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3apeructpupoBano B Muntocte Poccuu 3 utons 2013 r. N 28631

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALINU

NMPUKA3
oT 21 pekabpsa 2012 r. N 1340H

Ob YTBEPXAOEHWUU NMOPAOKA
OPrAHU3ALUN U NPOBEAEHNA BEAOMCTBEHHOIO KOHTPOINA KAHYECTBA
N BESOMNMACHOCTU MEANLIMHCKOU AEATENIbHOCTH

B cooTBercTBHM ¢ yacThio 2 cTaThu 89 denepanpHoro 3akona ot 21 HosOps 2011 r. N 323-d3 "O6
OCHOBax oOXpaHbl 370poBbs rpaxaaH B Poccuiickoii ®enepauun" (CobOpaHue 3aKOHOJIATEIIbCTBA
Poccutickoit ®eneparuu, 2011, N 48, cr. 6724; 2012, N 26, cr. 3442; 2012, N 26, cT. 3446) u
noanyHktom 5.2.205 Ilonoxkenus o MuHucreperBe 31paBooxpaHeHusi Poccuiickoit ®Penepanuu,
yTBEpKJIeHHOTro nocranoBieHueM [IpaBurensctBa Poccuiickoin ®enepanuu ot 19 urons 2012 r. N 608
(Cobpanwme 3akononarenscTBa Poccuiickoit @enepamuu, 2012, N 26, ct. 3526), npuka3biBaro:

YTBep,I[I/ITL [OopAAOK OpraHu3aluu MW IPOBCACHUA BCAOMCTBCHHOI'O KOHTPOJII Kad4€CTBa H
0e30IMacHOCTH MEIUIIMHCKON IEATCILHOCTH COIIaCHO IIPHUIIOKCHUIO.

Munuctp
B.N.CKBOPIIOBA

[Ipunoxxenue

K NprKa3y MHUHHUCTEPCTBA 3pABOOXPAHECHUS
Poccuiickoii denepanuun

ot 21 nexabps 2012 r. N 1340u

NOPAAOK
OPIrAHU3ALUUN N NPOBEOEHUA BEOOMCTBEHHOIO KOHTPOJISA KAYHECTBA
N BE3OMNACHOCTU MEAULIMHCKOU OEATENIBHOCTHU

1. Hacrosmmit Ilopgaiok ycTaHAaBIMBAET IMpaBHIa OPraHU3ALMU U MPOBEICHHUS BEIOMCTBEHHOTO
KOHTPOJISI KauecTBa M 0€30MacHOCTH MEAUIIMHCKON AESITENFHOCTH (J1aiee - BEIOMCTBEHHBIN KOHTPOIIB).

2. BenoMCTBEHHBIN KOHTPOJIb OCYIIECTBISETCS (eiepalbHBIMU OpraHaMU HCTIOTHUTEIbHON BIIACTH
W OpraHaMH WCIIOJHUTENbHOW BIacTu cyObekToB Poccuiickoit denepanuu (mamee - Oprasbl
WCTIOTHUTEIBHON BJIACTH) B TI0JIBEIOMCTBEHHBIX UM:

1) opranax (zanee - MoJABEJOMCTBEHHBIE OPTraHbl);
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2) opraHm3aIysx, OCYIECTBISIONINX MEIUIMHCKYIO U (apManeBTHIECKYIO JeATeIbHOCTh (Janee -
M10/IBEIOMCTBEHHbIE OPTaHU3ALINHN).

3. 3aauaMu BE€IOMCTBEHHOTO KOHTPOJIS SIBIISIOTCSI:

1) npenynpexaeHre, BbISIBJICHUE U MPeceUeHNEe HApYIICHUH TpeOOBaHMI K 00€CIIeUeHHUI0 KauecTBa
u 0e30MacHOCTH MEAMIIMHCKOW JIEeATeIhbHOCTH, YCTAaHOBJICHHBIX 3aKOHOJATENbCTBOM Poccuiickoit
denepanun 00 OXpaHe 3A0POBbS IPAKIAH;

2) OpUHATHE MEp IO MPECEUYECHHUI0 U (WINM) YCTPAaHEHMIO IOCIEICTBUN M INPUYMH HaAPYLICHUH,
BBISIBJIEHHBIX B paMKax TIOCYAapCTBEHHOIO KOHTpPOJIA KayecTBa U 0€30MacHOCTH MEIULIMHCKOMN
JESITENIbHOCTH;

3) obecreyeHre KavyecTBa MeHHHHHCKOﬁ IIoOMOI1Iu, OKa3bIBaEMOU B MCIUILUMHCKUX OpPraHu3aluiax,
MMOABCAOMCTBCHHBIX OpraHamM HCIIOJIHATCILHOMN BJIaCTH,

4) ompenencHWe TOKazaTeleld KadecTBa JICATCIBHOCTH IOJBEJOMCTBEHHBIX OpPraHOB |
OpraHu3alMil;

5) cobmrofeHne 0ObEMOB, CPOKOB M YCJIOBUN OKa3aHUS MEIUIIMHCKOW MOMOIIM B MEAUIIMHCKUX
OpraHu3alusX, MOABEJOMCTBEHHBIX OpraHaM MCIIOJIHUTEIILHON BIIACTH;

6) CO3JaHUC CHCTCMbl OLCHKH AOCATCIBHOCTH MCIAMIIMHCKHUX pa6OTHI/IKOB, Y49aCTBYHOIIIUX B
OKa3aHWU MCOAULUHCKUX YCIIYT.

4. BenomMmcTBeHHBIN KOHTPOJIb BKIIFOYACT IIPOBCACHUC ITIPOBCPOK:

1) CO6JIIO[[€HI/I$I MCIUIMHCKUMHA OpraHu3alvsaMu IMOPAAKOB OKa3aHHA MGI[I/IIII/IHCKOﬁ oMoy Hu
CTaHAapTOB MCHHHHHCKOﬁ IIOMOIIIH,

2) cobmroaeHuss MEAMIIMHCKUMH OpraHu3alMsMH Oe30lacHBbIX YCIOBHM Tpyna, TpeOoBaHHMM MO
0e30macHOMY IPUMEHEHHUIO U 3KCILTyaTallui METULMHCKUX U3/IEIUN U UX YTUIN3AlUK (YHHUYTOXKEHHIO);

3) coOnrofeHHs] MEIULUMHCKUMU paOOTHUKAMH, PYKOBOJUTENISAMH MEIUIMHCKUX OpraHU3allui,
(bapMarieBTUYECKUMH paOOTHUKAMHU H PYKOBOJIUTENSIMH aNTE€YHbIX OpraHM3alUi OrpaHUYEHUi,
MPUMEHSIEMBIX K HUM IIPH OCYILECTBICHUU MPO(PECCHOHATIBHON 1€ TENbHOCTH.

5. BC,Z[OMCTBCHHLII\/’I KOHTPOJIb OCYHICCTBJIACTCA YHOJIHOMOYCHHBIMHU JOJKHOCTHBIMU JIMIAMU
oprana HCIIOJIHUTEILHOM BIIACTH (z[anee - JOJIXKHOCTHBIC J'II/IIIa) B COOTBCTCTBHUU C UX JOJIZKHOCTHBIMH
00SI3aHHOCTSAMHM Ha TOCTOSHHOH OCHOBE JHOO IIO PCHICHUIO PYKOBOAUTCIIA UK 3aMCCTHUTCIIA
PYKOBOJUTEIIA OpraHa HCIIOJTHUTCSILHOMN BIACTH HA OCHOBAaHUH IIprKa3a opraHa HCIIOJIHUTEILHOMN BIACTH.

6. MepompusTus MO OCYILIECTBJICHUIO BEIOMCTBEHHOTO KOHTPOJIS JOJDKHBI OBITh BKJIIOUEHBI B
IJIaHbl Pa0OTHI OPraHOB UCTIOTHUTEIBLHON BIACTH.

7. BenOMCTBEHHBI KOHTpPOJIb OCYLIECTBIISIETCA IIOCPEACTBOM IUIAHOBBIX M  BHEIJIAHOBBIX
JOKYMEHTapHBIX U (WJIN) BBIE3IHBIX TPOBEPOK.

8. IlmanoBrle INPpOBEPKU B OTHOMICHHWHU MOABCAOMCTBCHHOI'O OpraHa WJIHW OpTraHHu3alnun

KOHcy.HI)TaHTHJIIOC www.consultant.ru Crpanunna 3 u3 11

HaJaeKHasl IpaBoBasi MOAAEPIKKa



Ipuxa3 Munzapasa Poccun ot 21.12.2012 N 1340n
"O6 yTBepKICHUHU HOPSIKA OPTaHU3AIUH H IIPOBEICHUS BEIOMCTBEHHOTO KOHTPOILSL
K...

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 02.02.2019

OCYHICCTBJIAKOTCA HC YallC 4Y€M OAWH pa3 B I'OA.
9. BuenaHoBbIe IMPOBEPKHU OCYIIECTBIIAIOTCA B CICAYIOIMUX ClIydyasax:

a) TIOCTYIUICHWE B OpPraH MCIIOJIHUTENBHOW BIIACTH OOpAIleHUH TrpaxaaH, IOPHIUYECKUX JHIl H
WHAMBUIYAIBHBIX MpeJIpuHUMaTened ¢ >kajobaMu Ha HapyLIeHHWs NpaB U 3aKOHHBIX HHTEPECOB
IIOABEJOMCTBEHHBIMHU OpraHaMH U OpraHU3aLUsIMU;

0) B LIeJISIX KOHTPOJISI UCIIOJIHEHUSI pPaHee BbIIaHHBIX OPYUYEHUI TMOO MpeanucaHuii;

B) B HCIX MHTPOBCPKU MNPCACTABICHHBIX IMTOABCAOMCTBCHHBIMU OpraHaMu W OpraHu3anusaMu
CTaTUCTUYECKOM OTYECTHOCTH HJIH JaHHBIX MOHHUTOPHHI'A,

') HAJIU4Ms MPUKa3a PyKOBOAMUTEIS OpraHa UCIIOIHUTEIBHOM BJIACTH, U3/IaHHOTO B COOTBETCTBUU C
nopyuenusiMu I[Ipesunenra Poccuiickoit denepanuu, [IpaButensctBa Poccuiickoit denepanuu 1bo Ha
OCHOBaHMHM TpeOOBaHUS MPOKypopa O IMPOBEIACHUU BHEIUIAHOBOM NPOBEPKH B paMKax HaA30pa 3a
MCIIOJIHEHUEM 3aKOHOB T10 MOCTYIHBIIUM B OPTaHbl MPOKYpaTyphbl MaTepraiaM U OOpalleHHsIM;

I[) HECOOTBETCTBUS IIOKa3aTele ACATCIIBHOCTH MNOJABCIOMCTBCHHOI'O OpraHa WM OpraHu3alnuu
YCTAHOBJICHHBIM LCJICBBIM IMOKA3aTCIIAM ACATCIIBHOCTH,

e) HCBBIIIOJHCHHA HOJABCAOMCTBCHHBIM OpPraHoM HWJIN opraHmauHeﬁ YCTAHOBJICHHBIX 00BEMOB
rocyaapCTBEHHOT'O 3aJaHHs 10 OKA3aHUTIO MCHHHHHCKOﬁ IIOMOIIIH.

10. JlokyMeHTapHBbIE€ MPOBEPKH MPOBOIATCA IyTEM aHalu3a JOKYMEHTOB, IMPEICTaBICHHBIMHU
II0JIBEIOMCTBEHHBIMY OpPraHaMu U OPraHU3aLUsAMU, B TOM YUCJIE CTATUCTUYECKOW OTYETHOCTH U JAHHBIX
MOHHMTOPHHTIA.

11. IIpoBepku NMpH OCYIIECTBICHUU BEIOMCTBEHHOTO KOHTPOJS MO 00bEeMY MOJpPA3AEisIOTCA Ha
1[€JIEBbIE M KOMILJIEKCHBIE.

12. lleneBble TMPOBEPKU MPOBOASATCS B paMKaxX pPAacCMOTPEHHUsT KOHKPETHOIO Ciydas OKa3aHUus
(HeokaszaHMs) TpaXJAaHWHY MEIUIMHCKOM TIOMOIIM, OOpamieHus, >XamoObl, (akTa, OTAEIBHBIX
MOKa3aTeNel 1eaTeIbHOCTH M0/IB€IOMCTBEHHOIO OpPraHa Uiy OpraHU3alkH.

13. KomruiekcHble TPOBEPKU IMPOBOASATCS B LENISIX HCCIEIOBaHHUS COBOKYMHOCTH IOKa3aTelew,
cllyyaeB, oOpalieHuil, ano0, (pakToB, 000OLIEHHBIX O OJTHOPOIHOMY NPU3HAKY, A TAKXKE JeSITeIbHOCTH
[I0JIBEZIOMCTBEHHOI'0 OpraHa WM OPTaHU3aLMH B LIEJIOM.

14. HpI/I MPOBCACHUHN IPOBCPOK CPOK MPOBCACHUA KaKIAOI'0 BHUJA IMPOBEPKHU, NPECAYCMOTPECHHOI'O
HaCcTOAIIUM HOpSII[KOM, HC JOJDKCH NPCBLIIIATh ABAAATh pa60q1/1x ﬂHeﬁ.

B HCKIIOUMTENBHBIX CIIydasiX, CBS3aHHBIX C HEOOXOJMMOCTHIO TPOBEACHUS CIOXKHBIX U (WJIH)
JUTMTENIBHBIX ~ MCCJIEIOBAHUM, OKCIEPTU3, AaHAJIW30B, OIICHOK Ha OCHOBAaHMH MOTHBHUPOBAHHBIX
MIPEJIOKEHUHN JTOKHOCTHBIX JIUI, TPOBOMASIIUX MPOBEPKY, CPOK MPOBENCHUS MPOBEPKH MOXKET OBITH
MIPOJIJIEH PYKOBOJUTEIEM OpPTaHa WMCIIOTHUTEIHHON BIIACTH WM €T0 3aMECTUTENIeM, HO He Ooree ueM Ha
JBAAIATH pabovMX JTHEH.

Cpox mpoBeJieHus! KaKJI0M U3 MPOBEPOK, MPETyCMOTPEHHBIX HacToAIUM [lopsakom, B OTHOLIEHUH
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MOABEAOMCTBEHHOTO OpraHa MM OpraHU3allK, OCYIIECTBIISIIOIIETO CBOIO ACSTEIBHOCTh HA TEPPUTOPUIX
HECKOJIbKUX cyObekToB Poccuiickoit ®enepaiuy, yCcTaHABIMBAETCS OTACIBHO MO KaxaAoMy (QUiIHaiy,
MPEJCTaBUTEILCTBY, O0OCOOJEHHOMY CTPYKTYpHOMY TMOJpA3JCNICHUIO, TPH 3TOM OOIIMH CpPOK
MIPOBEJICHUS TIPOBEPKHU HE JJOJKEH MPEBBIIIATH MIECThACCIT pabounX JHEH.

15. Tlpu mpoBepke COONIOACHUS MEIUIIUHCKAMHU OpPraHU3alUsMU TOPSIKOB  OKa3aHUS
MEIULUHCKON IIOMOIIY OLIEHUBAKOTCSA:

1) cobmroneHrEe BBINOJIHEHUS 3TAloOB, YCIOBUM M CPOKOB OKa3aHUs MEIMLMHCKOM MOMOIIU IIO
COOTBETCTBYIOIIEMY BUY, TPO(HITIO 32001€BaHUI HITH COCTOSHHIA;

2) COOTBETCTBUE OpraHU3aIMU JACSITEIBHOCTH MEIUIIMHCKOM OpraHu3aluu, €€ CTPYKTYPHOTO
MoApa3AeiieHus, Bpada TPEeOOBAHUSAM IIOJIOKEHUH, PETIaMEHTUPOBAHHBIX TOPSIKAMH  OKa3aHUs
MEIUITTHCKOM TTOMOIITH;

3) cobmtonenue TpeOOBaHUI CTaHIAPTOB OCHAILIEHUS MEAUIIMHCKONW OpraHu3alluy, €€ CTPYKTYPHBIX
MOJpa3/ICJICHH;

4) COOTBETCTBUC IITATHOI'O pACIIMCAHUA PEKOMCHAYCMBIM LITATHBIM HOPMATHBAM;,

5) COOTBETCTBHE MACATEILHOCTH OPraHM3aIllMd HWHBIM YCTAHOBJIEHHBIM IIOJIOKEHHUSIM HCXOIs W3
0COOEHHOCTEN OKa3aHUs MEIUIIMHCKON ITOMOIIH.

16. Ilpu mpoBepke coOMOACHUS MEAUIMHCKUMH OPraHU3alUsIMH CTaHJAAPTOB MEIUIIMHCKOM
IIOMOLIY OLEHUBAOTCS:

1) cobmro/ieHue BBIIOJHEHUS MEAUIMHCKUX YCIYTI B 3aBUCMMOCTU OT YCPEIHEHHBIX IOKa3aTesel
YacTOThl U KPAaTHOCTH MX IPUMEHEHUs, 0OOCHOBAaHHOCTh Ha3HAUCHMsI MEIULMUHCKHUX YCIYT, UMEIOIIHUX
YCPEIHEHHYIO 4acToTy MeHee 1,0, MoJIHOTa BBIOJHEHUS YCIYT ¢ yCpeJHEHHOH yacToTol 1,0;

2) 000CHOBAaHHOCTH M MOJIHOTA Ha3HAYCHHS JICKApCTBCHHBIX IPCIIapaTOB, KOMIIOHECHTOB KPOBH;

3) O60CHOBaHHOCTB M IIOJIHOTA HA3HAYCHUS UMIUIAHTUPYCMBIX B OpraHrU3M YCJIOBEKAa MEAUIIMHCKUX
U3CINM;

4) O00OCHOBAaHHOCTb W TIOJIHOTA Ha3HAYEHUS BUJOB JIEYEOHOrO0 TMHUTAHUS, BKIHOYAs
CHeHaTN3UPOBAHHBIC TPOAYKTHI I4€OHOTO MUTAHUS;

WHBIE TIOJIOXKEHHU S, UCXO/Isl 13 0COOEHHOCTEH 3a00JIeBaHUS (COCTOSHUA).

17. Tlpu mpoBepke COOMIOAEHUS MEAUIMHCKMMU OpraHU3alusMU O€30MAacHbIX YCIOBUH Tpyna,
TpeboBaHU# 1O OE30MaCHOMY NMPUMEHEHHIO U KCIUTyaTallid MEIUIIMHCKUX W3JIeTUN U UX YTHIM3aIUN
(YHUUYTOXKEHHIO) OLICHUBAIOTCS:

1) cooTBeTCTBHE HOpPMaTHBAa YHCIEHHOCTH CIY)KOBI OXpaHbl TpyAa TPeOOBAaHUAM TPYIOBOTO
3akoHojarenbeTBa Poccniickon denepannu;

2) ypoBEeHb MOJATOTOBKH CIEIIMATUCTOB [0 OXpaHe TPY/ia U MOBBIIIEHNE UX KBAIU(UKAIINH;
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3) opranmuzanus oOyueHust pabOTHUKOB 0€30MaCHBIM METOAaM U IIpPHEeMaM TPY/Ia;

4) npenocraBieHre pabOTHHUKAM, 3aHATHIM Ha paboTax ¢ BPEAHBIMU U (WJIM) OMACHBIMHU YCIOBUSIMHU
TpyJa, KOMIICHCAIIUH, YCTAaHOBIICHHBIX 110 PE3yJIbTaTaM aTTeCTalluy pabodnux MECT IO YCIOBUSAM TPY/a;

5) 00eCIeYeHHOCTh pa6OTHI/IKOB cpeacrTBaMu HHHHBHHyaHBHOﬁ 3allluThI, MOJIOKOM HJIK
npoayKTramu, €ro 3aMCHAOIINMHU, JIG‘-IG6HO-HpO(bI/IHaKTI/I‘-ICCKI/IM IIUTAaHUEM,

6) coOmogeHue TpeOoBaHMI O0€30MaCHOCTH MEAMIMHCKUX H3ACNUN, MpPeayCMOTPEHHBIX
HOPMAaTUBHOM JOKYMEHTAIMEN POU3BOAUTES;

7) coOmromeHne TpeOOBaHMN K  yTWIM3AlMK (YHUYTOXKEHUIO) MEIUIMHCKUX  M3JCIHH,
MPEIYCMOTPEHHBIX TEXHMUECKOHN M SKCILTyaTallMOHHON JTOKYMEHTAIMEH TPOU3BOIUTEIS,

8) coburoieHre yCTaHOBIICHHBIX TPaBUII B cepe 0OpalieHnus MeIUITMHCKUX U31EIHiA;

9) BBINOJIHEHHE OO0S3aHHOCTEW MO COOOIICHHIO CBENEHUH, yKa3aHHBIX B 4YacTH 3 craTbu 96
OenepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHbI 3[I0POBbSl I'PaXKJAaH B
Poccuiickoit @enepanun" (Cobpanue 3akoHonarensctBa Poccuiickoit ®enepanmu, 2011, N 48, ct. 6724;
2012, N 26, ct. 3442, 3446).

18. Ilpu npoBepke cOOMIOAEHUS MEIUIMHCKUMHU PaOOTHUKAMH, PYKOBOJUTEISIMH MEAMIIMHCKHUX
opraHuzanuii, QapmaneBTHYeCKUMU paOOTHUKAMU M PYKOBOAMTENSMU alTEYHbIX OpraHu3alui
OrpaHMYEHUI, NPUMEHAEMbIX K HHUM IpPU OCYILIECTBICHUH MPO(ecCHOHATBHON JEeATENbHOCTH,
OLICHUBAIOTCS:

1) Hanmuuue AOroBOPOB O MPOBEACHUM KIMHUYECKHUX HCCIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaTos,
KJIMHUYECKUX HUCHBITAHUNH MEAMIUHCKUX U3JeNui, a Takke 00 OCYLIECTBICHUH MEAMLHUHCKUM
pabOTHUKOM MEJaroruueckoi u (Min) HayqyHOU JesITeNIbHOCTH;

2) AOTrOBOPBI O IMOCTAaBKaX JICKAPCTBCHHBIX IIpe€napaToB, MCIUIHWHCKUX U3IeIuid Ha npeamMeT
HaJIM4usid B HHX yCJIOBI/Iﬁ O Ha3HAYCHUH WIW PCEKOMCHIAAIUWHN IallUCHTaM mmbo o MpEATOKCHHU
HACCJICHUIO OIMPEACIICHHBIX JICKAPCTBCHHBIX IIPEIIApaTOB, MCAULIUHCKUX PI3I[CJ'IPII>1;

3) yYTBEpXKIOEHHBIM  aaIMUHUCTpAlMEd  MEAUIIMHCKOW  OpraHu3alid  TOPSJIOK  y4acTus
MIpe/ICTaBUTENe OpraHu3aluil, 3aHUMAIONINXCA Pa3pabOTKOM, MPOU3BOJACTBOM M (WMJIH) peanu3aluei
JIEKapCTBEHHBIX IpernapaToB, MEAMIMHCKUX U3JEJINUNA, OpraHu3alui, o0Jajarolux IpaBaMHd Ha
WCII0JIb30BaHUE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara, OpraHu3aluii ONTOBOW TOPTOBIU
JIEKApCTBEHHBIMU CPEACTBAMH, ANTEYHBIX OpraHu3alnuil (MX TMpeacTaBUTENeH, HHBIX (U3HUYECKUX HU
IOPUANYECKHUX JIMI, OCYIIECTBISIONMIUX CBOIO JEATENbHOCTh OT HMMEHH JSTHUX OpraHu3anuil) (mauee
COOTBETCTBEHHO - KOMIIAHHUSA, MPEJCTABUTENIb KOMIIAHHHM) B COOpaHUSIX MEAUIIMHCKUX PAOOTHUKOB U
WHBIX  MEPOINPHUSTHSAX, CBSI3aHHBIX C TMOBBIIEHHEM UX NPO(ECcCHOHATBLHOTO YPOBHS WU
MpeAoCTaBIeHUEeM WH(OpMaIH, MpeayCMOTPEHHON JacThio 3 crathu 64 denepaibHOrO 3akoHa OT 12
anpens 2010 r. N 61-®3 "O6 obpamienun yekapcTBeHHbIX cpencTB" (CoOpaHue 3aKOHOIATENBCTBA
Poccuiickoit ®enepaunn, 2010, N 16, ct. 1815, N 31, ct. 4161, N 42, ct. 5293, N 49, ct. 6409; 2011, N
50, ct. 7351; 2012, N 26, cT. 3446) 1 yacteio 3 ctathu 96 denepanpHoro 3akoHa ot 21 HosiOps 2011 1. N
323-®3 "O06 ocHOBax OXpaHHI 37I0POBbs rpakaaH B Poccuiickoit denepanun';
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4) opranuzanusi pabOTHl, HANpPaBICHHON Ha MPEAYNPEKICHHE HAPYIICHHA MEIUIUHCKUMH
paboTHUKaMu U (apMaleBTUUYECKUMH pa0OTHUKAMH OTPaHUYEHHH, YCTaHOBIEHHBIX CTaTheil 74
@enepanbHoro 3akona ot 21 Hoa6ps 2011 r. N 323-@3 "OO6 ocHOBax OXpaHBl 30POBbs I'paXKJIaH B
Poccuiickoit ®enepanuu", B TOM YHcIe 10 HWHPOPMUPOBAHUIO MEIUIIMHCKUX PaOOTHUKOB,
(bapmarieBTHYECKIX paOOTHUKOB, KOMIIAHUH, IPEACTaBUTENICH KOMIIAHUN U TPpaX1aH 00 YCTaHOBJIEHHBIX
3ampeTax Ha COBEpILEHUE ONPEIeICHHBIX IEUCTBUI U OTBETCTBEHHOCTH 32 UX COBEPUICHHE;

5) oOpaieHus rpax/iaH, cofepkKalliue CBEACHHsI O IPEJO0CTaBIEHUN HEJOCTOBEPHOM, HETIOIHON WK
UCKa)XKEHHOW wuHPopManuu 00 HCHOJIb3YEeMBbIX IpU HA3HAYEHUHM Kypca JIEYCHHs JIEKapCTBEHHbIX
IpernapaTax, O MEIULMHCKUX H3JENNAX, BKJIKOYas COKPBITUE CBEJEHUN O HaJM4YUM B OOpalleHUH
AQHAJIOTUYHBIX JIEKAPCTBEHHBIX MPENaparoB, MEAMIMHCKUX U3IEIUN, JTUOO0 O HAIWYUM B alTeYHOU
OpraHM3aliM JIEKAPCTBEHHBIX IPENapaToB, UMEIOIIUX OJUHAKOBOE MEXIYHApOJHOE HENATEHTOBAHHOE
HAaUMEHOBAaHME, MEIULUHCKUX H3JENUH, BKIIOYas COKpbITHE MH(OPMALUU O HAJIWYUH JICKAPCTBEHHBIX
[IpenapaToB U MEAULIMHCKUX U3JIEIUNA, UMEIONINX 00JIee HU3KYIO LIEHY.

19. O IIpOBCACHUHU IUIAHOBOM IIpOBEPKKU IIOABCAOMCTBCHHBLIC OpraHbl MWK OpraHu3alun
YBCAOMIIAIOTCA IMYTCM HAIIPAaBJICHUSA KOIIHMU IIPpHUKa3a O MPOBCACHUHN MPOBCPKU HEC MO3OHCC YEM 3a TPU
pa60‘lI/IX JHA 10 Ha4dajla €€ IIPOBCACHMA.

20. O mnpoBeAeHMM BHEIJIAHOBOM NPOBEPKM IIOJIBEJOMCTBEHHBII OpraH WIM OpraHu3anus
YBEOMJISIOTCS JIIOOBIM JIOCTYIHBIM CIOCOOOM HE MEHEe ueM 3a JIBaJlaTh YeThIpe yaca J0 Hayaja ee
IIPOBEACHUS.

B ClIydac, €Clin B pPE3YJbTAaTC MACATCIBHOCTH IMOABCAOMCTBCHHOI'O OpraHa WM OpraHHu3aluu
MNPpUYUHCH WKW MOIPUYHUHACTCA BpPCAd KHU3HH, 3JO0POBLIO TIpakaaH, HNPCABAPHUTCIBHOC YBCIOMIICHUC
YKaSaHHOﬁ OpraHu3alnuy O Ha4aJIC IIPOBCACHUA BHEILJIAHOBOM IIPOBCPKU HE Tpe6yeTc51.

21.K IMPOBEPKaM IMPU OCYHICCTBJICHUN BEJOMCTBCHHOT'O KOHTPOJIA MOT'YT IIPUBJICKATbCA HAYYHBIC U
HHBIC OpraHu3alnu, YYCHLIC H CICHHAINCTHI (nanee - OKCICPTHBIC OpraHU3alluu, 3KCHepTLI), 3a
HUCKIIIOYCHHUEM JIUIL, COCTOAINUX C MOABECAOMCTBCHHBLIM OpPraHOM HJIA opraHmauI/Ieﬁ B TPYAOBBIX HJIN
HHBIX JOTOBOPHLIX OTHOIICHUAX.

22. TlpoBepku MNpPOBOJATCS HAa OCHOBAaHMM MpPHKa3a PYKOBOJIUTEINS, 3aMECTUTENSI PYKOBOIUTENS
OpraHa UCIOJHUTENIBHOM BJIACTH, B KOTOPOM YKa3bIBAIOTCSL:

1) HauMeHOBaHKE OpraHa BEJOMCTBEHHOT'O KOHTPOJIS;
2) pamMunanM, UIMEHa, OTYECTBA, JIOJDKHOCTH JIOJPKHOCTHBIX JIMII, YIOJHOMOUYEHHBIX Ha MPOBEACHUE
MIPOBEPKH, a TAK)KE MPHUBIIEKAEMBIX K IPOBEACHUIO IIPOBEPKHU HKCIIEPTOB, IIPEACTABUTENIEH DKCIIEPTHBIX

OpraHM3alNii;

3) cBeeHHs O MEIUIIMHCKOM OpraHu3anuy (HauMEHOBaHHE IOPUAMYECKOTo JIMIA), IMPOBEpKa
KOTOPO# MPOBOIUTCS;

4) nenu, 3a/1a4u, BU, MPEIMET TPOBEPKH M CPOK €€ TTPOBEICHHS;

5) IMpaBOBLIC OCHOBAHUS MMPOBCACHUS IIPOBCPKU,
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6) CpPOKHM TIPOBEACHUS W TEPEYCHb MEPOIPHUATHIA MO KOHTPOIIO, HEOOXOIUMBIX JJIsi JTOCTHIKCHUS
Lesel U 3aa4 MPOBEACHUS ITPOBEPKU;

7) nepevyeHb HOPMATUBHBIX aKTOB, PETYIUPYIOIIUX POBEICHUE MEPOIIPUATHI IO KOHTPOJTIO;

8) mepedeHp TOKYMEHTOB, IIPEICTABICHHE KOTOPBIX HEOOXOAMMO ISl JOCTHXKCHHUS IeJIel U 3a1a4
MIPOBEACHUS TIPOBEPKH;

9) natel Hayaa ¥ OKOHYaHUS MPOBEACHUS TPOBEPKHU.

23. Beble3gHas IpoBEpKa HAUMHAETCS C MPEIbABICHUS JODKHOCTHBIMU JIMIIAMH  OpraHa
WCIIOJIHUTEJIBHOW BJIACTH CIIY’)KEOHOI'O YHOCTOBEPEHUs, 0053aTeIbHOTO O3HAKOMIIEHUS PYKOBOJUTEI,
MHOI'O JIOJDKHOCTHOTO JIMI@ MM YIOJHOMOYEHHOI'O IIPEACTABUTEN MEAMIMHCKOM OpraHu3aluu ¢
[IPUKA30M PYKOBOAMTEIIA, 3aMECTUTENS PYKOBOAUTEIN OPraHa UCIOJHUTEIBHON BIACTH O HA3HAYEHUHU
IIPOBEPKHU (IIPU HAIMYUK) U C TOJIHOMOYMSAMH MPOBOJSALINX BBIE3HYIO IPOBEPKY JIULI, a TAKXKE C LEISIMH,
3aJjauaMH, OCHOBAaHUSIMM IPOBEJICHHsS MPOBEPKU, BUIAAMU U OOBEMOM MEpPONPUATHH MO KOHTPOJIIO,
COCTaBOM DJKCIIEPTOB, IPEACTABUTEISAMHU SKCIEPTHBIX OPraHMU3allMi, INPUBIEKAEMBIX K IIPOBEPKE, CO
CPOKaMHU U C YCIOBUAMH €€ IIPOBEICHHUS.

24, I[OJDKHOCTHI:IG JiMia OpraHoB HCIIOJIHUTCILHON BIIACTH IIpru HOpOBCACHUNU BCAOMCTBCHHOI'O
KOHTPOJIAI UMCHOT IIPAaBO:

1) ocymecTBisATh MOMy4YeHUE, cOOp M aHAIM3 CBEACHHN O JEATEIbHOCTH IOJABEAOMCTBEHHOTO
opraHa WM OpraHH3alluy;

2) S3HAKOMHUTLCA ¢ JOKYMCHTAMH, CBA3aHHBIMHA C LHCIIAMH, 3ala4aMi U IPECAMETOM BEIOMCTBCHHOI'O
KOHTpPOJIA, B TOM YHUCJIC C MCAUIUHCKHUMU NOKYMCHTAMHU I'paKIaH <1>, CHUMATh KOIIMHU C YKA3aHHBIX
AOKYMCHTOB, a TaKXC IIPOU3BOJUTH B H€O6XOIII/IMI>IX cirydasax (1)OTO- U BHUHJACOCHEMKY IIpHU
OCYIICCTBJICHUHN OCMOTpa U O6CJ'IC,Z[OBaHI/I$I;

<1> B cootBercTBuM ¢ myHKToM 10 yactu 4 cratbu 13 @enepanbHoro 3akona ot 21 Hos6pst 2011 r.
N 323-®3 "O6 ocHOBaX OXpaHbI 3I0POBhS TpaxaaH B Poccuiickoit deneparun’.

3) moctymna B HCIIOJIB3YEeMbIE MOIBEJOMCTBEHHBIM OPraHOM M OpTraHU3aIlfel MpH OCYIIECTBICHUU
JESTENbHOCTH TEPPUTOPHUM, 3JIaHHs, CTPOEHMs, COOPYKEHHs, IOMEIIEHUs, K HCIOJIb3yEeMbIM
000py10BaHUIO, TOJJOOHBIM 0OBEKTAM, TPAHCIIOPTHBIM CPEICTBAM;

4) OpPraHu30BbBIBATH IMMPOBCACHUC HeO6XOI[I/IMBIX HCCHCHOB&HHﬁ, OKCIICPTU3, aHAJIU30B U OLCHOK, B
TOM YHUCJIC SKCIICPTU3 KaUYCCTBA M€I[I/IIII/IHCKOI71 IIOMOIIH.

25. I[OJ'DKHOCTHLIC Jinna 1npu nmpoBeaACHNN BEAOMCTBCHHOTI'O KOHTPOJIA 00s13aHbI:

1) coOmomath 3akoHonaTenbcTBO Poccuiickoit denepanuu, mpaBa M 3aKOHHBIE HHTEPECHI
IIPOBEPSAEMBIX TIOJBEJOMCTBEHHBIX OPIraHOB U OpraHU3alN;

2) mpOBOAMTH MTPOBEPKY BO BpEMS UCIIOTHEHHSI CITYKEOHBIX 00513aHHOCTEH;
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3) mpenocTaBiATh PYKOBOJIUTENI0, HHOMY JODKHOCTHOMY JIMIY WM YIOJIHOMOYEHHOMY
[IPEACTABUTENI0 IPOBEPSIEMOr0 OpraHa WM OpraHU3aluy, IPUCYTCTBYIOLIEMY IIPU IIPOBEIECHUU
MPOBEPKH, HHPOPMALIUIO M TOKYMEHTHI, OTHOCSIIIUECS K MIPEIMETY IIPOBEPKHU;

4) 3HaAKOMUTHb PYKOBOAUTEIISI, HHOC OJOJDKHOCTHOC JIMIO HJIM YIIOJHOMOUYCHHOI'O IIPCACTAaBUTCIIA
IMPOBECPACMOTI0 Oprada Ujin opraHru3annu C pe3yjibTaTaMu IIPOBCPKU, B TOM YHUCJIC C aKTOM IIPOBCPKU;

5) cobnroaTh ycTaHOBIEHHBIE HACTOSIIMM [1opsIkoM CpOKU POBEACHUS POBEPKH.

JocTymn K CBEJICHHSIM, COCTABJISIIOIIUM TOCYJAApCTBEHHYIO M MHYIO OXPAaHSIEMYIO0 3aKOHOM TailHY,
OCYIIECTBJISIETCS ¢ COOJI0IeHrEeM TpeOoBaHUI 3aK0HOIaTeIbcTBa Poccuiickoii deneparuu.

26. PykoBoauTenb, THOE TOKHOCTHOE JIUIO WIIM YIIOJIHOMOYEHHBIN MPEACTaBUTENb TPOBEPSIEMOTO
oprasa Wi OpraHM3aluu [IPU MPOBEICHUHA MEPONPUSITHI 10 BEIOMCTBEHHOMY KOHTPOJIIO UMEIOT MPaBO:

1) mpucyTCTBOBATH MPH MPOBEACHUN MTPOBEPKH, JaBaTh OOBSICHEHHUS IO BOMPOCAM, OTHOCSIIUMCS K
IIpeIMETY MTPOBEPKH;

2) moJrydyaTtb OT OpraHoB HMCIIOTHUTEIbHOM BJIaCTHU, UX JOJDKHOCTHBIX JIMIT I/IH(bOpMaIII/IIO, KOTOpas
OTHOCHUTCSI K MpEAMETY MIPOBEPKU U MPEIOCTaBIEHHWE KOTOPOH MpPeayCMOTPEHO 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu;

3) 3HAKOMUTHBCH € pE3yJibTaTaMU BEAOMCTBECHHOI'O KOHTPOJIA;

4) obxanoBath AeiicTBusl (0e31eiicTBYE) JOKHOCTHBIX JIULL, TOBJIEKIINE 32 COO0I HapyllIeHuE NpaB
IIPOBEPSAEMOro OpraHa WIM OpPraHU3alUH, MPH IMPOBEACHUU BEAOMCTBEHHOIO KOHTPOJIS, B IOPSJIKE,
YCTaHOBJIEHHOM 3aKoHozAarenbcTBoM Poccuiickoit denepanum.

27. PyKOBOOUTEIB, NHOE TOJKHOCTHOE JINLO WJIN YIIOJTHOMOYEHHBIN NPEACTABUTEIL IIPOBEPSIEMOTO
OpraHa WM OpraHu3aluy Ipy IPOBEACHUH MEPOTIPUATHI 110 BEAOMCTBEHHOMY KOHTPOJIIO 00sI3aHbI:

1) npeaocTaBUTh KONMM JOKYMEHTOB U MOSICHEHHUS IO 3alpocy OpraHOB UCIOJHUTEIBHONW BIACTH
IIPU IPOBEJICHUH NTPOBEPKU;

2) NpeAoCTaBUTh JIOJDKHOCTHBIM JIMIIAM, MPOBOISIIUM MPOBEPKY, BO3MOKHOCTh O3HAKOMUTHCS C
JOKYMEHTaMH, CBSI3aHHBIMHU C LEISIMH, 33JauaMd U MPEJIMETOM BEJOMCTBEHHOI'O KOHTPOJS, a TaKXKe
o0ecreynTh JOCTYN MPOBOJSIIMM BBIE3IHYIO IMPOBEPKY MTODKHOCTHBIM JIMIIAM Ha TEPPUTOPHUIO, B
UCIOJIb3YEMbIE MTPOBEPSEMBIM OPraHOM WJIM OpPraHMU3alMel MPU OCYIIECTBICHUM JIEATEIbHOCTH 3AaHMUS,
CTPOEHUS, COODPY)KEHHUS, IOMEIIEHUs, K HCHOJIb3yeMbIM OOOPYAOBaHUIO, IOJOOHBIM OOBEKTaM,
TPaHCIIOPTHBIM CPEACTBAM.

28. Ilo pe3yjibTaTaM IIPOBEPOK B paMKaX BEAOMCTBCHHOI'O KOHTPOJA HOJZKHOCTHBIMU JIMLIAMU
oprana HUCIIOJIHUTEILHOMN BJIACTH, IPOBOJAIIMMHU ITPOBEPKY, COCTABIIACTCA aKT IIPOBCPKHU.

B akTe npoBepkH yKa3bIBarOTCA:
1) nata, Bpemst U MECTO COCTABJIEHUS aKTa MPOBEPKHU;

2) HAaNMMCHOBAHUC OpraHa BEAOMCTBCHHOI'O KOHTPOJIA;
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3) nata ¥ HOMEpP NpPHUKa3a PYKOBOIUTEINS, 3aMECTUTEINII PYKOBOIUTENSI OpraHa HUCIOJHUTEIHHOU
BJIACTU O IPOBEIECHUU IIPOBEPKHU;

4) ¢hamunuu, IMEHa, OTYECTBA M JOJDKHOCTH JIOJDKHOCTHBIX JIML, IIPOBOAMBIINX IPOBEPKY;

5) cBeseHUs O MPOBEPSIEMOM OpraHe WIM OpraHu3aluu (HauMEHOBaHHE, IOPUIUYECKHl ajpec, a
Takke (aMuius, WMs, OTYECTBO U JOJDKHOCTh PYKOBOJHUTENS, WHOTO JOJDKHOCTHOTO JIMIA WIIH
YIOJTHOMOYEHHOT'O IIPEICTaBUTENsA, IPUCYTCTBOBABILETO IIPU MTPOBEICHUU MPOBEPKH );

6) nara, BpeMsl, IPOJOJKUTEILHOCTh U MECTO IIPOBEACHHUSI IPOBEPKH;

7) cBelleHUs O pe3ysibTaTaX MPOBEPKHU, B TOM YHCIIE O BBISBICHHBIX HApYIICHUSIX, 00 UX XapakTepe
Y 0 JIMLAX, JOMYCTUBIINX YKa3aHHbIC HAPYILICHHUS;

8) CBCACHUA 00 03HAKOMJICHHMH HWJIM OTKa3€ B O3HAKOMJIEHHU C aKTOM IIPOBEPKHU PYKOBOAUTCIIA,
HHOI'0 AOJDKHOCTHOI'O JiMa WKW YIHOJHOMOYCHHOTO HNPCACTABUTCIIA IIPOBEPACMOro opraHa HIN
opraHu3anuvy, NpUuCyTCTBOBABLICTO IIPU ITPOBCACHHUU ITPOBCPKH,

9) noanucy 10JKHOCTHBIX JIMLL, IPOBOAMBIINX MPOBEPKY.

29. K axkTy mpoBepKH NpUIararoTcs MPOTOKOJbI MM 3aKIFOUEHUS MO pe3yjbTaTaM IMPOBEICHHBIX
UCCIIEIOBaHUM, 3KCIEPTU3, aHAIM30B, OLEHOK, OOBSCHEHUS PaOOTHHKOB IPOBEPSIEMOrO OpraHa WM
OpraHu3aliy, Ha KOTOPBIX BO3JIAraeTcs OTBETCTBEHHOCTH 3a BBISBJICHHBIC HAPYIICHUS, IPEIIHCAHUs 00
YCTpaHEHUH BBISIBICHHBIX HapYIIEHUH U UHbIE CBSI3aHHBIE C pE3yJIbTaTaMU IIPOBEPKU JOKYMEHTBI MU UX
KOIIUH.

30. Akt npoBepku 0hOpMIIIETCS HETMOCPEACTBEHHO MOCE €€ 3aBEpIUICHUs B JIBYX JK3EMILIAPAX,
OMH W3 KOTOPBIX C KOIUSAMH TPWIOKEHUH HAMpaBIseTcs B IMOJBEIOMCTBCHHBIM OpraH WM
OpTraHU3aIMi0 MO0 BpyYAeTCs PYKOBOIWTEIO WM YHOJHOMOYEHHOMY TIPEICTABUTEIIO YKAa3aHHOTO
OpraHa WJIM OpraHu3allid IOJ| PaclucKy 00 O03HAKOMIIEHHWU OO0 00 OTKa3e B O3HAKOMIIEHHWHU C aKTOM
TIPOBEPKH.

31. B cjIydac €CJin IJid COCTaBJICHHA aKTa IPOBCPKHU HCO6XOI[I/IMO MOJIYYUTb 3aKJIIOYCHUA 110
pe3yiabTaTaM MpPOBCACHHBIX HCCHG}IOB&HHﬁ, 9KCIICPTU3, AHAJIN30B, OLICHOK, aKT MMPOBCPKU COCTABJISACTCA B
CpPOK, HC HpeBBIIJ_IaIOH_II/Iﬁ TpeX pa60LII/IX JHEH IIoclie MOJIYYCHHA OpTraHOM HUCIIOJIHUTEILHON BJIacTH
COOTBCTCTBYIOLICTO 3aKJIFOYCHUS.

32. IIpu BbISIBIIEHUH B XOZi€ IPOBEPOK HAPYLICHUH:

1) pykoBoauTENIO, HMHOMY JODKHOCTHOMY JIMLY WM YHOJHOMOYEHHOMY MPEICTaBUTEIIO
MIOJIBEZIOMCTBEHHOI'0 OpraHa WJIM OpraHM3alld BbIJAETCs INpearnucaHue 00 YCTPaHEHHWHU BbISBIEHHBIX
HapyLIEHNUH C YKa3aHUEM CPOKOB MX YCTPAaHEHHS;

2) opraHoM HCIOJHUTEJIBHOM BJIACTU B paMKaxX KOMIIETEHIIMU IIPUHUMAIOTCS MEPHI IO KOHTPOJIIO 32
YCTpaHEHUEM BBISBJICHHBIX HapyIIEHUH (B TOM 4YMCJE MyTeM MPOBEICHHS BHEIJIAHOBBIX MPOBEPOK), UX
MPEAYIPEXKACHNUIO, ITPEAOTBPALICHUIO BO3MOXKHOIO IIPUYMHEHMS BpEAA JKU3HU, 3J0POBBIO0 I'DAXKIAH, a
TaKKe MEpBbI 10 NMPUBIICYEHUIO JIULL, TONYCTUBIINX BBISIBICHHBIC HAPYIIEHNS, K OTBETCTBEHHOCTH;

3) B ClIy4ac, €CJIM BbBIABJIICHHBIC HAPYIICHUA OTHOCATCA K KOMIICTCHIUU OpraHa, YIIOJIHOMOYCHHOI'O
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B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickoin ®Penepanuy OCYyIIECTBIATh T'OCYIapCTBEHHBIN
KOHTPOJIb B YCTAQHOBJIEHHOH cdepe AeATeNbHOCTH, OpraH MWCIOJHMUTENbHOM BIAcTH HaIpaBisieT
MH(OPMAIIHIO O BBISIBICHHBIX HAPYIIEHUSAX B OPTaH TOCYAapCTBEHHOTO KOHTPOJIS IO KOMITETECHIIHH.
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