro:

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

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

Munucmp

M.A. MYPALIKO

Ipunooscenue
K npuxasy Munucmepcmea 30pasooxpaHenuis.
Poccuiickoti @edepayuu

om 31 urons 2020 2. N 787u

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


https://normativ.kontur.ru/document?moduleid=1&documentid=367105#l1346
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1. Hactosimmii Ilopsiiok ycTaHaBIMBaeT MpaBWiia OPraHU3allMd M MPOBEICHHUS BEIOMCTBEHHOTO
KOHTPOJII KadecTBa M OE30IacCHOCTH MEJUIMHCKON AEATeNbHOCTH (Janee - BEJOMCTBEHHBIH
KOHTPOJIb).

2. BenoMmMcTBeHHBIH KOHTPOJIb OPTAHU3YETCSI M OCYIIECTBISCTCS (eAepabHBIMU OpraHaMu
WCITOJTHUTEIIbHON BJIACTH U OpPTaHaMH MCIOJHUTEIBHOM BIacTH cyobekToB Poccutickoii deneparum
(manee - opraHbl UCIIOJIHUTEIILHON BJIACTH) B MI0JIBEIOMCTBEHHBIX UM:

1) opranax (zmasnee - MOJABEIOMCTBEHHBIE OPTaHbl);

2) opraHu3anusax, OCyIIECTBISIONUX MEIUIIMHCKYI0 U (hapMalleBTHUECKYIO JesTeNIbHOCTD (falee -
MOABEOMCTBEHHBIC OPraHU3aI1N ).

3. B memsx opraHuzanuM BEIOMCTBEHHOTO KOHTPOJISI OpraHbl HCIIOJIHUTEIHLHOW BIIACTH
OIIPEICIISIOT:

1) OTBETCTBEHHOE 3a OpraHM3alMI0 U IPOBEJCHHE BEJIOMCTBEHHOIO KOHTpOJII KauecTBa U
0€30I1aCHOCTH MEJUIMHCKOM eATEeIbHOCTH JOJKHOCTHOE JIMLO (PYKOBOAUTENb UM 3aMECTUTEINb
PYKOBOJUTEIISL OpraHa UCIIOJIHUTENbHOM 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) npeaynpexxaeHue, BbISIBICHUE U MTPeceUeHe HapyIIeHU TpeOOBaHU K 00eCIIeYeHUI0 KauecTBa
1 0E30MacCHOCTH MEAWIIMHCKOW JIeATEIHbHOCTH, YCTAHOBIICHHBIX 3aKOHOIATEIHLCTBOM Poccuiickoi
Oenepanuu 06 0XpaHe 370POBbs TPaKIaH;

2) HmpUHATHE MEp MO MPECeYeHUI0 W (WJIM) YCTPAHEHHUIO IOCIEJACTBUI M NPUYUH HapyLIECHUH,
BBISIBICHHBIX B paMKaxX TOCYAApCTBEHHOIO0 KOHTpOJII KauyecTBa M O€30MaCHOCTH MEIUIUHCKON
JeSITEIIbHOCTH;

3) obecrieueHrne KauyecTBa MEIUIIMHCKON TOMOIIH, OKa3bIBAEMON B MEIUIIMHCKHX OpTaHU3aIUsiX,
MOJIBEIOMCTBEHHBIX OpraHaM MCIIOJTHUTEIHHON BIACTH;

4) ompeneneHue TOKa3aTeJe KauecTBa JIESITENIBHOCTH IOJBEIOMCTBEHHBIX OpraHOB U
OpraHu3alui;

5) co3naHue CUCTEMBI OLIEHKH JIEATEIbHOCTH MEIUIIMHCKUX PaOOTHUKOB, yYaCTBYIOIIUX B OKa3aHUU
MEJIUIIUHCKUX YCITYT.

5. BenoMCTBEeHHBIN KOHTPOJIb BKJIIFOYACT NPOBCACHUC ITPOBCPOK:

1) npuMeHeHUS MEIUIMHCKAMHU OpraHu3aldsIMUA TIOJOKEHUH 00 OpraHu3aliu OKa3aHUs
MEJIUIIMHCKON MOMOINM IO BHAAM MEIUIMHCKOW IMOMOIIU, MOPSAKOB OKa3aHUS MEIUIIMHCKOU
MIOMOIIH JINOO TPaBUI POBEACHUS JIA0OPATOPHBIX, MHCTPYMEHTATBHBIX, MTATOJIOT0-aHATOMUYECKUX
Y VHBIX BHJIOB IMAarHOCTHYECKUX MCCIIEIOBAHUM, CTAHIAPTOB MEAUIIMHCKON TOMOIIIH;

2) coOmto/leHusT MEIUITMHCKUMHU OpTaHH3alusIMH O€30MacHBIX YCIOBUW Tpyna, TpeOOBaHHM IO
0C30MacHOMY TIPUMEHEHHUIO M OJKCIUTyaTallik MEIWIWHCKHX W3JCIUH W WX  YTHIU3AIAA
(YHUYTOXXEHHUIO);

3) CO6J'IIOI(CHI/I${ MCININHCKUMU pa6OTHI/IKaMI/I, PYKOBOIUTCIIAMHU MCIUIUHCKUX OpFaHI/I3aI_II/II71,



dapMarieBTUYeCKUMHU pAaOOTHUKAMU M PYKOBOJIUTENISIMH ANTEYHBIX OpraHU3alMii OrpaHHYCHUH,
IPUMEHSIEMbIX K HUM NP OCYILECTBIEHUH NPO(YECCHOHAIBHON e TeNbHOCTH;

4) cobmoieHus MpaB rpaxkJaH B cepe OXpaHbl 3J0POBbS IPAXKIAH, B TOM YHCIE JOCTYIHOCTH IS
UHBAIUA0B 00BEKTOB HH(PPACTPYKTYPHI U MPEAOCTABISAEMBIX YCIYT B YKa3aHHOU cdepe;

5) COGJ’IIOI[GHI/IH MOPAAKOB IIPOBEACHHA MEIUINHCKUX 3KCIICPTU3, TUCIIAHCEPU3all, MCIUIUHCKUX
OCMOTPOB U MCAULIUHCKUX OCBI/II[eTeJIBCTBOBaHI/IfI;

6) coOmrofeHust TpeOOBaHWI K OpraHW3aIllMU M MPOBEICHUIO BHYTPEHHEIO KOHTPOJS KadyecTBa U
0€30MMaCHOCTH MEQUIIMHCKON JIeSITEIbHOCTH.

6. BenoMcTBeHHBII KOHTPOJIb OCYIIECTBIISIETCS YHMOJHOMOYEHHBIMU JOKHOCTHBIMU JIULIAMU
opraHa WCIIOJHUTEIBPHOW BJIACTH (Jajee - JOJDKHOCTHBIC JIMIIA) B COOTBETCTBHHM C HX
JOJKHOCTHBIMH OO0S3aHHOCTSIMH Ha TOCTOSTHHOH OCHOBE JTMOO MO PEHICHUIO0 PYKOBOJMUTEIS WIIH
3aMECTUTEIISI PYKOBOJUTENS OpraHa HCHOJHUTEILHOW BJIACTH HAa OCHOBAHMM IIpUKaza OpraHa
HCITIOJTHUTEILHON BIIACTH.

7. BemoMCTBEHHBI KOHTPOJIb OCYHIECTBIISIETCS TMOCPEACTBOM IIJIAHOBBIX M BHEIUIAHOBBIX
JOKYMEHTapHbIX M (WJIM) BBIE3NHBIX IPOBEPOK, a Takxke cOopa M aHamM3a I[OKazaresneu
JIEATETLHOCTH TOJIBEIOMCTBEHHOTO oOpraHa W (WJIW) OpraHu3alud, W TPEIOCTaBIsIEMON HMU
CTAaTHCTUYECKOM OTYETHOCTH, B TOM YHCIE XapaKTepU3YIOIIeH KadecTBO U 0e30MacHOCTh
MEUIIMHCKON JIeATEeTLHOCTH.

8. Ilman wMeponpuaTuii 1O BEJIOMCTBEHHOMY KOHTPOJIO YTBEPXKIAETCS PYKOBOAUTENIEM
(YIOJTHOMOYEHHBIM JIOJPKHOCTHBIM JIMLIOM) OpraHa UCIIOJIHUTENbHON BJIACTH, HE MO3JHEE YeM 3a 1
MecslLl 10 Hayajla KaJeHJapHoro roja.

9. IlmanoBrle IMIPOBCPKU B OTHOIICHHUU IIOABCAOMCTBCHHOI'O OpraHa WM OpraHU3aluu
OCYIICCTBJIAIOTCA HEC YalllC Y€M OJIUMH pas3 B I'O.

10. BHenmaHoBEIS MMPOBEPKHU OCYIIECTBIIAIOTCA B CICAYIOIIUX CIIydasaX:

1) moctymiieHHst B OpraH WCHOJIHMUTENBHOM BIACTH OOpallleHWH TpakAaH, IOPUAMYECKUX JHUI U
WHAMBUAYAJIbHBIX MpealpUHUMAaTeNIe ¢ kamo0aMy Ha HapylIeHUsS MpPaB U 3aKOHHBIX MHTEPECOB
MOABEAOMCTBEHHBIMY OpPraHAMU M OpraHU3alUsAMH, B TOM 4YHUCJIE COJEPKAIIMMH CBEACHHUSA O
NPUYMHEHUN Bpeia >KU3HU U 3JI0pPOBBIO TPaXJaH U (WIM) Yrpo3e NMPUUYMHEHHS Bpelda KU3HU U
310POBBIO IPAXKIAH;

2) B LeNSIX KOHTPOJISI UCIIOJIHEHUS paHee BbIIaHHBIX OPYUYEHHH JINOO MpeancaHuii;

3) B HCIAX MPOBCPKU MNPEACTABICHHBLIX IMOABCAOMCTBCHHBIMU OpraHaMyu W OpraHu3aiuiaMu
CTaTUCTUYECKOM OTYETHOCTH HIIN AaHHBIX MOHHUTOPHHIA,

4) namuuus nopyuenus Ilpesunenta Poccuiickoit ®enepanuu, IIpaButensctBa Poccuiickoii
®deneparun, MO0 Ha OCHOBAaHUM TPEeOOBaHUS MPOKYpOpa O MPOBEACHUU BHEIUIAHOBOM 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 LCJICBBIM ITOKA3aTCIAM ACATCIBHOCTH,

6) HCBBITIOJIHCHUA TOABCAOMCTBCHHBIM OpPraHOM HWJIA 0pI‘aHH3aI.IHeI>i YCTAHOBJICHHBIX 00BEMOB
TOCYAApCTBECHHOTI'O 3aaHU IO OKa3aHUIO MGI{I/IHHHCKOﬁ IIOMOIIH.

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



NoABCAOMCTBCHHBIMHA OpPraHaMu U OpraHUu3alusaMu.

12. Ilpu npoBeeHUH MPOBEPOK CPOK MPOBEIACHUS KaXKIOr0 BHJAa MPOBEPKHU, MPEAYCMOTPEHHOIO
HactosuM [lopsikoM, He TOJDKEH MPEBBIIIATH JIBAIIaTh PA0OUYNX 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, NPOBOSIIMX IPOBEPKY, CPOK IIPOBEICHMS IPOBEPKH MOXKET
OBITH MPOJJIEH PYKOBOJIUTEIEM OpraHa HMCHOJHUTEIbHOM BIACTH WM €r0 3aMECTHTENeM, HO He
Oosiee ueM Ha JBaaLATh pabounX JHEH.

Cpok npoBezieHus1 KaX10i U3 NPOBEPOK, MPEAYCMOTPEHHBIX HacTOsIUM [lopsiikoM, B OTHOLIEHUH
IIOJIBEJOMCTBEHHOI'O OpraHa WM OpraHUu3allld, OCYIIECTBIIOIIEIO CBOK JEATENbHOCTh Ha
TEPPUTOPUSAX HECKOJIbBKMX cyOBekToB Poccuiickoil Penepanuu, yCTaHABIMBAETCS OTIEIBHO IIO
Kaxa0oMy (uinainy, HOpeJCTaBUTENILCTBY, O0OOCOOJIEHHOMY CTPYKTYpPHOMY MOJpAa3[elICHUI0, IpU
ATOM OOIIUIT CPOK MTPOBEICHUS MPOBEPKU HE JOJDKEH MPEBBIIIATH MIECTHIECIT pabOUnX JHEH.

13. Ilpu mpoBeaeHNH MPOBEPOK, IPETyCMOTPEHHBIX MOAMYHKTOM | myHKTa 5 Hactosuiero [lopsaka,
OCYIIIECTBIISIOTCA CIIEYIOIINE MEPOIIPUSATHS:

1) paccMOTpeHHEe TOKYMEHTOB U MaTEPHAJIOB, XapaKTEPUIYIOUIUX OPraHU3aLUI0 padOThl U OKa3aHUE
MEIUIIMHCKOW MOMOIIM B COOTBETCTBHHU C TPEOOBAHHMAMH TOJIOKCHHH 00 OpraHM3alliyd OKa3aHHS
MEJUIIMHCKOM TMOMOIIM TO BHUAAM MEIMIIMHCKON TMOMOIIHM, MOPSAKOB OKA3aHHUS MEIUIIMHCKOMN
MOMOIIIH MO0 TPaBUII MPOBEACHUS JTa00PATOPHBIX, HHCTPYMEHTAJIbHBIX, MaTOJIOT0aHATOMUYECKUX
Y UHBIX BUJIOB TUArHOCTUYECKHUX MUCCIICIOBAHM, CTAaHIAPTOB MEAUIIMHCKON TTOMOIIIH;

2) pacCMOTPCHUEC U aHAJIN3 JKajo0 IrpaxxaaH, CBA3aHHBIX C OKa3aHNCM UM MGHHHHHCKOﬁ IIOMOIIIH, B
TOM 4YHCJIC COACpKAIIUX CBCACHHA O HCHPCACTABICHUU I/IH(i)OpMaIII/II/I O BO3MOXXHOCTH OKa3aHUs
MCIUNHUHCKUX  YCIYyI, HaJIW4YUHU JICKAPCTBCHHBIX IIpC€NapaToB W MCIAUIHUHCKUX I/I3,I[6J'II/II71,
BKJIFOYCHHBIX B CTaHAApPT MGI[HHHHCKOﬁ IIOMOIIH,

3) OCMOTp HCIMOIB3YEMBIX MPU OCYIIECTBICHUH MEIUIIMHCKON ACSATEIHHOCTU 3JaHHM, CTPOCHUMH,
COOPYKEHMM, IOMEILLEHUN U TEPPUTOPHUIL;

4) orleHKa COOJIIOACHUS TIOJIOKEHUN 00 OpraHU3alMK OKa3aHHS MEIUIIMHCKOW MOMOIIH 10 BUIAM
MEAWIIMHCKOW TIOMOIIM, TOPSAKOB OKa3aHHs MEIUIIMHCKOW MOMOIIM OO MpaBUl MPOBEICHHUS
J'Ia60paTOpHBIX, HHCTPYMCHTAJIbHBIX, IMATOJIOIOAHATOMHUYCCKUX W HWHBIX BHUJAOB JHAIHOCTHUYCCKUX
WCCIIETOBAHH, B TOM YHUCIIE B YACTHU:

TpeOOBaHUN K OpraHu3allMM JEsITEIbHOCTH OpraHu3aluil (MX CTPYKTYPHBIX MOJpa3/ieleHuil,
Bpaueil), UHAUBUyaIbHBIX NPEAIPUHUMATENEH;

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

BBITIOJITHCHHUA MCIUIMHCKUX YCIYr B 3aBHCHMOCTU OT YCPCAHCHHBIX MnokasaTeliell 9acTOTHI
MpeaoCTaBJICHUA U KPATHOCTHU UX ITPUMCHCHUS,

00OCHOBAaHHOCT M TIOJHOTHI Ha3HAUYCHHS JICKApCTBCHHBIX IMpErapatoB A MEIUIHUHCKOTO
MMPUMCHCHUA, HUMIUIAHTUPYCMbIX B OPraHU3M 4YCJIOBCKAa MCAUIUMHCKHUX I/I3,H€HI/II>'I, KOMIIOHCHTOB
KpOBH, J1Ie4eOHOr0 IMUTaHWA, BKIIIOYasa CIICHUAJIN3UPOBAHHBIC IMTPOAYKThI JIe4eOHOI0 MUTAHHA.

14. IIpu npoBeieHNH NMPOBEPOK, MPETYCMOTPEHHBIX MOAIYHKTOM 2 MyHKTa 5 Hacrosmero [lopsnka,



OCYILIECTBIISIIOTCS CIEAYIOIINE MEPOTIPUATHSA:

1) olleHKa COOTBETCTBHUS HOPMATHUBA YHCICHHOCTHU CITYKOBI OXPaHbI TPpyAa TPEOOBAHUSM TPYIOBOTO
3aKkoHoJaTenbcTBa Poccuiickoi denepannu;

2) olleHKa YpOBHS MOATOTOBKHU CIIEUAIMCTOB MO OXPaHE TPY/a U MOBBIIICHUE UX KBATU(PHUKAINHN;
3) opranmuzanus oOyueHust pabOTHUKOB 0€30MaCHBIM METOIaM U IIPHEMaM TPY/Ia;

4) coOmrofieHUEe TPENOCTaBlIeHUs paOOTHHUKAM, 3aHATHIM Ha paboTax ¢ BpPEIHBIMH U (HWJIN)
OTACHBIMH YCIIOBUSIMH TPYJa, KOMIICHCAIIUH, YCTAHOBIICHHBIX 110 PE3yJbTaTaM aTTeCTaIlluu pabounx
MECT TI0 yCJIOBUSIM TPY/Ia;

5) OLICHKa 00eCcIeYeHHOCTH pa6OTHI/IKOB cpeacrBaMu HHﬂHBHHyaHBHOﬁ 3alllUThI, MOJIOKOM HJIN
npoayKTamMu, €ro 3aMCHAIOIIUMHU, JIG‘-ICGHO-HpO(bI/IJIaKTI/I‘-IeCKI/IM IIUTAaHUCM,

6) oleHka cobOnoneHus TpeOoBaHHM 0€30MaCHOCTH MEIULMHCKHX H3JIENHM, MPelyCMOTPEHHBIX
HOPMAaTUBHOM JOKYMEHTALIUEN TPOU3BOAUTENS;

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

8) oleHKa cOOIIOICHHS YCTAaHOBJIEHHBIX IPaBUIl B cepe oOpallieHnss MEAUIIMHCKUX HU3JIEIHH;

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 3akoHoaTenbcTBa Poccutickoit @enepanmu, 2011, N 48, ct. 6724.

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

1) oueHka HaJIW4yUs JOTOBOPOB O MPOBEIECHUU KIMHUYECKUX HCCIEIOBAHUM JIEKapCTBEHHBIX
IpenapaToB, KIMHUYECKUX HCHBITAHUMA MEIMLIMHCKUX W3JENMHA, a Takke 00 OCYIIEeCTBICHUU
MEAUIMHCKUM paOOTHUKOM MeIaroruyeckoi 1 (Uian) Hay4yHOU e TeNbHOCTH;

2) paccMOTPEHUC JOTOBOPOB O IMOCTABKAX JICKAPCTBCHHBIX IMPEIIapaTOB, MCAUITHUHCKUX u3eauil Ha
npeaMeT HAJIW4YHA B HHUX yCHOBI/Iﬁ O HAa3HA4YCHUMU HIIM PEKOMCHIAAIWHN ITalUCHTaM mmbo o
MNPEIJIOKCHUN HACCIICHUIO OIIPCACIICHHBIX JICKAPCTBCHHLIX IMMPETIApaTOB, MCAUIMHCKUX HSﬂGHHﬁ;

3) paccMOTpeHHE YTBEPKICHHOTO aAMUHUCTPALed METUIIMHCKON OpraHu3aliy MOpsAIKa y4acTHs
Ipe/CcTaBUTeNIed  OpraHM3aluii, 3aHMMAIOIIMUXCS pa3pabOTKON, MPOM3BOACTBOM M (WJIM)
peanu3aluell JIEKapCTBEHHBIX IpernapaTroB, MEAMLIMHCKUX HU3JENuil, opraHu3anuii, o0iagaromumx
IpaBaMM Ha UCIOJb30BaHHWE TOPrOBOIO HaWMEHOBAHMS JIEKApCTBEHHOTO IpernapaTa, OpraHu3aiui
ONTOBOI TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH, alTEUHBIX OpraHM3alMil (MX NpEeACTaBUTENEH,
UHBIX (U3NYECKUX U IOPUJINYECKUX JIMII, OCYILECTBISIOUINX CBOIO JEATEIbHOCTh OT UMEHH 3THX
opraHuzaiuii) (majgee COOTBETCTBEHHO - KOMIIaHUS, NPEACTaBUTEIb KOMIIAHHMHM) B COOpaHUsX
MEAMIMHCKUX pPAaOOTHUKOB M HWHBIX MEPONPUSTHUSAX, CBSI3aHHBIX C TIOBBIIIEHHEM UX
npo¢eCCHOHATIBHOTO YPOBHSA MJIM MPEAOCTaBICHHEM HH(GOpMAIUU, MPEAYCMOTPEHHONW 4YacTbio 3
ctatbil 64 ®enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "OO0 obpaiieHU JeKapCTBEHHbBIX
cpeactB" <2> u yacteio 3 crathu 96 denepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-03 "O6
OCHOBaxX OXPaHBI 3I0pPOBbs rpaxkaaH B Poccuiickoit @enepannn’;
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<2> Cobpanue 3akoHonarensctBa Poccuiickoit denepanuu, 2010, N 16, cr. 1815; 2014, N 52, crT.
7540.

4) omeHKa opraHu3anuy padoThl, HAIIPABJICHHON HA MpenyNpexaeHne HapylIeHUH MEAUIIMHCKIMU
paboTHUKaMu M (apMaleBTHUECKUMH PAOOTHUKAMH OTPAaHUYCHUH, YCTaHOBIICHHBIX cCTaThed 74
®denepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-D3 "O6 ocHOBax OXpaHbI 3JI0POBBS TPAXKIAH B
Poccuiickoit @enepanuu" <3>, B TOM 4ucie MO0 WHGOPMHUPOBAHUIO METUIIMHCKUX DPAOOTHHUKOB,
dapmaneBTUYECKUX paOOTHUKOB, KOMIIAHWM, NpEACTaBUTENIed KOMIAHUNH H TpaxigaH 00
YCTAHOBJIEHHBIX 3allpeTax Ha COBEPILEHUE OIPEIEICHHBIX IEHCTBUII M OTBETCTBEHHOCTH 3a HUX
COBEpIUICHHE;

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

5) aHanu3 OOpallleHUI TrpakJaH, COAEpXallUX CBEACHHUS O MPEIOCTABICHUU HEIOCTOBEPHOM,
HEMOJHOW WM HMCKaXEHHON HH(OpMAIMK 00 HCIONb3yeMbIX MPH Ha3HAUYEHHWU Kypca JIeueHUus
JIEKapCTBEHHBIX MperapaTax, 0 MEAUIIMHCKUX U3/ICTUAX, BKIIOUas COKPHITHE CBEACHUIN O HATMINU B
oOpallleHny aHAJIOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3AETUH, MO0 O HAaJU4UU B
anTeYHOM OpraHu3alliy JIEKAPCTBEHHBIX IPENapaToB, MMEIOUIUX OJIMHAKOBOE MEXKIYHApOIHOE
HEMAaTEeHTOBAaHHOE HAMMEHOBAaHUE, MEAMIMHCKHUX W3JETHM, BKIIOYas COKpBITHE HHQPOPMAIUH O
HaJUYHH JICKAPCTBEHHBIX MIPENapaToOB U MEIUIIMHCKUX U3JIEIIHM, UMEIOIINX 00Jiee HU3KYIO IIEHY.

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

1) paccMOTpeHHE TOKYMEHTOB M MAaTEpUAJIOB, XapaKTEPHU3YIOIIUX JEATCILHOCTh MPOBEPSACMBIX,
OpraHu3alvii o0 COOJIIOJICHUIO TIPaB TPaXKIaH B cepe OXpaHbl 3I0POBbS TPaKJIaH, B TOM YHCIIC
JOCTYITHOCTH ISl MHBAJINI0B O0BEKTOB MHPPACTPYKTYPHI U MPEIOCTABISAEMBIX YCIYT B yKa3aHHOU
cdepe;

2) paccMOTpeHHE JOKYMEHTOB W MAaTEepHalioB, XapaKTEpHU3YIOIIMX OpraHu3anuio padoTsl IO
paccMOTpeHHI0 00pallleHU TpakIaH;

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

17. Ilpu npoBeieHUY POBEPOK, MPETYCMOTPEHHBIX MOANYHKTOM 5 IMyHKTa 5 Hacrosmero [lopsaka,
OCYILECTBIISIOTCS CIAEAYIOINE MEPOIIPUSITHUSA:

1) PacCMOTPCHUEC NJOKYMCHTOB U MATCPUAJIOB, XAPAKTCPUIYIOMIUX OpraHU3allui0 U HPOBCACHUC
MCIUIIMHCKUX SKCIICPTU3, MCAUITUHCKUX OCMOTPOB M MEAUITUHCKHUX OCBH}IeTeHLCTBOBaHHﬁ;

2) OIIeHKa COOJIIOICHUS:

MOpsAAKOB TMPOBCACHUA MCAUINHUHCKUX OKCIICPTHU3, MCAUINHUHCKUX OCMOTPOB HW MCIAUIHWHCKHUX
OCBHHeTeHLCTBOBaHHﬁ, B TOM YHCIC COACpKAIMMUX IEPEYHHU OCMOTPOB Bpa‘IefI-CHeHHaHHCTOB u
MCIUIIMHCKHUX I/ICCJIC,HOBaHPlﬁ;
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MPaBWJI BHECEHHUs 3allMCEed B MEIUIMHCKYIO JOKYMEHTALMIO IIPU NPOBEACHUU MEIULIMHCKUX
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 MEPOTIPHSTHSA:

1) paccMoTpeHHE MOKYMEHTOB M MaTEpHAJIOB, XapaKTEPHU3YIOUIUX OPraHU3alUi0 BHYTPEHHETO
KOHTPOJISI KauecTBa M 0€30MacHOCTU MEAUIIMHCKOMN JAeSITeTbHOCTH;

2) oreHKa:

COOJIIO/ICHHUS] YCTAHOBJICHHOTO TOpPSJAKAa IMPOBEACHUS BHYTPEHHETO KOHTPOJS KadecTBa U
0€30I1aCHOCTH MEIULIMHCKON IeITEIbHOCTH,

CO6J'IIO,I[€HI/IH mopsaaKa O(l)OpMJ'IeHI/IH PE3YIBTATOB BHYTPCHHEIO KOHTPOJIA Ka4€CTBA U 0e30macHOCTH
MEIUITHHCKON JACATCIIbHOCTH,

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

3) aHanu3 3(QQPEKTUBHOCTH TPOBOJAMMOIO BHYTPEHHETO KOHTPOJS KadecTBa M 0O€30MacHOCTH
MEAUIIMHCKON eI TeIbHOCTH.

19. O mnpoBeneHuH IUTAHOBOM TIPOBEPKH IMOJABEAOMCTBEHHBIC OpraHbl WJIM OpraHU3aIUN
YBEIIOMJISIFOTCSI TIyTEM HAIpaBJICHHUS KOIMHU MPHUKa3a O MPOBEJACHUU MPOBEPKU HE TMO3JHEE YeM 3a
TpH pabOYMX JHS JI0 HaYaJIa e MPOBEACHHUS.

20. O mpoBeJeHHM BHEIUIAHOBOW BBIE3JTHOM INPOBEPKH, B LIENAX KOHTPOJIS HCIOJHEHUS paHee
BBIJJaHHBIX MOPYYEHUH JUOO TMpennucaHuii, IOJBEIOMCTBEHHbI OpraH WM OpraHu3aunus
YBEAOMIISIFOTCS JIFOOBIM TOCTYIHBIM CIIOCOOOM HE MEHEee YeM 3a JIBaJllaTh YeThIpe yaca /10 Haydaja
€€ IIPOBENICHHUS.

21. B cnyuae, ecnu B pe3ynbTare JESTENbHOCTH MOJBEAOMCTBEHHOIO OpraHa WM OpraHU3aluiu
NPUYMHEH, WA NPUYUHAETCS BpEl KU3HM, 3J0POBBIO0 T'PaKJaH, MPEABAPUTEIILHOE YBEIOMIICHHUE
YKa3aHHOM OpraHu3alliy O Havajie IPOBEICHUs BHEIIJIAHOBOM MPOBEPKU HE TpeOyeTcs.

22. K IMPOBEPKaM IMPpH OCYHICCTBIICHUU BEAOMCTBCHHOI'O KOHTPOJIA MOT'YT IPUBJICKATHCA HAYYHBIC U
HWHBIC OpraHu3aliy, YUCHBIC U CICHUAINCTBI (nanee - 3KCICPTHBIC OpraHu3aluu, BKCHepTH), 3a
HCKIIIOYCHHUEM JIMI[, COCTOAIINX C MOABCAOMCTBCHHBIM OPraHOM HJIN opraHH3au1/1e1‘/'I B TPYAOBBIX
HJIM UHBIX JOTOBOPHBIX OTHOIICHHUAX.

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

1) HAaNMMCHOBAHUC OpraHa BEAOMCTBCHHOI'O KOHTPOJIA;

2) damMunmm, UMEHa, OTYECTBA, JOJKHOCTH JOKHOCTHBIX JIMI], YIIOJHOMOYEHHBIX Ha IPOBEJCHHE
IIPOBEPKU, A TaKKe IIPUBIEKAEMBIX K IIPOBEACHUIO IIPOBEPKH DKCIEPTOB, IIPEACTABUTEIIECH
SKCIIEPTHBIX OPTaHU3aLNNT;

3) cBeneHUs O MEIMLMHCKONW OpraHu3aluu (HaMMEHOBaHUE IOPUAMYECKOTO JIMIIA), MpPOBEpKa
KOTOPOM IMPOBOJUTCS;

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 3a1a4 NpoBEAEHUS TPOBEPKU;

7) nepedeHb HOPMATHUBHBIX aKTOB, PETYIUPYIOLIUX [TPOBEIEHUE MEPOIIPUATUI IO KOHTPOJIIIO;

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

9) natel Hayaa ¥ OKOHYaHUS MPOBEACHUS IPOBEPKHU.

24. Beble3nHas T1poBepKa HAUYMHAETCS C MPEAbSBICHUA JODKHOCTHBIMU JIMIAMHM  OpraHa
UCTIOJIHUTENIBHOW ~ BJIACTH  CIY’KEOHOIO  yJIOCTOBEpEHMs,  00s3aT€IbHOIO  O3HAKOMJICHHUS
PYKOBOJMTEIISA, MHOT'O JOJKHOCTHOTO JIMIA WM YIOJHOMOYEHHOI'O IPEICTABUTENI MEAULMHCKON
OpraHM3aly C IPHUKa30M PYKOBOJUTEI, 3aMECTUTEN PYKOBOIUTENSI OpPraHa HMCIIOJHUTEIBHOU
BJIACTU O HA3HAYEHUM MPOBEPKHU (MPU HAIUYUM) U C IOJHOMOYHUSMHU IPOBOMSILMX BbIE3AHYIO
IIPOBEPKY JIML[, & TaKXKe C LEJIAMH, 3aJa4yaMy, OCHOBAHUSAMH IIPOBEACHUSA NPOBEPKH, BUAAMU U
00BEMOM MEpPOIPHUATHI IO KOHTPOJIO, COCTABOM JKCIEPTOB, MPEICTABUTENIAMU 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 IIOJIYYCHHUC, C60p K aH”Hallu3 CBG,Z[CHPII;’I 0 JCATCIIBHOCTH ITIOABCIOMCTBCHHOI'O
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 HEOOXOAMMBIX Cly4asX ()OTO- U BUICOCHEMKY
IIPU OCYIIECTBIEHUU OCMOTPa U 00CIIEI0OBaHMUS;

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

3) moctymna B MCIOJIb3yeMble TIOJIBEIOMCTBEHHBIM OPTaHOM M OpTaHHW3alMell MPU OCYIIECTBICHUH
NeSITebHOCTH TEPPUTOPUH, 3IaHUS, CTPOCHUs, COOPY)KEHHUS, IMOMENIEHHs, K HCIOIb3yeMbIM
000py10BaHNI0, TOJIOOHBIM 00BEKTaM, TPAHCTIOPTHBIM CPEACTBAM;

4) OpTaHHU30BbIBATH IMPOBCACHUC HGO6XOI[I/IMLIX HCCHCHOB&HHﬁ, 9KCIICPTU3, aHAJIU30B U OLCHOK, B
TOM YHCJIE DKCIICPTHU3 KAaUCCTBA MG)II/IHI/IHCKOI\/II ITOMOIIIH.

26. JIomKHOCTHBIE JTUIIA TIPU MMPOBEJCHUU BEJOMCTBEHHOTO KOHTPOJISI 00sI3aHBbI:

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

2) mpOBOAMTH MIPOBEPKY BO BpeMs UCTIOJTHEHHS CITY>KEOHBIX 0053aHHOCTENH;

3) mnpemocTaBIATh PYKOBOAMTENIO, HMHOMY JIOJDKHOCTHOMY JIMLY WM YIOJHOMOUYEHHOMY
MPEJICTAaBUTENIO MPOBEPSEMOr0 OpraHa WM OpraHU3allu, MPUCYTCTBYIOUIEMY MpU MPOBEACHUU
POBEPKU, HHPOPMALIUIO U TOKYMEHTBI, OTHOCSIIUECS K IPEIMETY ITPOBEPKHU;
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4) 3HAKOMUTb PYKOBOJHUTENSI, UHOE JOJKHOCTHOE JIMIIO WM YHOJHOMOYEHHOTO MPEACTaBUTENS
MPOBEPSEMOr0 OpraHa WIM OpraHu3alud C pe3yibTaTaMy 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
TOCYIapCTBEHHYIO TallHy, WJIN OTHOCHMBIX K OXPAaHSIEMOH B COOTBETCTBHUU C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepannu nHOM HH(OPMAIIMH OTPAHUIEHHOTO JOCTYIIA.

27. PykoBoJiUTEb, MHOE AOJKHOCTHOE JIMLIO MUJIM YIIOJTHOMOYEHHBIN MPEACTABUTENb TPOBEPSIEMOrO
OpraHa WJju OpraHu3alyuu IPU MPOBEACHUN MEPONPUITHI IO BEJOMCTBEHHOMY KOHTPOIK HMEIOT
IIpaBo:

1) mpucyTcTBOBaTH IPHU MPOBEACHUU MPOBEPKH, 1aBaTh OOBSICHEHHUS 110 BOIIPOCAM, OTHOCSIIUMCS K
MIPEAMETY TIPOBEPKHU;

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

3) 3HAaKOMUTBCSA C Pe3yJibTaTaMu BEJJOMCTBEHHOTO KOHTPOJIS,

4) obOxanoBath AercTBUS (0e31elCTBIE) JOIDKHOCTHBIX JIUII, OBJIEKIINE 32 COOOH HapylIeHHE PaB
IPOBEPSEMOr0 OpraHa MM OpraHu3aluy, py MPOBEACHUN BEIOMCTBEHHOIO KOHTPOJIS.

28. PykoBosuTenb, HHOE JOKHOCTHOE JIUIIO WJTU YIIOJTHOMOUYEHHBIN MPEACTaBUTEb ITPOBEPSIEMOTO
OpraHa WM OpraHu3alyy IPH MPOBEICHUU MEPONPUATUH MO0 BEJJOMCTBEHHOMY KOHTPOJIIO O0S3aHbI:

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

2) NpeAoCTaBUTh JOJDKHOCTHBIM JIMIAM, MPOBOJSIIMM MPOBEPKY, BOZMOXKHOCTh O3HAKOMHUTBCS C
JIOKYMEHTaMH, CBA3aHHBIMU C LIEJIIMU, 33a9aMH U IIPEIMETOM BEJOMCTBEHHOTO KOHTPOJIA,  TaKKe
00ecreynTh JOCTYN HPOBOJSIINM BBIE3AHYIO MPOBEPKY JODKHOCTHBIM JIMIIAM Ha TEPPUTOPHUIO, B
HCIIOJIB3YEMBIE MPOBEPSEMBIM OPraHOM HJIM OpPraHHU3alUed IMPH OCYHIECTBIEHUU JEATEIbHOCTH
3/1aHUS, CTPOCHHUS, COOPYKEHMs, MOMEIIEHUs, K MCIOJIb3YyeMbIM O0OPYAOBaHHIO, I0J100HBIM
00BEKTaM, TPAHCHIOPTHBIM CPEJCTBAM.

29. Ilo pesynbpTaTam TPOBEPOK B paMKax BEIOMCTBEHHOTO KOHTPOJIS JOJKHOCTHBIMHU JIUIIAMU
OpraHa UCIIOJIHUTEIBbHOM BIIACTH, IPOBOIAIIMMU IIPOBEPKY, COCTABIISIETCSA aKT IIPOBEPKH.

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

3) AaTa U HOMCP IIpUKa3a PYKOBOIAUTCIIA, 3aMCCTUTCIIA PYKOBOIUTCIISA OpraHa HUCIIOJIHUTEIbHOMN
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
TaKXeE q)aMI/IJ'II/ISI, HMsI, OTUECTBO U AOJDKHOCTH PYKOBOJUTEIIA, MHOI'O0 AJOJKHOCTHOI'O JIMIa HIJIN
YIOJHOMOYCHHOTO IMPEACTABUTEIIA, IPUCYTCTBOBABIICTO ITPU IMTPOBECACHUHN HpOBepKI/I);



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

7) cBelleHUs O pe3ysibTaTax IPOBEPKU, B TOM YMCJIE O BBISIBJICHHBIX HApYIICHUSAX, 00 UX XapaKTepe
U 0 JIMLAXx, JOIyCTUBIINX YKa3aHHbIC HAPYILICHHUS;

8) cBeneHns 00 O3HAKOMIJIGHMH HJIM OTKa3e B O3HAKOMJIGHMH C aKTOM IPOBEPKH PYKOBOIUTEI,
MHOI'O JIOJDKHOCTHOIO JIMIA WM YHNOJHOMOYEHHOI'O MPEACTaBUTENS MPOBEPSIEMOro OpraHa WM
OpraHu3alyy, MIPUCYTCTBOBABIIIETO IIPH POBEAECHNUN ITPOBEPKU;

9) noanucy 10JKHOCTHBIX JIMLL, IPOBOAMBIINX MPOBEPKY.

30. K akTy mpoBepkd HpUIaraloTcs MPOTOKOJbI MM 3aKIIOYEHHS MO pe3yjabTaTaM MPOBEICHHBIX
UCCIICIOBAaHMA, SKCIIEPTH3, aHAJTM30B, OIICHOK, O0OBSICHEHUSI PAOOTHUKOB IPOBEPSEMOT0 OpraHa UK
OpraHM3ali, Ha KOTOPBIX BO3JIaraeTcs OTBETCTBEHHOCTh 3a BBISABJICHHBIE HapPYIICHUS,
npeanucaHus 00 YCTpaHEHWHW BBISBICHHBIX HApYyUICHWH W HMHbBIE CBA3aHHBIE C pe3yJbTaTaMu
MPOBEPKU JOKYMEHTBI MJIH UX KOMHH.

31. Akt mpoBepku odopmIsieTcss HEMOCPEACTBEHHO MOCJE €€ 3aBEepIICHUS B JIBYX SK3EMILIApax,
OJIMH U3 KOTOPBIX C KONUSMHU NPUIOKEHHUH HaIpaBisieTcs B IOJBEJOMCTBEHHBIH OpraH WId
OpTraHHU3aIHIo0 OO0 BPYyUaeTCsl PyKOBOJIUTENIO MIIA YIIOTHOMOUYEHHOMY MPEICTABUTENIO YKa3aHHOTO
OpraHa WM OpraHHM3alldu TOJ PaclucKy 00 O3HaKOMIJICHWH, JHO0 00 OTKa3e B O3HAKOMIICHHUH C
AKTOM MPOBEPKH.

32. B cinywyae ecnu Juid COCTaBIECHUs aKTa IPOBEPKM HEOOXOAMMO IOJIyYUTh 3aKIFOUEHUS I10
pe3yjibTaTaM IPOBEJCHHBIX HCCIEIOBaHMM, OSKCIIEPTHU3, AaHAJIU30B, OLIGHOK, AaKT IPOBEPKH
COCTaBJISIETCS B CpPOK, HE IMPEBBILIAIOLNIMI Tpex pabouyux AHEW ©ocie MOIYYEHHs] OpPraHoM
UCTIOJIHUTEJIBHON BJIACTU COOTBETCTBYIOIIETO 3aKJIIOYECHHUS.

33. IIpu BBISIBJIEHUH B XOJ€ POBEPOK HAPYILICHUN:

1) pykoBOAMTENIO, HHOMY JIOJDKHOCTHOMY JIUIy WM YHOJHOMOYEHHOMY IpEACTABUTEIIO
MOJBEJOMCTBEHHOTO OpraHa WJIM OpraHu3alMM BbIAAETCS MpearucaHue o0 YCTpaHEeHHH
BBISIBJICHHBIX HAPYILICHHUH C YKa3aHUEM CPOKOB UX YCTPAHECHUS;

2) opraHoM HCITOJIHUTEIbHON BJIACTH B paMKaX KOMIETEHIIMU PUHUMAIOTCSI MEPBI 10 KOHTPOJIIO 32
YCTpaHEHUEM BBISBJICHHBIX HapyLICHUH (B TOM YMCie MyTeM MPOBEACHUS BHEIMIAHOBBIX MTPOBEPOK),
UX MpEeAyNpexACHUI0, NPEIOTBPAIICHUI0 BO3MOXXHOIO IPUYMHEHHUS BpEIa JKU3HU, 3J0POBBIO
rPaXXJaH, a TaKXKE Mephbl 10 IPUBJICUYCHHUIO JIMI, AONYCTUBIIUX BBIABICHHBIC HapyIIEHUs, K
OTBETCTBEHHOCTH;

3) B ciyuae, ecii BbISIBIIEHHBIE HApYILIEHUs] OTHOCATCSA K KOMIIETEHI[MM OpraHa, yHoJIHOMOYEHHOTO
B COOTBETCTBHMM C 3aKOHOAATENbCTBOM Poccuiickoin denepanun OCyIIECTBIATh FOCYAAPCTBEHHBIN
KOHTPOJIb B YCTAHOBJICHHOM cepe NesTeIbHOCTH, OpraH MCIOJHUTEIbHOM BJIACTH HAMpaBISET
MH(OPMALIMIO O BBISBIEHHBIX HAPYIIEHUSX B OPTraH TOCYJapCTBEHHOTO KOHTPOJIS IO KOMITETEHIINH;

4) B Ciy4dyac, HCUCIOJHCHHUA IMPCAINHCAHHA B aKTC YKa3bIBACTCAd JIMOO OTBETCTBCHHOC 3a
HCHUCIIOJIHCHUC TMPCANNCAaHHUA W OpraHoM HCIIOJIHUTEIbHON BJIAacTH B paMKax KOMIICTCHIHUU
MPUHHUMACTCA MEPBI 11O €T0 IMPHUBJICYCHNIO K OTBETCTBECHHOCTHU.



