NMPABUTENLCTBO POCCUMUCKON ®EAEPALIUMA

NOCTAHOB/NEHUE
oT 12 HoAbpsa 2012 r. N 1152

OB YTBEP}/JEHUW NONOMEHUA
O rOCYAAPCTBEHHOM KOHTPO/IE KAYECTBA U BE3OMACHOCTHU
MEOULIUHCKOWN AEATE/NIBHOCTH

CnUCOK U3MEHAIOLMNX JOKYMEHTOB
(B pea. MocraHosnexua MpasuTtenbctsa PO ot 14.09.2016 N 923)

B cooTBeTcTBUM CO CcTaTbelt 88 deaepanbHOro 3akoHa "O6 ocHOBax OXpaHbl 340P0OBbA rPaXKaaH B
Poccuiickon ®epepaumnn” NpasutensctBo Poccuiickon PegepauMm NOCTaHOBAALT:

YTBEpAUTb Npuiaraemoe os0KeHWe O rocyAapCTBEHHOM KOHTpone KavecTsa M 6esonacHoOCTY
MeMLMHCKON AEATENBHOCTH.

Mpeacepatens MpaBUTENbCTBA
Poccuiickoit Pepepaumm
AO.MEABEJEB

YTBEepKaeHo

nocraHosneHvem MpasutenbCTsa
Poccuiickoit Qepepaumm

oT 12 Hoabpa 2012 r. N 1152

NONOYXEHUE
O rOCYJAPCTBEHHOM KOHTPOJIE KAYECTBA U BE3OMACHOCTHU
MEAULIMHCKOW AEATENIbHOCTHU

CrMCOK N3MEHAIOLLUX AO0KYMEHTOB
(B pea. MNocranosneHua lNpaBuUTeNbCTBA P® ot 14.09.2016 N 923)

1. Hactoswee Tonoxeuue onpepenaer MNOPAJOK OpraHusauun wu  NPOBEAEHUA
rocy,apCTBEHHOTO KOHTPONA KauecTBa u BesonacHoCcT MeAMUMHCKOW AeaTenbHOCTU (aanee -
rocyapCTBEeHHbI KOHTPOb).

1(1). Hacroswee MosoxeHUe He pacnpoCTPAHAETCA Ha UHOCTPAHHbBIX I0PUANYECKUX LY W
WHOUBUAYaANbHLIX NpeanpUHUMaTenei, OCYLEeCTBAAIOWNX MEeAULMHCKYIO AeATeNIbHOCTb Ha
TEpPUTOPUN MEXYHapOAHOrO MeAMLMHCKOrO KnacTepa Ha OCHOBaHWUW paspeLnTeNbHOM
JOKYMeHTauuu, BblAAHHOW B YCTaHOB/IEHHOM mnopAgke YNOJHOMOYEHHDIMU opraHamu U

OpraHuM3auMAMK  MHOCTPAHHOrO rocyAapcrsa - 4ieHa OpraHu3auum 3KOHOMMUYECKOro
COTPYAHWYECTBa ¥ Pa3sBUTUA W NOATBEPXAAIOLlel NPaBo Ha OCylleCTBNeHnE MeuULUHCKOM
AEATENIbHOCTH.

(n. 1(1) eBegeH MocraHosneHuem paBUTeNbCTBA P® ot 14.09.2016 N 923)

2. 3afauaMu roCyAapCTBEHHOTO KOHTPONA ABNAIOTCA NpeaynpexieHue, BblABNEHNE W
npecedeHne HapyweHus OpraHamu rocysapcTBEHHOM BNacTM M OpraHamu  MecTHOro
camoynpasieHus, rocyZ,apCTBeHHbIMU BHeOO4KEeTHbIMU doHpamu, a TaKxKe
OCYLIECTBAAIOWUMA MEAULIMHCKYIO 1 dapmaL,eBTUYECKYIO [eATe/IbHOCTb OpraHu3auuammn W



UHOMBUAYANbHBIMK  NpeaAnpuUHUMaTenammM TpeboBaHUI K obecneyeHUo KayecTBa U
be3onacHOCTU MeANUMHCKOI AesTeNbHOCTH, YCTaHOBNGHHbIX 3aKOHOAATENbCTBOM POCCHIACKOM
®enepauun 06 oxpaHe 340p0oBbA rpaaaH (fanee - obasaTenbHble TpeboBaHusA), U NpuHATUE
NPeAyCMOTPEeHHbIX 3aKOHOAaTeNbCTBOM Poccuiickoit ®epepaumnn mep no npeceyeHuio u (unu)
YCTpaHeHu!1o NOCNeACTBUI HapyLueHna 0bA3aTesibHbIX TpeboBaHUIA.

3. [oCypapCTBEHHBIN KOHTPO/Ib OCYLLLECTBAACTCA NYTEM:

a) NnposeaeHNA NPoBEpPOK CobNOAEHUA OpraHamMK roCyAapCTBEHHOMN BNacTU U opraHamu
MECTHOTO CamMOynpaB/ieHUA, TOCYAapPCTBEHHbIMU BHeOOAKETHbIMU  GOHAAMU, a TaKxke
OCYLLECTBAAIOWMMN MEAULUHCKYIO U papMaueBTUHECKYI0 AeATe/NbHOCTb OpraHWU3auMAMU U
WHAUBUAYANbHBIMU NPEANPUHMMATENAMU NPaB rpaXkaaH B chepe oXpaHbl 340pOBbA rPpaXKAaH;

6) ocywiecTBneHUA NULEH3MPOBAHUA MeAULMHCKON AeATENbHOCTU;

B) NpOBeAEeHNA NPOBEPOK COBNOAEHNUA OCYLLECTBAAIOWMMU MEAULMHCKYIO AEATENbHOCTD
OpraHv3auMAMU U UHOMBUAYA/NbHLIMM  NPEANPUHUMATENAMM ~ MOPALKOB  OKa3aHUA
MeANLNHCKOW NOMOLLUM M CTaHAAPTOB MEAULMHCKOMN NOMOLLY;

r) NpoBeAeHNA NPoBepok COBNIOAEHUSA OCYLLECTBARIOWMMN MEAULMHCKYIO AeATeNbHOCTb
OpraHv3auMAMU W UHAWBUAYANbHBIMKA  NpPeanpPUHUMATENAMU MOPAAKOB NpPOBeAeHUA
MeANUMHCKUX IKCNEPTU3, MeAULUHCKMX OCMOTPOB U MEAULUHCKUX OCBUA,ETENIbCTBOBAHMM;

A) NpoBeAeHUsa NpoBepoK cob/loAeHNsA OCYLLECTBAAIOWMMN MEANLIMHCKYIO AeATeNbHOCTb
OPraH13auMAMU U UHAMBUAYANbHBIMU NpeanpuHUMaTensaMuM b6esonacHbix yCiI0BUM Tpyaa, a
Takxke TpeboBaHUii MO 6€30MacCHOMY MPUMEHEHMIO U 3KCMIyaTaLuunm MeAULMHCKUX U3Lenuin 1
UX YTUNAU3aLMU (YHUUTOXKEHUIO); ,

e) NpoBeAeHnA NPOBEPOK COBN0AEHUA MEAULIMHCKUMU PabOTHMKaMU, PYKOBOAMUTENAMM
MeAMULUHCKUX OpraHu3aumi, apmaueBTMYecKUMN paboTHUKaMUM U PYKOBOAUTENAMM
anTeuyHbIX OpraHU3auMii  OrpaHUYeHW, TPUMEHSEMbIX K YKasaHHbIM  AvMuam  Mpu
OCyLEeCTBNIEHUN NPOPECCUOHANLHOWN AeATENbHOCTU B COOTBETCTBMMU C DefepanbHbiM 3aKOHOM
"0O6 ocHOoBax oxpaHbl 340p0BbA rpaxaaH B Poccuiickoit Pepepauun”;

) NpoBeeHNUA NPOBEPOK OPraHU3aLMKU U OCYLLLECTB/IEHUA:

denepanbHbIMU OPraHamm UCNOJIHUTENbHOW BNACTU U OpraHamMu UCMONHUTENLHON BNACTH
cybbekToB Poccuiickoit Depepaunm npeaycMoTpeHHoro cratben 89 deaepanbHoro 3akoHa "06
OCHOBAaxX OXpaHbl 340pOBbA rpaxaaH B Poccuitckoint Pepepaumnmn’ BefOMCTBEHHONO KOHTPOASA
KauectBa M H6e30NacHOCTU MEeAUUMHCKON AeATeNbHOCTU MOABEAOMCTBEHHbIX MM OpPraHoB M
OopraHu3auui;

depepanbHbIMM OpraHamu UCNONHUTENIbHOW BNAACTU, OpraHaMu UCMONHUTENIbHOMN BNACTy
cybbektoB  Poccuiickot  Pepepauuu M opraHamuM  MECTHOTO  CaMOYMpPaB/eHus,
OCYLLEeCTBNAIOWMUMU  NONHOMOYMA B Cchepe OXpaHbl 340pPOBbA rpaXpaH, a TaKxke
OCYLUECTBNAIWMMN  MEAULMHCKYI0 [eATeNIbHOCTb OpraHM3auuaMu U UHOUBUAYANbHbIMU
npegnpyuHUMaTenamu npeaycmoTpeHHoro cratbei 90 ®epepanbHoro 3akoHa "O6 ocHoBax
OoXxpaHbl 340p0oBbA rpaxkpaH B Pocculickoit ®epepaummn” BHYTPEHHErO KOHTPONA KayecTBa M
6e30MacHOCTU MeANLUHCKOW AeATe/IbHOCTH.

4. FocypapCcTBeHHbIW  KOHTPO/Mb  OCYLLECTBAAETCA  CAeAyllWMMKM  OpraHamu
rocyapCTBEHHOFO KOHTPONSA: ’

a) B 4aCT¥ MpoOBeAEeHMA NPOBEPOK, NPEeAyCMOTPEHHbIX nognyHktamu "a", "B", "r", "e" u
"w" nyHkta 3 Hactoawero lNonoxeHus, - depepanbHoit cnyxbok no Hag3opy B chepe
34,paBOOXPaAHEHUS;

6) B 4acTM /UUEH3UPOBAHUA MEAULMUHCKOW AEeATeNbHOCTU, NPEeAyCMOTPEHHOTO
noanyHktom "6" nyHkTta 3 Hactosawero MonoxkeHus, - PegepanbHon cny»boii no Haasopy B
chepe 34paBOOXPAHEHMA WM OpraHaMM MUCNONIHUTENIbHOW BNactu Ccyb6bekToB POCCUIACKOM
®epepaumu B COOTBETCTBUM C MON0KEHUEM O NULEH3UPOBAHMN MELULUHCKOW AeATeNbHOCTH
(3@ McKkNOYEeHMeM  YKa3aHHOW  [EeATEeNbHOCTM,  OCYLLEeCTBAAEMON  MefULUHCKUMMU



OpraHusaunamu 1M ApYrMMW  OpraHM3auMAMM, BXOAAWMMM B YACTHYIO  CUCTEMY
3APaBOOXPaHEHUA, Ha TEPPUTOPUU MHHOBALMOHHOTO LeHTpa "CKONKOBO"), YTBEPKAEHHbIM
nocraHosnexuem lpasutenbcrsa Poccuiickoit Pepepaunm ot 16 anpens 2012 r. N 291;

B) B 4acTW NpoBefeHWUA NPeayCMOTPeHHbIX NOAMyHKTOM "a NyHKTa 3 HacTtoAawero
lMonoxeHna npoBepok COBNIOAEHUA  OCYLLECTBAAIOWMMU MEAULMHCKYI0O [eATeNbHOCTb
OpraH13auMAMU U UHAUBUAYANbHBIMU NPEANPUHUMATENAMU:

GesonacHbix ycnosuit Tpyaa - ®egepanbHoit cayx6oii no TPYAY W 3aHATOCTM B
YCTaHOBNIEHHOM  nopagke B pamKkax ¢eAepanbHOrO roCYapCTBEHHOTO Haj3opa  3a
cobniofeHnem TPYAOBOrO 3aKOHOAATENbCTBA UM MHbIX HOPMATWUBHbIX NPaBOBbIX aKTOB,
coAep Kalimux HopMbl TPYAOBOTO Npasa;

TpeboBaHuii No 6e3onacHOMY NPUMEHEHUIO M 3KCM/TyaTallMu MEAULMHCKUX U34EANI U UX
yTunusaumum (yHuuToXxeHuio) - GesepanbHoii cnyx6oii no Haasopy B chepe 34 paBOOXpaHeHUs
B YCTGHOBNEHHOM MOpPAAKe B pamMKax roCyAapCTBEHHOrO KOHTponsa 3a obpalieHuem
MeAULMHCKUX U34enun.

5. lpu ocywectBneHun rocyaapcTBEHHOTO KOHTPO/A HE A0MyCKaeTca NpoBeAeHue B
OTHOWEHWN OAHOTO OPUAUYECKOTO /LA WMAM  WHAMBUAYANbHOTO NpeanpuHUMaTens
Pa3NnYHBIMKU OPraHamu rocyapcTBEHHOrO KOHTPOJIA NPOBEPOK COBNIOAEHNA OOHUX U TeX XKe
obazartenbHbix TpeboBaHUA.

6. lOCyAapCTBEHHbIM KOHTPONAb B YacTU NPOBEAEHWUA NPOBEPOK, NpPeAyCMOTPEHHbIX
nognyHkramu "a", "s", "r", "e" u "x" nyHkra 3 Hactoswero MonoxeHuus, ocyliecTBaseTcs
cnefyloWMMN  JO/KHOCTHBIMM  nuuamu  PepepanbHolt caykbbl no Haasopy B chepe
3ApaBOOXPaHEHUA U ee TepPPUTOPUA/IbHBIX OPraHOB:

a) pykosoautenb ®epepanbHolt cnyxbbl No Hag30py B chepe 34paBOOXPAHEHUA, ero
3amecTuTenu;

6) pykoBOAMTeNn CTPYKTYpHbIX nopapasgenennii ®epepanbHoi cayxbbl no Haasopy B
cbepe 3ApaBOOXpPAHEHWUA, WX 3aMeCTUTENU, [OO/KHOCTHLIMA pernameHTaMu  KOTOpbiX
npeaycMoTpeHbl MOIHOMOYMA MO OCYLLLECTBAEHUIO FOCYAaPCTBEHHOIO KOHTPONS;

B) UHble rocyapcTBeHHble rpaXkaaHckue cayawpme GegepanbHol caykbbl No Haa30py B
chepe 34paBOOXPAHEHMA, [OO/KHOCTHBIMM  pEernameHTamu  KOTOPbIX NpeayCMOTPEHb
NMONHOMOYUA NO OCYLLLECTB/IEHUIO TOCYAAPCTBEHHOIO KOHTPOIA;

r) pykoBoguTtenb TeppuUTOpuanbHoro opraHa ®egepanbHoit cnyx6bbi no Haa3opy B chepe
34paBOOXPaHEHUsA, ero 3aMecTUTeNu;

A) . PpYKOBOAUTENU  CTPYKTYPHbIX  MOAPa3fAesieHUid  TeppuTOpManbHOro  opraHa
®epepanbHoit  cnyxkbbl no Haaszopy B chepe 34paBOOXPAHEHMsA, UX 3aMeCTUTEeNM,
[AO/MKHOCTHBIMU pernameHTaMu KOTOpbIX NpeaycMOTPeHbl NONHOMOYMUS MO OCYLLECTB/IEHUIO
rocy4apCTBEHHOIO KOHTPOAS;

e)uHble roCyAapCTBEHHble TPa)KAAHCKME CAYMKalMe TeppuTOpPMasbHOrO OpraHa
®epepanbHoit  cnyxbbl no  Hag3opy B chepe 34paBOOXPAaHEHUA,  [AOKHOCTHbIMU
pernameHTamu KOTOpbIX NPeAyCMOTPEeHbl NOIHOMOYUA NO OCYLLECTBNEHUIO rOCYAapCTBEHHOro
KOHTpONSA.

7. K OTHOWeHMAM, CBA3AHHbBIM C OCYLLECTBAEHUEM TOCYAAPCTBEHHOIO KOHTPONS,
opraHvsauue U nNpoBeSeHUEM MPOBEPOK COOTBETCTBYIOLWMX HOPUAUYECKUX /UL, U
MHOMBUAYANbHDBIX NpeanpuHUMaTenei, NPUMeHAIoTCA nosioxkeHus degepansbHoro 3akoHa "O
3awmTe Npas PUANYECKUX UL, U UHAUBUAYANbHBIX NPeAnpUHUMaTENEN NPU OCYLLECTBAEHUN
rocyapCTBEHHOrO KOHTpona (Hag3opa) M MyHUUMNanbHOro KoHTpona" u depepanbHoro
3akoHa "0O6 ocHoBax oxpaHbl 340p0BbA rpaxaaH B Poccuiickoin Pegepaumn’.

8. Cpoku M nocnenoBaTe/NibHOCTb BbINONHEHUA AaAMUHUCTPATUBHbLIX MNpoueayp npu
OCYLLECTB/IEHUN TOCYAAPCTBEHHOIO  KOHTPONA  YCTaHaB/AMBAWOTCA  aAMMUHUCTPATUBHbIMU
pernameHTamMm  UCNONIHEHWUA  TOCYAAPCTBEHHbIX  QyHKUMWA,  pa3pabaTbiBaembiMu U



YTBEP}KAAEMbIMU B COOTBETCTBUM C nocTaHoB/ieHWem MNpasutenbcTBa Poccuiickoin Geaepaumm
oT 16 man 2011 r. N 373.

9. l'ocypapCTBEHHDBIW KOHTPONb OCYLLECTBAAETCA NOCPEACTBOM NAAHOBbLIX U BHENNAHOBbIX
AOKYMEHTapHbIX U (Mn) Bble3aHbIX NPOBEPOK B Nopaake, npeaycMoTpeHHom ®enepanbHbim
3akoHom "O 3awmTe NpaB OPUANYECKUX UL, U UHAMBUAYANbHBIX NpeanpuHUMaTenei npu
OCYLLUECTB/IEHUM FOCYAAPCTBEHHOIO KOHTPONA (HaA30pa) U MyHULMUNANLHOTO KOHTpONs'.

10. B OTHOWEHWM OPUANYECKUX JIUL, U  WHAMBMAYANbHLIX NpeanpuUHUMaTene,
OCYW,ECTBNAIOWMX OTAe/IbHbIE BUAbI AeATeNbHOCTU B chepe 3ApaBOOXPaHEHMA, NAAHOBbie
NPOBEpPKU NPOBOAATCA C NEPUOAUYHOCTBLIO, YCTaHOBNAEHHOMW [lpaBuTenbctBom Poccuiickol
depepauun.

11. MNpu npoBegeHuMn npoOBepoK, NPeAYCMOTPEHHbIX noAnyHkTom "a" nyHkra 3
HacToALero oN0XKeHWA, OCYLLLECTB/AIOTCA CNEAYIOWME MEPONPUATUA:

a) paccMoTpeHue [JOKYMEHTOB W MaTepuanoB, XapaKTepu3yloLMX L[eATeNbHOCTb
npoBepAemMblX OpraHoB, OpraHuM3auMin WU  UHAMBUAYANIbHLIX MpeanpuHUMaTene no
cobniogeHuio Npas rpaxaaH B chepe oxpaHbl 340p0BbA rParkaaH;

6) paccMoTpeHue JOKYMEHTOB M MaTepuasioB, XapaKTepusyloLwWwmx opraH13aumio paboTbl
No pPaccMoTpeHuto obpalleHnit rparkaaHx;

B) oueHKa cobniogeHua TpeboBaHWM 3aKoHoAaTenbCTBa Poccuitckoit depepaumu K
pasmeleHnio U copepXaHuio MHopmauum 06 OCywecTBisemon aeAaTenbHOCTM B chepe
OXpaHbl 340POBbA rPaXKAaH;

r) aKCNepTU3a KayecTBa MeAULUHCKON NOMOLLM, OKa3aHHOM NaLMUEHTY.

12. Mpu npoBeseHWU nNpOBEpPOK, NpeAyCMOTPEeHHbIX noanyHkTtom "B" nyHkta 3
HacToAwero MNonoxeHus, OCyLWEeCcTBAAKTCA CAeAYIOLWMUE MEPONPUATUSA:

a) paccMOTpeHue AOKYMEHTOB U MaTeEPMasioB, XapakTepusylLwmx opraHnsaumto paboTsl 1
OKa3aHWe MefMLMHCKOW MOMOLWM B COOTBETCTBUM C TpeboBaHUAMMU MOPALKOB OKa3aHWUA
MeZMNLMUHCKON NOMOLLM U CTaHAAPTOB MEAULMHCKON NOMOLLMK;

6) paccmoTpeHue u aHanus }anob rpaxnaH, CBA3aHHbIX C OKa3aHUEeM UM MeLMULUHCKON
NoMoOLWM, B TOM YUCAE COAEPXKALMUX CBEAEHWA O HenpeaocTaBNeHUU WUHPOPMaLUU O
BO3MOKHOCTU OKa3aHWUA MEAULMUHCKUX YCAYr, HaAUYUMU NEeKapCTBEHHbIX MpenapatoB U
MeANUMHCKUX U3AENUMN, BKNIOYEHHbIX B CTaHAAPT MeAULUHCKON NOMOLLU;

B) OCMOTP MCNOJIb3yeMbIX MPU OCYLLECTBIEHUM MELULMUHCKOM AeATeNbHOCTU 3LaHUN,
CTPOEHUI, COOPYXKEHWUIN, NOMELLLEHUI U TEPPUTOPUNA;

r) oueHka cobnioaeH1a NopaAKOB OKa3aHUA MEAULMHCKOW NOMOLLM, B TOM YUC/IE B 4acTH:

TpeboBaHUI K  OpraHu3auuMu  OEATeNbHOCTM  OpraHu3auui  (UX  CTPYKTYPHbIX
noapasaeneHun, Bpauen), UHANBUAYANbHLIX NpeaAnpUHUMaTENeN;

CTaHA,aPTOB OCHALLLEHUA;

PEKOMEHAYEeMbIX LUTATHbIX HOPMATUBOB;

A) oueHKa cobnoaeHUa CTaHaapTOB MeAULMHCKON NOMOLLM, B TOM YUCAE B YaCTK:

060CHOBAHHOCTU Ha3HAYEHUA MEAMUMHCKUX YCNYyr, UMEeKLWMUX YCPeAHEeHHYK YacToTy
npepocTaBfieHNAa MeHee 1, a TakKe NOJIHOTbI BbINONHEHUA MeAULUMHCKUX YCAYT C YCpeAHEHHOM
4acTOTOW NpenocTaBaeHua 1;

060CHOBaHHOCTU U MNONHOTbI Ha3HAYEeHUA NEKAPCTBEHHbIX NPenapaTos, UMNAAHTUPYEMbIX
B OpraHU3m 4YeNoBeKa MEeOMUMHCKMX MU34e/IMA, KOMMNOHEHTOB KpPOBW, neyebHOro nuraHus,
BKAIOYas CNeLMann3upoBaHHble NpoAyKTbl 1e4ebHOoro NnuTaHus;

e) 3KcnepTU3a KayecTBa MEAULMHCKON NOMOLLM, OKa3aHHOWN NaLUeHTy.

13. Mpu npoBegeHMM MPOBEPOK, NPeayCMOTPEHHbIX noanyHktom "r' nyHkra 3
HacToAwero MonoXeHua, OCyLLEeCTBNAAIOTCA CAeayolue MeponpuaTUaA:

a) PaccMOTpeHWe [OOKYMEHTOB W MaTepuanoB, XapaKTepu3ylowwux OpraHusauuio u
nposeAeHne MeAULMHCKMX  3KCNepTU3, MEeAMUMHCKMX OCMOTPOB M MeAMUUMHCKUX



OCBUAETENIbCTBOBAHUIA;
6) oueHKa cobnogeHns:

MOPAAKOB  NPOBEAEHUA  MEAULMHCKUX  3KCMEepPTU3, MEAMUMHCKUX OCMOTPOB W
MEANLIMHCKUX OCBUAETeNbCTBOBAHUI, B TOM YMC/e COAEPKALUMX NEPEYHU OCMOTPOB Bpauei-
CNeunanucToB U MeaULUHCKUX UCCNea0BaHMIA;

NPaBUi  BHECEHMA 3anuUced B MEAMLMHCKYIO [OKYMEHTaUMI0O Npu nposeaeHwu
MEANLMUHCKNUX SKCNepTus, MeAMULMHCKUX OCMOTPOB M MeAMUMHCKUX OCBMAETENbCTBOBAHUM, a
TaKkxe 0pOPMIEHUA UX Pe3yNbTaToB.

14. Tpu nposeAeHUM nNPOBEPOK, NPEAYCMOTPEHHbIX MOAMYHKTOM "e" nyHkTa 3
HacToAuero [oN10XKeHUs, OCYLEeCTBAAIOTCA CAEAYIOLWMEe MEPONPUATUA:

a) paccmMoTpeHue OKYMEHTOB U MaTepuasoB, XapaKTepu3yloLLmx opraHu3aumio paborbl,
Hanpas/ieHHOW Ha cobnloAeHME OrpaHWUuYEeHuUit, YCTAHOBNEHHbIX CTaTbeii 74 ®epepanbHoro
3aKkoHa "O6 ocHoBax oxpaHbl 37,0poBbA rpaxaaH B Poccuiickoii Gegepaumnn’, B Tom yucne
paccmoTpeHue:

AOTOBOPOB O NPOBEAEHUMN K/IMHUYECKMX WUCCNef0BaHUNA NeKapCTBEHHbIX MpenapaTos,
KIMHUYECKUX UCTIbITAHNI MEAUUMHCKUX U3LE/INIA, a TakKe 06 OCYLLeCTBACHUM MEaULMHCKUM
paboTHMKOM neparorMyeckom u (MAn) HayuHoN AeATeNbHOCTH;

A0roBOPOB O NOCTaBKaX /IeKAPCTBEHHbIX NpenapaTos, MeAULMHCKUX U34ENUN Ha NnpeameT
HaNUYUA B HUX YCNIOBMIA O HasHAYeHUU AN PEKOMEHAALMM NaumeHTam nMbo O NpeanoKeHUH
HacesieHUIo onpeAeNeHHbIX IeKapCTBEHHbIX NPenapaToB, MeAULMHCKUX U3AeNNN;

YTBEPXKAEHHOIO aAMUHUCTPaL el OpraH1M3aLmmn, UHAMBUAYaNbHLIM NpeAnpUHUMaTENEM,
KOTOpble OCYLLEeCTBNAIT MEAMUMHCKYI0 AeATeNbHOCTb, NOPAAKa y4acTua npepacrasutenei
OpraHu3auuin, 3aHuMalowmxca paspaboTkoi, npoussoacTBOM UM (Mau) peanusaumeit
NeKapCTBEHHbIX NPenapaToB, MeANLMUHCKUX U3AeNUl, opraHn3aumii, obnagaowmx npasamm Ha
UCno/ib30BaHNE TOProBOro HaMMeHOBaHUA IEKAapPCTBEHHOIO Npenaparta, OpraH13aLuii ONToBOM
TOProB/NN NE€KAPCTBEHHbIMU CPeACTBaMU, anTeYHbIX OpraHu3aumii (Mx npeacrasuTenei, UHbIX
$U3NYECKUX U IOPULNYECKUX NIULL, OCYLLECTBAAIOWMX CBOIO AEATENbHOCTb OT MMEHM 3TUX
opraHu3sauui) (ganee COOTBETCTBEHHO - KOMMaHMUA, NPeAcTaBUTeNb KOMMNaHWM) B cobpaHuax
MeAULMHCKMX PabBOTHUKOB U MUHbIX MEpPOMNpPUATUAX, CBA3AHHbLIX C MNOBbIWEHUEM WX
NpodeccuoHaNbHOro YPOBHA UK NpeaocTaBieHuem MHGOPMaLUK, NPeAYCMOTPEHHOW YacTbio
3 cratbu 64 ®epepanbHoro 3akoHa "O6 obpalieHUM NEeKapCTBEHHbIX CPeacTs" M 4YacTbio 3
cratbn 96 ®epepanbHoro 3akoHa "O6 ocHOBax OXpaHbl 340pOBbA rpakaaH B Poccuiickol
depepauyun’;

6) ocmoTp nomelleHnit Ha npegmeT Hanuuma 61aHKOB, cofepKawmx WHPoOpMaumio
peKknamMHoro xapaktepa, peuenTypHbix 671aHKOB, Ha KOTOPbIX 3apaHee HaneyaTaHo
HauMeHOBaHWe JIeKapCTBEHHOro npenapaTta, MeAULMHCKOrO u3genvsa, a Takke o06pasuos
JIeKapCTBEHHbIX NPenapaToB U MeAULUHCKUX U3AENUI SNA BPYYEHUA NauueHTam;

B) OLEHKA BbIABNEHHbIX C/lyYaeB HeCOBNI0AEHUA OrPaHUYEHUIA, YCTaHOB/IEHHBIX CTaTbeW
74 ®epepanbHoro 3akoHa "O6 ocHoOBax oOxpaHbl 340pOBbA rpaxaaH B PoCCUIACKON
depepaunn’;

r) aHanus:

opraHuM3auuu pabotbl N0  MHOOPMUPOBAHUID  MEAULMHCKMX  pPabOTHMKOB,
dapmaueBTUUeCKMX pabOTHMKOB, KOMMNaHWK, nNpeacTaBuTeNe KOMMaHWW U rpakgaH o6
YCTaHOB/NIEHHbIX 3anpeTax Ha COBEpLUEHUE ONpeaeneHHbIX A4eNCTBUA U OTBETCTBEHHOCTU 3a UX
coBepLUeHue;

obpalweHnit rpaxaaH, coAepXKawmx CBeAeHMA O MpeaoCTaBAeHUU Hea0CTOBEPHOM,
HEMONHOM WU UCKAXKeHHON MHPopMaLMKU 06 MCNONb3yeMbIX NMPU HA3HAYEHUU Kypca ieyeHus
JIEKapCTBEHHbIX Mpenapatax, 0 MegUUWHCKUX W3L4EeNuAX, BK/YaA COKPbITUE CBEAEHUW O
HanuuMm B 06paLLeHMM aHANOTUYHbLIX NEKAPCTBEHHbIX MPEnapaTtoB, MEAULNHCKUX U3LENUN,



nMbO O HaAMuMM B anTeyHoW OpraHM3auum NeKapCTBEHHbIX MpPenapaTtoB, WMeOLLUX
OAMHAKOBOE MeX/AyHAapOAHOEe HenaTeHTOBAaHHOe HaUMEHOBAHWE, MEeAMLMHCKUX u3genuii,
BK/IIOYaA COKpbITUE MHPOPMALMKU O HANMYMK NEeKapCTBEHHbIX npenapartos U MeauLUHCKUX
U3aenun, umetowmx 6onee HU3KyIo LeHy.

15. Npu nposeaeHnun npoBepok, npemycMOTPEHHbIX noanyHkrom "x" nyHkra 3
HacTosALlero oNokKeHus, OCyLeCTBAKIOTCA CheayioLMe MePONPUATUA:

a) paccMOTpeHMe [OKYMEHTOB W MaTepuanos, XapaKTepU3ylwWwmnx opraHusauuio
BEAOMCTBEHHOTO U BHYTPEHHErO KOHTPO/IA KauecTBa M 6e30MacHOCTM  MeAULMHCKON
AEeATEeNbHOCTU, B TOM YUC/IE PACCMOTPEHME:

aKTOB (efepanbHbIX OPraHOB WCMOHMTENbHOM BNAacTU M OPraHOB MCMONHUTENbHOI
BnacTM cybvektos Poccuiickoit depepauyu, perynmpyiowmx npasuna OCYLLLECTBNEHUA UMU
BEAIOMCTBEHHOIO  KOHTPONA KayecTBa M 6e30MacHOCTU  MEAUUMHCKON  [AeATeNbHOCTH
noABeA0MCTBEHHbIX UM OPraHOB U OpraHu3aLuii;

nopAAKa NpoBeAeHUA BHYTPEHHEro KOHTPONA KayecTBa U 6€30MacHOCTU MeaMLMHCKOM
AEATENbHOCTH, YTBEPXAEHHOTO pykoBoAUTENAMM deaepanbHbiX OPraHoOB WMCMNOAHWUTENbHOM
BNIaCTU, OPraHOB MCMONHUTENbHOW BacTM cybbekToB Poccuiickoit Depepaummu M opraHos
MECTHOTO CaMOYNpaB/ieHWA, OCYLLECTB/AKWMX MNONHOMOYUA B chepe OXpaHbl 340pPOBbA
FPAXAaH, a TaKke OCYLEeCTBNAWMX MEAULMHCKYI [eATeNbHOCTb OpraHu3auui  u
UHOMBUAYANbHBIMU NPeaNPUHUMATENAMMU;

6) oueHKa:

cobnioaeHUn YCTaHOBNEHHOrO NOpAAKa NPOBEAEHWUA BELOMCTBEHHOMO W BHYTPEHHEro
KOHTPONA KavyecTBa U 6e30NacHOCTU MeAULMHCKOW AeATeNbHOCTY;

cobniogenns nopagka OQPOPMIAEHUA pPe3yNbTaTOB BEAOMCTBEHHOTO W BHYTPEHHErO
KOHTPO/IA KayecTsa U 6e30nacHOCTU MeAUUUHCKON AeATeNbHOCTHU;

060CHOBaHHOCTU Mep, NPUHUMAEMbIX MO pe3ynbTaTaM NPOBEAEHUA BEAOMCTBEHHOrO U
BHYTPEHHEr0 KOHTPONA KayecTsa U 6€30NacHOCTM MeANUMHCKOW AeATENbHOCTH;

B) aHanu3 3pPeKTUBHOCTU NPOBOAUMOrO BELOMCTBEHHOTO W BHYTPEHHEr0 KOHTPO/SA
KayecTtBa U 6e30NacHOCTU MeAULUHCKOW AeATEeNbHOCTU.

16. Tlpu npoBeaeHWM COOTBETCTBYIOLMX NPOBEPOK [AO/MKHOCTHbIE AWLE OpraHa
rocy,apCTBEHHOTO KOHTPO/IA NPU NPeAbABNEHUA UMU CYXKeBHbIX YA0CTOBEPEHUI U NpuKasa
pyKoBOAMTENA OpraHa rocyAapCTBEHHOrO KOHTPONA WU €ro 3amMecTuTeNs O MPOBEAEHUM
NPOBEPKU UMEIOT NpaBo:

a) 3anpawuBaTb U NO/Ny4aTb CBEAEHUA, HeobXxoaMMble ANA NPUHATUA peLleHUs no
BONPOCAM, OTHECEHHbIM K KOMNEeTEeHL MU OpraHa rocyaapCTBEHHOrO KOHTPONS;

6) npusnekaTtb B yCTaHOBNEHHOM MopAaAKe AnA NpPopaboTKu BONPOCOB B cpepe oxpaHbi
3[,0POBbA rpaXAaH Hay4Hble U UHbIE OPraHN3aLMK, Y4eHbIX U CNeumnanucTos;

B) becnpenATCTBEHHO NONYYaTb AOCTYN Ha TEPPUTOPUIO NPOBEPAEMbIX OPraHU3aLuit Unu
UHAMBMAYA/IbHBIX NpegnpuHumaTeneid nMbo B WUCNONb3yemble UMW MPU  OCYLLECTBAEHUM
MeAMUUHCKOW (papMaueBTUHECKON) [eATe/IbHOCTU 34aHUA, CTPOEHUA, COOPYMKEHUA W
NOMELLEeHUA, a TaKKe K ucnonblyembim umum obopyaoBaHuio, NogobHbiIM obbekTam w
TPaHCNOPTHbIM  cpeactBam. [lpM  BOCNPEnATCTBOBAHUM  OOCTYNYy  AO/MKHOCTHbIX  NUL,
NpoBOAALMX MPOBEPKY, HAa TEPPUTOPUID UK B MOMELLEHUE MPOBEPAEMbIX OpPraHU3aLuin u
UHAMBUAYaA/IbHLIX NpeanpuHUMaTene 3TUMKU AOMKHOCTHbIMU IMLLA@MW COCTaBNAETCA aKT B
nopagkKe, yCTaHOBJIEHHOM OPraHOM roCyA,apCTBEHHOr0 KOHTPONSA;

) OCyLLLeCTBNATL C 0POPMIEHUEM COOTBETCTBYIOLMX NPOTOKONOB 0TBOP Npob u 0bpasuos
MaTepuasoB U OpraHU3oBbiBaTb MNpoBeAeHue HeobXxoAUMbIX WCCNen0BaHWUMN, WCMbITaHUN,
3KCrepTus, aHaln30B U OLLEHOK, B TOM YUC/Ie SKCNEepPTU3 KayecTBa MegULUHCKOW NOMOLLY;

A) CHAMAaTb KOMUKU C AOKYMEHTOB, HEOOXOAMMbBIX ANA NPOBEAEHUA rOCyAapCTBEHHOro
KOHTPO/IA, B YCTAHOB/IEHHOM 3aKOHOAaTeNnbCcTBOM Poccuiickon Pepepauuun nopagke, a TakKe



NPOU3BOAUTL B HEOBXOANMBIX C/lyyasx GOTO- U BUAEOCHEMKY NP OCYLLIECTB/IEeHUM OCMOTPa U
obcnepoBaHus;

e) NPUMEHATb NPeAyCMOTPEHHbIe 3aKOHOAATENbCTBOM POCCHIiCKOM ®epepauun mepbi
OTPaHUYUTENBHOTO, NpeaynpeAnTeNbHOrO M NPOPUNAKTUYECKOTO XapaKTepa, HanpasieHHbie
Ha HeJonylweHne U (MAK) AMKBUAALMIO NOCNEACTBUIN HapyLIEHUA 0BA3aTeNbHbIX TpeboBaHui1 B
COOTBETCTBMM C YCTAHOB/IEHHbIMW NOIHOMOUYUAMM OpPraHa rocyapCTBEHHOTO KOHTPONS;

) AaBaTb IOPUANYECKUM M PU3NYECKUM IMLLAM PA3bACHEHUA MO BOMPOCAM, OTHECEHHbIM
K KOMNeTeHuUn opraHa rocy,apCTBEHHOrO KOHTPOA.

17. Mo pesynbTaTam NpOBEpPKU OPraHOM rOCYAAPCTBEHHOrO KOHTPONA COCTaBAAETCA
COOTBETCTBYIOWMI  aKT. OpraH rocy4apCcTBEHHOrO KOHTPONA pa3Mewaer Ha CBOeM
od1UNaNnbHOM caiiTe B UHOOPMALMOHHO-TENEKOMMYHUKALMOHHOM CeTM "UHTepHeT" peweHnun
W npeanucaHuA, MpUHATbIE B MNPOLECCe OCYLLeCTB/IEHUA TOCYAAPCTBEHHOrO KOHTPONA W
3aTparvBalole UHTepechl HEONPeAEeNEHHOro Kpyra nuL,.

18. PeweHun n peictena (6esneiicTene) JOMKHOCTHBIX ML, OPraHOB roOCYAapCTBEHHOO
KOHTpoNA MoryT 6biTb 06XanoBaHbl B MOpAAKe, YCTaHOBNEHHOM 3aKOHOAATE/NIbCTBOM
Poccuiickon ®epepauuu.




