3apeructpupoBaHo B Munrocte Poccuu 2 oktsiopst 2020 . N 60190

MWUHUCTEPCTBO 34PABOOXPAHEHNA POCCUNCKOW ®EAEPALIAN

NPNKA3
ot 31 vtona 2020 r. N 787H

Ob YTBEPXAEHU NMOPAAKA
OPIAHU3ALMN N NPOBEAEHNA BEAOMCTBEHHOIO KOHTPO/1A KAHECTBA
N BESOMNMACHOCT MEAVNLUMHCKOWN AEATE/IbHOCTI

B cootBeTcTBMM C YacThio 2 ctathl 89 PenepanbHOro 3akoHa ot 21 Hosiops 2011 . N 323-®3 "O6
OCHOBAaX OXpaHbl 3740poBbs TpaxigaH B Poccutickoli ®exnepanyu” (CobpaHue 3aKOHOZAATE/TLCTBA
Poccutickoit ®egeparum, 2011, N 48, ct. 6724) u noanyHkToM 5.2.205 Tlono)keHusi 0 MUHUCTepPCTBe
3apaBooxpaHeHusi Poccuiickoii  ®Pepepaljuy, yTBep)KAEHHOTO TIIOCTaHOB/eHHWeM [IpaBuUTenbCTBA
Poccmiickoit @epmeparn ot 19 wmroHs 2012 r. N 608 (CobpaHue 3akoHO[aTe/nb>CTBa Poccuiickoi
denepanuy, 2012, N 26, cT. 3526), ipuKasbiBao:

1. YtBepmuth IlopsiioK opraHu3alid W TIPOBeJeHUs] BeJOMCTBEHHOTO KOHTPOJ/Si KauecTBa U
6e30MacHOCTA MeJULIMHCKOM /IesITeJTbHOCTH COTVIACHO MPUIMKEHHUIQ.

2. Hacrosimmii npukas BcTymnaeT B cuiy ¢ 1 sHBapst 2021 roga.

Munuctp
M.A.MYPAIIIKO

ITpunoxxenue

K MpuKa3zy MUHKCTepCTBa 3/JpaBOOXPaHeHus!
Poccutickoit ®enepaijuu

ot 31 ntosig 2020 . N 7870

norPAA4OK
OPFAHU3ALMN N NPOBEAEHNA BEAOMCTBEHHOIO KOHTPO/1H KAHECTBA
N BESOMNMNACHOCTU MEANUUNHCKOWN AEATE/IbHOCTU

1. Hactosimmii TTopsiiok ycTaHaB/iuBaeT TpaBWia OpPraHM3allid U TIPOBeZieHUsl BeJOMCTBEHHOTO
KOHTPOJISl KaueCTBa ¥ 6e301acHOCTHA MeNLIMHCKOM [IesiTe/TbHOCTH (Jjariee - BeIOMCTBEHHbIN KOHTPOJIb).

2. BegoMCTBEeHHBIM KOHTPO/Ib OpraHU3yeTCs U OCYLeCTB/seTcss ¢eAepaJbHBIMU OpraHaMu
WCTIOJTHUTE/TbHOM B/IaCTH M OpraHaMH HCTIOJTHUTE/NLHOM BacTH CyObekToB Poccutickoii Pepmepariuu
(manee - opraHbl UCIIOJIHUTE/ILHOM BIaCTH) B MOABEAOMCTBEHHbBIX UM:

1) opranax (zmasnee - oJBeJOMCTBEHHbIE OpPTaHbl);
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2) opraHu3alysX, OCylleCTB/SIOIMX MeJULMHCKYIO U (DapMalleBTUUeCKyHO /leaTeNbHOCTh (fasee -
T10/IBe/JOMCTBEHHbIE OpraHU3alvn).

3. B 1uensx opraHu3alMd BeJOMCTBEHHOTO KOHTDOJISI OpraHbl WCIIOJTHUTETBHOM B/IaCTH
OTIpe/IeIsIIOT:

1) oTBeTCTBEHHOEe 3a OpraHM3alui0 W TMPOBeJeHHe BeJOMCTBEHHOTO KOHTDOJS KadyecTBa W
6e30macHOCTY MeJUIIMHCKOW JeaTellbHOCTU JO0/DKHOCTHOe JWI0 (PYKOBOAWUTENb WM 3aMeCTUTeb
PYKOBOJWTE/Is1 OpraHa UCTO/THUTe/TbHOU B/IaCTH);

2) TmofpasziesieHre, OCYIIECTBIISIONIEe BEeJOMCTBEHHBIM KOHTDO/Jb KauecTBa U 0e30MacHOCTH
MeIUIIUHCKOU JIesITelTbHOCTH;

3) MOPsAJ0K U CPOKM XpaHeHUs] MaTepuasioB IIPOBEPKH.

4. 3asauaMy BeIOMCTBEHHOI'O KOHTPOJIS SIBJISIFOTCS:

1) npegynpexkaeHue, BhIsIB/IeHE U TIpeceueHre HapylleHu TpeboBaHMid K 00ecrieueHu0 KauecTBa
u 0e30MacHOCTH MeAULIMHCKON JIeITe/IbHOCTH, YCTAHOBJIEHHBIX 3aKOHO/aTellbCTBOM POCCHICKOM
depeparun 06 0XpaHe 3J0POBbsI IPaXK/aH;

2) TpUHATHE Mep IO TpeceueHut0 U (WIM) yCTPaHeHWIO MOC/eACTBUM W TNPUYMH HapyLIeHWH,
BBISIBJIEHHBIX B paMKaX TIOCYZApCTBEHHOTO KOHTDPOJISi KauecTBa W 0e30MacHOCTH MeJULIMHCKOU
JesITe/IbHOCTH;

3) obecrnieueHre KauecTBa Me,Z[I/IL[I/IHCKOﬁ romo1u, OKa3bIBaeMoOi B MEAULMHCKKUX OPraHU3alysiX,
MoaBe/IOMCTBEHHBIX OprdHaM WCTIO/IHUTE/IbHOM BJ/1aCTH;

4) onpeJeneHye TiOKasaTejieli KadyecTBa [lesiTeIbHOCTH TIOJBeJOMCTBEHHBIX OpraHoB U
opraHu3aLui;

5) co3maHye CUCTeMbI OLIeHKH /IeATe/IbHOCTA MeJUIIMHCKUX PaOOTHUKOB, yUaCTBYIOIIMX B OKa3aHUU
MeJULMHCKUX yCIIYT.

5. BEAOMCTBEHHbIﬁ KOHTPOJIb BK/TFOYAET IMMpoBeAeHH e ITPOBEPOK:

1) mnpumeHeHUsT MeJUIMHCKUMU OpPraHU3alMsSIMU TIOJIOKeHWM 00 OpraHu3aiui OKa3aHUs
MeJULMHCKOM MOMOIIU T0 BUAAM MEAWULIMHCKOM TMOMOIM, MOPSAKOB OKa3aHWsl MeAULIMHCKOW TOMOLLU
0o TpaBw/I TIPOBe/IeHUs 1TabopaTOPHBIX, MHCTPYMeHTa/IbHbIX, TIaTO/I0r0-aHaTOMUYe CKUX 1 UHBIX BUJIOB
[IMarHOCTUYeCKUX UCC/IeJOBaHWM, CTaHJaPTOB MeAULIMHCKOW MTOMOILIY;

2) cobmopeHuss MeAWLMHCKUMM OpraHU3alusMu 0e30MacHbIX YCIOBUM TpyAa, TPeOOBaHUM IO



6e30macHOMyY NMPUMEHEHUIO U SKCTITyaTalliy MeJULIMHCKUX U3e/TUH U UX YTUIU3auy (YHUUTOXEHUIO);

3) cobmofeHuss MeJUIMHCKUMU pabOTHUKaMH, PYKOBOAWUTE/SIMA MEAWLUHCKUX OpraHu3alvi,
(apMalieBTHUeCKUMU pabOTHUKaMKM U DYKOBOAMTENSIMUA allTeUHbIX OpraHM3alyii OrpaHWYyeHuH,
MIpUMeHsIeMbIX K HUM TIPU OCY11[eCTB/IeHUU NpodeCcCroHaNbHOM esaTeTbHOCTH;

4) cobmroieHust TIpaB TPaXKaH B cdepe OXpaHbI 3/I0POBhS TPaXK/JjaH, B TOM UHC/Ie JOCTYITHOCTH /ISt
VHBA/IU/IOB 00beKTOB MH(PPACTPYKTYPhI U TIPeA0CTaB/IsIeMbIX YC/IYT B YKa3aHHOU cdepe;

5) cobroieH s TTOPSIIKOB TIPOBeAeHHUsS] MeIUIIMHCKUX SKCIIePTH3, AUCIIaHCePU3aIiH, MeIULITHCKAX
OCMOTPOB ¥ MeAULIMHCKUX OCBU/eTeTbCTBOBAaHUY;

6) cobmomenust TpeOOBaHMH K OpraHM3aliy W TPOBEJEeHUI0 BHYTPEHHEro KOHTDPOJISi KauecTBa U
6e301MacHOCTH MeULIMHCKOM JIesiTeTbHOCTH.

6. BemoMCTBeHHBIN KOHTPO/b OCYIIECTB/ISETCS YIIOJHOMOUEHHBIMUA [IO/DKHOCTHBIMU JIULIaMU
OopraHa MCIO/HUTebHOW BAacTU (Jajee - JO/DKHOCTHBIE JIMIja) B COOTBETCTBUM C HX [JO/DKHOCTHBIMU
00SI3aHHOCTSIMA Ha TIOCTOSTHHOW OCHOBe JIMOO TIO pEIIeHUI0 PYKOBOAUTENS WM 3aMeCTUTeSIs
PYKOBOZMTEJISI OpraHa UCIOTHUTE/IbHOU B/IaCTU Ha OCHOBAaHWH TIPHUKa3a OpraHa UCTIOTHUTETbHOW B/IACTH.

7. BeloOMCTBeHHBINi KOHTPOJIb OCYILECTB/ISIETCS TIOCPEJCTBOM TUIAHOBBIX M BHEIJIAHOBBIX
JOKYMEHTapHbIX M (W/H) BbIe3[HBIX MPOBEPOK, a TakXe cOOpa M aHa/M3a MoKa3aTesiel JesTe/TlbHOCTH
MO/IBe/JTOMCTBEHHOTO OpraHa W (WId) OpraHu3alyi, W TpeJoCTaBIsieMOd WMH CTaTUCTUUeCKOU
OTYETHOCTH, B TOM UHCJIe XapaKTePU3YIOIIel KaueCTBO U 6e30MaCcHOCTb MeJUITMHCKOM /IeATeTbHOCTH.

8. [Ilnan MeponpusTU 1O BeJOMCTBEHHOMY KOHTDOJIO yTBEP)KIAeTCsd pPYKOBOAUTe/IeM
(YrioJTHOMOUEHHBIM [JO/DKHOCTHBIM JIULIOM) OpraHa MCTIOJTHUTe/TbHOU B/IaCTH, He To3/jHee YeM 3a 1 mMecsii]
[l0 Hauasa KajeHJapHOro rofa.

9. [lnaHoBBIe TIPOBEPKHM B OTHOIIEHWU T[10/IBEJJOMCTBEHHOTO OpraHa WM OpraHu3alud
OCYIL[eCTBJISFOTCS He Yallle ueM OJ[UH pa3 B TOf,.

10. BHeruiaHOBbIe TIPOBEPKU OCYLL|eCTB/IAIOTCS B CJIeLYHOLUX Clydasx:

1) mocTyrnieHusi B OpraH WCIOJHUATE/ILHOW B/IaCTU OOpallleHui rpax/aH, OpUAUUeCKUX JUL] U
VHUBHUYa/lbHBIX TpeATpUHMAMaTe/iell C jkajobaMy Ha HapylleHWs TpaB M 3aKOHHBIX HHTEPeCcoB
M0/BeJIOMCTBEHHBIMY OpraHaM{ M OPraHU3alUsIMK, B TOM UMCJIe COJeprKalliUMU CBeJleHUs O TIPUUMHEHUN
BpeJia )KU3HU U 3[J0POBBIO TPaXKJaH U (UIM) yrpo3e NpUUMHEHNs Bpe/ja )KU3HU U 3[J0POBbIO I'PaXK/jaH;

2) B 1]e/IIX KOHTPOJISI UCTIOJTHEHUsI paHee BbIJaHHBIX IMOPYYeHUH 00 mpejricaHui;

3) B Le/IdX TIPOBEPKU TIIpeACTAB/JI€HHBIX II0ABEJOMCTBEHHBIMU OpraHaMM W OpPraHU3alUsIMU
CTAaTUCTAUYECKOH OTUYeTHOCTU U/TH [AaHHBIX MOHUTOPHWHI'A;



4) nHanmuuusi niopyueHusi Ilpe3upenrta Poccuiickoli Pepepanuu, IIpaButenbctBa Poccuiickoi
depneparyy, MO0 Ha OCHOBAaHWM TpPeOOBAaHMS TIPOKYpOpa O TMPOBEJEHWM BHEIIAHOBOM TPOBEPKH B
paMKax HajJ30pa 3a WCIOJIHEHWEeM 3aKOHOB TI0 TIOCTYIIMBIIMM B OpraHbI MPOKypaTypbl MaTepHaiam U
oOpariieHusMm;

5) HecoOTBeTCTBUS TlOKa3aTejield [esTeJIbHOCTU TOJBeJOMCTBEHHOIO OpraHa WX OpraHu3alyu
yCTaHOB/IEHHBIM 1]eJIeBbIM T0Ka3aTessiM J1eaTeTbHOCTH;

6) HEBBITIO/JIHEHHS TMOABEAOMCTBEHHLIM OPIrdHOM WJ/IHN OpFaHI/IBaL[I/IEI\/’I YCTAaHOBJ/IEHHBIX 00neMoB
roCcyapCTBEHHOI0O 3aldHHA 110 OKA3daHWIO MEAHHHHCKOﬁ momMomiu.

11. [dokyMeHTapHble TpOBEPKUA TIPOBOJATCS TMyTeM aHaau3a JOKyMEeHTOB, Mpe/CTaB/leHHbIMU
M0/IBe/JOMCTBEHHBIMU OpraHaMU M OpraHu3aLysIMHU.

12. Tlpu mipoBefieHUM MPOBEPOK CPOK MPOBeJeHHsI KaXKJ0ro BHJa TPOBEPKH, MPeJyCMOTPEHHOTO
HactostiM [TopsiikoM, He [JO/KEeH TPeBbIIIaTh [Ba/illaTh pabounx AHeH.

B UCKIFOUNTENBHBIX C/TyuyasiX, CBSI3aHHBIX C HEOOXOJUMOCTBLIO TPOBEZEHUsT CIAOKHBIX U (WIIN)
JUIUTENIbHBIX ~ UCC/IeIOBaHUM, SKCIepTU3, aHaIM30B, OIIEHOK Ha OCHOBAaHWMM MOTUBHUDOBAHHBIX
TIPe/IJIOYKEHUH JIOJDKHOCTHBIX JIWL], TIPOBOZSIIIUX TTPOBEPKY, CPOK IPOBEZIEHUSI TIPOBEPKU MOXKET OBIThH
TIPO/I/IeH PYKOBOJUTE/IEM OpraHa MCIIOJTHUTETHHOM BIaCTU WM €r0 3aMeCTUTeNIeM, HO He Oojiee ueM Ha
JBa/IllaTh pabOUMX THEH.

CpoK mpoBeJieHUsT KaXK/I0H U3 TIPOBEPOK, TIPeAyCMOTPEHHBIX HACTOSIIUM TTopsiIkoM, B OTHOIIIEHUH
T0/IBE/IOMCTBEHHOT'O OpraHa WK OpPraHu3al[uM, OCYILeCTB/ISIOLIEr0 CBOIO JIeATeIbHOCTh Ha TEPPUTOPHUSIX
HEeCKO/IbKUX CyObekToB Poccutickoli ®ezepaliyiv, yCTaHaBIMBAETCS OTAENbHO TIO KaXKIOMY GUIMamy,
TIpe/ICTaBUTENILCTBY, 000COO/IEHHOMY CTPYKTYPHOMY TO[pa3/ie/ieHHi0, TP 3TOM OOIMi CpPOK
TIPOBE/IEHUSI TIPOBEPKH He /I0/DKEH MPEBBIIIATh IIeCThAECAT Pabounx JHEH.

13. Ilpu ripoBeieHUH NIPOBEPOK, IPelyCMOTPEHHBIX MOANYHKTOM 1 ryHKTa 5 Hacrosuero [lopsaxka,
OCYLL|eCTBJIAIOTCA C/IeYyHOLe MepOIpUATHS:

1) paccMoTpeHre JOKyMEHTOB M MaTepHasioB, XapaKTepU3YIOINX OpraHU3aliio paboThl ¥ OKa3aHUe
MeIUIIMHCKOM TIOMOIIM B COOTBETCTBUM C TpeOOBaHUSMHU T0JIOKeHHH 00 opraHu3alyy OKa3aHUs
MeJJULIMHCKOW TOMOIIM TI0 BH/laM MeJMLIMHCKOM TOMOILM, MOPSAKOB OKa3aHWs MeJULIMHCKOW MOMOLIU
0o TpaBu/I TIPOBe/leHUs 1abopaTOPHBIX, MHCTPYMeHTabHbIX, MIaTO/I0r0-aHaTOMUYe CKUX 1 MHBIX BUJIOB
[IMarHOCTUYeCKUX UCC/IeJOBaHUM, CTaHJapTOB MeIUL{MHCKOM MTOMOILIY;

2) pacCMOTpeHHe W aHa/Iu3 Kaji00 rpax/aH, CBSI3aHHBIX C OKa3aHWeM UM MeWLIMHCKOM TIOMOILH, B
TOM UHC/Ie COZlepKallluX CBeZleHUs O HelpeJCTaB/leHMd WH(POpPMaLMM O BO3MOXXHOCTH OKa3aHWs
MeJMLIMHCKUX YC/IYyT, HalMuMy JIeKapCTBEHHBIX MpernapaTtoB U MeJULIMHCKUX M3/le/IiM, BK/IFOUEHHBIX B
CTaHJApT MeAULIMHCKOMN [TOMOLLY;

3) OCMOTp HCIIO/Ib3yeMbIX TPU OCYILeCTBIeHUU MEAULIMHCKOMN [1eATelbHOCTH 3[aHUii, CTPOeHUH,



COOpY>KeHUH, MOMellleHH U TepPUTOPHH;

4) orieHKa CoOMOfeHNsT TIOJIOXKeHUHM 00 OpraHu3aly OKa3aHUs MeJUIIMHCKOW MOMOIIY T0 BHAaM
MeIULIMHCKOW TIOMOIIM, TIOPSIKOB OKa3aHUS MeAULIMHCKOM TIOMOIIM JIMOO TIpaBW/ TPOBeeHUs
nabopaToOpHBIX, WHCTPYMEHTA/IbHBIX, TaTOJIOT0-aHAaTOMHUECKUX W WHBIX BUJOB AMArHOCTHUYECKUX
WCCIeIOBaHUM, B TOM UKCJ/Ie B YaCTH:

TpeOOBaHMII K OpraHM3aluM JesTeJbHOCTU OpraHu3aluil (UX CTPYKTYPHBIX I0/pasfieneHuH,
Bpauel), UHAVBUYa/IbHBIX NTpeIIpUHUMAaTeel;

CTaH/IapTOB OCHAIL[eHUST;
PEeKOMeH/IyeMbIX IITaTHbIX HOPMaTHBOB;
5) olleHKa cOO/IHO/|eHHs CTaH/[apTOB MeJULMHCKOM ITOMOLLM, B TOM UMC/Ie B YaCTH:

BBITIOJIHEHWA MEOUIMHCKUX YOIy B 3daBUCMMOCTHM OT YCPE€OHEHHBIX ToKa3aTeseid 4acTOThI
npeaoCcTaB/€eHUA U KPATHOCTU UX ITPUMEHEHMSA,;

000CHOBAaHHOCTM Y IIOJIHOTHI Ha3HAUeHUS JIEKAPCTBEHHLIX TIIp€I1apaToB [AJid MeIULIMHCKOI'O
IMMpYUMEHEHNs, NUMIIVIAHTUPDYEMbBIX B OPTrdHM3M UYe€/IOBE€Kd MEAULIMHCKUX H3,Z[E]IHI>1, KOMITIOHEHTOB KPOBH,
J1eueOHOro IMUTaHWA, BK/IKOUad Crieliia/IM3MPOBAHHBIE TIPDOAYKThBI J1eueOHOro MUTaHU.

14. TIpu nipoBefieHMK NPOBEPOK, MPEeAYCMOTPEHHBIX NOJAMNYHKTOM 2 MyHKTa 5 HacTtosiero I[lopska,
OCYLL|eCTBJIAIOTCA C/IeyHOLe MepOIIpUATHUS:

1) o1jeHKa COOTBETCTBHSI HOPMaTHBa YMCIEHHOCTH CTYKObI OXpaHbI Tpy/a TpebOBaHUSM TPYJOBOTO
3aKoHo/laTenbcTBa Poccutickoit desepaliuy;

2) oL|eHKa YPOBHS MOJIOTOBKY CIIEeL{Ma/IMCTOB 110 OXpaHe TPyZa U MOBbILLIEHUe UX KBaTU(PUKALIUY;
3) opranusauys o0yueHusi pabOTHUKOB Oe30macHBIM MeTOZaM 1 TIprieMaM TPYZa;

4) cobnroeHre TIpeIOCTaB/IeHUsT PabOTHUKAM, 3aHATBIM Ha paboTax C BpeAHbIMH W (WIN)
OTIaCHBIMH YCJIOBUSIMU TPY/la, KOMIT€HCALUM, YCTaHOBJIEHHBIX TI0 pe3y/ibTaTaM aTTecTaldy pabourx MecT
10 YC/IOBUSIM TPY/a;

5) onjeHka o0ecrieyeHHOCTU PAOOTHUKOB CpeCTBAMU WH/AWBHZYaJbHOW 3alllUThI, MOJIOKOM WJIH
MPOJIyKTaMH, ero 3aMeHSIIOLUMH, jiedeOHO-TIPOQHIaKTHUe CKUM TTUTaHHUEM;

6) orjeHKa cobOmofieHrs TpeOoOBaHM 0e30MacHOCTH MEeAMIIMHCKUX HW37Ie/TUH, TIPeAyCMOTPEHHBIX
HOPMAaTHUBHOH [IOKYMEHTAI[1el TPOU3BO/UTE]IS;



7) oleHKa cobOmofeHust TpeOOBaHWN K yTUIM3aLMK (YHUUTOXKEHWIO) MeOULIMHCKUX W3[e/nH,
TIpe/lyCMOTPEHHBIX TeXHUUeCKOW U 3KCILTyaTal[MOHHOM [JOKYMeHTal[1el TIPOU3BO/[UTeJIS;

8) olleHKa cOb/MIO/IeHNST YCTaHOB/IEHHBIX TIPaBUI B chepe oOpaltieHust MeAULIMHCKUX HU3/e/N;

9) aHanM3 BbITIO/IHEHUS 00si3aHHOCTEH 10 COOOIIeHH 0 CBe/leHUH, YKa3aHHBIX B UacTu 3 cTtath 96
depnepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-®d3 "OO6 ocHOBax OXpaHbl 3[J0POBbsI IPaXK/aH B
Poccutickoit ®eneparun” <1>.

<1> Cobpanue 3akoHOaTenbCcTBa Poccuiickoit @eneparum, 2011, N 48, ct. 6724.

15. Tlpu npoBejleHUH TIPOBEPOK, MPelyCMOTPEHHBIX MONYHKTOM 3 TYHKTa 5 HacTosiero Ilopska,
OCYIIeCTBIISIFOTCS CIeAYIOIHe MepPOTIPUSTHS:

1) oueHKa HamWuMsi [JOTOBOPOB O TIPOBeJeHUM KIMHUUECKUX MCC/IeIOBaHUN JieKapCTBeHHBIX
TperapaToB, K/IMHAYECKUX HCTBITAaHUA MEIUIUHCKUX W3/e/TUi, a Takke 00 OCyI[eCTBIeHUH
MeTULIUHCKUM PabOTHUKOM Telaroruyeckoi u (U1) HayuHOM JiesTeNbHOCTH;

2) paccMOTpeHue [JOTOBOPOB O MOCTaBKaX JIeKapCTBEHHbIX TperapaToB, MeJULMHCKUX U3[eMUi Ha
TpeZIMeT Ha/IMuusl B HUX YCJOBUM O Ha3HAUeHWU WA PEKOMEHZAIMU MalieHTaM 00 O MpeIoKeHUH
HaceJIeHHIO OMpe/ie/IeHHBIX JIeKapCTBEHHbBIX MpernaparoB, MeAULIMHCKUX WU3/e/ni;

3) pacCMOTpeHMe YTBep)KAEeHHOr0 aJ/MUHUCTpaLiell MeULIMHCKON OpraHu3alyy MopsjKa y4acTus
TIpe/iCTaBUTe/Iell OpraHu3alii, 3aHUMAIOIUXCs pa3paboTKOM, TPOM3BOACTBOM W (WIM) peasv3aliyeit
JIeKapCTBEHHBIX TIPeriapaTtoB, MeJULMHCKUX W3/e/Hid, OpraHu3aunui, o0safarolux IpaBaMH Ha
VICTI0/Ib30BaHWe TOPrOBOIO0 HaMMEHOBaHKS JIeKapCTBEHHOTO Mperapara, OpraHv3alyid ONTOBOW TOProB/Iv
JIeKapCTBeHHbIMU Cpe/ICTBAaMM, allTeUHbIX OpraHM3aluil (UX MpefcTaBUTeNel, MHbIX (U3NYeCKUX U
IOPUIMUECKUX JIML, OCYLIeCTB/SIOIIUX CBOK JesSTeIbHOCTb OT MMEHM STHUX OpraHu3anui) (manee
COOTBETCTBEHHO - KOMITaHWs, TpeJCTaBUTe/b KOMIIAaHHUM) B COOpaHUsAX MEJULIMHCKUX pabOTHUKOB U
VHBIX MEpDOIpUSTUSAX, CBS3aHHbIX C TIOBbIIIEHWEM WX MpO(eCcCUOHAIbHOIO YPOBHS WU
TpeJjoCTaB/ieHneM HWH(OpMalyy, MpeAyCcMOTPeHHON YacThio 3 cTatbd 64 PesepanbHOrO 3akoHa OT 12
anpesisi 2010 . N 61-®3 "OO6 oOpaleHuM JieKapCTBEHHBIX CpeACTB" <2> M uacTeio 3 cratbu 96
®enepanbHoro 3akoHa oT 21 Hosiopst 2011 . N 323-®3 "O6 ocHOBax OXpaHbI 3[j0POBbSI TPaKAaH B
Poccutickoit deneparun’;

<2> Cobpanue 3akoHofaTenbCTBa Poccutickoii ®emepanmu, 2010, N 16, ct. 1815; 2014, N 52, cT.
7540.

4) onjeHKa opraHu3any paboThl, HarpaB/eHHOW Ha MpefyTpeX/eHre HapylleHui MeJUllMHCKUMA
paboTHMKaMM U (apmalLleBTUUeCKUMH pabOTHUKaMW OrpaHWYeHWl, YCTaHOBJEHHBIX CTaTbed 74
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denepanbHoro 3akoHa oT 21 Hosiops 2011 r. N 323-®3 "O6 ocHOBax OXpaHbI 3[J0POBbSI I'PAXKAAH B
Poccutickoit ®epeparuu’” <3>, B TOM UYWUCAe MO WHPOPMHUPOBAHUIO MEIUIIMHCKUX DPaOOTHHUKOB,
(hapmMarieBTHYeCKMX pabOTHUKOB, KOMIIAHWH, TIpeJiCTaBUTe/Iel KOMITAaHUIN U TPaXKAaH 00 yCTaHOB/IEHHBIX
3arpeTax Ha COBepIlieHHe Orpe/ie/IeHHbIX [IeHCTBUI U OTBETCTBEHHOCTH 3a UX COBepIIIeHUE;

<3> Cobpanue 3akoHOojaTenbCcTBa Poccuiickoit ®@eneparum, 2011, N 48, ct. 6724; 2017, N 31, cT.
4791.

5) aHa;mm3 oOpaireHWi TpakAaH, COZAEp’Kal[uX CBeJeHHs O TPeAOCTaBIeHHUH He0CTOBEPHOH,
HeroJIHOM WM WCKaKeHHOW uWHdopMaluu 00 UCMo/ib3yeMbIX TPH Ha3HaueHWM Kypca JieueHUs
JIeKapCTBEHHBIX Tperaparax, 0 MeAULIMHCKUX U3/eNusiX, BK/IHOuUasi COKPhITHE CBeJeHUM O Ha/luuuu B
oOpallleHHH aHaJOTMYHBIX JIeKapCTBEHHBIX TperapaTtoB, MeJIULUHCKUX W3ZeNuid, M0 0 Haluuuu B
anTeyHoW OpraHu3aldyd JieKapCTBEHHBIX TIperaparoB, WMENIIUX OJWHAKOBOe MeXXyHapoAHOe
HeraTeHTOBaHHOe HalMeHOBaHWe, MeIULIUHCKUX U3/e/ni, BK/ItoUasi COKpPbITHe WH(POPMAaLUU O HaTUYUU
JIeKapCTBEHHBIX MPETapaToB U MeUITUHCKUX W3/e/TUi, UMEIOIINX 00siee HU3KYIO TIeHY.

16. TIpu npoBejeHUH TIPOBEPOK, MPeyCMOTPEHHBIX MONYHKTOM 4 MYHKTa 5 HacTosiiero ITopska,
OCYIIeCTBIISIFOTCS CIeAYIOIHe MePOTIPUSTHS:

1) paccmoTpeHMe [OKYMEHTOB W MaTepuasoB, XapaKTepU3YIOLUX [esiTeIbHOCTb MpOBepseMblX,
OpraHv3anii mo co6/rofieHHI0 TpaB rpaxjaH B cdepe OxpaHbl 37I0POBbSI TPaXKJaH, B TOM YHCIIe
JOCTYMTHOCTU A/ WHBA/IM/IOB OOBEKTOB MH(PACTPYKTYPbl U TPEAOCTAB/ISIEMBIX YCJAYT B YKa3aHHOU

ctepe;

2) paccMOTpeHHe [OKyMEHTOB W MaTepuasioB, XapaKTepU3YIOI[MX OpraHu3anuio paboTel TI0
paccMoTpeHHIo oOpallieHni TpaXkzaH;

3) orneHka cobstoeHust TpeboBaHM 3aKoHOzaTebCTBa Poccutickoit depepaliviv K pa3MelieHuro U
coziepKaHuIo MHpOpMary 00 0CyIeCTB/IsIEMOU AeATeTbHOCTU B chepe OXpaHbI 3J0POBBsI IPaXKAH.

17. I1pu nipoBeieHUU IPOBEPOK, IPelyCMOTPEHHBIX MOAIYHKTOM 5 MyHKTa 5 Hacrosuero [lopsaxa,
OCYILIeCTBJISIFOTCS C/Ie[lyOLe MePOIIPUSTHS:

1) paccMoTpeHHe [10KYMEHTOB U MaTepuasioB, XapaKTepPU3YIOLIMX OpraHu3allil0 M MpoBefeHHe
MeULIMHCKUX SKCIepTU3, MeJULMHCKUX OCMOTPOB M MeJULIMHCKUX OCBU/€Te/IbCTBOBAHUI;

2) olleHKa COOIO/IeHUSI:

TIOPSIZIKOB  TIPOBe/IeHUs] MeAULIMHCKUX JKCTepTU3, MeAULIMHCKUX OCMOTPOB M MeAULIMHCKUX
OCBU/ETE/IbCTBOBAaHUM, B TOM UHWC/Ie COJEp)KallMX IlepeuHd OCMOTPOB Bpauyeu-CrenuaaucToB U
MeJUI[MHCKUX UCC/IelOBaHUM;



MpaBWI1 BHECEHWs 3amucell B MeJULMHCKYH0 [JOKYMEHTALMI0 TpU TPOBeJeHUM MeAULIMHCKUX
9KCTepTU3, MeJUIMHCKUX OCMOTPOB M MEeAMLIMHCKUX OCBU/eTebCTBOBAaHUM, a TakKe 0(OpMIeHUS UX
pe3y/bTaToB.

18. I1pu nipoBeseHUU IPOBEPOK, MPeyCMOTPEHHBIX NOANYHKTOM 6 IyHKTa 5 HacTtosuero [Topsaaxa,
OCYILIeCTBJIAIOTCSA C/Ie[yOIle MePOIIPUATHS:

1) paccMoTpeHHe [IOKYMEHTOB M MaTepHasioB, XapaKTepU3YIOILIUX OpraHU3alii0 BHYTPEHHero
KOHTPOJISI KaueCTBa U 6€30T11aCHOCTUA MeTUIIUHCKOU JIesITelTbHOCTH;

2) OLeHKa:

COOJTIOIeHUsT  YCTAHOBJIEHHOTO TIOPSiIKA TIPOBEJEHWss BHYTPEHHErO KOHTPO/IS KauecTBa |
0e30macHOCTA MeIUI[UHCKOU JiesITeNTbHOCTH;

cobstroieHust TIopsiika 0(hOpMJIEHUST Pe3y/IbTaTOB BHYTPEHHEro KOHTPOJ/IS KaueCTBa U 0e30MacHOCTH
MeIULIUHCKOU JiesTelTbHOCTH;

000CHOBAaHHOCTM Mep, TIPMHUMAeMbIX I10 pe3yJbTaTaM TIPOBeJeHUss BHYTPEHHEro KOHTPOJIS
KauecTBa U 0€30MacCHOCTH MeIUI[UHCKOU J1eTe/TbHOCTH;

3) aHamm3 3(PPeKTUBHOCTU TIPOBOJUMOrO BHYTPEHHEr0 KOHTPOJISi KauecTBa U 6e30racHOCTH
MeULIMHCKOM [1esiTeIbHOCTH.

19. O nmpoBefeHMM TIJIAHOBOW TPOBEPKU TIOJBEJOMCTBEHHbIe OpraHbl WM OpraHU3aLyu
YBEIOMJISIIOTCS TIyTeM HarpaB/ieHWs] KOMWM TpUKasa O MPOBE/IeHWH MPOBEPKM He MO3[Hee ueM 3a TpU
pabouux /HS 10 HaYajia ee MpOBeJeHusl.

20. O mpoBefieHMM BHEIJIAHOBOM BbIE3[JHOM TIPOBEPKH, B Lie/sIX KOHTPOJISI MCIIOJHEHHUsI paHee
BbIJJaHHBIX MMOPyUYeHU MO0 TIpeANCaHuM, 1T0/[BeIOMCTBEHHBIN OpraH WA OpPraHU3alyst YBeIOMJ/ISFOTCS
JFOOBIM JJOCTYITHBIM CTIOCOOOM He MeHee ueM 3a [[Ba/illaTh YeThIpe uaca /10 Hauasa ee MpOoBe/IeHusl.

21. B ciyuae, ecnu B pe3y/braTe [iesiTeJIbHOCTH TIOZIBeZJIOMCTBEHHOIO OpraHa WM OpraHM3aLuu
NPUYMHEH, WM TPUUMHSETCS BpeJ >KU3HU, 370POBBIO Tpak[aH, IpeJBapUTe/lbHOe YBeJOMJ/IeHUe
yKa3aHHOM OpraHu3alvy O Havasie TIPOBeZeHUs BHETJIAHOBOH MPOBEPKU He TpeOyeTcsl.

22. K mpoBepKaM TIpy OCYIIleCTB/IeHUH BeIOMCTBEHHOTO KOHTPOJIS MOT'YT TIPUB/IEKAaThCsl HayuHble U
VHble OpraHM3allid, yueHble W CIeLWaaucTbl (fjajsiee - SKCIIePTHble OpraHu3al[iy, SKCIepThl), 3a
VCK/TIOUeHHeM JIULl, COCTOSIIUX C TO/BeJJOMCTBEHHBIM OpPraHOM W/IM OpraHu3aliedl B TPYJOBBIX WU/IH
WHBIX JIOTOBOPHBIX OTHOLIIEHHUSIX.

23. HpOBepKI/I MPpOBOJAATCA Ha OCHOBAHHMU IIPpHUKd3d DPYKOBOAUTEJ/IA, 3dMECTUTE/II PYKOBOAUTEJIA
OpraHa WCIIO/THUTE/IbHOM B/1dCTH, B KOTOPOM YKd3bIBAOTCA:



1) HaMeHOBaHKe OpraHa Be/JOMCTBEHHOTO KOHTPOJIS;

2) amuMy, UMeHa, 0TYeCTBa, AO/DKHOCTH [JO/DKHOCTHBIX JIML, YTIOJIHOMOUEHHBIX Ha NpOBe/ieHune
TIPOBEPKY, a TaKXe MPHUBIEKaeMbIX K MPOBEJEeHUI0 MPOBEPKU 3KCIEPTOB, MpPeZCTaBUTe/eN SKCIEPTHBIX
OpraHu3aLyi;

3) cBeleHMsT O MeJULMHCKOM OpraHv3aluu (HavMMeHOBaHWe IOpPUAMYEeCKOro Julia), MpOBepKa
KOTOPOWU MPOBOAUTCS;

4) uenw, 3ajjauu, BU/l, IpeMeT MPOBEPKU U CPOK ee TIPOBe/IeHusl;

5) npaBoBble OCHOBaHUs NPOBeZIeHNs [IPOBEPKY;

6) CPOKM TIPOBE/IEHUSI U TlepeueHb MepOIPUATHIN 10 KOHTPOJII0, HeOOXOAUMBIX [/l ZI0CTHKEHUS
Lje/ield ¥ 3a/1au MpOBe/leHNs IPOBEPKY;

7) mepeueHb HOPMaTHUBHBIX aKTOB, Per'y/IMPYIOLUX [POBeJjeH1e MepPOTNPUSITHI 0 KOHTPOIIIO;

8) mepeueHb JOKYMEHTOB, TIpeZCTaB/eHe KOTOPBIX HeoOXOAMMO /ISl IOCTYDKEHUS Liefield U 3a/au
TIpOBe/leHUsI IPOBEPKU;

9) AaThbl Ha4ad/lda 1 OKOHYaHUA TIPOBeAEHUA ITPOBEPKH.

24. Bble3gHas TIpoBepKa HauWHAeTCsl C TpeAbsB/IeHUs] [JO/DKHOCTHBIMU JIMLIaMH — OpraHa
VCTIOJTHUTE/IBHOM B/IaCTH C/TY)KeOHOTO yAOCTOBepeHus, 00s13aTe/TbHOTO O3HAKOMJIEHUS PYKOBOJAUTEJIS,
WHOTO JIO/DKHOCTHOTO J/IMLIA WM YIIOJHOMOUEHHOTO TMpeACTaBUTeNs] MEeJULIMHCKOM OpraHu3aluu C
TIPUKa30M PYKOBOJUTEJISl, 3aMeCTUTe/Is PYKOBOJUTE/s OpraHa WCIIO/JIHUTE/IbHOM BaCTU O Ha3HAYeHUM
TIPOBepKU (TIpY HaJIMUMK) U C TIOJTHOMOUKSIMU TIPOBOJSILMX Bble3JHYIO MPOBEPKY JIULI, @ TaKXKe C Lie/IsIMHU,
3a/layaMy, OCHOBaHWSIMU TIPOBEJIEHUs TPOBEPKH, BUAAMH U O0BEMOM MEpPOTPHUSITHA TI0 KOHTPOIO,
COCTaBOM 3KCIIePTOB, TpeJCTaBUTENSIMU SKCIEPTHBIX OpraHu3alyii, TMpUB/IeKaeMbIX K TMPOBEPKe, CO
CPOKaMH U C YCJIOBUSIMU ee TIPOBe/IeHUs].

25. [lo/pKHOCTHBIE JiMLja OPraHOB MCIOMHUTENbHOW B/IACTH TPU TIPOBeJEHWU BEeJIOMCTBEHHOIO
KOHTPOJISl UMEIOT TIpaBo:

1) ocymjecTBnsTh moOMyueHWe, cOOp W aHANMM3 CBeJeHUHA O [esTelbHOCTH T0JBeJOMCTBEHHOTO
opraHa WM OpraHM3aluy;

2) 3HAKOMHUTBCS C JOKYMeHTaMH, CBSI3aHHBIMU C LIeJISIMU, 3a/lauaMy U TIPeJMeTOM BeJOMCTBEHHOTO
KOHTpOJIS, B TOM YMC/Ie C MeJULIMHCKUMH [OKYMEHTaMHu TpaKAaH <4>, CHUMaTh KOMWK C yKa3aHHbBIX
JIOKYMEHTOB, a TaK)Ke TIPOU3BOAUTEL B HEOOXOJUMBIX CTydasx OTO- U BUJEOCHEMKY TIPH OCYIIle CTBIeHUH
ocMoTpa ¥ 00c/1e/10BaHuUS;



<4> Ilyskr 10 vactu 4 crateu 13 depepanbHoro 3akoHa ot 21 Hosiops 2011 . N 323-®3 "0O6
OCHOBAaX OXpaHbl 340poBbs TpaxgaH B Poccutickoli ®exnepauyu” (CobpaHue 3aKOHOAATE/TLCTBA
Poccuiickoit @epeparuy, 2011, N 48, ct. 6724).

3) mocTyma B UCIMO/b3yeMble MO/IBeJOMCTBEHHBIM OPraHOM M OpraHM3alivell TIpY OCyIlleCTBIeHHU!
JesITeTbHOCTH TEPPUTOPHUM, 3/1aHUS, CTPOEHHs, COODPY>KEHWs], TIIOMeIl[eHUs, K HCI0/Ib3yeMbIM
o6opyaoBaHuto, 1oj00HBIM 00BEKTaM, TPAHCIIOPTHBIM CPe/ICTBaM;

4) opraHM30BbIBaTh TIPOBe/IeHNEe HeOOXOAUMBIX WCC/IeI0BAHUM, SKCITIEPTH3, aHAM30B U OIIEHOK, B
TOM UKCJIe KCIIePTH3 KaueCTBa MeAULIMHCKOM ITOMOILIH.

26. JI0o/DKHOCTHBIE JTHI[A MPY TIPOBeIeHUH BeZIOMCTBEHHOTO KOHTPOJISI 00sI3aHbI:

1) cobGmogate 3akoHOAATeNbCTBO Poccuibickoit @efepaiuu, MpaBa YW 3aKOHHBIE WHTEPEChHI
TIpOBepsieMbIX T0JBeJJOMCTBEHHbIX OPraHOB M OpraHU3aLyi;

2) IPOBOZIUTH MPOBEPKY BO BpeMsI MCTIOTHEHUSsI CTyKeOHBIX 00s13aHHOCTeH;

3) 1pefoCTaBIATb PYKOBOAWTENO, HHOMY JO/DKHOCTHOMY JIMLy WM YIIOJHOMOYEHHOMY
NIpeJiICTaBUTE/I0 TIPOBEPSEMOr0 OpraHa WM OpraHu3alM, MPUCYTCTBYIOIIEMY IIpU IPOBeeHUN
NIPOBEPKU, UH(OPMALUIO U JOKYMeHTbI, OTHOCSIIMECS K TIpeZiMeTy IIPOBEPKH;

4) 3HAKOMUTb PYKOBOAUTEJIA, MHOE OO/DKHOCTHOE JIMLO WX YIIO/THOMOUYEHHOI'O IIpeACTABUTEIA
mpoBepAeMOro opraHd Wi OpraHu3aliy C pe3yjibTdTaMU IIPOBEPKH, B TOM UHCJI€ C aKTOM IIPDOBEPKU;,

5) cobmoaaTh yCTaHOBIeHHbIe HacTOSIMM [TopsiIkoM CPOKY MPOBe/ieHus TIPOBEPKHU.

JocTym K CBe/leHUSIM, COCTABJISIIOIIMM TOCY/IJapDCTBEHHYIO M WHYIO OXPaHSIeMYH0 3aKOHOM TaiHy,
OCYIL|ECTBJISIETCS C COO/IO/IeHNeM TpeOOBaHHM O 3alllUuTe CBeJeHWH, COCTABJISIOIIUX TOCY/1apCTBEHHYIO
TaliHy, WM OTHOCHMMBIX K OXPaHsieMO B COOTBETCTBUU C 3aKOHO/aTesnbCTBOM Poccuiickoit Pesepaiiyu
VHOU MH(GOpPMAI[MY OrPAaHUYEHHOT0 AOCTYTIA.

27. PykoBoguTe/b, NHOE JO/PKHOCTHOE JIMLO WX YTIOJTHOMOYEHHBIM TIpefCTaBUTe/b IPOBEPsIeMOro
opraHa Wi OpraHy3alu MpU NPOBeJleHUH MepOIpUSATHI 110 BeJOMCTBEHHOMY KOHTPOJIIO UMEIOT MPaBo:

1) mpucyTCTBOBATH MPH MPOBEIeHUH TIPOBEPKH, 1aBaTh 00BSICHEHUSI TT0 BOTIPOCaM, OTHOCSILIIIMCS K
npeZIMeTy IIPOBEPKY;

2) mosiyyaTh OT OPraHOB MCIOHUTENbHOW B/IACTH, UX [JO/DKHOCTHBIX JIML MH(GOpPMAaLMI0, KOTopast
OTHOCHUTCS K TIpeIMeTy NPOBEPKY;
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3) 3HaKOMUTBCSI C pe3y/ibTaTaMy BeJOMCTBEHHOTO KOHTPO/IS;

4) obkanoBath AeicTBus (Oe3melicTBIe) AO/DKHOCTHBIX JIHILI, TIOBJIEKIIMe 3a OO0l HapyllleHre mpaB
TIpOBepPsieMOro OpraHa Wu OpraHu3alv, MPY NPOBe/leHUH BeJJOMCTBEHHOTO KOHTPOJISI.

28. PykoBoguTe/b, UHOE JO/DKHOCTHOE JIULIO WM YTIOJIHOMOYEHHBIN Npe/jCTaBUTe b [IPOBEPSieMOro
OpraHa WM OpraHu3alyy MPU TIPOBeAEeHNUH MepPOTIPUSTHIA TI0 BeJOMCTBEHHOMY KOHTPOJTIO 00s13aHbI:

1) mpeoCTaBUTH KOMUMU AOKYMEHTOB W MOSICHEHUS TI0 3aripoCy OPraHOB UCIOHUTEIbHOW BIACTU
TIpU NIPOBEJIeHUU MPOBEPKY;

2) mpefoCTaBUTh [O/DKHOCTHBIM JIMLIAM, MPOBOASIIMM IPOBEPKY, BO3MOKHOCTb O3HAKOMMUTBCS C
JOKYMEHTaMH, CBSI3aHHbIMM C LieJIsIMH, 3a/jauaMd U TpeJMeTOM BeJOMCTBEHHOIO KOHTDOJS, a TakkKe
obecreunTs AOCTYN TPOBOASAIIMM BBIE3AHYIO TPOBEPKY AO/DKHOCTHBIM JIMI[AM Ha TEPPUTOPUIO, B
VICTIO/Ib3yeMble TIPOBEPsieMbIM OPraHOM W/IM OpraHM3aljiel MpU OCYLeCTB/IEHUU JAedaTe/bHOCTU 3[jaHus,
CTPOEHMsI, COODY)KEHHs, TIOMeleHHs], K WCIo/Mb3yeMbIM 000pyZoBaHUIO, TOJOOHBIM OOBEKTaM,
TPaHCMOPTHBIM CpPe/ICTBaM.

29. Tlo pe3y/ibTdTaM IPOBEPOK B PAMKdX BE€AOMCTBEHHOI'O KOHTPOJIA OO/DKHOCTHBIMH JIMLdMH
OpraHa WCIIO/THUTE/IbHOM BJ1aCTH, MTPOBOJAIIUMU ITPOBEPKY, COCTABJ/IAETCA aKT IIPOBEDKH.

B akTe npoBepKu yKa3bIBarOTCS:

1) AdaTa, BpeMs U MeCTO COCTABJ/IEHUA dKTa IIPOBEPKU;

2) HaMME€HOBdHKE OpTraHd B€JOMCTBEHHOI'O KOHTPOJIA;

3) [aTa ¥ HOMep TpHKa3a PYKOBOAUTEss, 3aMeCTUTess] PYKOBOAUTE/Isl OpraHa HCIOJHUTE/IbHON
BJIaCTH O MPOBEJEHUM NPOBEPKY;

4) (l)aMI/IJ'II/II/I, HMEHa, 0T4YeCTBaA U JO/DKHOCTHU AO/DKHOCTHBIX JIUL], TPOBOAUBIINX TTPOBEPKY,

5) cBefieHMs1 O TIPOBepsieMOM OpraHe WM OpraHu3aluy (HauMeHOBaHWe, HODUAUUECKUN ajpec, a
Takke (aMuus, WMs, OTYECTBO W [IO/DKHOCTb PYKOBOJUTE/IS, WHOTO JIO/DKHOCTHOTO JIMI[A WA
YTIOJIHOMOUYEHHOTO TIPe/ICTaBUTeIsl, IPUCYTCTBOBABIIIETO MPH IMPOBeIeHUH MPOBEPKH);

6) mara, BpeMsl, IPOAO/KUTEILHOCTE M MECTO MPOBE/IeHNs TIPOBEPKY;

7) cBefleHUs1 O pe3y/bTaTax MPOBePKU, B TOM UKC/Ie O BbISIBJIEHHbIX HapyIIeHUsX, 00 UX XapaKkTepe u
0 JIULIAX, JOMYCTUBLIMX yKa3aHHble HapyLIeHus;

8) CBeleHuA 00 03HAKOMJIEHUM W/ OTKa3e B 03HAKOMJ/IEHMH C aKTOM MMPOBEPKHW DYKOBOAUTEJIA,



HWHOIo0 [JAO0/DKHOCTHOTO JIMLja W/IW YIIOJITHOMOUEHHOT'O TIpeACTaBUTE/I TIPOBEPAEMOro OpraHa WA
OpraHuv3aliyvy, IpUCyTCTBOBABIIETO IPU MPOBEAEHNUN ITPOBEPKHU;

9) MOAINMKUCH OODKHOCTHBIX JIWL], TIPOBOAUWBIINX IIDOBEPKY.

30. K akTy npoBepKu IpU/IaratoTcsi MPOTOKO/bI WM 3aK/IIOUeHUs 10 pe3ysbraTaM IpOBe/jeHHBIX
WCCTIeZIOBAaHNM, SKCIepTH3, aHaIM30B, OLEHOK, OOBSICHeHHs pPabOTHUKOB TPOBEPSEMOrO OpraHa Wid
OpraHv3aljy, Ha KOTOPbIX BO3/1araeTcsi OTBETCTBEHHOCTD 3a BbISIB/IEHHble HapylleHus], NpejnucaHus 00
yCTpPaHeHUH BBISIBJIEHHBIX HapYIIeHU U WHbIE CBS3aHHbBIE C pe3y/IbTaTaMu MPOBEPKU JOKYMEHThI WA WX
KOIHH.

31. AKT ripoBepKd OQOpMJISIeTCSI HEMOCPeACTBEHHO MOC/e ee 3aBeplieHUs] B [IBYX 3K3eMILIspax,
OJJUH 13 KOTOPBIX C KOMUSIMHU MPUJIOXKEHUM HalpaB/sieTcs B M0/IBeIOMCTBEHHbIM OpraH WM OpraHU3aLyio
b0 BpyuYaeTCsl PYKOBOAWUTENIO WM YIIOJIHOMOYEHHOMY TIDeJCTaBUTE/I0 YKa3aHHOTO OpraHa WM
OpraHW3aly 107 PacMcKy 00 03HaKOMJ/IeHUH, 00 00 OTKa3e B 03HAKOMJIEHHWH C aKTOM TIPOBEPKH.

32. B ciyuae ecyiu [yl COCTaB/IEHWs akKTa IPOBEPKHM HeOOXOAUMO TIO/NyUMTh 3aK/THOUEHUs 10
pe3yJsibTaTaM MpOBeJeHHbIX UCC/IeI0BaHNM, SKCTIEPTU3, aHA/IU30B, OLIEHOK, aKT MPOBEPKU COCTAaBJISIETCS B
CPOK, He TIpeBBILIAIOIIMN TpexX pabouMx [AHEH Ioc/ie TOy4YeHHsi OPraHOM HCIIO/IHUTE/bHON B/IaCTH
COOTBETCTBYIOIIIETO 3aK/TFOUEeHUSI.

33. [Ipu BeIsAB/IEHMU B XO/ie POBEPOK HapyILIeHUH:

1) pykoBoguTenH0, HWHOMY [O/DKHOCTHOMY JIMLy WIA YIIOJHOMOUEHHOMY TIpe/ICTaBUTEIO
TIOZIBEJOMCTBEHHOTO OpraHa WM OpPraHM3allid BbIIaeTcs TIpeAnucaHue 00 yCTpaHeHHU BbISIBIEHHBIX
HapylleHuH ¢ yKa3aHheM CPOKOB UX yCTPaHeHwUs;

2) opraHoM HCIIOJTHUTE/IbHOU B/IaCTH B paMKax KOMIETeHLIMY TPUHUMAOTCS Mephl 10 KOHTPOJTIO 3a
yCTpaHeHVeM BbISIBJIEHHBIX HapylleHW! (B TOM UMC/le IyTeM [POBeZleHHs] BHEIJIaHOBBIX NIPOBEPOK), MX
npeynpeXXIeH1I0, MpeoTBpallleHUI0 BO3MOKHOIO NPUYMHEHHUsI BpeZia >KU3HM, 3[0DOBbI0 TpaXk/aH, a
TaK)ke Mepbl 10 NPUBJIEUEHUIO JIUL], JOIYCTUBILIKX BbISIBJI€eHHbIE HAPYIIEeHUs], K OTBETCTBEHHOCTH;

3) B c/iydae, eC/IM BbISIBJIeHHbIe HapYIIeHUs] OTHOCSATCSA K KOMIETeHLIUM OpraHa, YIOJTHOMOUEHHOTO
B COOTBETCTBMM C 3aKOHOZArenbCTBOM Poccuiickort Pepepalid OCyLIeCTBISATh TOCY/apCTBEHHbIN
KOHTPO/b B YCTAHOB/IEHHOM cdepe [JesiTeJIbHOCTH, OpraH WCIOJHUTeNbHOM BaCTU Harpab/isieT
VH(OpPMaLMIO O BHISIBJIEHHBIX HAapyIIEHUsX B OPraH rOCyAapCTBEHHOTO KOHTPOJISI 0 KOMITETEHLIUH;

4) B (C/Iydae HEHWCIIOJHEHHSA TMpeAInMCaHUA B dKT€ YKA3bIBAE€TCA JIMLO, OTBETCTBEHHOE 3a
HEUCIo/IHEHWEe TIpeAlNnrCdHUuA, KW OPraHOM WUCTIONIHUTE/IHbHOM BJ/IACTH B pPaMKdX KOMIIE€TEHLIUU
NMPUHHUMAIOTCA MEPEI IO €ro IMpUBJ/IeUEeHHNIO K OTBETCTBEHHOCTH.
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