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06 DxcnepTHoM coBeTe MHHHCTEPCTBA 31paBOOXPAHEHU
Poceniickoii ®@eaepanuu 10 BONpOcaM OpraHu3alul KJIHHHYeCKOH
anpo6anuu MeTo0B NPOoGHIAKTHKH, AHATHOCTHKH, JICYeHHS

H peabUIHTALHH

B cooTBeTCTBMM ¢ dacThio 2 cratbu 36.1 @emepanspHOro 3aKoHa
0T 21.11.2011 No 323-®3 «O6 ocHOBaX OXPaHEBI 3/I0pPOBbs Ipax/iaH B PoccHiCcKOM
Depepanun» (CobpaHue 3aKOHONATEIBCTBA Poccuiickoii ®epnepanun, 2011,
No 48, cT. 6724; 2012, Ne 10, c1. 1425; 2013, Ne 39, c1. 4883; Ne 48, ct. 6165;
2014, Ne 30, cT. 4257; Ne 43, ct. 5798; Ne 49, cr. 6927; 2015, Ne 1, ct. 85; Ne 10,
cT. 1425), mpu K a3 bl BaIo:

YTBEpIUTE:

[TonoxxeHne o6 DKCIepTHOM coBeTe MHHHMCTEPCTBA 3APaBOOXPaHCHUS
Poccuiickoii Qenepanuy IO BOIPOCAM OPTaHM3aLMHU KIMHUYECKOH anpobanuu
MeTo/10B MPOGMIAKTHKM, NUAHOCTHKH, JIedeHHst M peaOWINTalMH COTTIACHO
npunoxeHuto Ne 1;

ITopsnok BBEIHECEHUS OKCHepTHBIM COBETOM MwuHHCTEPCTBA
3gpaBooxpaHenus Pocculickoit ~ Denepaunun 3aKII0OYEHHH 1O  BOIIpOCaMm
OpraHM3aUyy OKa3aHHsd MEIWIMHCKOX TOMOIIM B paMKax KIIHHUYECKOU
arpoOaLuu METOJIOB npoUNaKTHKH, JINarHOCTHKH, JIeYeHHs
¥ peaGHINTAIUK COTIACHO TIPUIIOKEHHIO Ne 2.

MuHucTp / B.N. CxBopuoBa



INpunoxenue Ne 1
K pruKa3zy MUHHUCTEPCTBA 3APaBOOXPaHEHIU
Poccutickoit @enepandu

or«?0» wwn s  2015r. Nngﬁy[{

IMoJsiokenue
06 DxenepTHOM coBeTe MHHHCTEPCTBA 31PABOOXPAHCHH A
Poccuniickoit @enepanny Mo BONPOCaM OpraHu3anuu KJIHHHYECKOH
anpo6aluy MeTOJ0B NPOMHIAKTHKH, IHATHOCTUKH, JIeHCHHS
U peadNIHTALHH

I. O61mme IoIoXKeHUs

1. Hactosmee IlofoxeHne oOmpenenseT MOPSIOK paboThl IJKCHEPTHOTO
coBera MUHHCTepCTBa 3paBooxpaHeHus Poccuiickon denepanyy 10 BOIIpocam
OpraHM3alMi KIHHAYECKOH ampobauud METOJ0B npOoQUIAKTUKH, IHATHOCTUKH,
JNedeHus ¥ peabunuTauy (qajee - DKCIEPTHBIA COBET).

2. DKCIIEPTHBIA COBET CO3JAeTCS B LENIX MCIONHEHUA MuHHCTEPCTBOM
3apaBooxpanenuss Poccuiickoit ®enepanuu (manee — MununcrepcTBo) (QyHKIMHA
[0 OpraHW3alu¥  KIMHHYeCKOH  ampobaiud  MeToJOB PO HIIAKTUKH,
JIMATHOCTHKY, JIeYeHHS W peabwiIdTalMu (manee — KIMHHYECKas ampoObarus)
W OKasaHWs MEIMIMHCKON [OMOINM B paMKaX KIHHMYECKOH amnpoballiy
B MEIUIMHCKMX OpraHM3allisIX W HHBIX OCYLIECTBIIOMMX MEIHLIHMHCKYIO
JeSTEeNLHOCT  OpTaHM3alMsX, I[IOABEJOMCTBEHHBIX (eepalbHBIM — OpraHaMm
MCIIOHATENBHOM BIacTy (fanee — defiepalbHble MEIHIMHCKHE OpraHu3alty).

3.B cBoeii JesTENbHOCTH  OKCIEpPTHBIA  COBET  PYKOBOACTBYETCA
Konctutymmel Poccuiickoit ®esepauny, (efepalbHbIMA KOHCTHTYIHOHHBIMU
3aKOHaMH, (elepalbHbIMH 3aKOHAMH, yKa3aMHd U PaclOpsDKCHUAMU [Ipe3nnenra
Poccuiickoii Meneparyy, IIOCTAHOBIEHUSMH U pacTiopskeHUsMH [IpaBuTenscTBa
Poccuiickoit ®enepanuu, NOpUKazaMd MHHHUCTEPCTBA, BKIIO4Yas HACTOAIICE
Ilonoxenue.

II. ®yHKIMKM DKCIIEPTHOTO COBETA

4. DKCIIepTHEIH COBET OCYIIECTBIAET CleAyolie QyHKIIH:

1) maeT paspelleHWe Ha OKa3aHHE MENHMIMHCKOH IIOMOIIM B paMKax
K/IMHUYEeCKOl anpobanuu, BKIIOUatolee B ceds ompe/ielIeHHe Juciia NalHueHTOB,
KOTOpbIM OyIeT OKa3aHa MENWIMHCKas IIOMOIIbL B paMKax KIHHAYECKON
anpobaluuM 1O KaXIOMy MeToAy NPOQHIAKTHKH, JHATHOCTHKH, JIEIeHHA

' Mynkr 11.2 wactu 1 crateu 14 DenepaibHOro 3akoHa OT 21.11.2011 Ne 323-@3 «O06 ocHOBax OXpaHBI
370poBEA rpaxiad B Poccuiickoli ®enepaunu» (CobpaHue 3aKOHOAATENLCTBA Poccuiickoit @epmepaunu, 2011,
No 48, cr. 6724; 2012, Ne 10, cr. 1425; 2013, Ne 39, cr. 4883; Ne 48, ct. 6165; 2014, Ne 30, cr. 4257,
Ne 43, cT. 5798; Ne 49, c1. 6927, 2015, Ne 1, cT. 85; Ne 10, cT. 1425).
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U peaOuIuTalluH,

2) naeT OlleHKy (DPMHAHCOBBIX 3aTPAT HAa OKa3aHHEe MEIUIIMHCKON ITOMOIIHX
M0 KaXKIOMy HPOTOKONY KIMHMYECKOH anpobaluH, THIOBas ¢dopMa KOTOpOTO
YTBEPKAAETCA MI/IHI/ICTepCTBOMZ;

3) ompenenseT CpPOKW HPOBENECHHS KIMHUYESCKOH arnpobaruy Mo KaxaoMy
IIPOTOKOJLY KIIMHUYECKOH anpoOaruy;

4) opraHM3yeT pasMellleHHe Ha O(QHIHMAIBPHOM CcalTe MunucrepcTBa
B MH(QOPMAIHOHHO-TENIEKOMMYHHKAIIHOHHONH ~ CETH «urepuer» (manee —
odbHUMANbHEIH caliT B ceTH «/HTepHEeT») MPOTOKOJIOB KJIMHUYECKOW ampobauuu,
10 KOTOpPBHIM [aHO pa3pelllcHHe Ha OKa3aHue MEIMLMHCKON MOMOLUHM B paMKax
KIMHUYECKOH anpoOaluy,

5) paccmMaTpuBaeT 3aABKH (helepaNBHBIX MEAULHHCKHX opraHu3alym
06 ydJacTHM B KJIMHHYeCKO ampobauyy M Ha OCHOBaHHU KPHUTEPUEB otbopa
dbenepanbHBIX MEANIMHCKMX OpraHu3alyi, yCTaHOBJICHHBIX IIpaBUTENHCTBOM
Poccuiickoit Oeeparyn’, onpesenser dpeaepatbHble MeIUMHCKHE OpraHn3aliy,
yYacTBYIOIIME B OKa3aHMU MEUIMHCKOH MOMOUM B pamKax KJIMHAYECKOH
arpoGaIliy 110 IPOTOKONY KIMHHYECKOH arpobaiuy;

6) IpUHMMAeT peIIeHHe O [JOCPOYHOM MPEKpaIeHUH KJIHHHYECKON
anpobaldi O HPOTOKONY KIMHAYECKOH anpobaiuu B Clly4yae BbBIIBICHUA
OCJIO)KHEHUH;

7) OpYHUMAET pEIIeHHEe O HAIWYUH/OTCYTCTBUM KJIMHUKO-DKOHOMHUYECKOM
5 (HEKTUBHOCTH MPOIIEIIIETO KIHHUIECKYIO anpoOalHio MeToa NpO(UIIaKTHKY,
JIMATHOCTHKY, JedeHWs | peadUIMTallMd Ha OCHOBaHMM aHanusa OTHeTa
deflepabHO  MENMUMHCKOM OpraHuWsauud 00 HCHOJHEHHH —IPOTOKOJIOB
KJIMHUYECKOH arpobalum,

8) mHOPMHEpPYET O IIPUHATHIX PEIICHHUSAX, yKA3aHHbIX B MOAITYHKTaX 1-3, 5-7
HACTOSIIEro  IIyHKTa, JAelapTaMeHThl ~ MMHUCTEepCTBA, — OCYLICCTBIAIOIIMC
OpraHU3alMOHHO-TeXHHYIECKOe obecIiedeHue IeATeNbHOCTH DKCIIEpTHOI'O COBETA.

I11. Oprauu3anys paboTbl IKCIIEPTHOTO COBETA

5. JKCIepTHBI coBeT co3jaerca npu MHHHCTEpCTBE M3 HHMCIA
crenuanuctoB MunnctepeTsa, wienoB HaydHoro coeta MUHHCTEPCTBA, ITTaBHBIX
BHEIITATHBIX CIeNHaTicToB MunucTepcTBa, DeiepabHoi CiTyKObl 110 HAI30pY
B cepe 3IpaBOOXPaHEHMs, NpeICTaBUTEeNed HHBIX 3aHHTCPECOBAHHBIX
deepanbHBIX OPraHOB TOCYIApCTBEHHOM BJIACTH, MEIAWLMHCKHX OpraHu3allyi,
a TakKe TNPOPECCUOHANBHBIX HEKOMMEPYECKHX OpraHu3allii, CO3/1aBacMbIX

2 Yacts 5 crathu 36.1 denepansHoro 3akona ot 21.11.2011 Ne 323-03 «O6 ocHOBaX OXpaHhb! 310POBbA
rpaxaadn B Poccuiickoit ®enepauun» (CobpaHiue 3akOHOAATENLCTBA Poccuiickoii  ®enepaumu, 2011, Ne 48,
cT. 6724; 2012, Ne 10, cr. 1425; 2013, Ne 39, cr. 4883; Ne 48, crt. 6165; 2014, Ne 30, cr. 4257,
Ne 43, ct. 5798; Ne 49, c1. 6927; 2015, Ne 1, cT. 85; Ne 10, ct. 1425).

3 YacTs 4 craTen 36.1 ®emepanbHoro 3akona or 21.11.2011 Ne 323-03 «O06 ocHOBax OXpaHbl 3J0POBb
rpaxnan B Poccuiickoit ®enepauun» (CoOpanue 3aKOHOLATENbCTBA Poccuiickoii  @enepaunu, 2011, Ne 48,
cT. 6724; 2012, Ne10, cr. 1425; 2013, Ne 39, cr. 4883; No 48, cr. 6165; 2014, Ne 30, cr. 4257,
Ne 43, cT. 5798; Ne 49, c1. 6927; 2015, Ne 1, c1. 85; Ne 10, cr. 1425).
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MeTAIIMHCKAMY paGOTHHUKAMH U (apMarleBTHIECKUMA PabOTHHKAMH.

6. CocTaB JKCIIEPTHOTO COBETa yTBEPXKAaeTCA MpukasoM MHUHHCTEPCTBA.

7. DKCIepTHBIA ~ COBET  COCTOMT W3  Ipeacenarens, — 3aMeCTHTEIA
TpeceiaTeisi, OTBETCTBEHHOTO CEKPEeTaps U YICHOB DKCIEPTHOrO COBETA.

8. Ilpencenaresnsb ~ ODKCIIEPTHOrO ~ COBETA  Ha3sHAYacTCA MuHuCcTpOM
3mpaBooxpaHenusi Poccuiickoit ®DenepanMu M3 YHCIa HICHOB DKCIepTHOTO
COBeTa.

9. DKCHepTHBIi  COBET  BIpaBe  IpPHUBICKATh K cBoei  pabote
Ha 6e3BO3ME3IHOM OCHOBE M C IPAaBOM COBEILATEJIBHOTO rojioca CreunalncToB
Hay4HbIX, O00pa30BaTelbHBIX M MEIMIMHCKHAX OpraHu3alyii 10 TPOGUIIM
MeTALIMHCKOM TOMOIIH (fajee - IpHUIjalleHHbIe JULA).

10. TTepcoHanbHBI COCTAB NPUIIAIICHHBIX IHMI A8 ydacTud B pabote
DkcrepTHOro  coBeTa  (opMHpyeTcs M YTBEpXKAAeTcs  NpejacenareieM
JKCIEPTHOrO COBETa (JIMIIOM, €ro 3aMelaloIIMM) Ha OCHOBAaHHH [peI0KEHUH
YJIEeHOB DKCIIEPTHOI'O COBETA.

11. 3acemanust DKCIEPTHOTO COBETA IPOBOJATCS MO Mepe HeOOXOIUMOCTH,
HO He peXe ONHOro pasa B Tpu Mecsla. 1IpaBOMOYHBIM CHUTAeTCs 3aCENaHUC
DKCIIEPTHOrO COBETA, B KOTOPOM y4acTBYeT He MEHEE IIOJIOBHHBI €ro 1JICHOB.

12. PykoBoacTBo ~ paboTod  OKCIEPTHOTO  COBETa  OCYMIECTBILICT
npeacenarenb.

13. Ipencenarenab DKCIIEPTHOTO COBETA!

1) ocymecTBisieT oblee pPyKOBOICTBO JEATEILHOCTHIO DKCIIEPTHOIO COBETA
¥ OpraHu3yeT ero paborTy;

2) BefeT 3aceaHusl JKCIIEPTHOIO COBETA,

3) pacmpenensieT OOSA3aHHOCTH MEXAy 4WiIeHaMH DKCIIEPTHOIO COBETA
¥ KOODAMHMpYeT Hx paboTy, HasHayaeT JOKIAJYMKOB M3 HYHCIa HJICHOB
JKCIIEPTHOTO COBETA JUIs [IPeCTaBIeHHs JOKIa/a 10 00CyK1aeMoMy BOTIPOCY;

4) naeT TOpY4YECHUS OTBETCTBEHHOMY CEKpPETapio W IeHaM OKCIEPTHOIO
COBETA4;

5) Ha3HAYaeT AATy U BpeMs IPOBEICHMS 3acelaHusi JKCIIEPTHOrO COBETA;

6) B3auMofeiicTByeT C PYKOBOACTBOM MIUHHCTEPCTBA IO  BOIIpOCaM
peanu3aliy peleHuii DKCIEPTHOTO COBETA,

7) ocylecTBiAsSe€T KOHTPOJH 32 HCIOIHEHHEM peleHu, IPHHATHIX
OKCIIEPTHBIM COBETOM,;

8) mpuHMMaeT Mephl II0 TPEeNOTBPAIECHHIO W/WIHA  yperynvipoBaHHUIO
KOH(IMKTA HHTEPECOB y WIEHOB OKCIEPTHOrO COBET3, B TOM HHCIC
0 NOCPOYHOMY HpPEKPALICHMIO IONHOMOYMH €iIeHa OJKCNEPTHOro CoBeTa,
SIBJISIFOIIErOCsl CTOPOHOM KOH(QIMKTa HHTEPECOB;

9) mpezacTasnsieT B MHHUCTEPCTBO OTYET 00 HTOrax paboThEl DKCIIEPTHOTO
COBeTa 3a MPOLIENIINH TO.

B orcyrcTBHe mpeacenarens OKCIEPTHOTO COBETa €ro 00s13aHHOCTH
MCIIONIHSAET 3aMEeCTUTEND IIpeiceaTelis DKCIIEPTHOTO COBETA.

14. 3amecTUTEND NpeacenaTens JKCIEPTHOTO COBETA.

1) mo mopydYeHHIO TpejcenaTens OKCIEPTHOro CoBeTa MM B ClyHdae
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ero oTCYTCTBHs TIpeCceNaTe]IbCTBYET Ha 3aCeJaHuAX DKCIEPTHOIO COBETa;

2) MCIIOJIHsIET ~ WHBlE  OOSI3aHHOCTH O TIOPYYEHHIO  IIpelcenaTeis
DKCIepTHOIO COBETA,

3) B3auMOJeHCTByeT ¢ JAenapTaMeHTamMd MHUHHCTepCTBAa IO BONPOCaM
peau3auy pelieHH DKCIIEPTHOIO COBETA.

15. OTBeTCTBEHHBIN ceKpeTaph DKCIIEPTHOTO COBETA:

1) ocyIecTBIsSeT JOKyMEHTATbHO-TEXHHYECKOE 00ecneYeH e AesTeIbHOCTH
DKCHEPTHOTO COBETA,;

2) MOATOTaBIMBaeT JOKyMEHTHl JJ pPacCMOTPEHHs Ha  3acellaHuH
DKCIEpTHOIO COBETA,

3) uHpopMHpYeT UIEHOB OKCHEPTHOIO COBETa W NPUIIAIICHHBIX JIHII
O 1are, BpeMEHM M MeCTe MpOBEIEeHMs 3acelaHusi OKCIIEPTHOrO COBETa
He TI031Hee, 4eM 3a 3 pabodux JHs 10 JaThl €r0 IPOBEACHUS;

4) oopMIIseT MOBECTKY 1 BEAET IMPOTOKOJI 3acelaHus DKCIepPTHOTO COBETa.

16. UneHsl DKCIIEPTHOTO COBETA MMEIOT IIPABO:

1) BHOCHTH TpeIOKeHds 110 (OPMUPOBAHMIO IIOBECTKH 3acefaHui
DKCIIEpTHOTO COBETA;

2) BO3ITIABJISATh KOMUCCHH U pabodre Ipymibl, chOPMUPOBaHHBEIE B COCTABE
DKCHepTHOIO COBETA;

3) npemnaraTh ~ KaHAMAATyphl  NPUITIALIEHHBIX  JIMI AN y4acTHA
B 3aCeJIaHUAX DKCIIEPTHOI'O COBETA,

4) yyacTBOBaTh B IIOATOTOBKE MAaTePHAOB IO  PacCMaTpUBAaEcMbIM
BOIIPOCAM;

5) M3NOXUTH B TNHCBMEHHOM BHAe o0coboe MHEHHe 10 BONpPOCY,
paccMaTpHBAaeMOMY Ha 3acelaHHH DKCIEPTHOTO COBETa, KOTOPOE HOJDKHO OBITH
IPUIIOKEHO K IIPOTOKOITY 3acejaHus DKCIIEPTHOTO COBETA.

17. OKcriepTHBI ~ COBET IPUHMMAET  pelleHHe IyTeM  OTKpBITOro
rojiocoBaHMA. PemeHus OKCHEPTHOro COBETa IPHUHUMAIOTCA OOJBIIHHCTBOM
FOJIOCOB OT YMCJIa NPUCYTCTBYIOLIMX Ha 3aCelaHUH WIEHOB JKCIIEPTHOIO COBETA.
Ynensl DKCHEPTHOTO COBeTa O0NafaroT PaBHBIMH IIpaBaMH IIpH TOJIOCOBAHHH.
ITpu paBeHCTBE TOJIOCOB PELIAIOLINM SBISETCS IONOC MPeCenaTeliss DKCIePTHOro
COBETA.

18. Pemenns DKcHepTHOro coBera OGOPMISIOTCS IPOTOKOJIOM, KOTOPBIH
TIOJIMUCHIBAETCS MIpejceaaTeieM JKCIEPTHOrO COBETa M WIEHAMH OKCIEePTHOTO
COBeTa, IIPHUCYTCTBOBABIINMH Ha 3aCeaHHH.

19. OpraHn3allMOHHO-TEXHUYECKOE obecrieyeHue NeATENBHOCTH
DKCIIEPTHOTO COBETA OCYINECTBISIIOT [lenapTaMeHT OpraHM3allii MeJHULHHCKOH
TIOMOLIY U CaHATOPHO-KYypPOPTHOTO jena ¥ JlenapTaMeHT MeJUIMHCKON ITOMOLIN
JETSIM U CITY>OBI pOJOBCIIOMOXEHHU MUHUCTEPCTBA.

20. Usdopmanronnoe obecreueHne IeATeTbHOCTH JKCIIEPTHOTO COBETA
¥ pasMellleHde Ha oQuIMaIbHOM caiiTe B ceTH «VIHTEpHET» IOKYMEHTOB
M CBEJEHHH 10 BOIPOCAM KIMHHYECKON alpoOalliy OCyIIeCTBIeT JlenapTaMeHT
MH(QOPMAIIMOHHBIX TEXHOJOTHI U CBSI3M MHHHCTEPCTBA, KOTOPhIM B TOM YHCIIE
obecrieurBaeT pasMellieHne Ha OQuIManbHOM caiite B ceTn «VHTepHET»



IIPOTOKOJIOB KIIMHUYECKOH anpobalyH.

21. B cpok ngo 1 mapra roja, CJI€AyIOIIEro 3a OTYETHBIM IIEPHOIOM,
OKCIEPTHBIA COBET HampaBisieT B MMHHCTEPCTBO OTYET, IOMNHCAHHBIA
npenacenaTenem, 0 pe3ynbTarax paboThl DKCIIEPTHOIO coBeTa

332 COOTBETCTBYIOIIUHI TOJI.
IV. Ko nauKT HHTEPECOB

22. B ciy4ae ecid BBINIONHEHHE 00sS3aHHOCTEH 4iieHa DKCIIEPTHOrO COBETa
MOXeET TMOBJedb 3a Cco0O0M KOHQIUKT HHTEPECOB, CIIOCOOHBIH IIOBIHATH
Ha IOTHOTY M OOBEKTHBHOCTh NPHHAMAEMBIX DEIIEHHH, WieH OKCIEPTHOTO
coBera 00s3aH COOOIUTH B TNHMCHMEHHOH ¢GopMe O KOHGIMKTE HHTEPECOB
npencenareno OkcreptHoMy CoBeTy, a TaxXe 3adBHTh CaMOOTBOJ O Hadajua
IIPOBEACHUS 3aCeJaHUsI DKCIIEPTHOIO COBETA.

23. VyacTHe B TOJIOCOBaHMHM 4YjeHAa OKCHEPTHOIO COBETAa, HMEIOIIEro
KOHGIUKT UHTEPECOB, HE JOIIyCKAETCS.

24. He pomyckaercs ydacTde B 3aceJaHHH ODKCIIEPTHOI'O COBETa B KaueCTBE
IpUITIAIIEHHbIX JIMI, SBISEOINMXCS HpelcTaBUTeNeM pa3paboTyuKa MpOTOKOIa
KJIMHIYECKOH anpobaliui.



IMpunoxenue Ne 2
K npuka3zy MUHHCTEPCTBA 31PaBOOXPaHCHUS
Poccuiickoit @eneparuun

or«?0O» tpoNL 2015 . Ne ’(/3"‘//(

IHopsaaok BbiHECeHHSI JKCIEPTHLIM COBETOM
MunucTepcrBa 31paBooxpaHenus Poccuiickoii ®enepanuu
3aK/JII0YeHH i 10 BONPOCAM OPraHU3alHH OKA3aHMs MeIHIMHCKOM
NOMOIIH B PAMKAaX KJIHMHHYECKO# anpo6auuy MeTOAOB NPO(PHIAKTHKH,
AHATHOCTHKH, JIeYeHHsI H peaOHIHTaluH

I. [Topsimok BeIHECEHUS. DKCIIEPTHEIM COBETOM
pelieHus O Bblaue pa3pelleHus Ha OKa3aHue MeANIHCKOW TIOMOILH
B paMKax KJIIMHUYECKOH arrpobanuun

1. DKcrepTHBIM coBeT B TedeHue 15 pabouumx OHEH €O AHSA TONyYCHUS
COIJIACOBAaHHOIO JTHYECKMM KOMHTETOM MUHHUCTEPCTBA 3JpaBOOXpPaHEHUS
Poccuiickoii ®emepanuyu O BOIMPOCaM OPraHM3allMH KIHMHUYECKOH ampobaruu
(manee — DTUYeCKHMH KOMHTET) MPOTOKONA KIMHHYECKOH anpobauuu
OCYIIECTBIIAET pPAcCMOTPEHME YKa3aHHOrO IPOTOKOJa W NpHilaraeMbIX
JIOKyMEHTOB, OIpeJeNeHHBIX IlonoxeHHeM 00 OpraHH3alMy KIMHUYECKOH
anpobalyu METONOB MNPOQUIAKTHKH, JUATHOCTHKY, JIEYEHHA M DPeaOMIIMTaluH
W OKa3aHMs MEIMLIMHCKOMN IIOMOIIH B paMKax KIMHHYECKOH ampobaluu METOI0B
NpO(UIAKTAKH, [UATHOCTHKH, JICUeHHs M pPeaOHIUTaluH, YTBEPXKICHHBIM

4
MUHHACTEPCTBOM .
2.1lpu BBIHECEHUWH peLIEeHUs O BblJa4Ye paspelleHdss Ha OKa3aHHe

MeIUIUHCKON ITOMOIIM B paMKaX KIMHUYECKOH alpoOaliy OLEHUBAETCS HAIWYHe
M KauecTBO CBE/ICHMIA, H3JIOKEHHEIX B IIPOTOKOJIE KIIMHUYECKO} anpobanuu, o0:

1) 060CHOBaHWMH KIIMHUYECKOH arpobanuy METoa,;

2) nengx M 3ajavax KIMHAYEeCKo# anpobanuy;

3) onmcaHWM OCOOCHHOCTEH OKa3aHWsS MEJMLMHCKOW IIOMOIIM B paMKax
KJIMHUYECKOH anpodanuu;

4) HanU4Iuun aJbTepPHATUBHBIX METOJZIOB JICYEHMS, MIOMHMO
IpeAyCMOTPEHHBIX KIMHUYECKON anpobanuei;

5) mapamerpax oTOOpa H HUCKIIOYEHMs IAMEHTOB, Y4YacTBYIOIIHX
B KJIIMHUYECKOH arpoOanuy; ’

6) ymciie MalMEeHTOB, KOTOPOE MPEAIOIaracTcs BKIOYUTh B KIMHUYECKYIO

arnpoOaluro;

* Yactp 5 craTeu 36.1 ®enepanbHoro 3akoHa ot 21.11.2011 Ne 323-®3 «O6 ocHOBaX OXpaHBl 310POBbS
rpaxnan B Poccuiickoit ®enepaunn» (CobGpanue 3akoHOHarenbcTBa Poccmiickodt  emepauwmn, 2011, Ne 48,
ct. 6724; 2012, Ne10, cr.1425; 2013, Ne 39, cr. 4883; Ne 48, cr. 6165; 2014, Ne 30, cr. 4257;
Ne 43, c1. 5798; Ne 49, ¢T. 6927; 2015, Ne 1, cT. 85; Ne 10, ct. 1425).
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7) OpeAnoaraeMoil UIMTENbHOCTH Y4acTHs IIalldeHTa B KIMHHYECKOH
anpobanuy;

3. KpurepusamMu Ipu NPUHATUH OKCIEPTHBIM COBETOM PEIICHHS O BbIAAYe
paspellleHHss Ha OKa3aHWe MENHMUMHCKOM IOMOIM B paMKaX KIMHHYECKOH
anpoOaIluy SBISAIOTCA:

1) akTyaabpHOCTB MeToaa JUIs 3[paBOOXPAHEHHUS, BKJIIOYAs
OpraHM3alHOHHbIE, KIIMHUYECKHE M SKOHOMUYIECKUE aCTIeKTBI;

2) HOBU3HA MeTOJa W/WIH OTJIMYME €ro OT H3BECTHBIX aHaJOTHYHbIX
METO/IOB;

3) oxujaeMasi BIroJia H/UIH TI01b3a, €CIIM MPOTOKOJIIOM HE NPEIyCMOTPEHO
HHOE;

4) u3BecTHBlE ¥ TOTCHIMAlBHBIE  DUCKM  NPHMCHEHMS  METOxA
JUTS TTAIIMEHTOB, €CJIA TaKOBbIE HMEIOTCH,

5) pe3ynbTaThi HAyYHBIX HCCIIEJOBaHUH METOIa B PELICH3UPYEMBIX HayIHBIX
JKypHAIAX ¥ H3JJaHHSX, B TOM 9HCIE B 3apyOexKHBIX KypHaNax (MpH HaTHIHH);

6) 1ieecoo0pa3HOCT U Ge30IaCHOCTh NPHMEHSEMBIX IIPH KIAHHYECKOH
anpobaliy Mo KaXAOMy IPOTOKONY KIMHHYECKOH ampobanuu JIeKapCTBEHHBIX
npenapatoB ¥ (WnM)  MeJWIMHCKMX  M3ENUH,  3aperMCTPUPOBAaHHBIX
B YCTaHOBJIEHHOM HOpSI,D;KCS B Poccuiickoii @Depepalii B COOTBETCTBUH
¢ MHCTPYKUMSMH TIO MPUMEHEHHIO JIeKapCTBEHHOIO Ipenapara, WHCTPYKIHeH
110 IPYMEHEHHIO HJIH PYKOBOJCTBOM IO 3KCIUTyaTallii MEAULIMHCKOTO M3EIHU.

4.Tlo pe3synbTaTaM pacCMOTPEHHSA IIPOTOKOJA KIMHAIECKOH anpobanuu
DKCIEepPTHBIA COBET BBIHOCUT 3aKIIFOUYEHHE:

1) 0 BBIgaue paspelleHHs Ha OKa3aHHE MEIMIMHCKOW MOMOIIM B paMKax
KJIMHAYECKOH armpoOaliu 10 IMPOTOKOJTY KIHHUYECKON anpobaruy;

2) 06 OoTKaze B BBAA4e pa3peIlCHHSA Ha OKa3aHME MEAMIMHCKOHM MOMOIIH
B paMKax KIMHUYECKOH anpo6alyy [0 IPOTOKOITY KIIMHMYECKO! anpobaruy.

5. PaspellieHre Ha OKa3aHHE MEULIMHCKOM TOMOIIY B paMKax KIMHHYeCKOH
anpo0alldM  JOJDKHO  BKJIIOYAaTh  ONpENENeHHOe  OKCNEpPTHBIM  COBETOM
110 IIPOTOKOJTY KJIMHUYECKOH anpobaruu:

1) 9ucno manMeHTOB, KOTOpPBHIM OyJeT oKa3aHa MeIULMHCKas IOMOLIb
B paMKax KJIMHHYECKOH anpoOauum,

2) omeHKy (HHAHCOBBIX 3aTpaT Ha OKa3aHWE MEIUIMHCKOH IIOMOIIH
B paMKax KIIMHHYEeCKOH anpobauuu,

3) cpoKH IpOBENEeHHS KIMHHIECKOH anpobanuu.

6. 3akroueHrHe DKCIIEPTHOTO COBETa, yKa3aHHOE B IYHKTe 4 HACTOSLIEro
nopsiaKa, oGOpMIISIETCST [IPOTOKONOM 3ace/laHusi ODKCIEPTHOrO COBETa B JIBYX
3K3EMIUIAPAX, KOTOPBIA MOJIKCHIBAETCS BCEMH WIEHaMH OJKCIEPTHOrO COBETa,
y4aCTBOBAaBIIMMH B 3aCEaHHH.

7.TlepBBlif SK3eMIUIAp IPOTOKONA 3acelaHus OKCIEPTHOTO COBETa
B TeueHHe 2 paGodux AHel ¢ NaThl €ro MOAMCAHHS HANPABIAETCH B JTHYECKHH

> TlocraHoBnenue ITpaButensctBa Poccuiickoit ®enepammu ot 27.12.2012 Ne 1416 «O06 yTBEpKIECHUH
[IpaBua rocyIapCTBEHHOM PEruCTpalMM MEIULUMHCKHX H3IEIHI» (CoGpanue 3akoHOmaTeNbcTBa Poccuifckoit
denepaimu, 2013, Ne 1, cr. 14; Ne 43, 2014, c1. 5556; 2014, Ne 30, cT. 4310);



KOMUTET, BTOPO# 9K3eMIULIp — B MHHHCTEPCTBO.

8.B ciy4yae BbIHECeHHS OKCIEPTHHIM COBETOM 3aKIIIOUEHMs, YKa3aHHOI'O
B MOANyHKTe | IyHKTa 4 HACTOAIIETO MOpAAKa, JDKCIEPTHBIH COBET B TEYCHHE
2 paGoyux OHeHl ¢ JaThl IOANKMCaHMA MPOTOKOJIA €ro 3aceljaHHs HalpaBseT
B JlemapTaMeHT MH(QOPMAIIMOHHBIX TEXHOJOTHH M CBA3HM MPOTOKON KIMHHYECKOH
anpobaluy I pa3MeLleHns Ha oQHUIHaNEHOM caiTe B ceTH «VIHTepHeT».

9. B ciydae BBIHECEHHS OKCIEPTHEIM COBETOM 3aKIIOYEHHs, YKa3aHHOTrO
B TOJIYHKTE 2 IIyHKTa 4 HACTOAIIErO IOpAAKa, JKCIEPTHBIH COBET B TEYEHHE
2 paboumx mHeidl ¢ JaThl MOINKMCAHMS [POTOKONA €ro 3acelaHus MHpOpMUpYeT
pa3paboTuMKa NPOTOKONA KIMHMYECKOH ampobauup 00 oOTkase B BblIAYe
paspellleHds Ha OKa3aHWe MENHULHMHCKOH INOMOIIM B paMKaX KIMHHYECKOH
anpo6alldd IO MPOTOKOLY KIMHHYECKOH anpobauuy ¢ yKasaHMEM [PHYHHbL
JTAHHOT'O OTKa3a.

II.  Tlopsnok BeIHECEHHS] DKCIEPTHBIM COBETOM
pelnenus o6 onpeneneHuy QeaepaabHbIX MeAUIMHCKUX OpraHU3alyH,
y4aCTBYIONIUX B OKA3aHMH MEJUIMHCKOH OMOIIM B PaMKax KIHHUYECKOH
ampo6anyuH 1o IMPOTOKOIY KIIMHUYECKOH anpoOaliy, B COOTBETCTBUH
C KpUTepHAME 0T60pa (efepatbHbIX METUIIMHCKAX OpraHi3alyi,
ycranoieHHbIX [IpaButenscTBoM Poccuiickoit denepanin

10. 3asBKH denepanbHbIX MEJIULITHCKUX OopraHu3anui
06 y4acTMH B KIMHWYECKOH ampoOanuu paccMaTpHBAlOTCA Ha 3ace/laHUH
DxcrepTHOoro cosera B TedeHHe 10 pabouux AHEH €O IHSA HX TMOCTYMICHHUA

13 MUHHCTEPCTBA.
11. DKCIIEpTHEIH COBET Ha OCHOBaHHH KPHUTEPHEB OTOOpa MEIMIMHCKHMX

OpraHM3alMii, y4YacTBYIOLUIMX B OKa3aHMH MEJULMHCKOH IIOMOIIM B paMKax
KIMHAYECKOM ampobalui MeTONOB INPOMUIAKTHKH, AUArHOCTHKH, TIeeHHA
¥ peabUIUTALlMH, yCTaHOBICHHBIX IIpaBuTenscTBoM Poccuiickod ®enepanun’
(namee — Kpurepud or0opa), OIpenenseT (efepanbHble  MEAMIUHCKHE
OpraHM3alliy,  Y4YacTBYIOLlMe B  OKa3aHWM  MEJMIHMHCKOH  MOMOIIH
B paMKax KIMHHYECKOW ampoGanyy [0 KOHKPETHOMY MPOTOKOIY KIHHHIeCKOH
anpo6alyy, ¥ IPUHAMAET OJTHO U3 PEIleHUN:

1) o coorBeTcTBUM (eepanbHOM MEIHIIMHCKOH OpraHM3aliy KpHTEpHIM
otbopa;

2) 0 HECOOTBETCTBHHU (eepanbHON MEAULMHCKOH OpraHu3allii KpUTCPUAM
otbopa.

12. Peresnsi DKCIIEPTHOTO COBETA, yKa3aHHbIE B IlyHKTe 11 HacTosmero
nopsiaka, opOPMISIFOTCS POTOKOJIOM 3acelaHuss JKCIEePTHOIO COBETa, KOTOpPBIHA
MOMIUCHIBAETCI BCEMH WIEHaMH OKCIIEPTHOrO COBETa, Y4aCTBOBaBIINMH
B 3aCEJlaHHUU.

¢ Yactp 4 craThd 36.1 ®emepanbHOro 3akoHa or 21.11.2011 Ne 323-@3 «O6 ocHOBaX OXpaHbl 3/0pOBbA

rpaxaan B Poccuiickoit ®enepauun» (CobpaHHe 3aKOHONATENLCTBA Poccuiickoii  ®enepauun, 2011, Ne 48,
cT. 6724; 2012, Ne10, cr. 1425, 2013, Ne 39, cr. 4883; Ne 48, ct. 6165; 2014, Ne 30, cr. 4257;

Ne 43, ct. 5798; Ne 49, ct. 6927; 2015, Ne 1, ct. 85; Ne 10, ct. 1425).
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13. B Teuenne 5 pabouux AHEH cO NHSA NOANMMCAHHS MPOTOKOJA 3aCeNaHUs
DKCIIEpTHOrO COBETa BLIIUCKAa M3 €ro IpOTOKOJa HampaBldeTCad B aapec
denepaibHOi MEIMIIMHCKON OpraHM3alMM, IIO/IaBIlei 3asBKy Ha y4acTHe
B KIHHAYECKOH ampobalyy, ¥ B ajpec pa3paboTdhKa IPOTOKONA KIMHHYECKOH
anpobaruy.

14. DkchepTHBI COBET B TEYEHHE S pabounx OHEH CO OHA HPHHATHA
pellleHu#, yKa3aHHBIX B MyHKTe 11 HacTosIero NOpsiAKa, HanpaBisieT
B MuHuCTEpPCTBO HHPOpPMALAIO O (QelepanbHBIX MEIUIIUHCKUX OpraHM3alusiX,
YyYaCTBYIOIIMX B OKAa3aHUM MEIUUMHCKOH TOMOIIM B paMKax KJIMHHAYECKOM
armpobalyy 110 KaXIOMy [IPOTOKOIY KIHHUYECKOM arpobaruy.

III. Tlopsnox BeIHECEHHS! DKCIIEPTHBIM COBETOM
pelleHHs O JOCPOYHOM MPEeKPAIIeHNN KIMHMIECKON anpobaiuy
TI0 IIPOTOKOJTY KIIMHIYECKOH anpobanuu

15. DKkcHepTHBIH COBET MPUHHUMAET pelleHUe O JOCPOYHOM IIPEKpalleHHH
KJIMHAYECKOH ampobaluy [0 IIPOTOKONY KIMHUYECKOH ampodalud B Ciydae
NOCTYIUIeHHs OT (eaepalbHO MEIUIMHCKOW  OpraHu3aluy [ (139 11057
HHpOpMaLIUN:

1) opy  BO3HHUKHOBEHHH MPOTHO3UPYEMBIX OCIOXHEHUH, YKa3aHHBIX
B NIPOTOKOJE KJIHHUYECKOH ampobanmm, ecou MX vacrtota Ha 30 % mnpeBbIIIacT
TAKOBYIO IIPHM HCIIOJB30BAHHUM METONA NPOQUIAKTUKH, TUATHOCTHKHU, JIEYEHHSA
¥ peabUITUTal|H, IPAMEHSIOIErocs B KIMHUYECKOM [PAaKTHKE;

2) npd BO3HUKHOBEHMM HENPOTHO3ZUPYEMBIX  TsDKEINBIX OCJIOXKHEHMH,
YIPOXKAFOIINX KHU3HHU U 310POBBIO MAllHEHTOB.

16. DkcrepTHEIA COBET B TedeHHe 3 pabo4yMx JHEH CO JHS IOJYydCHHUS
oT (elepalbHON MeTUIHHCKOW OpraHM3alu¥ HH(GOpPMalHMyd O NPHUOCTAHOBIEHHH
IPOBEJCHUS KJIMHUYECKOH ampobaluMy B CBA3M C HalMYUueM OCJIOKHEHHH,
yKa3aHHBIX B MyHKTE 15 HACTOAIIEro NOpsAaKa, IPUHUMAET PeIeHUE O JT0CPOIHOM
NpeKpameHny KIHHUIeCKO! arpobalyu B CBSI3H C HATMIHEM OCJIO>KHEHHUH.

17. Pemenye  OKCIIEPTHOTO COBeTa O  JOCPOYHOM  IPEKpallleHHH
KIHHAYECKOH ampobalMy 1o MPOTOKOY KIMHHYECKOH arnpobaiuu odopmIIsIeTCst
COOTBETCTBYIOIIMM IIPOTOKOJIOM 3acelaHMs OKCIIEPTHOTO COBeTa, KOTOPBI
MOANMUCHIBAETCS BCEMH UJIeHaMH OKCIEepTHOTO COBETa, Y4YacTBOBAaBIIUMH
B 3aceJlaHHH.

18. Belmucka M3 IPOTOKOJNA 3acellaHhs OKCIIEPTHOIO COBETa B TEUEHHE
3 paboumx nOHeH co AHA €ro NOANHCAaHWs HanpaplsgeTcs B benepalbHyO
MEIMIIMHCKYIO OpraHU3allHio, NPeICTaBUBLIYI0 MH(GOpPMALHI0 O BOSHUKHOBEHHH
OCJIOKHEHHH, YKa3aHHBIX B IIyHKTe 15 HAcTOAINEro mopsaxa, a TaKXKe HHbBIC
benepanbHple  MEAMIMHCKHE  OpPraHU3alliH, MPOBOMAIIME  KIMHHIECKYIO
anpobalrio [0 MPOTOKOIY KIMHHYECKOH anpobaliuy, Npy peajld3allid KOTOpOro
BO3HHMKIM OCJTOXXHEHHs, pa3paboTuMKy MPOTOKOJa KIMHWYECKOH arnpobauuu
M B JenapraMeHT MUHHCTEPCTBA, OCYLIECTBIAIOMIMKA  OpraHU3alliOHHO-
TeXHUYecKoe oOecrieyeHue AesTeIbHOCTH OKCIEPTHOI'O COBETa II0 MPOTOKOILY
KIHHHYECKOH anpobaliui.



IV. Topsanok BeIHECEHHS DKCIEPTHBIM COBETOM
pelleHus O HAJIMYHU/OTCY TCTBHH KJIMHHKO-9KOHOMHUECKON 3P PEKTHBHOCTH
IIPOIIEAIIETr0 KIMHUYECKYIO anpoOaliuio MeToza npodHIaKTHKH, THarHOCTUKHY,
JIeYeHHs U peabMInTaluu

19. TTo OKOHUYAHHIO KIHHUYECKOH anpobauy DKCIEPTHHIA COBET B TEUCHHC
3 pabouux [HEHN CO AHS NONTy4YEeHHs OT denepaibHON METUIIMHCKON OpraHU3aliu
oTyeTa 00 MCIHOJHEHWH MPOTOKONA KIMHHYEeCKOH ampobaly d NpHIaraéMoro
K HeMy airopurmMa o0 oOLeHKe KJIMHAKO-3KOHOMHUYECKOH 3P PEKTHBHOCTH
[TPOIIEIIEro KIMHAYECKYIO alnpoOaluio METOAa npoUITaKTUKY, AUATHOCTUKH,
Jeuenuss W peabwiuranmu 10 dopwme, OIpelieTIeHHON  MPHJIOKEHHEM
k IlonokeHmio 06 OpraHW3allM¥ KJIMHMYECKOHW  ampobalud — METOIOB
NpoQUIAKTHKH, JHACHOCTHKY, JIEYEHUS U peabunuTallMd W OKa3aHuAd
MEIUIMHCKOM IIOMOLIM B paMKaX KJIHHMYECKOH anpo0alyu  METOJIOB
NpoQUIAKTHKY, JAUArHOCTHKH, JIEYECHHS U peabWiIuTallUY, YTBEP)KICHHBIM
MHHHCTEPCTBOM, IPHHUMAET PEIICHHUE:

1)o HanuMuu{ KIMHUKO-5KOHOMHYECKOH 3G PEeKTUBHOCTH TPOLICALIErO
KIHHUYECKYIO anpobaudio MeToja NPOQUIAKTHKH, NUATHOCTHKH, JIEICHHA
U peabUIIUTal1Y,

2) 06 OTCYTCTBHH KIHHHUKO-3KOHOMH4YECKOH 5P PEeKTUBHOCTH MIPOUISAIIETO
KIHHUYECKYIO ampobaldio MeTofa NPOGUIAKTHKY, MUArHOCTHKH, JIEYCHHA
1 peabMIuTaluH.

20. Pemenne DKCIEPTHOTO COBETa O HAIMYMHA/OTCYTCTBHM KIMHHKO-
SKOHOMHYECKOH 3(P(PEKTUBHOCTH NPOIIEAIIETO KIMHHYECKYIO anpobanuo MeToaa
npodUIaKTHKK, JUATHOCTHKH, JIEYEHUS U peabunuTalid  [PUHUMACTCH
B rmopsike, oOnpeneneHHOM IlonmoxeHueM 00 OpTaHM3aLMK KJIHHUYECKON
anpobard MEeTONOB NPOQMIAKTHKH, JHATHOCTHKH, JICHCHHA H peabunMTalUH
M OKa3aHWs MeIMIMHCKON IIOMOIIY B paMKaX KIHHHYEeCKOH anpoOalli# METOAOB
IpoGHIAKTUKY, JHUATHOCTHKY, T€ICHHA H peaOuIMTalMH.

21. Pemenrie JKCIHEPTHOTO COBeTa O HAIWYMK/OTCYTCTBHH KIMHHKO-
KOHOMUYECKOM 3¢ (HEKTUBHOCTH MPOLISANIEro KITMHUIECKYIO armpoOanuo MeTona
NpOQUIAKTHKY, JHWarHOCTHKH, JIEYEHHA H peabuiuTauyd  0QOopMIIIeTCA
IPOTOKOJIOM 3acellaHusA IJKCIEPTHOIO COBETA, KOTODBIM MOIMHCHIBAETCS BCEMH
qjeHaMH DKCIIEPTHOTO COBETA, y4aCTBOBABIIMMH B 3aCCIaHHH.

22.Ha OCHOBaHMH pelIeHuss O HaJIW4uH KIIMHUKO-3KOHOMHYECKOH
3 EeKTUBHOCTH TPOILIEAUIETO KIUHUIECKYTO anpobanuio MeToaa NpopuIaKTHKY,
JMArHOCTUKHM, JieueHHs M peabHIHTalduM OKCIEpPTHBIH COBET HAMpaBlACT
B MMHHHCTEPCTBO MPEIUIOKEHHS O BKIOYEHMH IIPHU3HAHHOTO 3¢ hEeKTUBHEIM
MeTOza HpO(IIAKTHKH, JUATHOCTHKH, JE€YEHHs U PEaOMIUTAIMHA B KIMHUHCCKUE
pekoMeHnauy (IIPOTOKOMBI JIEUEeHHS), paspabarbiBaeMble NTPOGECCHOHATBHBIMH
HEKOMMEPYECKUMHU OpI‘aHI/ISaHI/IHMI/I7.

7 Yacte 2 crathu 76 DemepanbHoro 3akona ot 21.11.2011 Ne323-@3 «O6 ocHOBax 0XpaHbl 310POBbA
rpaxaas B Poccuiickoit ®enepauun» (CobpaHue 3aKOHONATENBCTBA Poccuiickoii  ®Penmepauuu, 2011, Ne 48,
cr. 6724; 2012, Ne10, cr.1425; 2013, Ne 39, ct. 4883; Ne 48, cT. 6165; 2014, Ne 30, cr. 4257,
Ne 43, ct. 5798; Ne 49, c1. 6927; 2015, Ne 1, cT. 85; Ne 10, ct. 1425).



