Mpuka3 MuH3apasa Poccun ot 21.12.2012 N 1340H
"06 yTBEpXAEHMM NOpsiAKa OpraHM3aUun U NpPoBeAEHNS BELAOMCTBEHHOIO
KOHTpONA K...

3apeructpuposaHo B MuHtocte Poccum 3 mtoHs 2013 r. N 28631

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOW ®EQEPALINK

NPUKA3
ot 21 pekabpsa 2012 r. N 1340H

OB YTBEPXXOEHUU NMOPAOKA
OPTAHU3ALUUN N NPOBEAEHUA BEAOMCTBEHHOIO KOHTPOJTIA KAHECTBA
N BE3OMNACHOCTU MEOULIMHCKOU OEATENbHOCTU

B cootBeTCcTBUM C YacTbio 2 cTaTbn 89 denepansbHOro 3akoHa oT 21 Hoabpa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 300poBbs rpaxaaH B Poccuickon ®epepauun” (CobpaHune 3akoHogaTtenbctBa Poccuiickon deaepaumm,
2011, N 48, c1. 6724; 2012, N 26, c1. 3442; 2012, N 26, cT. 3446) n nognyHktoMm 5.2.205 [llonoxeHus o
MwuHucTepcTBe 3apaBooxpaHeHust Poccuiickon ®Pepepaumnun, yTBEpXKAEHHOro nocTaHoBreHnemM [lpaBuTenbcTBa
Poccuickon ®enepauum ot 19 utoHa 2012 r. N 608 (Cobpanue 3akoHogaTenscta Poccuiickon ®eaepauun, 2012,
N 26, c1. 3526), nprkasbiBato:

YTBEpAUTb MOPSIAOK OpraHuM3auMuM U npoBedeHUsl BeAOMCTBEHHOIO KOHTPONS kadecTBa M Ge3onacHoCTU
MEeLMLMHCKON OeATENBHOCTM COrflacHO MPUMNOXEHMIO.

MwuHucTp
B.N.CKBOPLIOBA

MpunoxeHune

K npukady MyUHUCTepcTBa 34paBOOXpPaHEHMS
Poccunckon denepaunn

oT 21 pekabpsi 2012 r. N 1340H

NOPAOOK
OPTAHU3ALUUN N NPOBEAEHUA BENOMCTBEHHOIO KOHTPOJIA KAHECTBA
M BE3OMNACHOCTU MEAULIMHCKOU OEATENNBbHOCTH

1. Hactoswun MNopsagok yctaHaBnuBaeT npaBuna opraHu3aumm U npoBefeHns BeAOMCTBEHHONO KOHTPONs
KayecTtBa 1 6e30nacHOCTM MeANLMHCKON AeATENbLHOCTY (fanee - BeAOMCTBEHHbIN KOHTPOIb).

2. BeooMCTBEHHbBIV KOHTPOMb OCyLLeCcTBAsieTca deaepanbHbiMM OpraHamMmm WMCNONHUTENbHOW BRactn wu
opraHamu UCMorHUTENbLHOW Briactu cybbekTtoB Poccuiickon depepaumm (ganee - opraHbl UCMNONHUTENBHOM
BNacTun) B N0ABEAOMCTBEHHbIX UM:

1) opraHax (ganee - N0ABEAOMCTBEHHbIE OpraHbl);

2) opraHu3auusx, OCYLLECTBASIOWMX MEOMUUHCKYID U dapMaueBTUYECKyl0 [OesaTenbHOCTb (ganee -
NOABEAOMCTBEHHbIE OpraHun3auum).

3. 3agayamu BeQOMCTBEHHOTO KOHTPONA ABMSOTCSA:

1) npegynpexneHve, BbiIBNIEHWE W NpeceyeHne HapyleHun TpeboBaHui K obecneyeHuto kadectBa U
6Ge3onacHOCTM MEeOVUMHCKON OesTeNbHOCTW, YCTaHOBMEHHbIX 3akoHodaTtenbcTBom Poccuiickon depepauum o6
OXpaHe 300pOoBbS rpaxaaH;

2) NpuUHATME Mep MO NpeceyeHuto 1 (Unu) yCcTpaHeHUto NOCNEeACTBUN U MPUYMH HapyLUEHUN, BbiSIBAEHHbIX B
pamkax rocyaapCTBEHHOIO KOHTPONS kayecTBa 1 6€30NacHOCTM MeANLIMHCKON OEeATENbHOCTY;

3) obecneyeHne kadecTBa MEOULUUHCKON MOMOLLWM, OKasblBAEMOW B MEAULMHCKUX OpraHu3aumsx,
NoABEAOMCTBEHHbIX OpraHam UCMOSNTHUTENBHOW BNacTy;

4) onpegeneHue nokasatenemn Ka4yecTBa OeATENbHOCTU NMOABEAOMCTBEHHbLIX OPraHOB U OpraHn3auui;

5) cobniogeHve 0OBLEMOB, CPOKOB W YCINOBUA OKa3aHWs MeOWMUMHCKOA MOMOWW B  MEAMLMHCKMX
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opraHm3aumsx, NoABeJOMCTBEHHbBIX OpraHaM UCMOMNHUTENBHOW BRacTy;

6) cosgaHWe CUCTEMbl OLEHKW AeATeNnbHOCTM MEeAUUMHCKMX pPaboTHUKOB, y4acTBYKOLMX B OKasaHUu
MEeOULMHCKUX YCIyT.

4. BeJOMCTBEHHbIN KOHTPOMb BKMNOYaET NpoBeaeHne NPpOBEPOK:

1) cobnogeHnss MEOULUHCKUMUN OpraHn3aumnsiMmn NOpPsiAKOB OKa3aHUA MeaMLMHCKON NOMOLUU U CTaH4apToB
MeaULMHCKON NOMOLLW;

2) cobntogeHnss MeauLMHCKMMK opraHm3almamMm 6e3onacHbix ycnosuin Tpyaa, TpebosaHuin no 6esonacHomy
NMPUMEHEHMIO U 3KCMNyaTauum MeaULMHCKNX U3OESNTUIA N UX YTUIM3aunm (YHUYTOXEHUIO);

3) cobniogeHus  MeauUMHCKUMW  paboTHMKaMK,  PYKOBOAUTENAMW  MEOWUMHCKMX  OpraHusauun,
dapmaLeBTUYECKMMM PabOTHUKAMM U PYKOBOAUTENSAMW anTeYHbiX OpraHM3aunii OrpaHUYeHun, NPUMEHSEMbIX K
HMM NMPU OCYLLLECTBNIEHMN NPOJECCUOHANBHON AEATENBHOCTH.

5. BeOOMCTBEHHbIN KOHTPOMb OCYLLECTBASETCA YMONHOMOYEHHBIMW [OIDKHOCTHBIMU NLaMM  OpraHa
NCMNOMHUTENbHOW BNacTu (A4anee - AOMMKHOCTHbIE N1LUa) B COOTBETCTBUM C UX OOMKHOCTHLIMU 0B6A3aHHOCTSMU Ha
NMOCTOSIHHOWM OCHOBE NUBO0 NO peLLeHN0 PYKOBOAUTENS UMK 3aMeCcTUTENs PyKoBOAUTENS OpraHa UCMOMHUTENbHOW
BMacTM Ha OCHOBaHWM Npukasa opraHa MCNOMNHUTENbHON BacTu.

6. MeponpuaTusi No ocyLwecTBNeHnio BEAOMCTBEHHOIO KOHTPOMS AOIMKHbI BbiTh BKIMOYEHbI B NNaHbl paboThbl
OpraHoB UCMOSTHUTENbHOW BNAacTy.

7. Be4OMCTBEHHbIV KOHTPOfb OCYLLECTBNSETCA NOCPEACTBOM MMaHOBbLIX W BHEMNNAHOBbLIX JOKYMEHTaPHbLIX U
(nnn) BblE3AHBLIX NPOBEPOK.

8. MNMnaHoBble NPOBEPKN B OTHOLUEHMU NOABEAOMCTBEHHOIO OpraHa WM OpraHm3auumn OCYLLECTBATCA He
yaile YemM oguH pas B rof.

9. BHennaHoBble NPOBEPKUN OCYLLIECTBAATCA B CEAYIOLWMNX Criyyasix:

a) MOCTynneHwe B oOpraH WCMONHUTENbHOM BrnacTu obpalleHuin rpaxgaH, puauYecknx nuy K
WHOMBMAOYaANbHbIX NpeanpuHMMaTene c  kanobamMuM Ha HapyleHuss npaB WM 3aKOHHbIX MHTEPECOB
NoABeAOMCTBEHHbBIMU OpraHamu 1 opraHm3auusamu;

0) B Lensax KOHTPOIIA UCMOSNTHEHNS paHee BbiAaHHbIX MOPYYeHun Nnbo npeannucaHni;

B) B LeNsax NpoBepKu NpeacTaBrneHHbIX NOABEAOMCTBEHHbIMY OpraHamMu 1 OpraHmM3aumsaMun CTaTUCTUYECKOW
OTYETHOCTM UINN AaHHBbIX MOHUTOPWHTa;

r) HanMnuus npukasa PyKOBOAWUTENS oOpraHa WCMNOMHWTENbHOW BnacTW, M30AaHHOTO B COOTBETCTBUM C
nopyyeHusimu [pesmpgeHta Poccuiickon ®enepaunn, [llpaButenbctBa Poccunckon &depepaumm nmbo Ha
OCHOBaHUM TpeboBaHMS NMPOKypopa O NPOBEAEHWUM BHEMMAHOBOW MPOBEPKU B paMkax Hag3opa 3a MCMOSNTHEHVEM
3aKOHOB MO MOCTYNMBLLMM B OpraHbl NPoKypaTypbl MaTepmanam n obpalleHusam;

[A) HeCOOTBETCTBUS MoKasaTenen AeATenbHOCTM MNoABEOOMCTBEHHOrO oOpraHa WnvM — opraHusauumm
YCTaHOBMEHHbLIM LierieBbIM NokasaTensam AesiTeNbHOCTH;

€) HeBbINOMHEeHMs MNoABEOOMCTBEHHbIM OpraHoM WM OpraHuM3aumen  YCTaHOBMEHHbIX 06beMoB
rocygapCTBEHHOro 3afjaHus No OKasaHUo MeAULMHCKOW NMOMOLLN.

10. [okyMeHTapHble MpOBEpKM NPOBOAATCSA MNyTEM aHanmM3a [OOKYMEHTOB, MpeacTaBreHHbIMM
NoABEAOMCTBEHHbIMW OpraHamu W OpraHu3auusiMm, B TOM YMUCIE€ CTaTUCTMYECKOM OTYETHOCTU W  AaHHbIX
MOHWUTOPWHra.

11. lNpoBepkn Npu OCyLLEeCTBNEHUN BEAOMCTBEHHOIO KOHTPONSA No o6bemMy NoApasgenstoTcsa Ha LerneBble 1
KOMMIIEKCHBIE.

12. LleneBble NnpoBepKN NPOBOOATCA B paMKaxX PacCMOTPEHMS KOHKPETHOro cryvasi okazaHus (HeokasaHus)
rpaxgaHnHy MeauMUMHCKOM nomolun, obpalleHus, xanobbl, ¢akTa, OTAenbHbIX NoKasaTenenm AesATenbHOCTU
NoABEeAOMCTBEHHOIO opraHa unm opraHusaumm.

13. KomnnekcHble npoBepkuM MPOBOAATCHA B LENAX MCCNeaoBaHWUs COBOKYMHOCTW MokasaTternen, crnyyaes,
obpawieHnn, xanob, aktoB, 0006LWEHHbIX N0 OOHOPOAHOMY MPU3HAKY, a Tawkke [OeATerbHOCTM
NOABEAOMCTBEHHOIO OpraHa UM opraHn3aumm B LerioMm.

14. Tpyn NpoBeAEeHUN NPOBEPOK CPOK NPOBEAEHMUS Ka)XOoro Buaa npoBepPKU, NPeayCMOTPEHHOTO HAaCTOSALLUM
Mopsiakom, He AOMKEH NpeBbIWaTh ABaauaTb pabovmx gHen.

B umcknioumTenbHbIX crnyyasx, CBA3aHHbIX C HEOOXOAMMOCTBI MPOBEAEHUSA CMOXHbBIX M (UNKN) ONUTENbHBIX
nccrnegoBaHUn, aKCNepTU3, aHanM3oB, OLLEHOK Ha OCHOBaHUM MOTUBUPOBAHHbLIX MPeasioKeHUN AOMKHOCTHBIX UL,
NPOBOAALLNX MPOBEPKY, CPOK MNPOBEAEHMSI TMPOBEPKM MOXET ObiTb MpoASsieH pPyKOBOAMTENEM oOpraHa
NCMNOMHUTENbHOW BNacT UMK ero 3amecTuTenem, Ho He 6onee Yyem Ha gBaguaTtb pabounx gHeW.

Cpok npoBefeHVs1 KaXdow W3 NpOBEpPOK, NPeAyCMOTPEHHbIX HacToAwwMM [lopsgkoM, B OTHOLLEHUM
NOABEAOMCTBEHHOIO OpraHa WM opraHusauuu, OCYLECTBASIOWEro CBOK AeATeNnbHOCTb Ha TeppuTopusix
Heckonbkux cybbektoB Poccunckon ®egepaumn, ycTaHaBnNMBaeTCd OTAENbHO MO Kaxgomy dwunuany,
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npeacTaBuUTeNbCTBY, OOOCOOMEHHOMY CTPYKTYpHOMY MOApasdeneHunio, npu 3TOM OOWWIA CPOK MpoBeAeHUs
NpOBEPKN He AOMKEH NpeBblllaTh WeCTbAECAT pabounx gHEN.

15. MNpun npoBepke cobniogeHUa MeauLMHCKMMY OpraHM3auusMu nopsakoB OKa3aHUS MeaULMHCKON NOMOLLN
OLEeHMBaloTCS:

1) cobniogeHue BbINOMHEHMS 3TanoOB, YCMOBUA UM CPOKOB OKa3aHUA MeAWUMHCKOW MOMOLM Mo
COOTBETCTBYIOLLIEMY BUAY, NPocunio 3aboneBaHnn NN COCTOSIHWIA;

2) cooTBeTCTBME OpraHusauum [OeaTenbHOCTM  MEeOULUHCKOW — OpraHusauum, ee  CTPYKTYpHOro
nogpasfgeneHusl, Bpaya TpebOBaHUSM MOJIOXKEHWIN, PErnaMeHTUPOBAaHHbIX MOPSAKAMU OKa3aHMs MeOMLIMHCKOW
NMOMOLLY;

3) cobniogeHne TpeboBaHUWM CTaHOAPTOB OCHALLEHWST MEeOMUMHCKOW OpraHu3auuu, ee CTPYKTYPHbIX
nogpasgeneHuni;

4) cOOTBETCTBME LUTATHOrO pacnucaHus peKoOMeHAYyEMbIM LWTATHbIM HOPMaTuBaMm;

5) cooTBETCTBUE OEATENBHOCTM OpPraHn3aLnn NHbIM YCTAHOBMEHHbLIM NONTOXEHUAM UCX0aa N3 0COBEHHOCTEN
oKa3aHus MeANLMHCKOW NOMOLLIN.

16. lNpu npoBepke cobnogeHUA MeOULMHCKUMMK OpraHmsaumsiMm CTaHZapTOB MEeAMLUMHCKOM MOMOLLN
OLEeHMBaIOTCS:

1) cobniogeHne BbINOMHEHUS MEOULVMHCKUX YCIYr B 3aBUCMMOCTU OT YCPELHEHHbIX nokKasaTenen 4acTtoThbl U
KpaTHOCTM MX NPUMEHEHMUS, 0GOCHOBAHHOCTb Ha3HAYeHUs MEAULMHCKUX YCMYT, UMEHLNX YCPEOHEHHYIO 4YacToTy
mMeHee 1,0, nonHoTa BbINONHEHWUS YCNyr ¢ ycpeaHeHHown yactoTton 1,0;

2) 060CHOBAHHOCTb M NMOJIHOTA Ha3HaYeHWs! NTEKapCTBEHHbIX MpenapaToB, KOMMNOHEHTOB KPOBMY;

3) 060CHOBAHHOCTb M NOJIHOTA Ha3HaYeHNA UMNNAHTUPYEMbIX B OPraHn3M YeroBeka MeguLMHCKUX N3Oenni;

4) 060CHOBAHHOCTb M MOSMHOTA Ha3Ha4YeHWs BUOOB fe4ebHOro NWUTaHWs, BKIOYasl Crneluann3vpoBaHHbIe
NpoayKTbl Ne4eBbHOro NUTaHus;

WHbIE MONOXeHWs, ncxoasa n3 ocobeHHocTeln 3aboneBaHnsa (COCTOAHMSA).

17. lNpun npoBepke cobniogeHns MegUUMHCKUMKU opraHmnsauuammn 6esonacHbIX ycrnosun Tpyda, TpebosaHun
no ©es3onacHOMY MNPUMEHEHUID W 3KChyaTauum MEOULUHCKUX U3OeNUn n nx yTunusaumm (YHUUTOXEHMIO)
OLEeHMBaIOTCS:

1) cooTBETCTBME HOpMaTMBa YMCINEHHOCTU CrnyxObl OXpaHbl Tpyda TpeboBaHWsSM  TpyOoOBOro
3akoHogarenbcTBa Poccuiickon ®egepaumu;

2) ypoBeHb MOATOTOBKM CNELMAnMCTOB MO OXpaHe TpyAa M NoBbIeHVe UX KBannudukaumy;

3) opraHusauusa obyveHus paboTHnkoB 6e3onacHbIM MeToAam 1 npueMam Tpyaa;

4) npepoctaBneHve paboTHWKaM, 3aHATbLIM Ha paboTax ¢ BpeaHbIMW U (UniKM) onacHbIMU YCNOBUSIMU TpyAaa,
KOMMeHcaLuni, yCTaHOBMNEHHbIX NO pe3ynbTaTtam aTTectauumn paboymx MecT No yCroBusaM Tpyaa;

5) obecnevyeHHOCTb PabOTHUKOB cpeacTBaMU MHOMBUAYaANbHOW 3aliWTbl, MONOKOM WM MPOAYKTamMu, ero
3aMeHsaLWnMK, nevebHo-NpodUnakTMYeCcKUM NUTaHneM;

6) cobniogeHne TpeboBaHMM ©e30MacHOCTU MEAVLMHCKUX M3Oenui, NpedyCMOTPEHHbIX HOPMaTUBHON
OOKyMeHTaumnen npon3BoanTens;

7) cobniogeHve TpeboBaHWM K yTUNM3auum (YHUYTOXEHWUIO) MEAVLMHCKUX U3denvi, npegycMOTPEHHbIX
TEXHUYECKOW U 3KCNNnyaTaunoHHOM AOKYMEHTaunen npon3BoanTens;

8) cobnogeHne ycTaHOBMNEHHbBIX NpaBun B coepe 06palleHnss MEAULUHCKUX N3Oenui;

9) BbINONHEHNEe 06A3aHHOCTEN NO COOOLEHNI0 CBEAEHUN, YKa3aHHbIX B YyacTu 3 ctatbh 96 PepepanbHoOro
3akoHa oT 21 Hosi6ps 2011 r. N 323-03 "O6 ocHoBax oxpaHbl 340poBbs rpaxaaH B Poccunckon depepaumn’
(CobpaHue 3akoHogaTenscTBa Poccunckon ®epepauun, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446).

18. Tllpu npoBepke cobnOAEHUA MEOUUUHCKMMU  paboTHUKaMW, PYKOBOAUTENSAMWU  MEAULIMHCKUX
opraHusauui, dapmaueBTU4EeCKUMN paboTHMKaMW M PYKOBOAUTENAMW anTeYHblX OpraHu3auuin OrpaHuyeHun,
NPUMEHSIEMBIX K HUM NPU OCYLLECTBNEHNN NMPOdECCUOHANbHON AEATENBHOCTU, OLEHNBAKOTCS:

1) HanuuMe [OroBOpPOB O TMPOBEAEHUM KIMHMYECKUX UCCNEAOBaHMM JEKapCTBEHHbLIX Mpenapartos,
KMMHUYECKUX WCMbITAHUA MEAULMHCKMX W3Oenuin, a Tawkke 00 OCylecTBNEHUN MEAULMHCKMM pPaboTHMKOM
negarornyeckon n (Unn) Hay4yHom OeaTenbHOCTY;

2) ooroBopbl 0 MOCTaBKax fekapcTBEHHbIX NpenapaToB, MEAULNHCKUX U3OEeNUA Ha npeaMeT Hanuyms B HUX
YCNOBUIN O HAa3HA4YeHUM WU peKOMeHZaLMU nauveHTaMm nmMbo O NpPearioKeHWUM HaceneHuto onpeneneHHbIX
nekapcTBEHHbIX NpenapaToB, MeAULUNHCKUX N3Jennia;

3) yTBEpPXKAEHHbIN agMUHUCTpauMen MeOULMHCKOM OpraHu3auum nopsifoK yyacTus npeactaBuTenen
opraHm3auui, 3aHMMaroLmxcsa pa3paboTKkon, MPou3BOACTBOM M (MnM) peanusaumen nekapCTBeHHbIX NpenapaTos,
MEOMLMHCKUX W3Oenui, opraHusauun, obnagarowmx npaBaMyM Ha MCMOMb30BaHME TOProBOr0 HaMMEHOBaHUS
NEeKapCTBEHHOro npenapaTa, OpraHu3auui OMTOBOW TOProBfM JIEKAPCTBEHHBIMW CPEACTBaMM, anTeuYHbIX
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opraHm3aumi (UX npegcTaBuTener, WHbIX U3NYECKUX W IOPUAMYECKMX 1N, OCYLLECTBASAWUX CBOH
OEeaTenbHOCTb OT MMEHU 3TUX OpraHusauui) (ganee COOTBETCTBEHHO - KOMMNaHWK, NpeacTaBUTENb KOMMaHuu) B
cobpaHuax MeauLMHCKNX pabOTHUKOB U MHBIX MEPONPUATUSIX, CBA3AHHbIX C MOBbILLIEHUEM UX NPOeCCUOHaNbHOro
YPOBHSA Unu npegoctaBneHnem MHdopmauumn, NpeaycMoTpeHHON YacTbio 3 cTaTbu 64 deaepanbHOro 3akoHa OT
12 anpens 2010 r. N 61-®3 "O6 o6palweHun nekapcTBeHHbIX cpeacTs” (CobpaHune 3akoHogaTenbCcTBa
Poccunckon ®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) n yactbio 3 ctatbn 96 PenepansbHoro 3akoHa ot 21 Hos6pa 2011 r. N 323-d3 "O6
OCHOBax OXpaHbl 340poBbs rpaxaaH B Poccunckon degepaummn’;

4) opraHusaums paboTbl, HanpaBfiEHHON Ha NpeaynpexneHne HapylweHU MeUUMHCKUMN paboTHUKaMKN 1
dhapmauleBTUHECKMMU PabOTHUKAMN OrpaHMYEeHWUn, YCTaAHOBIEHHbIX cTaTbe 74 PepepanbHoOro 3akoHa oOT 21
Hos16pst 2011 1. N 323-d3 "O6 ocHoBax OxpaHbl 300poBbsl rpaxaaH B Poccuiickon ®depgepauumn”, B TOM 4ncre no
MHOPMUPOBAHMIO MEOULUHCKMX pPaboTHMKOB, hapmaueBTUYEeCcKMX pabOoTHMKOB, KOMMAHWRW, npeacTaBuTenewn
KOMNaHW 1 rpaxkgaH o6 yCTaHOBIEHHbIX 3anpeTax Ha CoBepLUeHue onpeaeneHHbIX AeNCTBUIA U OTBETCTBEHHOCTH
3a UX COBEPLLEHNE;

5) obpalyeHusa rpaxgaH, cogepxalime CBefeHUs O npeaocTaBrneHMM HEOOCTOBEPHOW, HEMOMHOW unm
UCcKaXeHHOM mHdopmMaLmm 06 UCNonNb3yemblX NPU Ha3HAYEHUU Kypca fieYeHus NeKapCTBEHHbIX npenaparax, o
MEOMLMHCKUX U3OEenusax, BKITOYAsh COKPbITUE CBEOEHUA O HanuuMm B oOpalLeHMM aHaNOrMYHbIX NEKAapCTBEHHbIX
npenapaToB, MeOULMHCKUX U34enui, NMbo O Hanmmyuu B anTEYHOW OpraHm3auuy NeKapCTBEHHbIX npenapaTos,
UMeLNX OOUHAKOBOE MeXOyHapoOHOe HenaTeHTOBaHHOe HauMeHoBaHue, MeOWUMHCKUMX MW3Oenui, BKyad
COKpbITUE MH(pOpMaLUM O HanMuMM JIEeKapCTBEHHbIX MpenapaToB U MEeOUUMHCKUX U3genuid, umerowwmx bonee
HU3KYIO LIEHY.

19. O nposefeHUU nNNaHOBOW MPOBEPKM MNOABEOOMCTBEHHbIE OpraHbl UNU opraHusauuuM yBeAOMNSATCH
nyTeM HanpasfeHNsi KOMWUK MpUKas3a o0 NPOBEAEHMM NPOBEPKM HE NO3JHEE YeM 3a Tpu paboumx OHSA OO0 Havana ee
nposefeHus.

20. O npoBeaeHUN BHEMMAHOBOW MPOBEPKU MOABEAOMCTBEHHbLIN OpraH wnu opraHv3auns yBeOOMISTCA
nobbIM JOCTYMHLIM CNOCOOOM HE MeHee 4YeM 3a ABaduaTb YeTbIpe Yaca 4O Havana ee npoBeaeHus.

B cnydyae, ecnu B pesynbTate OeATEeNbHOCTU NOABEAOMCTBEHHOIO OpraHa WM opraHu3auum NpuYnHEH Unu
NPUYUHAETCA Bpen XXW3HW, 300POBbLI0 FpaxdaH, npedBapuTeribHOe YBeOOMSIEHWE YKa3aHHOW opraHu3auuMm o
Hayane nposegeHVs BHEMNNAHOBOW NPOBEPKN He TpebyeTcs.

21. K npoBepkam npu ocCyLleCTBNEeHNN BEAOMCTBEHHOIO KOHTPOMNSA MOryT NPUBMEKaTbCA HayyHble U UHble
opraHusaumm, yyeHble M crneumanucTbl (fanee - 3KCnepTHble OpraHu3auun, 3KCNepTbl), 3a UCKIIYEHUEM NuL,
COCTOSILLUX C NOABEAOMCTBEHHbIM OpraHoOM MUnn OpraHusaumneint B TpPY4OBbIX UMW UHBIX JOFOBOPHbLIX OTHOLLEHWUSIX.

22. lNpoBepkn NPOBOAATCS Ha OCHOBaHWWM MpuKasa PYKOBOAUTENS, 3aMeCTUTEenst pykoBoauTens opraHa
WCNONHUTENBHON BNAcTU, B KOTOPOM yKa3blBalOTCS:

1) HanmeHoBaHWe opraHa BeJOMCTBEHHOIrO KOHTPONS;

2) dhamunum, MMeHa, OT4eCTBa, AOIMKHOCTU AOMKHOCTHBIX ML, YNOJTHOMOYEHHbIX Ha NpoBeAeHME NPOBEPKU,
a Takke npuBrekaemMbix K NpoBeAEHMIO NPOBEPKN SKCMEPTOB, NpeacTaBUTeNen aKCNnepTHbIX OpraHn3auni;

3) cBegeHns O MEeOULMHCKOM OpraHusauuu (HaumeHOBaHMEe HpUAMYECKOro nuua), npoBepka KOTOPON
npoBoAMUTCS;

4) uenu, 3agaun, Bug, npegMeT NMPOBEPKM U CPOK ee NMPOBEAEHUS;

5) npaBoBblE OCHOBaHMS NPOBEAEHUS NPOBEPKMY;

6) CpokM nNpoBedeHMs U nepedeHb MEepPONpPUSTUN MO KOHTPOS, HEOBXOAUMBIX ANS OOCTUKEHUSA Lenen u
3a/ay NpoBeaeHNs NPOBEPKHU;

7) nepedyeHb HOPMATUBHbBIX aKTOB, PErYyNMPYOLLMX NPOBEAEHNE MEPONPUATUIA MO KOHTPOSIO;

8) nepeyeHb [OKYMEHTOB, MpeACTaBreHMe KOTOpbIX HeobxoaMmo Ans LOCTMXKEHMs uenerm u 3agad
npoBefeHUs MPOBEPKY;

9) gaTbl Ha4Yana n OKOHYaHUs NPOBEAEHUS NPOBEPKM.

23. Bble3gHas npoBepka HauMHaeTcs C NpeabsBneHns AOMKHOCTHBIMWU NULamMu opraHa UCMOMHUTENbHOW
BMacTu CnyxebHOro ygocToBepeHus, 00A3aTenbHOro O3HAKOMITEHUS] PYKOBOAWUTENS, MHOMO AOMMKHOCTHOroO nuua
UNU YNOMHOMOYEHHOro npeacTaBuTens MeAWUMHCKOW OpraHusauum ¢ NpuKkasoM pyKoBOAUTENS, 3amecTuTens
pyKOBOAMUTEMNS oOpraHa WCMNOMHUTENbHON BMAcTWM O Has3HayYeHuuM NPOBEPKU (MPUM HanmMuMm) U C NOSTHOMOYUSMMU
NPOBOAALLUNX Bble3OHYI0 MPOBEPKY Nuu, a Takke C uensMu, 3agadamu, OCHOBaHUAMW MPOBEOEHUS MPOBEPKW,
BMOAMU M OOBEMOM MEpPOMNPUATUA MO KOHTPOSKD, COCTABOM 3KCMEPTOB, MNPEACTaBUTENSMU  SKCMEPTHbIX
OopraHusauuin, NpMBiEKaeMbIX K NPOBEPKE, CO CPOKAMU U1 C YCIIOBUSIMU €€ NPOBEAEHMS.

24. [I0O/MKHOCTHbIE NMUa OPraHoB WUCMOSTHUTENBHOW BMAcTU NpU MNPOBESEeHUN BEOOMCTBEHHOIO KOHTPOMS
UMENT NpaBo:
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1) oCyLLEeCTBNATbL Nony4YeHune, c6op U aHanu3 CBeAEeHUn O AeATerbHOCTM NOABEAOMCTBEHHOIO OpraHa Wmnm
opraHusauuu;

2) 3HaKOMWUTbCHA C [OKYMEHTaMMu, CBSI3aHHbIMW C LEensMu, 3agadamMmm M npegMeToM BeAOMCTBEHHOrO
KOHTPOrS!, B TOM YUCIe C MEAULMHCKMMU OOKYMEHTaMM rpaxaaH <1>, CHUMaTb KoMK C yKasaHHbIX AOKYMEHTOB, a
Takke Mpou3BOAMTL B HeobxoauMMbIX criyyqasix OTO- M BUAEOCHEMKY MpPU  OCYLLECTBMEHUM OCMOTpa MU
obcnenoBaHus;

<1> B cootBeTcTBUM C nyHkTOM 10 yactn 4 ctatbm 13 degepanbHoro 3akoHa oT 21 Hosi6ps 2011 r. N
323-93 "O6 ocHoBax oxpaHbl 340p0Bbsi rpaxaaH B Poccuiickon ®epepauun”.

3) poctyna B wucnofb3yemble MNOABEOOMCTBEHHbIM OPraHOM W OpraHu3auuert npu  OCyLeCTBAEHUU
OEeATENbHOCTN TEppUTOPUM, 3L0aHWUS,, CTPOEHWS, COOPYXEHWsl, MOMELLEHUS, K MCNosfb3yembiM 000pyaoBaHuIO,
noaobHbIM 00beKTaM, TPaHCMOPTHbLIM CPeaCTBaM;

4) opraHn3oBbIiBaTb MpOBeAEHNE HEODXOOUMBIX MCCNenoBaHWW, 3KCMEPTM3, aHanu3oB M OLEHOK, B TOM
ymncrie SKCNepTU3 KayectTsa MESULVNHCKON MOMOLLM.

25. [lomKHOCTHbIE Nuua Npu NpoBeAeHUN BE4OMCTBEHHOrO KOHTponsi 0653aHbl:

1) cobniogatb 3akoHodaTenscTBo Poccunckon degepaumn, npaBa M 3aKOHHbIE MHTEPECHl NMPOBEpSeMbIX
NnoABEeAOMCTBEHHbIX OPraHoOB U OpraHn3aLmi;

2) npoBOAUTL NPOBEPKY BO BPEMS UCTONHEHUST CNY)XeOHbIX 06s13aHHOCTEW;

3) npenocTaBnATb PYKOBOAUTENIO, MHOMY [OOIDKHOCTHOMY NUUY WM YNOFTHOMOYEHHOMY MNpeAcTaBUTENIO
npoBepsemMoro opraHa Wnu opraHusauum, MpUCYTCTBYIOLWEMY MpU NPOBEAEHUM MNPOBEPKWU, UHMOPMaLUIo W
OOKYMEHTbI, OTHOCSLLMECH K NpeaMEeTY NPOBEPKY;

4) 3HaKOMWUTb pPYKOBOOUTENHA, WHOE [OOIDKHOCTHOE §UUO WNM  YNONTHOMOYEHHOro npeacTaBuTens
npoBepsemMoro opraHa unu opraHusaumm ¢ pesynstataMmu NPOBEPKKU, B TOM YUCHE C aKTOM NPOBEPKY;

5) cobntogaTtb yCTaHOBMEHHbIE HACTOALWMM [MopsAaKOM CPOKM NMPOBEAEHNST NMPOBEPKMU.

Hoctyn Kk cBedeHWsiM, COCTaBMSIOWNM TFOCYOAPCTBEHHYIO M WMHYIHD OXPaHSEMYK 3aKOHOM  TalHYy,
ocyulecTBnsieTcsi ¢ cobniogeHnem TpeboBaHun 3akoHogaTenbcTBa Poccuickon ®epepauun.

26. PykoBoauTesib, MHOE OOMKHOCTHOE fMLIO UK YNONMHOMOYEHHbIN NpeacTaBmTeb NpoBepseMoro opraHa
UNn opraHusaummn nNpu NpoBegeHnN MeponpusaTUn No BeJOMCTBEHHOMY KOHTPOSO MMEIT MpaBo:

1) npucytcTBOBaTb MpM MPOBEAEHWM MPOBEPKW, AaBaTb OOBACHEHUS MO BOMPOCaM, OTHOCALMMCS K
npeameTy NpoBepKu;

2) nonyyatb OT OpPraHoB UCMOMHUTENBHON BRacTh, UX AOJMPKHOCTHLIX MWL MHAOpMaLUo, KOTopasi OTHOCUTCA
K npeaMeTy NPOBEPKM 1M NpeoCTaBneHne KOTOpon NpeaycMOTPEeHO 3akoHoaaTenscTBoM Poccunckon ®enepauum;

3) 3HaKOMUTbLCA C pe3ynbTataMmy BeJOMCTBEHHOIO KOHTPONS;

4) obxanosatb AenctBusa (6e3genctsme) AOMKHOCTHBIX NuL, MOBMEKWwMe 3a cobon HapylleHue npas
npoBepsemMoro opraHa Wnu opraHusauum, npu nNpoBeAeHUN BeOOMCTBEHHOrO KOHTpOns, B nopsigke,
yCTaHOBMEHHOM 3aKkoHoAaTenbCcTBOM Poccuinickon degepaumu.

27. PykoBoauTernb, MHOE AOMKHOCTHOE NMLO UMK YNONTHOMOYEHHLIN NpeAcTaBuTeNb NPoBEpseMoro opraHa
WK opraHu3auum Npu NpoBeAEHUN MEPONPUATUIA NO BEAOMCTBEHHOMY KOHTPOITHO 06513aHbI:

1) NpegocTaBuTb KOMWM OOKYMEHTOB M MOSICHEHWUSI MO 3anpoCy OPraHoB MCMOSIHUTENbHOW BRacty npu
npoBeAeHNN NPOBEPKN;

2) npegocTaBUTb [OOIDKHOCTHbIM - NULAM, MPOBOAALMM MNPOBEPKY, BO3MOXHOCTb O3HAKOMWUTbLCS C
OOKYMEHTaMu, CBA3aHHbIMW C LensiMy, 3ajadamMmu 1 npegMeToM BeOMCTBEHHOrO KOHTPOns, a Takke obecneynTb
OOCTyN NPOBOASALLUM BblE3AHYI0 NPOBEPKY AOMKHOCTHLIM NULLAM Ha TEPPUTOPUID, B UCMOMb3YEMbIE NMPOBEPSEMbIM
OpraHom unu opraHusaumen Npu ocyLLEeCTBEHUN OEATENBHOCTM 34aHNs, CTPOEHUS, COOPYXEHUs, NOMELLEHNS, K
ncnonb3dyembiM 06opygoBaHuio, NogobHbIM 06bekTaM, TPaHCMOPTHLIM CpeacTBaM.

28. Mo pesynbTatam NPOBEPOK B pamkax BEOOMCTBEHHOIO KOHTPOMS LOMKHOCTHbBIMM fMUaMu opraHa
WCMNONMHUTENBHOM BNacTu, NPOBOASALLUMM NPOBEPKY, COCTABMAETCS aKT NPOBEPKU.

B akTe npoBepku ykasblBatoTCA:

1) pata, BpeMs 1 MeCTO COCTaBIEHMUS akTa NPOBEPKYU;

2) HaMMeHOBaHWe opraHa BeJOMCTBEHHOIO KOHTPOS;

3) naTa 1 HOMep npukasa pyKoBOAMWTENS, 3aMeCTUTENs PyKOBOAUTENS opraHa WUCMNOMHUTENbHOW BRnactu O
NpoBeLEHNN NPOBEPKY;

4) hamunumn, nmeHa, oT4eCTBa N AOIMKHOCTU JOIDKHOCTHbIX UL, NPOBOAMBLLUX NMPOBEPKY;

5) cBegeHuss 0 MpoBEpsSiEMOM OpraHe WM opraHuM3auuMuM (HauMeHoBaHue, IPUONYECKMIA adpec, a Takke
damunusa, MMsi, OTYECTBO W [JOJDKHOCTb PYKOBOAUTENSl, MHOTO AOSMKHOCTHOrO mnvua Wnu  yrnosITHOMOYEHHOro
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npeAacTaBuTENs, NPUCYTCTBOBABLLENO NpU NPOBEAEHWN NPOBEPKN);

6) oata, Bpemsi, NpoAOMKUTENBHOCTL U MECTO NPOBEAEHUS NPOBEPKN;

7) cBedeHUst O pesynbTaTtax MPOBEPKM, B TOM YMCNE O BbISBMEHHbIX HapyLlleHUsX, 06 ux xapakrepe u O
nuuax, 4ONyCTUBLUMX yKa3aHHble HapyLLeHUs;

8) cBepeHns 06 O3HAKOMMEHWUM UMM OTKa3e B O3HAKOMSIEHWM C aKTOM MPOBEPKU PYKOBOAMTENS, WHOro
OOIMDKHOCTHOrO  nuvua Wnu - YyNnoMHOMOYEHHOro NpeAcTaBuUTENs MpPOBEPSIEMOr0 opraHa WNu  opraHusauumu,
NpUCYTCTBOBABLLErO NPW NPOBESEHNN MPOBEPKMY;

9) noanMcy AOMKHOCTHBIX NL, MPOBOAMBLLMX MPOBEPKY.

29. K aKkty npoBepku npunaralTCad MPOTOKONbl WM  3akMiOYeHMs MO  pesdynbTaTam NpOBEeAEHHbIX
nccneaoBaHUm, SKCNeEPTU3, aHaNM30B, OLLEHOK, 00 BbACHEHNS] pabOTHMKOB MPOBEPSEMOrO OpraHa unvM opraHusauun,
Ha KOTOpbIX BO3raraeTcsl OTBETCTBEHHOCTb 3a BbISIBMIEHHbIE HapyleHus, npegnucaHns o6 ycTpaHeHuu
BbISIBNIEHHbLIX HAPYLUEHU N NHblE CBA3aHHbIE C pe3ynbTaTaMu MPOBEPKM LOKYMEHTbI UIN UX KOMUMW.

30. AKT npoBepku ohopMNAeTCsa HeNOCPeACTBEHHO MOCMe ee 3aBeplleHus B OBYX 3K3emnnspax, OAuH U3
KOTOPbIX C KOMUAMU MPUMOXEHNA HaNpaBnsieTcs B NOABEAOMCTBEHHbIN OpraH Unu opraHusaumio nubo BpyyvaeTcs
PYKOBOAMTEMO UNKN YNOMHOMOYEHHOMY NPEeaCTaBUTENIO YKa3aHHOro opraHa WUnM opraHvsauuun nog pacnucky ob
0O3HaKomMmneHun nnbo o6 oTkase B O3HAKOMITEHUN C aKTOM MPOBEPKMU.

31. B cnyyae ecnu ons COCTaBMEHUS akTa NPOBEPKU HEOOXOOMMO MOMy4YMTb 3aKIKYEHMsT NO pesyrnbTaTtam
NPOBEOEHHbIX WCCNeLOBaHUA, SKCMEepPTU3, aHanu30B, OLEHOK, aKT MpPOBEpKM COCTaBnseTcsa B CPOK, He
npeBbIlWaWMA Tpex paboymx OHeW nocrne nosnydeHusl OpraHoM WUCMOSHUTENBHOW BacT COOTBETCTBYHOLLETO
3aKMYeHus.

32. lMpw BbISBNEHUU B X0 NPOBEPOK HapyLUEeHWUN:

1)  pykoBOAMTENIO,  WMHOMY  [OJDKHOCTHOMY MUY  WMAM  YNONIHOMOYEHHOMY  MPEACTaBUTENHO
NoABEOOMCTBEHHOIO OopraHa Unm opraHu3auuu BblaeTcsl npegnucaHie 00 yCTpaHeHUU BbISIBNIEHHbIX HAPYLLIEHWUI
C YKa3aHMEM CPOKOB WX YCTPaAHEHUS;

2) OpraHoM WCMOSTHUTENbHOW BMacTM B pamkax KOMMETEHUMW MNPMHMMAKTCA Mepbl MO KOHTPOMK 3a
YCTPAHEHVWEM BbISIBIIEHHbIX HapyLeHUn (B TOM 4ucne nyTeM MpPOBEAEHUsS BHEMMAHOBbLIX MPOBEPOK), WX
npeaynpexaeHnto, NpeaoTBpaLleHNo BO3MOXHOTO NPUYMHEHNS Bpeda XXMU3HU, 300POBbI0 rpaXaaH, a Takke Mepbl
MO MPUBMEYEHUNIO NNL, AONYCTUBLLUNX BbISIBNIEHHbLIE HAPYLLIEHMWS!, K OTBETCTBEHHOCTMH;

3) B crniyyae, ecnu BbISIBIEHHbIE HapPYLUEHUA OTHOCATCA K KOMMETEHLMM OpraHa, YnoJIHOMOYEHHOro B
COOTBETCTBUM C 3akoHogaTenbcTBOM Poccuiickon Pepepauum OCyLECTBNATb rOCYAAPCTBEHHbLIN KOHTPOSb B
YyCTaHOBMEHHON chepe AeATENbHOCTU, OpraH UCNONHUTENBHON BRacTy HanpasnseT MHAOopMaLuio O BblSIBNEHHbIX
HapyLLEeHUAX B OpraH rocyapCTBEHHOro KOHTPOIS N0 KOMMETEeHUUN.
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