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3apeructpupoBano B Muntocte Poccuu 31 mas 2017 r. N 46910

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALINU

MPUKA3
ot 16 masa 2017 r. N 226H

Ob YTBEPXAOEHWUU NMOPAOKA
OCYLLECTBJIEHUSA 3KCNEPTU3bl KAMECTBA MEOULWHCKON
MOMOLLM, 3A UCKITKOYEHUEM MEAULIMHCKOM NOMOLLIU, OKA3bIBAEMOW
B COOTBETCTBUU C 3AKOHOOATEJIbCTBOM POCCUNCKON ®EQEPALIUN
OB OBA3ATEJIbHOM MEAMLIMHCKOM CTPAXOBAHWUU

B cooTBercTBHM ¢ yacThio 4 cTtaThu 64 denepanpHOro 3akona ot 21 HostOps 2011 r. N 323-03 "O6
OCHOBax oOXpaHbl 370poBbsi rpaxiaH B Poccuiickoir ®enepauun" (CobpaHue 3aKOHOJIATENILCTBA
Poccuiickoit ®denepanuu, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165) u nognyukrom 5.2.76 [lonoxenus
0 MunucrepcrBe 3apaBooxpaHeHus Poccuiickon @enepanuy, YTBEPKICHHOIO IOCTaHOBICHUEM
[IpaButensctBa Poccuiickoit denepanuu ot 19 urons 2012 r. N 608 (Cobpanue 3aKOHOJATEIHCTBA
Poccuiickoit @enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, cT. 2812; N
33, c1. 4386; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, cTt. 3577; N 30, cT. 4307; N 37, cT. 4969; 2015,
N 2,cr.491; N 12, ct. 1763; N 23, c1. 3333; 2016, N 2, c1. 325; N 9, c1. 1268; N 27, cT. 4497; N 28, cT.
4741; N 34, ct. 5255; N 49, cT. 6922; 2017, N 7, cT. 1066), npuka3biBao:

VYrBepaute [lOpsAaoK OCYHIECTBICHUS OKCIEPTHU3bl KadecTBA MEJULMHCKOM IOMOIIM, 3a
HCKIIFOYEHUEM MEAULUHCKOMN ITOMOILH, OKa3bIBAEMOM B COOTBETCTBUU € 3aKOHOIATEILCTBOM Poccuiickon
®epnepanyn 00 00513aTEIILHOM MEIUIIUHCKOM CTPaXOBAHUHU, COTTIACHO MPHIIOKEHHUIO.

Bpuo Munncrpa
J1.B. KOCTEHHHUKOB

[Ipunoxxenue

K NprKa3y MHUHHUCTEPCTBA 3pABOOXPAHECHUS
Poccuiickoii denepanuun

ot 16 mas 2017 r. N 226H

NOPAAOK
OCYLLECTBJIEHUSA 3KCNEPTU3bl KAMECTBA MEOULUHCKON
MOMOLLU, 3A NICKNIOYEHWUEM MEOULIMHCKOMN NOMOLLIX, OKA3bIBAEMOW
B COOTBETCTBUU C 3AKOHOOATEJIbCTBOM POCCUNCKON ®EQEPALIUA
Ob OBA3ATEJIbHOM MEOULUMWHCKOM CTPAXOBAHUU
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1. Hacrosmuii Ilopsmox peryaupyeT BONPOCHI OCYHIECTBIEHHS OKCIIEPTHU3bl KadecTBa
MEIULMHCKOM TOMOIIM, 32 UCKIIOUEHHEM MEAMIIMHCKOM IOMOIIM, OKa3bIBa€MOH B COOTBETCTBUHU C
3aKoHO/IaTenbCcTBOM Poccuiickoit ®deaepannn 00 005S3aTebHOM MEIUIIMHCKOM CTpaxOBaHWUM (najee -
JKCIIEPTHU3a Ka4eCTBAa MEAUIIMHCKOW MTOMOIIIH).

2. DKcrepTu3a KayecTBa MEAUIIMHCKONW TOMOIIM MPOBOAUTCS B LIEJSAX BBIABICHUS HAPYIICHUN TIPU
OKa3aHUM MEIULMHCKON MOMOIIH, B TOM YHCJIE OLIEHKH CBOEBPEMEHHOCTH €€ OKa3aHHWsl, PaBUIIBHOCTHU
BEIOOpPa METOJMOB TPOMUIAKTUKH, ITUATHOCTHUKH, JICUCHUS W pPEadWIMTAllMU, CTENEHH JIOCTHKCHHUS
3aIlUIAHMPOBAHHOIO pe3ynbTara <l>.

<1> Yactp | cratbu 64 denepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 310poBbsi Tpaxaan B Poccuiickoit denepanmu” (CobOpanue 3akoHOAarenbcTBa Poccuiickoit
Oenepanunm, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165).

3. Dkcnepru3a KayecTBa MEAMIMHCKOW IIOMOILM OCHOBBIBAETCS Ha INPUHLMUIAX 3aKOHHOCTH,
COOMIOIeHNsT MpaB M CBOOOA YeNIOBEKAa M TPAaXJAHWHA, NPaB IOPHIUYECKOTrO JIMIA, HE3aBHCUMOCTH
JKcHepTa, 00BEKTUBHOCTH, BCECTOPOHHOCTU M MOJHOTHI UCCIIE0BAaHUM, OTBETCTBEHHOCTH 3KCIEPTOB 32
IIPOBEACHUE U PE3YyJIbTaThl SKCIIEPTU3HI.

4. 3KCHepTI/I38 Ka4dycCTBa MeﬂHHHHCKOﬁ ImoMoIu MpoBOAUTCS IIPHU OCYIICCTBIICHUU:

1) rocynapcTBEHHOTO KOHTpPOJSl KauecTBa U OE30MaCHOCTH MEAMIIMHCKON JIeATENbHOCTH (naiee -
rOCYJJapCTBEHHBIN KOHTPOJIb);

2) BEIOMCTBEHHOTO0 KOHTpOJIS KayecTBa M 0€30IaCHOCTM MEIULMHCKOM JAesTenbHOCTH (Janee -
BEJIOMCTBEHHBIH KOHTPOJIb).

5. Tlpu ocymiecTBICHHH TOCYIapCTBEHHOTO0 KOHTPOJISI SKCIIEPTHU3a KaueCTBa MEIUIIMHCKON TTOMOIIN
OCYUIECTBJISIETCS IPU MPOBEJICHUH:

1) npoBepok coOONIOEHUS OpraHaMM TOCYAApCTBEHHOM BJIAaCTU UM OpraHaMu MECTHOIO
CaMOYIIpaBJIEHHsI, TOCYIAapPCTBEHHBIMH BHEOIO/DKETHBIMU (OHJAMM, a TaKKe OCYILECTBIISIOLIUMHU
MEAUIMHCKYI0 U (apMalleBTUYECKYIO JIeATEIbHOCTh OpraHM3allMsIMM W MHAWBHUYaJbHBIMU
NpeINpUHUMATENSIMU TIPaB TpakaaH B cepe OXpaHbl 3J0POBbs I'PaXK/]aH;

2) mpoOBEpPOK COOJIIOJIEHUS! OCYILECTBISIONIMMU MEIUIUHCKYIO JI€ATEIbHOCTh OpPraHMU3alUsIMHU U
WH/IMBUYAIbHBIMUA TPEANPUHUMATENIAMU TOPSJIKOB OKa3aHWS MEAWLIUHCKOW MOMOIIM M CTaHJIapTOB
MEIUIIMHCKON ITOMOIIT <2>.

<2> Ilynktel 11 u 12 IlonoxeHust o TocyJapCTBEHHOM KOHTpOJE€ KayecTBa M 0€30MacHOCTH
MEIULMHCKOW  JESITENbHOCTH, YTBEp)KJIEHHOro rmnocrtaHoBieHueMm [IpaButenbctBa  Poccuiickoit
®enepanuu ot 12 HOsOpsa 2012 r. N 1152 (Cobpanue 3akoHonarenscTBa Poccuiickoit denepanun, 2012,
N 47, ct. 6501; 2016, N 38, cT. 5567).
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6. DKcrepTu3a KayecTBa MEIUIIMHCKOM MOMOIIM B paMKaxX OCYILIECTBIEHUS TOCYIapCTBEHHOIO
KOHTPOJIS IPOBOUTCS aTTECTOBAHHBIMHU B YCTAaHOBJICHHOM 3aKOHOJIaTeIbCTBOM Poccuiickoit deneparuun
nopsiake <3> oakcmepramu, npuBiekaeMbiMu @ DenepanbHOM  cmykO00W MO  HAm30py B cdepe
3IpaBOOXpaHCHUs (TeppUTOpHATIbLHBIM opranoM @DexepanbHON CchIyXObl 1O Ham30py B chepe
3IpaBOOXPAHEHHUS) K TMPOBEICHHUIO MEPOIPHUSATUNA MO KOHTPOJIO B COOTBETCTBHM CO CTaThed 2
®denepanpHoro 3akoHa ot 26 nmekabps 2008 r. N 294-®3 "O 3ammte mpaB OPUANYECCKUX JIHI U
WHJMBUIYAIbHBIX TMPEANPUHUMATENICH MPU OCYIIECCTBICHUU TOCYAApPCTBEHHOTO KOHTPOJs (Haa3opa) u
MYHHUIIMIIAJIBHOTO KOHTpOJIs" <4>,

<3> TlocranoBnenue [IpaButenbcrBa Poccuiickoit @eneparuu ot 10 mrons 2014 r. N 636 "O6
aTTeCTallMd  OKCIIEPTOB, MPHUBJICKAEMbIX OpraHamMu, YyIOJIHOMOYEHHBIMH Ha  OCYLIECTBIICHUE
rOCy/IapCTBEHHOI'O KOHTpOJsi (Haa3opa), OpraHaMd MYHHIIMIIAJBHOTO KOHTPOJS, K IPOBEACHUIO
MepornpusTiii o kouTpointo" (Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanuu, 2014, N 29, cr.
4142).

<4> Cobpanue 3akononarenscTBa Poccuiickoit deneparuu, 2008, N 52, cr. 6249; 2014, N 26, cT.
3366.

7. Okcneprusa KauecTBa MEAMIMHCKONW IIOMOLIM B pPaMKaX OCYUIECTBIIEHUS BEJOMCTBEHHOI'O
KOHTPOJISI IPOBOJUTCS MTPUBIICUCHHBIMU (heIepaTbHBIMU OPTaHAMH HCIIOJTHUTEIBHOM BIIACTH U OpraHaMu
UCIIOJHUTENIbHOW BiacTH cyOwbekToB Poccuiickoit denepanyy, OCyHIECTBISIOIIMMU BEIOMCTBEHHbIN
KOHTPOJIb, YUEHBIMH U CHELHUAINCTAMU (JaJIee - CIELUATUCTBI) <5>.

<5> Tlpuxaz MunucrepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 21 gexadps 2012 r. N
13401 "OO6 yTBep AeHUH MOPSIIKAa OPraHU3aluy U MPOBEACHHS BEIOMCTBEHHOIO KOHTPOJS KayecTBa U
0€30MacHOCTH MEIUIIMHCKON JesTeNbHOCTH" (3aperucTpupoBad MuHucTepcTBOM foctuliuu Poccuiickoit
®eneparuu 3 urons 2013 r., peructpannonssiiit N 28631).

8. B ciydae ecnu sKcmepTy, CIEHUAIUCTY M3BECTHBI OOCTOSATENBCTBA, MPEMATCTBYIOIIME €ro
MIPUBJICYEHUIO K TPOBEACHUIO IKCIEPTU3bl KaueCTBA MEAUIIMHCKON MOMOIIY MO0 HE MO3BOJISIONINE EMY
coOJIt0aTh MPUHIMIBI €€ NMPOBEACHMs, YCTaHOBJEHHblE NMyHKTOM 3 Hacrosmero Ilopsaka, skcmepr,
CHEIUATUCT coo0IaeT 00 yka3zaHHOM OOcTosTeNbcTBE B DeepanbHylo clyk0y mo Ham3opy B chepe
3IpaBoOXpaHeHMs (TeppuropuanbHblii opran @enepanbHoil cinykObl 1O Haa3opy B cdepe
3/IpaBOOXpaHeHus) Win (efepaibHblii OpraH MUCIOJIHUTEIbHOW BJIACTH (OpraH MCHOJHUTENBHON BlIacTh
cyobekta Poccuiickoit denepariyn), OCyecTBISIOMNUNA BEIOMCTBEHHBIH KOHTPOJIb.

9. 3KCH€pTBI, CIICIINaJINCThI HpI/I HpOBeI[CHI/II/I 3KCHCpTI/I3BI KadeCTBa MGI[I/IHI/IHCKOI\/'I IIOMOIIIN
00s13aHBI;

1) caMOCTOSITEIbHO TIPOBECTH TOJHOE MCCIIeIOBAaHNE TIpeAcTaBiIeHHBIX DenepanpHOi ciry:xk00# 10
HAJ30py B cdepe 3ApaBOOXpaHeHus (TeppUTOpHATBLHBIM opraHoM denepanbHO cay)Obl 1O HAI30PY B
chepe 3apaBoOxpaHeHHs) WM (enepaibHBIM OpPraHOM HMCIOJHHUTEIBHOW BIAcTH (OpraHoM
UCIIONTHUTENBbHON BiacTu cyOwekta Poccuiickoit denepainnu), OCYIIECTBISIONIMM BEIOMCTBEHHBIM
KOHTPOJIb, MaTepUaJIOB, JaTh 0OOCHOBAHHOE M OOBEKTHBHOE 3aKITIOYCHHUE IO PE3yJIbTaTaM IKCIIEPTU3BI
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KauecTBa MEIUIIMHCKON TOMOIIH;
2) TouHO (pOPMYIHPOBATH BHIBOJBI B IIpeJieiaxX CBOCH KOMIIETEHIUY;

3) He pasrjamarb CBEIEHHUS, KOTOPbIE CTAIU U3BECTHBI B CBA3U C IIPOBEACHUEM 3KCIEPTU3BI
KayecTBa MEAMIIMHCKON ITOMOIIY, a TAKXKE CBEIEHUS, COCTABIAIOIUE TOCYJaPCTBEHHYIO, KOMMEPUYECKYIO
WJIY MHYIO OXPaHAEMYIO 3aKOHOM TalHY;

4) CO6J'IIOI[3TI> YCTAHOBJICHHBIC CPOKH U IOPAAOK ITPOBEACHH SKCIICPTU3bI KAYCCTBA MCHHHHHCKOﬁ
IIOMOIIH.

10. Cpok npoBeJieHHs] SKCHEPTU3bl KAaYECTBA MEAUIIMHCKON MTOMOIIM HE MOJKET MPEBBIIIATh CPOKA
OCYIIECTBJICHUSI TOCYAAPCTBEHHOTO M BEJOMCTBEHHOTO KOHTPOJIEH, YKa3aHHBIX B ITyHKTE 4 HACTOSIIETO
[Topsiaka.

11. Ilpu mpoBeeHUH SKCIEPTU3BI KAaueCTBA MEIUIIMHCKOM MOMOIIU IKCIEPT, CIEHUATUCT MyTeM
MIPOBEPKU COOTBETCTBUSL MPEAOCTABICHHONW MAalUEHTY MEIUUMHCKOW IOMOIIM KpPUTEPUSAM OLEHKH
Ka4eCTBa MEIMIIMHCKON MOMOILIH, YTBEpPXKIAaeMbiM MHMHUCTEPCTBOM 3ApaBoOXpaHeHus Poccuiickoi
denepanuy B COOTBETCTBUH € 4acThio 2 cTaThu 64 denepanbHOro 3akoHa ot 21 Hosops 2011 r. N 323-
@3 "OO6 ocHOBax OXpaHbI 3I0POBbs rpakaaH B Poccuiickoit denepanun <6>:

<6> Cobpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724; 2013, N 48, cT.
6165.

1) BBISIBISICT HAPYILICHHSI IPH OKA3aHUHM MEJIUIIMHCKOW TTOMOIIIH;
2) OIIEHMBAET CBOEBPEMEHHOCTh OKa3aHUsI MEIUITMHCKON TOMOIIIH;

3) oOleHMBAeT MPABHIBHOCTH BHIOOpPA METOAOB NPODUIAKTHUKH, ITUATHOCTHKHU, JIEUEHUS U
peadbmIUTaINi;

4) OLCHUBACT CTCIICHDb JOCTUIKCHUS 3AINIAHUPOBAHHOI'O pE3YyJIbTAaTa.

12. B cnyyae BbIABIEHUS HapyLIEHHMs] NpU OKa3aHWM MEIUIIMHCKOW IOMOIIY, B TOM 4YHCIIE
HECBOEBPEMEHHOCTH  OKa3aHUS  MEIUIIMHCKOM  IOMOIIM, HENpaBHJIBHOCTH  BBIOOpPA  METO/0B
Npo(UIaKTUKY, JAUArHOCTUKM, JIEYEHHs] U peadWINTalUU, SKCIEPT, CHEHHATIUCT OIpeleNsieT UuX
HETaTUBHBIE TIOCIEACTBUS U JIULL, JOIYCTUBIIUX JaHHbIEC HAPYLICHUS.

13. Ilo pe3ynbraTaM OLIEHKH CTEIEHU JOCTHKEHHS 3aIUIAaHUPOBAHHOIO pe3yjbTaTa 3KCIEpT,
CIELUAINCT ONpeeNnsieT Hanboiee 3HaYuMble HapyIIEHUs, TOBIUSABIINE HA UCXO/[] 3a00JI€BaHMSL.

14. Tlo pe3ynpTaraMm 3KCIEPTHU3bl KayeCcTBa MEIUIMHCKOW MOMOIIM SKCIEPTOM, CIIECIUATUCTOM,
OCYIIIECTBISBIINM MPOBEICHUE IKCIEPTU3BI KaueCTBA MEAUIIMHCKON MOMOIIH, OhOpMIIIEeTCS SKCTIEPTHOE
3aKJIIOYEHUE.

15.B OKCIICPTHOM 3aKIHOYCHUUN YKA3bIBAKOTCA:
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1) nata, Bpemst 1 MecTo 0(OPMIICHHS SKCIIEPTHOTO 3aKITIOYCHUS;
2) HaMMEHOBaHUE MPOBEPSIOIIEH OpraHU3ally, OpraHa;
3) ocHOBaHUE NMPOBEAECHUS IKCIIEPTU3bI KAUECTBA MEIULIUHCKON ITOMOILIN;

4) ¢damunuu, uMeHa, ordyecTBa (IpU HAJIMYMK) M JOJKHOCTH DKCIEpTa, CIEUUaIncTa WIH
AKCIEPTOB, CIEIUATUCTOB, MPOBOAUBIINX SKCIEPTU3Y KaueCTBa MEAUIIMHCKON TTOMOIIH;

5) HauMEHOBaHHE IPOBEPSEMOI0 FOPUIMYECKOro JHLA MM (aMuwius, UM U OT4YECTBO (TpHU
HINYMN) UHIUBUAYAJIHHOTO NPEANPUHUMATENS, a Takke (paMuius, UMs, OTYECTBO (MIPH HATUYUH) U
JNOJDKHOCTh PYKOBOIMTENSA, MHOTIO JOJDKHOCTHOIO JHMIA WIM YIOJHOMOYEHHOIO IIPEICTaBUTEIS
IOPUANYECKOr0 JIMLA (MHAUBUAYAIbHOIO HPEIIPUHUMATENS), NPUCYTCTBOBABLIEIO MpPU IPOBEIACHUU
JKCIEPTU3BI KAUECTBA MEANLIMHCKON IIOMOIIIY;

6) nmata, Bpemsi, IPOJOJDKATEILHOCTh U MECTO MPOBEICHUS SKCHEPTH3bl KaYeCTBA METUIIMHCKOU
IIOMOILY;

7) cBedaeHHsT O pe3yibTaTax OHKCIEPTU3bl KayecTBAa MEIUIIMHCKOW MOMOIIM, B TOM YHCIE O
BBISIBJICHHBIX HAPYIICHUSX, 00 MX HEraTUBHBIX MOCIEACTBHSIX M O JUIAX, JOMYCTUBUIMX YyKa3aHHbBIE
HApyUIEHUS;

8) cTemeHb MOCTHKEHUS 3allJIJaHMPOBAHHOIO pe3ylbTaTa C YKa3aHHeM Hauboliee 3HAYUMBIX
HapyILIEHUN, TOBIUSIBIINX HA UCXOJ] 3a00JICBAHMS;

9) CBCACHUA 00 O3HAKOMJIEHMM WM OTKa3e B O3HAKOMJIEHHU C OKCIICPTHBIM  3aKIIFOUCHHUCM
PYKOBOAUTEIIA, MHOI'O JOJDKHOCTHOI'O JIMIIA UKW YIIOJTHOMOYCHHOI'O NPCACTABUTCIIA IOPUANYCCKOIO JIMa,
HHAUBUAYAJIBHOI'O MPECAIIPUHUMATECIIA, €0 YIIOJITHOMOYCHHOI'O MPCACTABUTCIIA, IIPUCYTCTBOBABIIUX ITPU
IMPOBCACHUHN JKCIICPTU3bI KAaUCCTBA MG}II/IHI/IHCKOI}'I IIOMOIIH, O HAJITMYUHU HUX HOI[HI/ICCI\/'I WK 00 OTKa3e OT
COBCPUICHUA ITOAIIHUCH.

3KCHCpTHOC 3aK/IIIOYCHUE TTOAINMCBIBACTCA  OKCIICPTOM, CICOUAIIUCTOM HIJIM OKCICPTaMU,
criequajiucraMu, MpOBOANBIINMU SKCIICPTU3Y KauCCTBA.

16. DkcnepTHOE 3aKJIIOUEHHME TpHUiIaraeTcs K akTy MPOBEPKH, B paMKaX KOTOpPOH MPOBOAMIIACH
JKCIEePTH3a KAYECTBA MEIUIIUHCKON TOMOIIIH.
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