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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018

NPABUTENbCTBO POCCUUCKOW ®EOEPALIUU

NMOCTAHOBIJIIEHUE
oT 25 ceHTAOpA 2012 r. N 970

OB YTBEPXXOEHUN NONOXEHUA
O roCYAAPCTBEHHOM KOHTPOIJIE 3A OBPALLEHNEM
MEOULUUHCKUX N3OENUA

CnNCOK U3MEHSOLLMUX AOKYMEHTOB
(B pen. MNMoctaHoneHun MNpasutenbctea P® ot 14.09.2016 N 923,
ot 14.07.2017 N 840, ot 22.07.2017 N 868)

B cootBeTcTBUM co cTatben 95 PepepanbHoro 3akoHa "O6 ocHOBax OxpaHbl 340pOBbs rpaxaaH B Poccuickon
depepaummn” MNMpasutenbcTeo Poccuickon depepaumm NnoCTaHOBNSAET:

1. yTBepDMTb npunaraemMmoe lMonoxeHune o rocygapCTtBeHHOM KOHTpOIsie 3a o6pau.|,eHV|eM MEOULMHCKNX N3Oenui.

2. Peanmaaumq I'IOJ'IHOMO‘-II/IVI, npeayCMOTPEHHbIX HacCTodAlMM NOCTaHOBIEHNMEM, OCYLUECTBINAETCA B npeaenax
ycTaHoBMeHHbIX [NpaButensctBoMm Poccuiickorn Pegepauunm npenenbHOW YUCNEHHOCTM PabOTHUKOB LIEHTParbHOro
annapata u TeppuTopuanbHbiX opraHoB ®eaepanbHon cnyxObl MO HaA30py B Cepe 3OpaBOOXpPaHEHWs, a Takke
OlooKeTHBIX aCCUrHOBaHWUM, NpegycMoTpeHHbIX Cnyxbe B degepanbHOM OloaKeTe Ha pyKOBOACTBO M yrnpaBlieHME B
chepe ycTaHOBMNEHHbIX OYHKLMNA.

Mpencenatens MNpaBuTenscTea
Poccuiickon depepatmm
O.MEOBEJOEB

YTBEPXKOEHO

noctaHoBrieHnem lNpaBuTenLcTBa
Poccuiickon ®depepaumm

oT 25 ceHTs6psa 2012 . N 970

NONOXEHUE
O roCYoAPCTBEHHOM KOHTPOIJIE 3A OBPALLEHUEM
MEOUUUHCKUX N3OENUA

CnncoK U3MEHSIOLLNX JOKYMEHTOB
(B pen. MNMoctaHoneHun MNpasutenbctea P® ot 14.09.2016 N 923,
ot 14.07.2017 N 840, ot 22.07.2017 N 868)

1. HacTosiwee lNonoxeHne onpenensieT Nopsaok opraHM3aumMu U NpoBedeHus ToCyAapCTBEHHOTO KOHTPONS 3a
obpalleHnemM MeanUMHCKMX U3aenuii (ganee - rocyaapCTBEHHbIN KOHTPOIb).

1(1). Hacrosiwee lNonoxeHne He pacnpoCTpPaHAETCA Ha WHOCTPaHHbIX IOpUAMYECKUX NUL U UHAMBMAYaNbHbIX
npegnpuHMmartenem, ocyLecTBASIOWMX MeANLMHCKYI0 OEATENbHOCTb HA TEPPUTOPUM MEXAYHAPOOHOro MeaNLIMHCKOro
Knactepa Ha OCHOBaHUWM pa3peLunTernbHOW AOKYMEeHTauun, BblAAHHOW B YCTAHOBMEHHOM MOpPSAKe YNONHOMOYEHHbIMM
opraHamu 1 opraHusauusMy MHOCTPaHHOro rocygapcrsa - uneHa OpraHusauum 3KOHOMMYECKOro COTpyAHMYECTBa U
pasBuTMA 1 NogTBEpXKAALWEN NpaBo Ha OCyLLEeCTBIIeHNe MEANLMHCKON AeATeNbHOCTU.

(n. 1(1) BBeaeH [ocTtanoenexvem lMpasutensctea P® ot 14.09.2016 N 923)

2. [ocyaapCTBEHHbIV KOHTPOIb ocyllecTensaeTcs PeaepanbHon cryxbon no Hagsopy B cdepe 30paBOOXpaHEHUS
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018

N ee TeppuTopuanbHbIMM OpraHaMmm (ganee - opraH rocygapCTBEHHOIO KOHTPOrs).
(n. 2 B pea. OoctaHoBnexud MNpasutensctea PP ot 22.07.2017 N 868)

3. [JOMmKHOCTHbIMKM  NMUaMWU OopraHa rocygapCTtBeHHOro KOHTpONA, YMNOJIHOMOYEHHbIMU  OCYLLECTBIATb
FOCYﬂapCTBEHHbIVI KOHTPOIJ1b, ABITAIOTCA:

a) pyKoBOAMTENb, €ro 3aMeCcTUTENH;

6) pykoBoaUTENM CTPYKTYPHbIX MoApasgeneHuin, Ux 3aMecTUTenu, OOMMKHOCTHBIMU perfnaMeHTaMu KoTopbiX
NpeayCMOTPEHbI MOSTHOMOYMS MO OCYLLECTBIIEHUIO FTOCYAAPCTBEHHOTO KOHTPOSS;

B) MHbl€ ToCyapCTBEHHbIE rpaXXgaHCKUe cnyxaiwimne, OOJMKHOCTHbIMU pernamMmeHTaMmn KOTOPbIX npeayCMOTPEHbI
NOJTHOMO4YKA NO OCYLLECTBIIEHNIO TOCY4apPCTBEHHOIO KOHTPOIA,

r) pykoBOAuUTENb TEPPUTOPUANBEHOTO OpraHa, ero 3aMecTUTenNu;

,D,) PyKOBOAUTEITN CTPYKTYPHbIX nop,pas,qeneHMVl TeppuUTopmnarnbHOro opraHa, unx 3amecTtutTenn, AOJMKHOCTHbIMU
pernaMmeHTaMmn KOTopbiX NpeayCMOTPEHbI NMOJTIHOMOYUA MO OCYLLECTBIIEHNK roCya4apCTBEHHOINo KOHTPOIA;

e) MHbl€ roCydapCTBEHHbIE rpaKgaHCKmne cnyXxaljne TepputopuanbHOro opraHa, goJHKHOCTHbIMU pernaMeHTamMu
KOTOPbIX NpeayCMOTPEeHbl MOJTHOMO4YMA MO OCYLWEeCTBIIEHUIO rocyaapCTBEHHOIo KOHTPOI4.

4. MNpwn opraHn3auun 1 ocyLLEeCTBIEHNN rOCYaapPCTBEHHOIO KOHTPOJSISi OpraH rocy4apCTBEHHOIO KOHTPOSS Bnpase
npuBnekaTb 3KCMEPTOB, a TaKKe 3KCMepTHble OpraHu3auun, KOTOpble aKkKpeauTOoBaHbl B MoOpsiake, YCTaHOBIEHHOM
noctaHoBnexveM lNpasutensctea Poccuiickon ®epepauun ot 20 aBrycta 2009 r. N 689.

5. TlpeameToM MpOBEPOK, MNPOBOAMMbBIX MPU OCYLLECTBMEHUN T[OCYLAPCTBEHHOrO KOHTPONS, SBMSeTcs
cobrnogeHne pUaNYeCcKMMM NMuamMun, UX PYKOBOAUTENAMW UM WUHBIMW LOIDKHOCTHBIMU NUUAMW, WHOAMBUOYAIbHLIMU
npeanpyHMMaTens M1, MX YMNOSTHOMOYEHHbIMU npeAcTaBuTensMm obs3aTenbHbiX TpeboBaHUW NpW OCYLLECTBREHUU
nedarenbHocTn B cdepe obpalleHna MeanUMHCKUX U3L4enui, NnpeaycMoTpeHHon YacTtbio 3 ctatbn 95 degepanbHoro
3akoHa "OB6 ocHOBax OxpaHbl 300pOBbs rpaxaaH B Poccunckon ®epepavumu.

(n. 5 B pea. OoctaHoBnexus MNpasuTtensctea PO ot 22.07.2017 N 868)

6. OpraH rocygapCTBEHHOTO KOHTPOSS OcCyLlecTBnseT QYHKUMM NO rocygapCTBEHHOMY KOHTPOM 3a
TEXHUYECKUMU UCNbITaHNAMM, TOKCMKONOTMYECKUMM nccneoBaHuaMM, KNUHUYECKUMMN UCNbITaHNAMMU,
ahbheKTUBHOCTLIO, 6€30MacHOCTLI0, NPOM3BOACTBOM, M3rOTOBIIEHMEM, peanu3aunen, XpaHeHNeM, TPaHCNOPTUPOBKOM,
BBO30OM Ha Tepputoputo Poccuiickon degepauuun, BbIBO3OM C Tepputopun Poccuitickon depepaumm MeauuUMHCKUX
n3genui, 3a WX MOHTaXOM, HamnagKkow, NPUMEHEHWEM, 3KChryaTaumen, BKIoYas TexHudeckoe OOCnyXuBaHue,
PEMOHTOM, MPUMEHEHMEM, YTUNN3ALNEN UITN YHUYTOXEHNEM.

7. F'ocynapCTBEHHbIV KOHTPOSb OCYLLECTBASIETCS NOCPeaCTBOM:

a) npoBefeHnNsi NPoBepOK cobnogeHns nuuamu, ykasaHHbIMM B MyHKTE 5 Hactoswero lMonoxeHus, npasun B
chepe obpalieHns MeOUUUHCKMX U3genun, yTeepxgaemMblX MUWHUCTEPCTBOM  34paBoOXpaHeHuss Poccuimckon
depepauuy;

(nn. "a" B pen. MNoctaHoeneHud MNpasutensctea PO o1 22.07.2017 N 868)

0) BblgauM paspelleHun Ha BBO3 Ha Tepputopuio Poccuiickon ®epepaumm MeaMUMHCKUX U3OENUA B LIENSIX MX
rocyapCTBEHHOWN perncTpaumu,

B) npoBeaeHnNA MOHUTOPUHIA 6e30nacHOCTN MeAULMHCKUX U3OENUA.

7(1). FocyaapCTBEHHbIN KOHTPOMb OCYLLECTBNAETCA C MPUMEHEHMEM PUCK-OPUEHTUPOBAHHOIO NOAX0Aa.
(n. 7(1) BBegeH [ocTtanoenexvem lMpasutensctea P® ot 22.07.2017 N 868)

8. K oTHOLWEHMAM, CBA3aHHBIM C OCYLLECTBIIEHNEM FOCYAapCTBEHHOIO KOHTPONMS, OpraHM3aumnen u npoBegeHneM
NMPOBEPOK HPUANYECKMX NUL, UHAMBUAYaANbHbIX NPeAnpuHMMaTenen, NpUMEHSsITCA nonoxeHus degepanbHOro 3akoHa
"O 3awmTe npaB LPUOMYECKNX NUL U MHAMBUAYATbHbLIX NpeanpuHUMaTenen npu OCyLWEeCTBIEHNM FOCYAapCTBEHHOMO
KOHTpons (Hagsopa) u MyHuumnanbHoOro koHTpona" n deaepanbHoro dakoHa "O6 ocHOBax OXpaHbl 300POBbA rpaxaaH B
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018

Poccuiickon ®epepauun”.

9. lMNpwn ocyLecTBNEHUN rOCYAapCTBEHHOIO KOHTPOSS NPOBOASATCS AOKYMEHTapHble U Bble3dHble, NMaHoBbIE U
BHEMNMAHOBbIE MPOBEPKM B COOTBETCTBUMM C PepepanbHbiM 3akoHoM "O 3awute npaB  OPUONYECKUMX IUL U
WHAMBUAYanbHbIX NpegnpyHMMaTenei Npy ocyLeCcTBNEHMN rOCygapCTBEHHOIO KOHTpOns (Hag3opa) U MyHUUMNanbHoro
KOHTpoOns".

10. Cpokn n nocnepoBaTernibHOCTb aAMUHUCTPATMBHBIX Mpoueayp W aAMUHUCTPATUMBHLIX OENCTBUA opraHa
rocyJapCTBEHHOIO  KOHTPONS  yCTaHaBNMBAKTCA paspabaTbiBaeMbiMM B COOTBETCTBUM C  [OCTAHOBINEHWEM
MpasutenbctBa Poccunckon ®egepaumm ot 16 maa 2011 r. N 373 agMUHUCTpaTUBHBIMW perfiameHTaMy UCNOSTHEHNS
rocygapCTBEHHbIX PYHKUMI, YKa3aHHbIX B MyHKTE 6 HacTosAwero MNonoxeHns.

11. JOmKHOCTHbIE NKLa, OCYLLECTBASOLNE rOCYAapCTBEHHbIV KOHTPOMb, NPU NPpOBEeAEeHUN NPOBEPOK MNOMb3YHTCA
npaBamu, npegycMoTpeHHbIMU cTatben 86 ®PepepanbHoro 3akoHa "O6 OCHOBax OXpaHbl 340POBbS FpaaaH B
Poccuiickon ®epepaummn”, cobniogatoT orpaHMyYeHns U BbINOMHSIOT 0093aHHOCTM, YCTaHOBMEHHbIE cTatbamu 15 1 18
depepanbHoro 3akoHa "O 3awmTe nNpaB  OPUONYECKUX NUL, W UHOUBMAYaAIbHbIX NpeanpuHMMarenen npu
OCYLLECTBMEHMM TOCYAApCTBEHHOINO KOHTpons (Hagsopa) W MyHUUMNANbHOrO KOHTpomns', a Takke HecyT
OTBETCTBEHHOCTb 3a HeHaasexallee NCNOJNTHEHNE BO3MOXEHHbIX Ha HUX MONTHOMOYUIA.

12. I'IpM OCyLleCTBIEHNN roCyaapCTBEHHOIo KOHTPOJIA NPoOBOAATCA cneaywmne meponpudaTna no KOHTPOJHO!

a) paccMoTpeHue, aHanmM3 U OueHKa CcBedeHun, obpalleHuin W 3asBneHun rpaxgaH, B TOM  4ucne
UHOuBMAYyanbHbIX MpeanpuHUMaTenen, PUONUYEcKUX nuy, WHgopMaumm OT OpraHoB rOCyOapCTBEHHOW BRacTwy,
OpraHoB MECTHOrO CamMoyrnpaBfieHusl, U3 CPEACTB MacCOBOM MHGOPMAaLMK, MOCTYNMUBLLUMX B OpraH rocygapCTBEHHOrO
KOHTpONS;

6) paccMoTpeHue, aHanu3 1 oueHka ceegeHun (MHopmauun), cogepxalumxcs B JOKYMEHTax, yCTaHaBNUBatoLLmX
OpraHv3auMoHHO-NPaBoBy0 hopMy, NpaBa U 06A3aHHOCTM MWL, yKa3aHHbIX B NyHKTe 5 HacToswero MNonoxeHus, npu
OCYLLECTBMEHNN AeATeNnbHOCTM B cdepe obpalleHns MeOMUMHCKMX M3OENMA U CBA3AHHbIX C WCMOMHEHWEM WMWK
obgasatenbHbix  TpeboBaHWN, B TOM yncne cBeaeHun, cogepxaLimxcs Ha ux  canTtax B
MHOPMALMOHHO-TENEKOMMYHMKALMOHHOM ceTh "UHTepHeT";

(B pea. OoctaHoBnenud MNpasutensctea PP o1 22.07.2017 N 868)

B) obcnenoBaHve TEPPUTOPUNA, 34aHUIA, CTPOEHWI, COOPYXEHUI, NOMELLEHUA, 060PYAOBAHNS U NHBLIX OOBHLEKTOB,
MCMNomb3yeMbIX NMLUaAMKM, yKa3aHHbIMU B MyHKTE 5 HacToswero MonoxeHwsi, NpyM OCYLLECTBIEHUN OEATENbHOCTM B
cchepe obpalleHns MeAULMHCKUX U3OENnA;

(B pea. OoctaHoBnenud MNpasutensctea PP o1 22.07.2017 N 868)

r) npoBepka coOMOAEHMS NuUUamK, ykasaHHbIMWM B NyHKTe 5 Hactosiwero [lonoxeHus, npaBun B cdepe
obpalleHNs MeANUNHCKUX U3OEeNWiA;
(B pea. MNocTtaHoBneHus MNMpaeutensctea PP ot 22.07.2017 N 868)

4) NnpoBepka cobntogeHust TpeboBaHWiA HOPMATUBHOWN, TEXHUYECKOW M SKCNIyaTaLMOHHOM LOKYMEHTaUUN nuuamu,
yKkasaHHbIMM B NyHKTe 5 HacToswero [lonoXeHus, Npu OCYLLECTBMEHUM [OeaTenbHOCTM B cdepe obpalleHus
MeOULMHCKUX N3nenui;

(B pea. MNocTtaHoBneHus MNMpaeutensctea PP ot 22.07.2017 N 868)

€) NpoBepKka Hanuuus paspelleHWuid, BblAaHHbIX Ha BBO3 MEOWLUMHCKMX U3Oenuili Ha Tepputopuio Poccuiickoit
degepaumm B LENsX UX rocyAapCTBEHHOW perncTpaumu;

) NpoBeAeHWe MOHUTOpPKHIa 6e30MacHOCTU MEANLMHCKUX U3AEnnN;

3) npoBepka cCObOMOAeHMs nuuamMu, ykasaHHbIMM B NyHKTe 5 HacTosuwero [MonoxeHusi, nopagka nNpoBeAeHus
OLIEHKM COOTBETCTBMSA B (DOPME TEXHUYECKMX UCMbITaHWI, TOKCUKOMOMMYECKUX UCCNEA0BaHNI, KIIMHUYECKMX UCTbITaHWUIA
MEeONLMHCKUX N3Oenvin B Lensx rocyaapCTBEHHOW perncTpaunm MeauLMHCKUX nsgenvn;

(B pea. OoctaHoBnenud MNpasutensctea PP o1 22.07.2017 N 868)

1) oTéop 06pa3sLoB MeOULMHCKUX M3OeNnuii, pacCMOTPeHue, aHanmu3 U oleHKa NPOTOKOMNOB WM 3aKYeHUN,
npoBeneHHbIX UCCNEeNoBaHWiA, UCMLITAHWUIA U SKCNEpPTUS;
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018

K) mpoBedeHne, aHanu3 n OueHKa WUCCreAoBaHWN, UCNbITAHUI U 3KCMEePTU3, HampaBrieHHbIX Ha yCTaHOBNEeHue
MPUYNHHO-CMEACTBEHHbLIX CBA3EW  BbISBMEHHbIX  HapylweHuh obssaTenbHbix TpeboBaHwi € aktamm 1
06CcTOATENBCTBAMM, CO3AAIOLLMMU YTPO3Y XU3HWN, 3A0POBLIO rpaxaaH U MeanUMHCKUX paboTHNKOB.

12(1). OomkHOCTHblEe Nnuua, yka3aHHble B MNyHkTe 3 HacToswero [MonoxeHws, nNpyM MNpoBeAEeHWMU MNf1aHOBOW
NpoBepKnN 06513aHbI NCMONb30BaTh NPOBEPOYHBIE NIUCTbI (CMMCKM KOHTPOSIbHBIX BOMPOCOB).

VMcnonb3oBaHue NPOBEPOYHbIX JTUCTOB (CI'II/ICKOB KOHTPOJbHbIX BOI'IpOCOB) ocyLlecTBndeTCcAaA npu nposeneHun
nyaHoBON NPOBEPKN BCEX OPpUONYHECKNX NNL N nHOnBMUAYyalbHbIX npe,qanHmmaTeneVl.

MpoBepOoYHbIE NUCTBI (CANUCKM KOHTPOSbHBIX BOMPOCOB) CoAepXaT BOMPOCHI, 3aTparnsatLime npeabsisnsemMble K
IopManNYecKoMy nuuy M MHOUBUAyanbHOMY nNpeanpuHuMaTento obsizatenbHble TpeboBaHus, COGNoAEeHWE KOTOPbIX
ABMNseTca Havbornee 3HAYMMbIM C TOYKM 3PEHUSA HeOOMyLLEeHUS BO3HUKHOBEHUS Yrpo3bl MPUYMHEHUS BPeda >XU3HW,
30,0POBbLIO rPaXaaH.

[MpeomMeT nnaHOBOW NPOBEPKM HOPUAMYECKUX NUL U UHAMBMAOYyaNbHbIX NpeanpuHMMaTtenein orpaHvdMBaeTcs
nepeYyHemM BONPOCOB, BKIIOYEHHbIX B MPOBEPOYHbIE NIUCTbI (CMIMCKU KOHTPOSbHBLIX BOMPOCOB).
(n. 12(1) BBegeH [ocTtaHoBnenunem lMNpasuTtensctea PP ot 14.07.2017 N 840)

13. B cnyyae BO3HUKHOBEHMS Yrpo3bl MPUYMHEHNS BPeAa XKU3HW, 300POBbI0 rpaxkaaH U MeAULMHCKUX paboTHUKOB
nMBOo MpUYMHEHUA BPeaa XU3HW, 340POBbI0 rpaxaaH U MeQULIMHCKUX PaBGoTHUKOB opraH rocyaapCTBEHHOro KOHTPOMs
NPUHUMAaET pelleHne O MPUOCTAHOBMNEHUN MPUMEHEHUS MeOWLMHCKOTO W3Aenus, [OOMKHOCTHble nuua opraHa
rocy4apcTBEHHOTO KOHTPOMSA OCYLLECTBNAIT 0T6op 06pasLoB MeaULUMHCKUX M3Aenuin U ohopMNSOT COOTBETCTBYHOLLNIA
MPOTOKOJ.

[OMKHOCTHBIE NKMLa opraHa rocyJapCTBEHHOrO KOHTPOISi OPraHn3yoT NPOBEAEHMNE UCCNeSOBaHUIA U UCTIbITAHUI
06pasyoB MEOULMHCKNX U3OENUIN B OpraHn3aumnsax B COOTBETCTBUM C 3aKkOHoAaTeNbCTBOM Poccunckon ®enepaumn.

Konumn pe3ynbTaTtoB NpoOBeAEHHbIX nccnegoBaHnin U UCNbITaHUN 06pa3LI,OB MeANLMHCKMUX U3aennin HanpaBnAlTCA
npoussoanTeNnto MeanuuHCKOro msgenna unn ero ynosiHoMoYeHHoMy npencrtaBuTento, rpaxgaHuHy, ropuamnvyeckomy
muy U nHamemnayanbHOMY npeanpuHnMaTtento, y KOTopbiX ObINn N3bAT o6pa3eu MeaNLIMHCKOro n3aenua.

14. B cnydyae ycTaHOBMNEHWs (paKTOB U OOCTOATENbCTB, CO3AAlOLIMX Yrpo3y >KWU3HM, 3[0POBbIO rpaxaaH U
MEAMLMHCKUX paboTHMKOB NpY NPUMEHEHUN U 3KCTyaTauuyM MeauUUHCKMX U3aenuii, NoaTBepXaeHHbIX pesynbTaTtamu
NnpoBedeHHbIX UCCNeaoBaHun U UCMbITaHUA 00pasLoB MeOULMHCKUX W3OENuii, opraH rocydapCTBEHHOro KOHTPOnS
NPUHMMAaET Mepbl MO NPeAYNPEXAEeHUI0 Y NPEeCeYEHUIO BbISIBIEHHbIX HapYLLEHWIA.

15. OpraH rocygapCTBEHHOTO KOHTPONS MPUHUMAET pelleHne O BO30OHOBMEHUWN MPUMEHEHUS MEOMLMHCKUX
nsgenuin B cniyyae, ecnu dakTbl U 0OCTOATENBCTBA, CO3galoLme Yyrpo3y XXU3HW, 300POBbIO rpaXaaH U MeaULMHCKMX
pabOTHMKOB MPY MPUMEHEHUN U 3KCNITyaTaumMm MeANLMHCKUX N3OenNnin, He NOATBEPXKAEHbI pe3ynbTaTaMu NPOBEAEHHbIX
nccnegoBaHuM U UCNbITaHWIA 06pa3yoB MEONLMHCKNX U3OEeNui.

16. Mo pe3ynbTataM npoBepKn AOJIKHOCTHbIMU NUUaMW OpraHa rocyaapCTtBe€HHOro KOHTPOIid, npoBoAdALLnMU
NPOBEPKY, COCTABJIAETCA aKT MO yCTaHOBﬂeHHOVI QDOQMG B2 K3emMmnndpax.

K akTty npoBepkuM npunaraloTca nNpoTokonbl oTbopa o006pas3uoB MeOULUHCKMX W3OeNun, NpOTOKONbl MMx
3aKmMoYeHns MPOBEAEHHbIX UCCIef0BaHUN, UCNbITAHUA U 3KCNEePTU3, 0O bACHEHMST PYKOBOAMTENS OPUANYECKOrO Nuua,
WHOMBUAYaNbHOrO NPeanpuHNMaTens.

17. HapyLwweHus, BbISIBNEHHblIE B pe3ynbTaTe MPOBEAEHUSI MEPOMPUSITUIA MO KOHTPOIIO, SIBMSTCA OCHOBaHWEM
Onsi BbIHECEHMWS NPeaAnnCcaHus.

18. lMpeanucaxne, nNoanUcaHHOE OOMMKHOCTHLIMU NMLI@MU OopraHa rocyAapCTBEHHOrO KOHTPOJS, HarnpaenseTcs
(Bpy4aeTcsl) pyKOBOOMTENIO HOPUAMYECKOrO fvuUa WM UHAMBUAYyanbHOMY NpeanpuHMMaTtenito Mo  pesyfibTaTam
MepOMNPUATUIA MO KOHTPOIIO BMECTE C aKTOM MPOBEPKU.

19. B cnyyae Hecornacus ¢ paktamu, BblBoAaMU U NpeanoXeHnaMU, U3NoKeHHbIMU B akTe NpoBepku, Nnbo ¢
BblAaHHbIM MpeanucaHMeM o6 YCTpaHeHMW BbiSIBIIEHHbIX HApYLUEHWA NpeacTaBUMTEN MPOBEpPSiEMOro HpUaNYEecKoro
nmua u (unu) nuua, KOTopbIM B XOA4e NPOBEeAEHUs NMPOBEPKM BbldaHO npeanncaHie o6 yCTpaHeHU HapyLLEHWiA, BpaBe
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"06 yTBeEpXAeHUM MON0XKEHNS O FOCYAAPCTBEHHOM KOHT... Aata coxparennsa: 13.03.2018

npeacTaBUTb B KOHTPOSTMPYIOLWNI OpraH B TedeHne 15 gHern co gHSA NonyvyeHns akta B MMCbMEHHOW (hopMe BO3paKeHUs
B OTHOLUEHWNN aKTa NPOBEPKUN U (I/IJ'II/I) BblAaHHOIo npeanmncaHna B LefioM nnn nx otaenbHbIX MOSTOXKEHWUMN.

20. Pewenus, pencteus (6e3aencTesne) OMKHOCTHBIX MWL, OpraHa rocy4apCTBEHHOrO KOHTPOMs U NPUBIIEKAEMBbIX
B cryyae HeoOXOOMMOCTU 3KCNEPTOB MOryT ObiTb o6GXanoBaHbl B MNOpsifKke, YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon depepaumun.

21. 3awuTta npaB OpUANYECKUX UL, UHOUBMAYyaAnbHbIX NpeanpuHUMaTene npu  OCyLeCTBEeHUn
rocyJapCTBEHHOIO KOHTPOMS OCYLLECTBIISETCS B aAMWHUCTPATMBHOM U (Mnn) cyaebHOM nopsigke B COOTBETCTBUM C
3akoHoaatenbcTBoM Poccuiickon ®epepaumn.

22. PesynbTaTbl rocygapCTBEHHOIo KOHTPOSA pa3MeLLaloTCcs Ha odumumansHOM canTe opraHa rocygapCTBEHHOro
KOHTpOns B MHPOPMAaLMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT".

23. B uensx npvMeHeHus pMCcK-OPMEHTUPOBAHHOIO Moaxoda MpW OCYLLECTBNEHMN roCyAapCTBEHHOIO KOHTPOMS
OEeATeNnbHOCTb PUANYECKMX MWL, U MHAMBUAYAMbHbBIX NPpeanpuHMMaTenen, ocyLwecTBAAIWMX AeATeNbHOCTb B cdepe
obpalleHns MeouuMHCKUX usgenuin (ganee - OObekTbl roCygapCTBEHHONO KOHTPOSS), MOAMEXWUT OTHECEHUID K
OnpeferneHHon KaTeropum pucka B COOTBETCTBUM C [lpaBunamu OTHECEHMSI OEeATENbHOCTU PUANYECKUX NvL U
WHAMBMAYaNbHbIX NpeanpvHuMareneni u (UNu) MCNonb3yemMblX UMW MPOU3BOACTBEHHLIX OOBEKTOB K onpeaeneHHOu
KaTeropMm pucka wnuM onpederneHHoMy Knaccy (kaTeropum) OMacHOCTW, YTBEPXAEHHbIMW MOCTaHOBMEHWEM
MpaButenbctBa Poccuiickon depepaumm ot 17 aerycta 2016 r. N 806 "O npMMeEHEHMM PUCK-OPUEHTUPOBAHHOIO
noaxoda Mpu opraHu3aumMm OTAeNbHbIX BMAOB rOCYOAapCTBEHHOrO KOHTPOMs (Hagsopa) M BHECEHWU W3MEHEHUN B
HekoTopble akTbl MNMpaBuTenscTBa Poccuiickon ®epepaunn’.

(n. 23 BBepeH MNocTtaHoBneHveM MNpasutensctea PO ot 22.07.2017 N 868)

24, OTHeceHMe OOBEKTOB roCygapCTBEHHOINO KOHTPOMsS K ONpedeNieHHOW KaTeropyMum pucka OcCyLiecTBhnsieTcs
pelueHneM pykoBoaUTENS (3aMeCcTUTENS PYKOBOAUTENS) OpraHa rocyapCTBEHHOIO KOHTPOMsSI HA OCHOBaHMM KpUTEpUEB
OTHeceHus 06 bEKTOB rocyJapCTBEHHOIO KOHTPOIS K ONpeaenieHHON KaTeropum pucka CornacHo NpUnoXeHuHo.

(n. 24 BBepeH MNocTtaHoBneHveM MNpasutensctea PO o1 22.07.2017 N 868)

25. TMpwu oTcyTcTBUM pelleHnsa 06 OTHeCEHMM OObEKTa rocyaapCTBEHHOIO KOHTPOSS K OnpeaerieHHON KaTteropum
pvcka 06beKT rocyaapCTBEHHOrO KOHTPOMS CYNTAETCH OTHECEHHbIM K KaTeropmMm HU3KOro pucka.
(n. 25 BBegeH [ocTtaHoenexvem lMpasutenscrea PO ot 22.07.2017 N 868)

26. MNpoBeaeHVe NaHOBLIX NPOBEPOK B OTHOLIEHWM OGBHEKTOB roCYAapCTBEHHOrO KOHTPONS B 3aBUCUMOCTU OT
MPUCBOEHHON KaTeropmnm pucka OCyLLECTBIISIETCS CO crieaytoLLei NepuoanyHOCTbIO:

a) Ansi KaTeropmMm 3Ha4YUTENbHOIO pUCka - OOUH pa3 B 3 roaa;
0) 4ns KaTeropun cpegHero pMucka - He Yalle ogHoro pasa B 5 ner;

B) ANSA KaTeropnm yMepeHHoro p1cka - He yatle ogHoro pasa B 6 ner.
(n. 26 BBegeH [ocTtaHoBneHvem MNpasutensctea PO ot 22.07.2017 N 868)

27. B oTHOwWweHMM 0O6BEKTOB rocy4apCTBEHHOIO KOHTPOMSA, OTHECEHHbIX K KaTeropMm HU3KOro pucka, nnaHoBble
NPOBEPKN HE NPOBOASTCS.
(n. 27 BBepeH MNocTtaHoBneHvewm MNpasutensctea PO ot 22.07.2017 N 868)

28. OpraH rocygapCTBEHHOIO KOHTPOMs BedeT nepedyeHb OOBLEKTOB rOCyAapCTBEHHOrO KOHTPOMS, KOTOPbIM
MPUCBOEHbI KaTeropum pucka (ganee - nepedeHb). BkniouyeHne 0BBLEKTOB roCcyAapCTBEHHOIO KOHTPOMS B NepedeHb
OCYLLECTBMNSAETCA Ha OCHOBaHWW peLUeHUs PYKOBOAUTENS (3aMecTUTENns pPyKOBOAMUTENHA) opraHa rocygapCTBEHHOro
KOHTponsi 06 0THeCeHUN 0O BEKTOB rocy4apCTBEHHOIO KOHTPOSSA K COOTBETCTBYIOLLMM KaTeropusiM pucka.

(n. 28 BBegeH [ocTtaHoeneHvem MNpasutensctea PO o1 22.07.2017 N 868)

29. lNepeyeHb coaepXnT cneayoLyo MHopmauuio:

a) nonHoe HanmMmeHoBaHue rpungn4eckoro nuua, cbammnvm, MMA N O0T4ECTBO (ﬂpl/l HaJ'IVI‘-IVII/I) nHansnayarnbHOro
npeanpuHnmatensa, 0eATelNIbHOCTU KOTOPbIX MPUCBOEHA KaTeropmda pucka;
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018

0) B1Aa (BUAbI) OEATENBHOCTMY;
B) OCHOBHOW rocyapCTBEHHbIN permcTpaumMoHHbIN HOMEP;
) OEHTUUKALMOHHBIA HOMEpP HanoronnaTenbLmKa;

ﬂ,) agpec MecCTta (MeCT) oCyLlleCTBlieHnAa OeATenbHOCTU puandeckoro nuda WM mHAnBMOyarnbHOro
npegnpuHnmaTtend;

€) PEeKBU3UTbI peLleHns O NPUCBOEHNM OBOBLEKTY roCydapCTBEHHOIO KOHTPOMsS KaTeropum pucka, ykasaHue Ha
KaTeropuio pucka, a Takke CBEAEHWs, HA OCHOBaHWW KOTOPbLIX ObINO MPUHATO pelleHne o6 OTHeceHuM obbekTa
rocygapCTBEHHOro KOHTPOSS K KaTeropmm pucka.
(n. 29 BBeneH [ocTtaHoBneHvem MNpasutensctea PO o1 22.07.2017 N 868)

30. Ha odmumansHOM canTe opraHa rocygapCTBEHHOro KOHTPOSs B MHADOPMAaLMOHHO-TENEKOMMYHUKALMOHHOW
cetn "MIHTepHeT" pa3melLaeTca U noaaepXKuBaeTcsl B akTyarlbHOM COCTOSIHMM Crieaylollas cogepXallascs B nepedHe
nHdopmaumsa 06 obbekTax rocyaapCTBEHHOIO KOHTPONSA, OTHECEHHbIX K KAaTErOpUM 3HAYMTENbHOIO pyUcKa:

a) MoSIHoe HauMeHOBaHVe PUOMYECcKOro nuua, dhamMmunus, UMs U 0TYECTBO (MPW HamM4yuMmn) MHAMBUAOYANbHOIO
npeanpuHMMaTens, 4esTeNbHOCTU KOTOPbIX MPUCBOEHAa yKka3aHHas KaTeropusl pucka;

6) Bug (B1abl) AeATENBHOCTY;
B) OCHOBHOW rocy4apCTBEHHbIN perncTpaumMoHHbIN HOMED;
) OEHTUPUKALMOHHBIN HOMEpP HanoronnaTernbLmKa;

O) agpec mMecta (MeCcT) OCYyLEeCTBNEHUs AEeATEeNbHOCTU pUANYECKOro nuua W UHAUBMAYaNbHOro
npegnpuHumaTtens,

€) KaTeropus pucka n gata NpuMHATUS pelleHns o6 oTHeceHun obbekTa rocy4apCTBEHHOIO KOHTPOMS K KaTeropmm
3HaYMTENbHOIO pUCKa.
(n. 30 BBegeH [octaHoenexvem lMpasutenscrea P® ot 22.07.2017 N 868)

31. PasmelleHne mHdopmauum, ykazaHHon B nyHkTe 30 Hactoswero NonoxeHus, ocyLlecTBNSeTCs C y4eToM
TpeboBaHui 3akoHodaTenbcTBa Poccuiickon ®epepauum o rocygapCcTBEHHON TanHe.
(n. 31 BBegeH MNocTtaHoBneHveM lNpaButensctea PO ot 22.07.2017 N 868)

32. lMo sanpocy topuanyeckoro nuua WnuM WHAMBUAYaNbHOrO NpeanpuHUMaTens opraH rocyaapCTBEHHOMO
KOHTPONS B YCTAHOBMEHHbIV [IpaBunamy cpok npeaoctaBnsaeT UM UHAOPMAaLMIO O KaTeropum pucka, NPUCBOEHHOW UX
OeATenbHOCTM, a Takke CBeAEHWs, UCMOMIb30BaHHblE NMPY OTHECEHUWN UX OEATENbHOCTW K OnpeAerieHHON KaTeropuu
pucka.

(n. 32 BBegeH [ocTtaHoenexvem lMpasutenscrea PO ot 22.07.2017 N 868)

33. Opuanyeckne nuua 1M MHOMBMAYanbHble MpeanpvHUMaTeny BnpaBe nogaTb B MOPSAKe, YCTaHOBIIEHHOM
[paBunamu, ykasaHHbIMW B NyHKTe 23 HacToswero [NonoxeHus, B opraH rocyaapCTBEHHOrO KOHTpONs 3asBreHne ob
N3MEHEeHUW KaTeropum pyucka, NPUCBOEHHOW paHee UX AeATeNbHOCTH.

(n. 33 BBegeH [ocTtaHoenexvem lMpasutenscrea P® ot 22.07.2017 N 868)

MpunoxeHue

k MNonoxeHutio o0 rocyaapcTBEHHOM
KOHTpore 3a obpalleHnem
MeOULMHCKUX U3aenun

KPUTEPUU
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018

OTHECEHWA OEATENNBHOCTU OPUONYECKUX N N MIHOVBUOYAJTbHbBIX
NPEAMPUHUMATENEW, OCYLWECTBNAOWMX NEATENBHOCTb B COEPE
OBPAWEHWA MEOVNLUNHCKNX N3OENNW, K OMNMPEOENEHHOU
KATEFOPUU PUCKA

Cnncok N3MeHSILLNX JOKYMEHTOB
(BBegeHbl [NocTtaHoBneHnem lNpasutensctea P® ot 22.07.2017 N 868)

|. O6buwme nonoxeHns

1. Tlpu ocywecTBneHnn rocyaapCTBEHHOrO KOHTPOMS OTHECEHUe [AeATeNnbHOCTU pUANYECKUX vy |
WMHOMBUAYanNbHbIX NpeanpuHUMaTenen, OCyLLEeCTBASIOWNX AeATeNbHOCTbL B cdhepe obpalleHns MeAULMHCKUX M3aenui
(manee - 0ObEKTBI FOCYAAapPCTBEHHOIO KOHTPOSA), K ONpeAeneHHon KaTeropun pucka OCyLLIECTBNAETCA B COOTBETCTBUM C
KPUTEPUAMU  TSDKECTU MOTEHUMANbHbIX HEraTMBHbIX MOCNEACTBMIA BO3MOXHOIO HecobnogeHnss oba3aTenbHbIX
TpeboBaHun (pasgen |l HacTosiLero JOKyMEHTa) U C y4EeTOM KpUTEpMEB BO3MOXHOIrO HecobnoaeHus obsa3aTenbHbIX
TpebosaHui (pasgen |l HacTosiwero ookymeHTa).

2. OTHeceHne OOBLEKTOB rOCYJAPCTBEHHOIO KOHTPOMSA K KaTeropyMsiM pucka OCYLLECTBMSETCA C y4eToMm
MHdopmaLmm1, cogepXXallencs B rocydapCTBEHHOM peecTpe MeAMLUHCKMX U3Oenni u opraHMsauui (MHaMBnayanbHbIX
npeanpyHMMaTenen), OCYLLEeCTBNSAWNX MNPOU3BOACTBO M  M3TOTOBMEHWE MEOWUMHCKUX W3Jenuin, B NepeyHe
MEeAMLMHCKMX OpraHusaumin, NMeLmMx NpaBo NpoBOAUTb KIMMHMUYECKME UCMbITaHUS MEOULMHCKNX U3OENuin, B peectpe
YBEAOMIIEHUA O Hayane OocCyLIEeCTBMEHUS pUANYECKMMU nuuaMn u  UHAMBMAYanNbHbIMU  NpeanpuHUMaTensaMmm
OesTenbHoOCTU B cdepe obpalleHns MeguumMHCKUX U3genvi, B peecTpax fnUUeH3nii, BeAEHNE KOTOPbIX OCYLLECTBNSET
depepanbHas cnyxba no Hag3opy B cdepe 34paBoOXpaHeHus.

II. Kputepum TspkecTn noTeHumanbHbIX HeraTMBHbIX NOCeACTBUN
BO3MOXHOr0 HecobnogeHus obasaTtenbHbIX TpeboBaHui

3. Kputepum TshkecTn noTeHuManbHbIX HeraTMBHbLIX MOCNEACTBUA BO3MOXHOIO HecobnoaeHust ob6sa3aTenbHbIX
TpeboBaHWA  MPUMEHSILDTCA C  Y4ETOM  OCYLLECTBMEHUS  IOPUAMYECKUMU  NMUAMU WM MHOWBMAYaNbHBIMM
npeanpvHMMaTensiMm cnegyowmnx BUOoB AeATENbHOCTH:

a) NpoM3BOACTBO (M3roTOBMEHME) MEOULNHCKNX U3aEeNUN;

6) npuMeHeHWe, SKcnnyaTauusi, KIUHUYECKME WCMbITAHUA MEAMUMHCKUX W3Oenuid npu  OCYLLECTBREeHUU
MeAULIMHCKOW OeATENbHOCTY;

B) TEXHN4YeCKoe 06CJ'Iy)Kl/IBaHI/Ie (MOHTa)K, Hanagka, KOHTPOJIb TEeXHUWYECKOro COCTOAHUA, nepunognyveckoe u
TeKywee TexXxHn4ecKkoe OGCﬂy)Kl/IBaHVIe, pE‘MOHT) MEANLMHCKOM TEXHUKN <1>;

r) peanusauusa MeguLUHCKUX U3genun;

) BBO3 MeOMUMHCKMX uM3genui Ha Tepputopuio Poccuiickon ®egepauun, BbIBO3 MEAWULMHCKUX U3OENUA C
TeppuTtopun Poccuiickon ®enepauuu;

€) YHUYTOXEHMWE, YTUNN3aLUMSA MEAMLMHCKUX N3Oenni;

X) TpaHCNopPTUPOBKa MeOULIMHCKUX U3OeNniA;

3) XpaHeHe MeaULMHCKUX U3OENWii;

1) NpoBeAeHne UCTbITaHWUiA (MccneqoBaHnin) MeOULIMHCKUX U3Oennid, 3a UCKITHOYEHMEM KITMHUYECKUX UCTIBITaHWIA.

4. OTHeceHMe obObekTa rocyaapCTtBeHHOro KOHTPONA K KaTeropum pucka OCyLleCTBIdeTCA C y4eTOM 3Ha4deHud
nokazartesna pucka K:

a) B cny4yae ecnu nokasaTtenb pucka K coctaenseT cebiwe 70 6annos, - 3Ha4YMTENbHbINA PUCK;

6) B cnyyae ecnv nokasatenb pucka K coctasnsieT ot 53 go 70 6annos, - cpegHuin puck;

KoHcynbTanTlNKoC

www.consultant.ru CrtpaHuua 7 ns 17
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=7C5753AB93464C5B62F257096391237934964A2FCED5664E2C53524045D009C25193803EC019BD24mBQ0M
consultantplus://offline/ref=7C5753AB93464C5B62F257096391237934964A2FCED5664E2C53524045D009C25193803EC019BD24mBQ0M
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"06 yTBeEpXAeHUM MON0XKEHNS O FOCYAAPCTBEHHOM KOHT... Aata coxparennsa: 13.03.2018

B) B CIly4ae ecrnv nokasaTtesnb pucka K coctaBnsieT oT 36 4o 52 6annos, - yMEPEHHbIV PUCK;

r) B criydae ecnuv nokasartenbs pucka K coctaBnsietr meHee 36 6annos, - HU3KUA PUCK.

5. KOpuauyeckme nuua v MHAMBMAYanNbHbIE NPEAnPYHUMATENW, OCYLLECTBASAOLWME TONMbKO BBO3 HA TEPPUTOPUIO
Poccuickon ®epepaumm u (unn) BbiBO3 C Tepputopum Poccuinckon ®degepauun, u (unn) xpaHeHue, u (unu)
TPaAHCNOPTUPOBKY MEANLIMHCKUX U3OEeNNA, OTHOCATCS K HU3KOW KaTeropum pucka.

6. 3HauveHwne nokasartensa pucka K onpegensietcsa no hopmyne:
0
K=2> K,
iml

raoe K - kputepun, onpegensiemslie B COOTBETCTBUM € Tabnvuamn 1 - 9.

3HaueHune kputepues K; onpegenseTcsa nyTem crioxeHns 6annos, ykasaHHbix B Tabnuuax 1 - 9 cooTBETCTBEHHO,
Mo BCeM OCyLleCTBMseMblM OOBLEKTOM FOCYAapCTBEHHOro KOHTPOMS BuAAM AeAaTenbHoCTV (MO0 npumeHumocTun). B
cry4yae HeNnpMMEHUMOCTU yKa3aHHbIX KpUTEPMEB MX 3HAYEHME NPUHUMAETCS PaBHbIM HYIIIO.

7. 3HayeHue kputepus Ky onpegensietcs no popmyne:
16

Kl =ZA: ’
Tl

rae A, - KpuTepun, onpegensemMblin B COOTBETCTBUM ¢ Tabnmuen 1 (6annos).

B cny4yae HenpuMMeHUMOCTU Kputepues An MX 3Ha4vYeHne npnHMMaeTCAa paBHbIM HYJIHO.

Tabnuua 1
MepeueHb kpuTepmes A,
ONs opuandeckmx nNuL N MHAMBUAyanbHbIX NpeanpuHuMarenen,
OCYLLECTBMSALLMX NPOU3BOACTBO (M3rOTOBINEHNE) MEOVNLMHCKIX
n3genvin n (Unu) ABMAIOLLMXCS YNOSTHOMOYEHHBIMY NPEACTaBUTENAMU
npousBoguTenen (M3roToBUTenNemn) MeguUMHCKUX n3nenmn
Homep HanmeHoBaHue kputepus KonnyectBo
Kputepus 6annos
Knacc pucka MeguuuHCKnX nsgenuin, npousBoacTBO (M3roToBNeHUE) KOTOPbIX U (Mnun)
npeacTaBneHne NHTEPECOB Npou3BoauTenen (M3roTOBUTENEN) KOTOPbIX Ha TEPPUTOPUK
Poccuiickon depepaumm ocyecTBseT opuanveckoe Nmuo UM nHauBnayarnbHbIn
npeanpvHMMarenb
Ay 1 Knacca NoTeHUManbHOro pucka NpMMeHeHus <2> 4 <3>
A, 2a Kkrnacca noTeHuuanbHOro pucka npuMeHeHms <2> 6 <3>
Ag 26 knacca noTeHuMansHoOro pmucka NnpuMeHeHus <2> 8 <3>
Ay 3 Kracca noTeHUManbHOro pucka NpUMeHeHnsa <2> 10 <3>
KonuyecTtso BUOOB MEOULMHCKUX U3OENMIN NO PErucTpaumMoOHHbIM YOAOCTOBEPEHNSAM Ha
MeguumMHckoe nsgenuve (No Bcem UMEKLLUMCSA permcTpaumMoHHbIM YAOCTOBEPEHNSM) (LLTYK)
KoHcynbTanTlNKoC
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970

(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
[ata coxpaHeHus: 13.03.2018

"06 yTBepxaeHnn MonoxeHUs 0 rocyaapCTBEHHOM KOHT...

Asg 1-10 BnooB

Ag 11 - 30 BUaoB

A; 31 - 50 BugoB

Ag 51 n 6onee Bnaos

8
10

Hanuune cBegeHuit 06 oCyLLIECTBIEHWUN U3FOTOBIEHUS MeQULIMHCKUX U3enuii B peecTpe
YBEAOMIEHMI O HaYane OCYLLECTBNEHNS IPUANYECKUMMN NMMLAMU U UHOUBUAYAMNbHLIMU
npeanpuHUMaTenaMm OeaTenbHOCTU B cpepe obpallieHnss MeaULMHCKUX U3aenuii n (unu)
npousoLleawnx N3MeHeHUsIX (4NA 3roToBUTENs MeauLIMHCKOro M3aenus)

Ag CcBefeHWs OTCYTCTBYIOT B CBA3M C HAYanoM OCYyLLECTBNEHMWS
AestenoHocTn o 18 aekabps 2014 r.

A1 CBeleHNs BHECEHbI

Aqq CBe[leHNs1 OTCYTCTBYHOT (AeATENbHOCTb Ha4yaTa U NPOon30oLLIK
nameHeHus nocne 18 gekabpsa 2014 r.)

KonuuecTtBo afpecoB MeCT OCyLleCTBI1eHNA Npon3BoacTBa MeaULNHCKUX nagenunn (Ll,ﬂﬂ

npon3soanTenda MeguumHCKOro VI3,D,eJ'IVIﬂ)

Aqo 1 agpec

Aqs 2 - 3 appeca

Ay 4 - 10 agpecos

Aqs 11 1 6onee agpecos

A WDN

AKTyanusauus cBefieHuin permcTpaumMoHHOro ocke Ha MeauuuHCKoe usgenve

Asg npoBeAeHa akTyanusauus (BHECEHb! USMEHEHNS) 3a NOCNEeAHNIA
rod, B CPOKM, yCTAHOBNEHHbIE 3aKOHOAATENbLCTBOM Poccuickon
depepaumm

-3

8. BHauenwne kputepus K, onpegensietcs no goopmyne:

KlziBn ’

=1

rae B, - KpuTepui, onpegensieMblin B COOTBETCTBUM C Tabnuvuen 2 (6annos).

B cniyyae HENpUMEHNMOCTM KpUTEpUeB B, Nx 3HaYeHne NPUHUMAaETCS PaBHbIM HyJIHO.

MepeyeHb kpuTepUeB B, AN PUANYECKUX UL U MHAMBUOYANbHbIX
npeanpuHMMaTerneit, ocyLLeCTBRALNX NPUMEHEHNe, SKChnyaTaLuio,
npoBeAeHne KIMHUYECKUX UCMbITaHUI MEAULUHCKUX U3Oenui

npv OCyLLEeCTBNEHUN MEANLIMHCKON AesATeNbHOCTM

Tabnuua 2

Howmep HaumeHoBaHue kpuTtepus Konuuectso
Kputepus 6annos
KOHCYHbTaHTnnI'OC www.consultant.ru CrpaHuua 9 ms 17
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970

(pea. ot 22.07.2017)

"06 yTBepxaeHnn MonoxeHUs 0 rocyaapCTBEHHOM KOHT...

[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHus: 13.03.2018

Bua pesatenbHocTn

B4 MeOuumMHCKasa AeaTenbHOCTb B cdhepe obpalleHnss MeguLMHCKNX
n3genumn

B, KNMHUYECKNE UCMbITAaHUS MEQULNHCKMX M3Oenni

Bua meanumHckon eaTensHOCTH

Bj OKasaHue nepBUYHON AoBpayvebHON MeanKo-CaHUTapHON
nomoLLy B aMOynaTopHbIX YCIOBUAX

B4 oKasaHue NepBUYHON BpadebHOM MeanKko-CaHNTapHOM NOMOLLN
B amMbBynaTopHbIX YCNOBUAX

Bs oKasaHue NepBUYHON BpadebHOM Meanko-CaHNTapHOM NOMOLLN
B YCINOBMSAX OHEBHOrO CTaunoHapa

Bg OoKasaHue nepBUYHON crneumann3npoBaHHON
MeOUKO-CaHUTapHOW NOMOLLM B ambynaTopHbIX YCIOBUSAX

B~ oKasaHue NepBUYHON crneumnann3vpoBaHHON
MeOUKO-CaHUTapHOW MOMOLLM B YCIOBUAX AHEBHOMO CTauuoHapa

Bg oKasaHue crneLmanM3aMpoBaHHON, B TOM Yuchne
BbICOKOTEXHOSTOMMYHOW, MEAULIMHCKON NMOMOLLIM B YCNOBUSAX
OHEBHOro cTaunoHapa

Bg oKasaHue crneLmanm3aMpoBaHHON, B TOM Yuchne
BbICOKOTEXHOSTOMMYHOW, MEANLIMHCKOM NOMOLLN B CTaLUMOHAPHbIX
YCINOBMAX

Big oKasaHue CKOPOW, B TOM YUCIIE CKOPOW cneumnann3npoBaHHOM,
MeAMLMHCKON NOMOLLN BHE MEAMLIMHCKON opraHM3aLmm

B11 OKasaHue CKOpOWn, B TOM YMCrie CKOPOW creumnanuanpoBaHHOMN,
MEeAMLMHCKON NOMOLLN BHE MEOMLIMHCKON opraH1M3aLmmn, B TOM
yncre Bble34HbIMU SKCTPEHHBIMU KOHCYNbTaTUBHBIMA
Opuragamm ckopon MegULMHCKON MOMOLLIM

Byo oKasaHue CKOpPON MeaMLMHCKON NMOMOLLM B aMBynaTopHbIX
YyCrnoBUAX

B3 OKasaHue CKopown cneumannsnpoBaHHON MEANLUHCKOW MOMOLLN
B ambynaTopHbIX yCoBUAX

Bia OKasaHMe CKOpOoWn, B TOM YMCrie CKOPOW crneumannanpoBaHHOMN,
MEAMLIMHCKON NOMOLLM B CTaALMOHAPHbLIX YCIOBUSAX (B YCNOBUSX
oTAEeneHns 3KCTPEHHON MeOULIMHCKON MOMOLLIM)

Bis OKasaHue nannMaTUBHOW MeaMLUHCKOW MOMOLLM B
amMOynaTopHbIX YCIOBUAX

Big OoKasaHue nannMaTuBHOW MeaMLUHCKOW MOMOLLM B
CTaLMOHAPHBIX YCIOBUSX

By7 OKasaHne MegMUUHCKON MOMOLLM NpW CaHAaTOPHO-KYPOPTHOM
neyeHum

KoHcynbTanTlNKoC
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970

(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBeEpXAeHUM MON0XKEHNS O FOCYAAPCTBEHHOM KOHT... Aata coxparennsa: 13.03.2018
Bis npoeeAeHne MeanLMHCKMX OCMOTPOB 1
Big nposegeHne MeguLUMHCKNX 0CBMAETENbCTBOBAHUN 1
By npoBeaeHne MeaULIMHCKMX SKCepTur3 1
Bsq oCyLLeCcTBMeHNe AeaTenbHOCTU B chepe obpalleHns JOHOPCKOM 4

KPOBU 1 ee KOMMOHEHTOB (paboT No 3aroToBke, XpaHeHuo
JOHOPCKOM KpOBU 1 (M) ee KOMMOHEHTOB)

KonnuyectBo NpPOBOANMBbIX KITMHUYECKNX ncnbiTaHumn

Bo) UCNbITAHMA HE MPOBOAUNUCH 0
Bos 1 - 5 ucnbltTaHua 2
Bos 6 - 10 ucnbiTaHum 5
Bos 11 n 6onee ncnblTaHn 7

9. 3HaueHnue kpuTepusa K3 onpegendetcsa no opmyne:

rae C, - KpUTEPUIA, ONpeaensiemMblii B COOTBETCTBUM € Tabnuuen 3 (0annos).
B cnyyae HenpumeHnmocTu kputepnes C,, X 3HAYEHME NPMHUMAETCS PaBHbIM HYIIIO.
Tabnuua 3

MepeyeHb kpuTepues C,, ANs OPUANYECKMX NNL,

W MHOMBWAYanbHbIX NPeAnpUHMMaTeNnen, OCyLLEeCTBASOLLIMX
TexHu4eckoe o0bcnyxnBaHne (MOHTaxX, Haragky, KOHTPOIb
TEXHUYECKOrO COCTOSAHMUSA, NEPUOANYECKOE U TEKYLLEE TEXHNUYECKOE
obcnyxmBaHne, pEMOHT) MeOULIMHCKON TEXHUKM <1>

Homep HaumeHoBaHue kpuTtepus KonuuecTtso
Kputepus 6annos

Bua peatenbHocTM

Cq TEXHUYeckoe 06CnyxvMBaHue (MOHTaX, Hanazka, KOHTPOIb 4
TEXHUYECKOIO COCTOSIHUS, NMEPUOANYECKOE U TEKyLLEE

TEXHMYECKoe 0bCnyXnBaHue, PEMOHT) MEAULIMHCKON TEXHUKM
<1>

C, TexHu4eckoe obcnyxmBaHne (MOHTaX, Hanaaka, KOHTpOosb -3
TEXHWYECKOro COCTOSAHUS, MePUOANYECKOe U TeKyLlee
TeXHU4eckoe obCnyxmBaHme, PEMOHT) MEOULNHCKON TEXHUKN
<1>, ocyLlecTBnsemMoe ee nponssoanTenem (YnorTHOMOYEHHbIM
npeactasuTenem Npon3BoanTens)

KonnyecTtBo agpecoB MeCT OCYLLECTBINEHNSI TEXHMYECKOTro 06CnyxmBaHmst (MOHTaxa, Hanagku,
KOHTPOIS TEXHUYECKOro COCTOSIHUA, MEPUONYECKOro U TEKYLLIEro TEXHUYECKOro obenyxuBaHus,
peMOHTa) MeANLIMHCKON TEXHUKN <1>
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970

(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHUn MonoXeHNs 0 rocyJapCTBEHHOM KOHT... Hara coxpaHetus: 13.03.2018
Cs 1 agpec 1
Cy 2 - 3 agpeca 2
Cs 4 - 10 agpecoB 3
Ce 11 n 6onee agpecos 4

10. 3HaueHwne kpuTepus K, <4> onpepensetcs no oopmyne:

rae D, - kputepuin, onpegensiemMblii B COOTBETCTBUM € Tabnuuen 4 (6annos).

B cny4yae HenpuMMeHUMOCTU Kputepues Dn MX 3HavYeHne nNnpmHMMaeTCa paBHbIM HYIHO.

Tabnuua 4
MepeyeHb kputepues D,, onsa ropnandeckmx nuiy
N MHOMBMAYaANbHbIX NpeanpuHUMaTenemn, OCyLeCTBNAOLLMX
peanusaumio MegULMHCKUX N3aenum
Howmep HaumeHoBaHue kputepus Konunyectso
KpuTtepus 6annos
Bug pearenbHoOCTU
D, peanusaunsa MeEANLNHCKMX N3genumn 2
KonuyecTtBo agpecoB MeCT OCYLLECTBMEHUS peanusaunm MeauuUHCKMX nsgenun

D, 1 agpec 1

Dj 2 - 3 agpeca 2

Dy 4 - 10 agpecos 3

D5 11 n Gonee agpecos 4
Hanuume cBegeHun o6 ocyLlecTBNEHNN peannsaLmmn MEQULMHCKNX U3LENUI B peecTpe
yBEAOMINEHNI O Hayarne OCyLLEeCTBNEHNS KOPUANHECKUMN NTULAMM U UHOUBUAOYATTbHBIMA
npeanpvHMMaTensaMm aesTenbHoCTH B cdhepe obpalleHms MeguumMHCKUX u3genvi un (unm)

nponsoLewmx N3MeHEHMAX
Dg CBe[EeHUS OTCYTCTBYHOT B CBSI3M C HA4asrlomM OCyLLEeCTBIIEHUS 0
aedarenbHocTn 0o 18 pekabpsi 2014 r.
D, cBeleHNs1 BHECEHbI -3
Dg CBeLEeHUs OTCYTCTBYHOT (AeSATEeNbHOCTb Ha4YaTa Uiy npousoLLnm 7
n3meHeHusi nocre 18 gekabps 2014 r.)
11. 3HaueHwne kpuTepus Ks onpeaensetcs no dopmyne:
KoHcynbTaHTINIOC
Yy www.consultant.ru Crpanuua 12 u3 17
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970

(pea. ot 22.07.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc

"06 yTBepxaeHnn MonoxeHUs 0 rocyaapCTBEHHOM KOHT...

[ata coxpaHeHus: 13.03.2018

4
KEZZET_'

=1

rae E, - Kputepun, onpegensemMbii B COOTBETCTBUM € Tabnmuen 5 (6annos).

B cnyyae HenpuMeHUMOCTH KpuTepueB E,, nx 3HaYeHne NpMHMMaeTCs paBHbIM HYIHO.

MepeyeHb kpuTepueB E,, ans opnanyeckmx nuuy n MHAMBMAyanbHbIX
npegnpuHMMarenen, ocyLLeCTBSIOLNX BBO3 HA TEPPUTOPUIO
Poccuickon ®egepauumn MeanUMHCKUX U3AEnun n (Mnn) BelBO3
¢ Tepputopumn Poccuiickon ®egepaunmn MeQNLMHCKUX n3genuim

Howmep HaumeHoBaHue kputepus Konuyectso
KpuTepus fannos

Bug geatenbHocTn

E, BBO3 Ha Tepputoputo Poccuiickon ®egepaunm MeanumHCKUX 2
nsgenun n (Mnu) BoiBo3 ¢ Tepputopun Poccuiickon degepaumm
MeONLMHCKMX n3genui

Hanuune cBegeHun o6 ocyllecTBrneHnn BBO3a Ha TeppuToputo Poccuickon ®egepauun
MEeANLMHCKUX n3aenuii n (unu) BbiBo3a ¢ Tepputopun Poccunckon ®egepaunm meguumHCKUX
n3genun B peectpe yBe4OMIIEHNI O Havarne OCyLLECTBNEHUS KOPUANYECKUMN NULAMMI U
MHOVBMAYanbHbIMY NpegnpuHUMaTenaMmn eaTenbHoCcTn B chepe obpalleHns MeanLmnHCKnX
n3genum u (Mnu) npomnsoLleanx N3MeHeHmsx

E, CcBefeHWs OTCYTCTBYIOT B CBA3M C HA4anom OCYyLLEeCTBNEHMS 0
aestenoHocTn o 18 aekabps 2014 r.

=) CBe[eHNs BHECEHbI -3

E4 CBe[leHVs OTCYTCTBYHOT (OeATEeNbHOCTb HavyaTa UM Npon3oLLnm 7

nameHeHus nocne 18 gekabps 2014 r.)

12. 3Ha4veHune kputepusa Kg onpegenserca no dopmyne:

KﬁziPr. ’

=1

rae F,, - kpuTepun, onpegensiembll B COOTBETCTBUM € Tabnuuen 6 (6annos).

B Clny4yae HenpuMeHUMOCTU Kputepues Fn MX 3Ha4eHne NpMHMMaeTCAa paBHbIM HYJHO.

MepeyeHb kpuTepres F,, ons opuanyeckux nmy
U MHAMBUAYanNbHbLIX NpeanpUuHUMaTenei, OCyLLEeCTBNSAILWNX
YHUYTOXEHWE U (MNN) YyTUNM3aLnUo MeaUUMHCKUX N3Aenui

Tabnuua 5

Tabnuuya 6

Homep HanmeHoBaHue kputepus KonnyecTtBo
Kputepus 0annos
KOHCYHbTaHTnnI'OC www.consultant.ru Crpanuua 13 u3 17
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970

(pea. ot 22.07.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc

"06 yTBepxaeHnn MonoxeHUs 0 rocyaapCTBEHHOM KOHT...

[ata coxpaHeHus: 13.03.2018

Bua pesatenbHocTn

Fi YHUYTOXEHNE MEOULNHCKUX U3OENUA U (MNK) yTunmsauus 2
MeaULNHCKNX N3aenumn

Hanunune cBegeHnin 06 oCyLLEeCTBIEHUN YHUYTOXEHNS MEANLMHCKUX U3Oenuin 1 (nu) yTunmsaumm
MEeAMNLMHCKUX U3OENWIN B peecTpe yBeAOMIIEHU O Havane OCyLLeCTBIEHNS opuanyeckumm
nvuaMu u MHAMBUAyanbHbIMY NPeAnpUHUMaTenaMn aeaTenbHOCTH B cpepe obpalueHus
MeOMLMHCKUX U3aenvin n (unu) npomsoLlenwmnx N3MeHeHnsxX

Fs CBEEeHUS OTCYTCTBYHOT B CBSI3M C HA4asrlomM OCyLLECTBIIEHUS 0
nedarenbHocTn 0o 18 gekabpsi 2014 r.

Fs cBe[eHNs BHECEHbI -3

Fy4 CBeLeHUs OTCYTCTBYIOT (4eATEeNbHOCTb Ha4yaTa unv npousoLLnm 7

nameHeHust nocne 18 gekabps 2014 r.)

KonunyectBo agpecoB MeCT YHUHMTOXEHNUST MEAULMHCKMX USAENUIA 1 (UMW) yTUNU3aumm
MeLULMHCKUX N3Aenui

Fs 1 agpec 1
Fs 2 - 3 agpeca 2
F7 4 - 10 agpecos 3
Fs 11 n Gonee agpecos 4

13. 3HaueHwne kputepus Ky onpegensercs no dopmyne:

rae G, - KpuTepui, onpegensieMelil B COOTBETCTBMU C Tabnuuen 7 (6annos).

B cnyyae HenpuMeHUMOCTH KpuTepueB G, NX 3HAYEHUE NPUHUMAETCSt PaBHbIM HYITHO.

MepeueHb kKputepues G,, ANs PUANYECKUX 1L
U MHAMBUAYanbHbIX NpeanpuHuMaTeniei, OCyLLEeCTBSHOLWNX
TPaHCMOPTUPOBKY MEANLIMHCKUX N3Aenui

Howmep HavnmeHoBaHue kputepus Konuyectso
Kputepus bannos

Buo gestenbHocTU
G; TpaHCMNopTUPOBKa MeOULMHCKUX U3aenuii 2

Hanunume ceegeHun o6 ocylecTBneHnn AeaTenbHOCTU MO TPAHCMOPTUPOBKE MELMULMHCKUX
n3genun B peectpe yBe4OMIEHWIA O Havarne OCyLLIECTBNEHUS OPUONYECKUMI NULLAMUN U
NHAMBUAYaNbHbIMW NPeaNPUHUMATENAMN OeATENbHOCTU B chepe obpalleHns MeanLMHCKNX
nsgenumn n (Mnu) NpomsoLleawmnx N3MeHeHusX

Tabnuuya 7

KoHcynbTaHTINOC

HaeXHas npaBoBas noaaepXxkKa

www.consultant.ru

Crpanuua 14 u3 17


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
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(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHUN MoNOXKEHNS O FOCYAAPCTBEHHOM KOHT... fata coxpaHerus: 13.03.2018
Gy CBEleHNs1 OTCYTCTBYIOT B CBSI3M C Ha4arom OCYLLECTBIEHUS 0
aesitenbHocTu fo 18 nekabps 2014 r.
Gs CBeeHNS BHECEHDI -3
Gy CBeleHNs1 OTCYTCTBYHOT (4eATENbHOCTb Ha4YaTa U NPoU30LLK 7

nameHeHus nocne 18 gekabpsa 2014 r.)

14. 3Havenne kputepus Kg onpegensercs no dopmyne:

KE=ZH:‘:1

=l

raoe Hy, - kputepuin, onpeaensiemMblii B COOTBETCTBUM € Tabnuuen 8 (6annos).

B cniyyae HenpuMMeHNMOCTM kpuTepues H,, x 3Ha4YeHVe NpMHMMaeTCst paBHbIM HyITHO.

MepeyeHb KpuTepues H,, Ans opuanyeckmx nu,
Y MHAMBUAYanNbHbLIX NpeanpuHUMaTenen, OCyLLEeCTBSIOWNX XpaHeHne
MEAVLIMHCKUX N3Aenni

Tabnuua 8

Homep HanmeHoBaHue Kkputepus Konnyectso
Kputepus 6annos

Bua neatenbHocTM
H XpaHeHue MeaULMHCKUX n3aenui 2
Hannuune cBegeHnin 06 ocyLLECTBNEHNN XpaHEHUS MEOULIMHCKUX M3OENWIA B peecTpe
yBEAOMSIEHWNI O Hayarne OCyLeCTBEHNS OPUANYECKUMUN NTMLAMU U MHOMBUAYANbHBIMA
npeanpyHMMaTensMm AesaTenbHOCTU B cdhepe obpalleHns MeauLUMHCKUX u3genui n (Mnn)
npounsoLlegLnx N3MeHeHnsaX

H, CcBefeHWs OTCYTCTBYIOT B CBA3M C HAYanom OCYyLLEeCTBNEHMNS 0
AesTtensHocTn o 18 gekabps 2014 r.

Hs CBeeHNs1 BHECEHDI -3

Hy CBe[leHNs1 OTCYTCTBYHOT (AeATENbHOCTb Ha4yaTa U NPOU30LLIIK 7
nameHeHus nocne 18 gekabpsa 2014 r.)

KonuyecTtBo agapecoB MeCT OoCyLlleCTBI1eHNA OeATENIbHOCTU NO XpaHeHU0 MeOUUNHCKNX nagenunn

Hs 1 agpec 1
Hg 2 - 3 agpeca 2
H, 4 - 10 agpecos 3
Hg 11 n Gonee agpecos 4

15. 3HaueHwne kputepus Kqg onpegensiercs no dopmyne:

KoHcynbTaHTINOC
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"06 yTBeEpXAeHUM MON0XKEHNS O FOCYAAPCTBEHHOM KOHT... Hata coxpanenns: 13.03.2018

4
K; :ZJ: ’
n=1

rae J, - Kputepwi, onpegensemMbll B COOTBETCTBMM € Tabnuuen 9 (6annos).
B cnyyae HeNpYMEHNMOCTH KpUTEPUEB J,, UX 3HAYEHME NPUHUMAETCH PaBHbIM HYHO.
Tabnuuya 9

lMepeyeHb kpuTEpUEB J,, ANSA HOPUANYECKUX NNLY
N MHOMBMAYaNbHbIX NpeanpuHUMaTenemn, OCyLeCTBNSAOLLMX
npoBefeHne UCNbITaHUN (MCCreaoBaHNN) MeANLNHCKUX N3AENUIA,
3a UCKIYEHNEM KIMHNYECKNX UCMbITaHWI

Howmep HaumeHoBaHue kputepus Konuyectso
KpuTepus fannos

Bug geatenbHocTn

Jq npoBeAeHNE UCMbITaHUIA (MCCNefoBaHUN) MEOULNHCKIX 4
n3gennn, 3a UCKMIOYEHNEM KITMHUYECKUX UCTIbITAHUI

Hannune cBegeHuin o nposegeHNN UCNbITaHU (MCCnegoBaHWU) MeQULIMHCKUX U3aenun, 3a
WCKIMIOYEHVEM KINMHUYECKUX UCTIbITAHWI, B PEECTPE YBEAOMIIEHMI O HAYare OCyLLECTBIEHNS
IOPUONYECKMMN NNLAMW N MHANBUAYANbHLIMY NPeanpUHMMaTensiMmM AesTeNnbHOCTU B cdepe

obpalleHnsa MeQULNHCKNX U3OEeNUn 1 (Mnu) NpomsoLleiwmx N3MEHEHNAX

Jo CBe[eHVs OTCYTCTBYIOT B CBA3M C HA4aloM OCYLLLECTBIEHMS 0
pedarenbHocTn 0o 18 nekabpsi 2014 r.

J3 cBeeHNs1 BHECEHDI -3

Ja CBeLeHNs OTCYTCTBYHIOT (OEATENbHOCTb Ha4YaTa unv nNpon3oLLnm 7

n3meHeHusi nocrie 18 nekabps 2014 r.)

. Kputepumn BO3MOXHOro HecobnoaeHus
obsi3aTenbHbIX TpeboBaHUi

16. OGbEeKTbl FOCYAapCTBEHHOIO KOHTPOSS, OTHECEHHbIE B COOTBETCTBUM C pa3aenom |l HacToswero AokyMeHTa K
KaTeropuam cpegHero, YyMEepeHHOro 1 HU3KOro pucKa, NMoanexar OTHECEHUIO K KaTeropuam 3HaYUTeNbLHOro, CpeaHero u
YMEPEHHOro puUcka COOTBETCTBEHHO MPU HanM4Mmu BCTYMNMBLUMX B 3aKOHHYIO CUIY B TedyeHue 2 neT, NpenllecTBYoLWmnX
AaTe NPUHATUSA pelleHnss 06 OTHeceHUM oGbekTa rocydapCTBEHHOro KOHTPOMSA K OnpedenieHHON KaTeropum pucka,
NOCTaHOBEHMWI O NPUBIEYEHUN K aOMUHUCTPATUBHOW OTBETCTBEHHOCTU HOPMONYECKOro Nnla, ero AOMMKHOCTHbLIX NNL
U1 MHOUBMAYanbHOro NpeanpuHUMaTens 3a CoBepLLEHNE aaMUHUCTPATMBHOIO NpaBoHapYLLIEHWs, NPeayCMOTPEHHOTO:

cratben 6.28 Kogekca Poccuiickon ®egepaumm 06 agMUHUCTPaATUBHBIX NPaBoOHapyLUeHUsX B YacTu peanusauuu
He3aperncTpupoBaHHbIX MEAULMHCKUX U3AENWiA;

yactamu 1 n 2 ctatbn 6.33 Kogekca Poccunckon ®egepauum 06 agMUHUCTPATUBHBIX NMPaBOHAPYLUEHUSAX B YacTu
Npon3BOACTBa, peanui3auun unm Beo3a Ha Tepputoputo Poccuinckon ®epepauumn danbcnpmumpoBaHHbIX MeOULIMHCKUX
usgenui; peanusaumm unm Beo3a Ha Tepputopuio Poccuiickon ®epepaumm KOHTpadaKTHbIX MEAULMHCKUX U3Oenui;
peanusauuv unv Beo3a Ha Tepputopuio Poccuiickon Pegepaumm HegobpokavyeCTBEHHbIX MeQULMHCKMX U3AENNIA;

yactbio 21 cratbu 19.5 Kogekca Poccunckon ®epepauum o6 agMUHUCTPATUBHBLIX NMPaBOHAPYLUEHUSIX B YacTu
HENCMONHEHMS 3aKOHHbIX NPEeAnUCcCaHni opraHa rocyaapCTBEHHOrO KOHTPOMns 06 yCTpaHeHUW BbISIBIIEHHbIX HapyLUEHWUI
obsa3aTenbHbIX TpeboBaHwi B cpepe obpalleHns MeanLMHCKUX U3Oenuii;
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MoctaHosneHue Mpasutensctea PO ot 25.09.2012 N 970
(pea. ot 22.07.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"06 yTBeEpXAeHUM MON0XKEHNS O FOCYAAPCTBEHHOM KOHT... Hata coxpanenns: 13.03.2018

cratbenn 19.7.8 Kopekca Poccunckon &degepaumm 006 agMUHUCTPATMBHBLIX MNPaBOHAPYLUEHMSIX B 4YacTu
HenpeacTaBneHus CBeAeHUW Wnv MpefcTaBreHus 3aBedOMO HeOOCTOBEpHbIX CBedeHWW B defeparbHbld opraH
WCMNOMHUTENBHOW BIacT, OCYLLECTBNAWNA (DYHKUMM NO KOHTPOM M Haasopy B cdepe 30paBoOXpaHeHus, npu
obpalleHn MeanLMHCKUX N3nenvn.

17. OB6bEKTBI FOCYAapCTBEHHOIO KOHTPOSISA, OTHECEHHbIE B COOTBETCTBMU C pasgenom |l HacTosawero AokyMeHTa K
KaTeropusiMm 3HauYUTENbHOro, CpPedHero U YMEPEHHOro pucka, noasniexaT OTHECEHUIO K KaTeropusim CpegHero,
YMEPEHHOro " HM3KOro pucka COOTBETCTBEHHO MNMpu OTCYTCTBUN B TeYeHue 2 neT, npegwecTteyrolwnx aate npuHATUA
pelweHns o6 oTHeceHMM obbekTa rocyJapCTBEHHOro KOHTPOMS K OMNpeAeneHHOW KaTeropum pucka, BCTYMMBLUMX B
3aKOHHYH CUIy MOCTAHOBIIEHWIA O MPUBMEYEHUN K aOMWHUCTPATMBHOW OTBETCTBEHHOCTM HOPUAMYECKOrO nvua, €ero
OOMMKHOCTHBIX NIUL, U UHAMBUAYANbHOTO NpeanpyHUMaTens 3a CoBepLleHne agMUHUCTPATUBHbBIX NMPaBOHAPYLUEHWN,
yKa3aHHbIX B NyHKTe 16 HacTosLWero AoKyMeHTa.

<1> B cootBeTcTBUM C NocTaHoBneHveM lNpaButensctBa Poccuiickonn ®enepauun ot 3 utoHsa 2013 r. N 469 "O6
yTBEpXXAEHMM [1ONOXEHNsT O NULEH3NPOBAHUN OEATENbHOCTM MO MPOM3BOACTBY M TEXHUYECKOMY OOCNyXMBaHMIO (3a
UCKITIOYEHMEM CIyyasi, ecrnv TexXHu4Yeckoe obCcnyxmBaHMe OCYLLUEeCTBRAsieTCs Ansa obecrneyvyeHnss COBCTBEHHbIX HYyXA,
IOPUAMYECKOro NuLa Unn NHAMBMAYanbHOro NpeanpuHMMaTens) MeauUMHCKOM TEXHUKIN".

<2> B cooTBeTCTBUM C HOMEHKNaTypHOW knaccudukaumen MeOVUMHCKUX U3Oenuin no BuAaaMm, YTBepXKOeHHOW
MwuHncTepcTBOM 3apaBooxpaHeHnsa Poccunckon ®egepaumn.

<3> YyuTblBaeTcs oauH Kputepun Ay unn A,, unn Az, unm A, no Hanbonbluemy Knaccy NoTEeHLManbHOro pucka
NPUMEHEeHMS.

<4> Kputepun K, He yuuTbiBaeTCa NS OPUOUYECKUX §NUL U UHAMBWUAOYyaArbHbIX npeanpuHUMaTenen,
OCYLLECTBAAIOLLMX MPON3BOACTBO MEAMLMHCKMX U3Oenuin (npomssoamTenen n (unun) ynonHOMOYEHHbIX NpeacTaBuTenen
npounssoguTenen MeguLMHCKUX n3nenun).

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 17 u3 17
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=7C5753AB93464C5B62F2570963912379349C432EC9D6664E2C53524045D009C25193803BC719mBQFM
consultantplus://offline/ref=7C5753AB93464C5B62F2570963912379349C432EC9D6664E2C53524045D009C25193803BC719mBQFM
consultantplus://offline/ref=7C5753AB93464C5B62F257096391237937904D26CED1664E2C53524045mDQ0M
consultantplus://offline/ref=7C5753AB93464C5B62F257096391237937904D26CED1664E2C53524045mDQ0M
consultantplus://offline/ref=7C5753AB93464C5B62F257096391237937934820C8D1664E2C53524045D009C2519380m3QDM
consultantplus://offline/ref=7C5753AB93464C5B62F257096391237937934820C8D1664E2C53524045D009C2519380m3QDM
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

	Постановление
	Положение о государственном контроле за обращением медицинских изделий
	Приложение. Критерии отнесения деятельности юридических лиц и индивидуальных предпринимателей, осуществляющих деятельность в сфере обращения медицинских изделий, к определенной категории риска
	I. Общие положения
	II. Критерии тяжести потенциальных негативных последствий возможного несоблюдения обязательных требований
	Таблица 1. Перечень критериев An для юридических лиц и индивидуальных предпринимателей, осуществляющих производство (изготовление) медицинских изделий и (или) являющихся уполномоченными представителями производителей (изготовителей) медицинских изделий
	Класс риска медицинских изделий, производство (изготовление) которых и (или) представление интересов производителей (изготовителей) которых на территории Российской Федерации осуществляет юридическое лицо или индивидуальный предприниматель
	Количество видов медицинских изделий по регистрационным удостоверениям на медицинское изделие (по всем имеющимся регистрационным удостоверениям) (штук)
	Наличие сведений об осуществлении изготовления медицинских изделий в реестре уведомлений о начале осуществления юридическими лицами и индивидуальными предпринимателями деятельности в сфере обращения медицинских изделий и (или) произошедших изменениях (для изготовителя медицинского изделия)
	Количество адресов мест осуществления производства медицинских изделий (для производителя медицинского изделия)
	Актуализация сведений регистрационного досье на медицинское изделие

	Таблица 2. Перечень критериев Bn для юридических лиц и индивидуальных предпринимателей, осуществляющих применение, эксплуатацию, проведение клинических испытаний медицинских изделий при осуществлении медицинской деятельности
	Вид деятельности
	Вид медицинской деятельности
	Количество проводимых клинических испытаний

	Таблица 3. Перечень критериев Cn для юридических лиц и индивидуальных предпринимателей, осуществляющих техническое обслуживание (монтаж, наладку, контроль технического состояния, периодическое и текущее техническое обслуживание, ремонт) медицинской техники
	Вид деятельности
	Количество адресов мест осуществления технического обслуживания (монтажа, наладки, контроля технического состояния, периодического и текущего технического обслуживания, ремонта) медицинской техники

	Таблица 4. Перечень критериев Dn для юридических лиц и индивидуальных предпринимателей, осуществляющих реализацию медицинских изделий
	Вид деятельности
	Количество адресов мест осуществления реализации медицинских изделий
	Наличие сведений об осуществлении реализации медицинских изделий в реестре уведомлений о начале осуществления юридическими лицами и индивидуальными предпринимателями деятельности в сфере обращения медицинских изделий и (или) произошедших изменениях

	Таблица 5. Перечень критериев En для юридических лиц и индивидуальных предпринимателей, осуществляющих ввоз на территорию Российской Федерации медицинских изделий и (или) вывоз с территории Российской Федерации медицинских изделий
	Вид деятельности
	Наличие сведений об осуществлении ввоза на территорию Российской Федерации медицинских изделий и (или) вывоза с территории Российской Федерации медицинских изделий в реестре уведомлений о начале осуществления юридическими лицами и индивидуальными предпринимателями деятельности в сфере обращения медицинских изделий и (или) произошедших изменениях

	Таблица 6. Перечень критериев Fn для юридических лиц и индивидуальных предпринимателей, осуществляющих уничтожение и (или) утилизацию медицинских изделий
	Вид деятельности
	Наличие сведений об осуществлении уничтожения медицинских изделий и (или) утилизации медицинских изделий в реестре уведомлений о начале осуществления юридическими лицами и индивидуальными предпринимателями деятельности в сфере обращения медицинских изделий и (или) произошедших изменениях
	Количество адресов мест уничтожения медицинских изделий и (или) утилизации медицинских изделий

	Таблица 7. Перечень критериев Gn для юридических лиц и индивидуальных предпринимателей, осуществляющих транспортировку медицинских изделий
	Вид деятельности
	Наличие сведений об осуществлении деятельности по транспортировке медицинских изделий в реестре уведомлений о начале осуществления юридическими лицами и индивидуальными предпринимателями деятельности в сфере обращения медицинских изделий и (или) произошедших изменениях

	Таблица 8. Перечень критериев Hn для юридических лиц и индивидуальных предпринимателей, осуществляющих хранение медицинских изделий
	Вид деятельности
	Количество адресов мест осуществления деятельности по хранению медицинских изделий

	Таблица 9. Перечень критериев Jn для юридических лиц и индивидуальных предпринимателей, осуществляющих проведение испытаний (исследований) медицинских изделий, за исключением клинических испытаний
	Вид деятельности
	Наличие сведений о проведении испытаний (исследований) медицинских изделий, за исключением клинических испытаний, в реестре уведомлений о начале осуществления юридическими лицами и индивидуальными предпринимателями деятельности в сфере обращения медицинских изделий и (или) произошедших изменениях


	III. Критерии возможного несоблюдения обязательных требований



