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06 IxcnepTHOM coBeTe MuHHCTEpCTBA 31PaBOOXPAHEHH S
Poccuiickoii @egepanny no BONPOCaM OPraHU3ANMH KIHHAYECKOMH
anpo6anuu MeToA0B NPOPUIAKTHKH, THATHOCTHKH, JIeUeHHs]

4 peabHIMTANMHA

B cootBerctBMM ¢ wdHacTero 2 cratbu 36.1 @enepanpHOrO 3aKoHa
oT 21.11.2011 Ne 323-®3 «O6 ocHOBax OXpaHbI 3J0POBbs rpakaaH B Poccuiickoii
Oenepanun» (Cobpanue 3akoHomatenbcTBa Poccuiickoit @epepanuu, 2011,
Ne 48, ct. 6724; 2012, Ne 10, cr. 1425; 2013, Ne 39, ct. 4883; Ne 48, crT. 6165;
2014, Ne 30, ct. 4257; Ne 43, ct. 5798; Ne 49, ct. 6927; 2015, Ne 1, ct. 85; Ne 10,
cT. 1425), mnpuxa3 Bl Balo:

YTBepaUTh:

ITonoxenne 06 OxcmepTHOM coBeTe MHUHHCTEPCTBA 3IpPaBOOXPAHEHUS
Poccuiickoii denepanuu 1o BOMpOcaM OpraHU3allMM KJIMHAYECKOH arpobaiyn
METOJOB NPOGUIAKTUKH, IWArHOCTHKH, JIEUEHHSI U peaOWIHTAIlid COIJIACHO
npuiIoxeHuto Ne 1;

ITopsimox BBIHECEHUS OKCIEPTHBIM COBETOM MuHucrepcTBa
3npaBooxpaHeHus: Poccuiickoii ®enepanym  3aKiaiO4eHHd HO  BOIpPOCaM
OpraHM3allii OKa3aHWs MEIUIMHCKOM TMOMOIMM B paMKax KIHHUYECKOH
anpobaruu METOJOB PO UIaKTHKY, OUArHOCTHKY, JICYEHHUS
U peaOWIIUTalH COTJIAaCHO MPHIIOXKEeHHI0 Ne 2.

Munuctp B.H. Ckxroprosa
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[Tpunoxenue Ne 1
K nprka3zy MHUHHCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit @enepanyu

or«f0» o % 2015T. Nglfﬁf?/{

Ionoxkenne
06 JxcnepTHOM coBeTe MuHHCTepCeTBa 31paBOOXpaHEeHHS
Poccniickoii @enepanyy no BONPOCaM OPraHU3aNuH KJINHAYECKOH
anpo6anuy MeTo0B NPOPHIAKTHKH, JHATHOCTHKH, JeYeHHS
U peaOnauTANHH

1. O6mue nonoxxeHus

1. Hacrosmee IlonoxeHue omnpenenseT NOpsSAoK paboTel DKCIEPTHOrO
coBera MunucTepcTBa 3apaBooxpaHeHus Poccuiickoit Menepanny mo BoIpocam
OpraHM3allii KIMHUYECKOH amnpobaiyu METOAOB IPOMMIIAKTHKH, THATHOCTHKH,
Jie4eHus U peabunuranuu (manee - JKCIIEPTHBIA COBET).

2. DKCHepTHBIH COBET CO3JaeTcid B LENIX HCIONHEHUS MUHUCTEPCTBOM
3apaBooxpaHenus: Poccuiickoit @enepannu (nanee — MuHHCTEpCTBO) GYHKIUN
II0 OpraHM3aluy  KIMHUYECKOHM  ampobalmuu  MeTOAOB  NPOGdUIIaKTHUKH,
JUarHOCTHKH, JIeYeHUss U peabwimTaluu (majee — KIMHHYECKas arpoOaris)
M OKasaHWs MEIHWLWHCKOM TIIOMOIIM B paMKax KIMHHUYecKoW ampobarum
B MEIWLUMHCKUX OpraHu3alusix MU HHBIX OCYIIECTBIIIOMINX MEIUIIHHCKYIO
IESATENBHOCTh  OpPraHM3allUaX, IIOJABEIOMCTBEHHBIX (ellepallbHbIM OpraHam
VICTIONHUTEBHOM BlacTH' (faliee — GefepalbHble MeHIHHCKHE OpTaHH3aIHH ).

3.B cBoeil  neATeNBHOCTH  OKCIEPTHHIM  COBET  PYKOBOJCTBYETCH
Koncturyuumeit Poccuiickoit ®Denepanuu, (enepasbHBIMH KOHCTHTYIHMOHHBIMH
3aKOHaM#, (e/lepalbHBIMH 3aKOHAMH, YKa3aMH M pacrnopsbkeHusMu [IpesumenTta
Poccuiickoit ®enepanuy, MOCTaHOBICHUSAMH U pacnopsxeHusmu [IpaButenscTBa
Poccuiickoli @epnepanuu, npukazaMu MUHHCTEPCTBA, BKJIIOYas HACTOSIIEE
ITonoxenne.

II. @yHKUMH DKCOEPTHOTO COBETA

4. DKCIIepTHBIIN COBET OCYIIECTBIAET CeAyIoNTre QYHKITHH:

1) naer paspemieHne Ha OKa3aHWE METUIIMHCKOH IIOMOIIM B paMKax
KIMHUYECKOH ampoOariuy, BKIIoUamiee B ceOs ornpelesieHrne Y1cia MallHeHTOoB,
KOTOpPEIM OyZeT oxazaHa MeJWIUHCKas IOMOII> B paMKaX KIMHHYeCKOM
anpobayy IO KaXAOMy MeToAy NpPOGWIAKTHKH, MIHATHOCTHKH, JI€YEHHA

! Ilyukr 11.2 yactn 1 craten 14 ®expepansHoro 3akona ot 21.11.2011 Ne 323-®3 «O0 0CHOBax OXpaHB!
3M0poBbA TpaxnaH B Poccuiickoit ®enepanmu» (Cobpanue 3akoHomatenbctBa Poccuiickoit Denpepaumu, 2011,
Ne 48, cr. 6724; 2012, Ne 10, cr. 1425; 2013, Ne 39, cr. 4883; Ne 48, cr. 6165; 2014, Ne 30, cr. 4257,
Ne 43, c1. 5798; Ne 49, ct. 6927; 2015, Ne 1, ct. 85; Ne 10, ct. 1425).




U peabunuTaIuy;

2) naeT OLeHKY ()MHAHCOBBIX 3aTpaT Ha OKa3aHHWE MEAUIIMHCKONW IOMOIIM
MO0 Ka)XIOMY NPOTOKOJNY KIMHWYECKOHW arpoOaiuu, TUnoBas ¢opma KOTOPOro
yTBepxKaaeTcs MUHHCTEPCTBOM

3) ompenenseT CpOKH IMPOBENCHHS KIMHWYECKOH ampobanuy 1Mo KaXAoMYy
IIPOTOKOJIY KIIMHUYECKO#H ampobarumy; |

4) opraHu3yer pasMmelieHne Ha oduIHanbHOM caiite MuHncTepcTBa
B HWH(POPMAIMOHHO-TEJICKOMMYHHKAIIMOHHOW ceTH «UWHTepHeT» (nmasee -
ouuMansHBEIA caiT B cetd «VHTepHET») MPOTOKOJIOB KIWHUYECKON anpobalim,
[0 KOTOPHIM JAaHO pa3pelleHHe Ha OKa3aHHe MEAWLUHCKON MMOMOIINM B paMKax
KJIMHUYECKOH ampobariy;

5) paccMarpuBaeT 3asdBKH (elepalbHBIX MEIUIMHCKHX OpTraHU3allii
06 ydJacTMM B KIMHMYECKOH ampoballii W Ha OCHOBAaHMH KpHTepueB oTbopa
(denepanbHbIX MEIUIMHCKUX OpraHu3aliviii, ycTaHOBIeHHBIX [IpaBUTENHCTBOM
Poccuitckoii eepali’, onpeaenseT peaepaibHbe MeIUIUHCKIES OpraHu3aliH,
yJacTBYIOIIE B OKa3aHWM MEJULUHCKOM IIOMOIIM B paMKaxX KIMHAYECKOM
anpobanuy 1o MPOTOKOIY KIMHUYECKOH arpobanuy;

6) npUHUMaeT pelleHHe O JOCPOYHOM MpeKpalleHuH KIMHAYECKOH
anpobanyyi MO IPOTOKONY KIMHAYECKOW ampoOaluu B Ciydae BBIABJICHHUS
OCJIOKHEHMH;

7) IpUHMMaeT pelIeHHe O HaJUYUH/OTCYTCTBUH KIIMHUKO->KOHOMHYECKOMH
3 hEeKTUBHOCTH MPOIIEANIET0 KINHUYECKYIO anpobalnio MeToja NpodHIaKTHKHY,
OUArHOCTHKH, JIEYeHHWS M peabUnuTalldd Ha OCHOBAaHHWM aHalu3a oTdyeTa
(benepalbHON MEOUIIMHCKON OpraHu3aldd o0 HCIOJHEHWH IIPOTOKOJIOB
KJIMHUYEeCcKOH anpobany;

8) uH(pOpMHUpPYET O IPHUHATHIX PEIIEHHX, YKa3aHHBIX B MOAMYHKTaxX 1-3, 5-7
HACTOAIIEro  IyHKTa, JenapTaMeHThl MUBHHCTEPCTBA,  OCYIIECTBISIONIHE
OpPraHU3alMOHHO-TEXHUYeCcKoe obecriedeHre JesTeIbHOCTH DKCIIEPTHOIO COBETA.

I1I. Opranu3zaiys paboTsl DKCIEPTHOIO COBETA

5. OkcnepTHBII coBeT co3faeTcs NpH  MMHHCTEPCTBE M3 UMCia
cnenyanucToB Munucrepersa, wieHoB HayuHoro coera MuHHCTEpCTBA, IMNIABHBIX
BHEIUTATHBIX CIIENHUAIMCTOB MuHucTepcTBa, DenepanbHoOl cinyxObl MO Haa30py
B chepe 3IpaBOOXpaHEHUS, IIPEJCTAaBUTENCH WHBIX 3aHHTEPECOBAHHBIX
(enepallbHBIX OpPraHOB TOCYNapCTBEHHOHM BIACTH, MEIMLUHCKHX OpraHU3alluii,
a TakKe NpoPecCHOHATBPHBIX HEKOMMEPYECKHX OpraHM3allMi, CO3JaBaeMbIX

® Yacts 5 crathu 36.1 Qeaepanpaoro 3akoHa ot 21.11.2011 Ne 323-03 «O6 ocHoBax oXxpaHbl 3A0POBBS
rpaxkpan B Poccuiickoii ®enepamun» (Cobpanme 3akoHonarelbcTBa Poccmiickoit  ®emepaunn, 2011, Ne 48,
cT. 6724; 2012, Ne 10, cr. 1425; 2013, Ne 39, cr. 4883; Ne 48, cr. 6165; 2014, Ne 30, cr. 4257;
Ne 43, ct. 5798; Ne 49, cr. 6927, 2015, Ne 1, ct. 85; Ne 10, cT. 1425).

* Yacts 4 crateu 36.1 ®enepansHoro 3akoHa oT 21.11.2011 Ne 323-®3 «O6 ocHoBax OXpaHbl 3J0POBBA
rpaxian B Poccuiickoit ®enepaunm» (Cobpanue 3akoHomarensctBa Poccuitckoidt ®epepanum, 2011, Ne 48,
cT. 6724; 2012, Ne 10, ct. 1425; 2013, Ne 39, cr. 4883; Ne 48, cr. 6165; 2014, Ne 30, cr. 4257;
Ne 43, cr. 5798; Ne 49, c1. 6927; 2015, Ne 1, c1. 85; Ne 10, ct1. 1425).




MEIULUHCKMMH paOOTHHKaMH U papMarieBTHIeCKUMH paOOTHUKaMH.

6. CocTaB DKCIIEpTHOT'O COBETa yTBEpKAAeTCs NpUKazoM MuHuCTEpCTBA.

7. OKCHIepTHBIA ~ COBET  COCTOMT U3  IpeAcelaTens, 3aMeCTUTENs
MpeaceaaTeisi, OTBETCTBEHHOTO CEKpeTaps U WIEHOB DKCIEPTHOIO COBETA.

8. Ilpencenarens  OKclepTHOro  CcOBeTa  Ha3HayaeTcss  MuHHCTpOM
3apaBooxpaHeHus Poccuiickoit ®epeparyyi U3 4HUCIa YIEHOB OJKCIIEPTHOTO
COBETa.

9. OKCnepTHBIX ~ COBET  BHpaBe IMpHBIEKaTb K  cBoed  pabote
Ha 0e3BO3ME3THOW OCHOBE M C MPaBOM COBELIATENBHOIO I0jioca CHELHaIMCTOB
HAy4YHBIX, O0Opa3oBaTeNBHBIX H MEIULHUHCKAX OpraHu3aluid 1o npoQuiIsam
MEUIIHHCKOHN IIOMONIH (J1anee - MpUIIallleHHbIe JIULA).

10. IlepcoHanbHbIil COCTaB MpPHUTJAIICHHBIX JHI[ ISl y4acTUs B padoTe
OKcriepTHOTO  coBeTa  (GOpMHpYETCSs M YTBEpXKAAeTCs  IpelcenareseM
DKCIIepTHOTO coBeTa (JTUIOM, ero 3aMellaloNIMM) Ha OCHOBAHUU IPENIONKEHUMN
YJIEHOB DKCIIEPTHOT'O COBETA.

11. 3acemanus DKCIIEPTHOTO COBeTa MPOBOAATCS MO Mepe HeOOXOIHUMOCTH,
HO HE peXe OJHOro paza B Tpu Mecsia. [IpaBOMOUYHBIM cuuTaeTcsi 3acefaHue
DKCIEPTHOTO COBETA, B KOTOPOM yUacTBYET HE MEHEE MOJIOBUHBI €T0 YJIEHOB.

12. PykoBoAcTBO  paboToif  DKCNEPTHOrO  COBETa  OCYHIECTBIISET
npeaceaaTens.

13. Ilpencenarens DKCIEPTHOTO COBETA:

1) ocymecTBnsger oblee pyKOBOACTBO AEATEIBHOCThIO JKCIIEPTHOIO COBETA
¥ OpraHusyer ero pabory;

2) BeeT 3acelaHus DKCIIEPTHOTO COBETA;

3) pacnpenenseT OOA3aHHOCTH MEXAY WIEHaMH OKCIEpPTHOTO COBeTa
U KOOpAMHHpPYeT HX paboTy, Ha3HayaeT MOKIAQOYMKOB M3 4YHCJIA YJIEHOB
DKCIEPTHOTO COBeTa IS NpeACTaBIeHUs JOKIaha 1o 00CyKIaeMoMy BOIIPOCY;

4) naetT nopy4eHHS OTBETCTBEHHOMY CEKpeTaplo W UieHaM ODKCIEPTHOro
COBeTa;

5) Ha3zHavaeT JaTy ¥ BpeMs NPOBeAeHUs 3aceaHusi DKCIePTHOTO COBETA;

6) B3aUMOJIEHCTBYET ¢ PYKOBOJCTBOM MHUHHCTEPCTBA 110 BOIPOCAM
peanuzaluy peleHuid DKCIIePTHOTO COBETa,;

7) OCYILLIECTBIIIET KOHTPOJIb 3a WCIOJIHEHHEM pelleHuH, TMPUHSATHIX
DKCHEPTHBIM COBETOM;

8) npuHUMaeT Mephl [0 TMPENOTBPALICHUIO W/HIH YperyTupOBaHHUIO
KOHGQUIMKTa HWHTEPECOB Y WIEHOB OKCIIEPTHOIO COBETa, B TOM YHCIE
[0 JOCPOYHOMY IIPEKPAlIEHMIO MOJHOMOYMH 4YieHa DKCIEePTHOTO COBETA,
SBIIAIOLIETOCS CTOPOHOM KOH(IMKTa HHTEPECOB;

9) npeacraBnser B MUHHCTEPCTBO OTYET 00 MTOrax padoThl DKCHEPTHOI'O
COBETA 3a MPOIUEAIINH IO,

B otcyrctBHe mnpencenaTtens OKCIEpTHOTO COBeTa €ro 00S3aHHOCTH
UCITOJIHSIET 3aMECTUTENb IIpeiceiaTelsl JDKCIIEPTHOTO COBETA.

14. 3amecTuTtens npeacenaTens IKCIEPTHOTO COBETA:

1) no mnopydenuro mpencenarenss JKCIOEPTHONO COBETa MM B Cliydae
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€ro OTCYTCTBHS MPEICEAATENIECTBYET Ha 3aceJaHUIX JKCIIEPTHOTO COBETA,;

2) NCTIONHAET MHBIE OOS3aHHOCTH 1O TOPYYEHHIO IIpeceaaTeis
DKCIEepPTHOTO COBETa,;

3) B3aUMOZIEACTBYET C JemapraMeHTaMd MUHHUCTEPCTBA II0 BOIPOCAM
peanu3aluy peimeHuil JKCIepTHOTO COBETA.

15. OTBeTcTBEHHEIH cekpeTaph DKCIIEPTHOTO COBETA:

1) ocyiecTBIseT TOKyMEHTAIBHO-TEXHUYECKOE 00eCIeYeHIe NeITeTbHOCTH
DKCIEepTHOIrO COBETa,;

2) IOATOTaBNIMBaET OOKYMEHTBl JUIS pPAaCCMOTPEHHMS Ha  3aceJaHHu
DKCHEpPTHOTO COBETa,;

3) uHpOpMEpPYeT YIEHOB JKCIIEPTHOrO COBETA ¥ MNPUITIAIICHHBIX JIHI|
O JjaTe, BpPEeMEHHM W MeCTe TMPOBEACHHMs 3acelaHusid OKCIEPTHOIrO COBETa
He T03J(Hee, YeM 3a 3 pabodux AHS 0 JaTHl €ro IMPOBENEHHS;

4) oG OpMIISET MMOBECTKY U BEAET IPOTOKOJ 3acejanrss DKCIIEPTHOTO COBETA.

16. UneHBI DKCIIEPTHOTO COBETA HMEIOT IIPABO:

1) BHOCHTE TIpefIoXKeHHs 0[O0 (OPMHUPOBAHMIO TIOBECTKH 3acelaHHit
DKCIEPTHOTO COBETA;

2) BO3TNABIATh KOMUCCHH M pabovue rpymmsl, cGOPMHPOBAHHBIE B COCTABE
OKCIEPTHOTO COBETA,;

3) npennaraTe ~ KaHOMAATYpPHl — [PUINIAIIEHHBIX  JIML  JUI  y4acTHs
B 3aCeJJaHUIX DKCIIEPTHOTO COBETA;

4) y9acTBOBaTh B NOIATOTOBKE MAaTEpHUAlOB II0  PacCMaTPUBAEMBIM
BOIIpOCaM;

5) M3NOXWTh B IHCHMEHHOM BHIe 0c060e MHEHHE MO BOHpOCY,
paccMaTpuBaeMOMy Ha 3aceaHMM OKCHEPTHOTO COBETa, KOTOPOE MOJKHO OBITH
IPUTI0XKEHO K MPOTOKOILY 3aceJaHus DKCIEPTHOIO COBETA.

17. OKCNepTHEIH  COBET IPUHHUMAEeT pelleHHe IYTEM  OTKPHITOTO
rojocoBanus. PelneHus OKclepTHOro coBeTa NPHHUMAIOTCS OOJBIIMHCTBOM
I'OJI0COB OT YHCJIa NPUCYTCTBYIOLIUX HA 3aCEHaHUU YIEHOB DKCIEPTHOTO COBETA.
UneHsl DKCNEPTHOrO COBeTa OONAJarOT PaBHEIMM HpaBaMM IIPH TOJOCOBAHHH.
IIpu paBeHCTBE rONOCOB PEINAIOIIMM SBIISETCS TOJIOC MpeacenaTens JKCIepTHOro
COBETa.

18. Petiennss DKCIEpTHOrO coBeTa O(GOPMIISIOTCS MPOTOKOIOM, KOTODBI
MOANMUCEIBACTCS MpelcenareneM JKCIEPTHOTO COBETAa W YIEHAMH JKCIEPTHOIO
COBETa, IPUCYTCTBOBABIIMMH Ha 3aceIaHuH.

19. Opranu3anOHHO-TEXHUYECKOE obecrneuenue JeSTENbHOCTH
DKCIIEPTHOro COBeTa OCYIIEeCTBISIOT JlenapTaMeHT OpraHu3aliM MeIULHHCKOMN
IIOMOIM ¥ CaHATOPHO-KYPOPTHOro zAena U JlemapTaMeHT MeIMIIMHCKOMN [TOMOLIU
AETSAM | CITy’KOBI pOJJOBCIIOMOX€EHHSI MUHMCTEPCTBA.

20. MupopManmonHoe obeceueHre AeSTeNbHOCTH JKCIEepPTHOrO COBETa
U pasMellleHue Ha o¢uuManbHOM caiite B cetn «MIHTepHET» JTOKYMEHTOB
H CBEJICHUH 110 BONPOCaM KIMHHYECKOH anpoGaliy oCyHIeCTBISET JlenapTaMeHT
MH(GOPMAIMOHHBIX TEXHOJOTHH U CBA3M MUHHCTEpCTBA, KOTOPBI B TOM HHCIIE
obecriedrBaeT pasMelleHHe Ha ouUUManbHOM caiite B cerd «MHTepHeT»



IPOTOKOJIOB KIIMHUYECKOH anmpoOaiuu.

21. B cpox nmo 1 mapra roma, CIEQYIOIIETO 3a OTYETHBIM IIEpUOA0OM,
OKCIEpPTHEIA COBeT HampaBiseT B MHHHCTEPCTBO OTYET, MOANHCAHHEIN
rpeacenaresneM, o pe3yJibTarax paboTHI DKCNEPTHOTO COBeTa
32 COOTBETCTBYIOIIUH IO,

IV. Konduukr untepecon

22. B ciy4ae eciu BBINONHEHHE 00S3aHHOCTEN WieHa DKCIEPTHOTO COBETA
MOXET TOBJIeYb 3a CO0OH KOH(IMKT WHTEPECOB, CIIOCOOHBIH MOBJIHSTH
Ha TIOJIHOTY ¥ OOBEKTHBHOCTh NpPHHHMAeMbIX DPEINEHHH, WieH DKCIEPTHOrO
coBera 00s3aH COOOMMTL B IHMCBMEHHOM (OpMe O KOH(IMKTE HHTEPECOB
npencenaremo OkcrnepTHoMy CoBeTy, a Takke 3adBHTh CAMOOTBOA JO HAyaja
IPOBEAECHUS 3aceqaHusl DKCIIEPTHOTO COBETA.

23. YuacTHe B TOJIOCOBaHMH YieHa OKCIEPTHOTO COBETa, MMEIOIIErO
KOHQIHMKT HHTEPECOB, He NOIyCKAeTCsl.

24. He momyckaeTcs yJacTHe B 3aceqaHuM JKCIIEPTHOTO COBETA B KAUECTBE
NPUITIAIIEHHBIX JIML, SBISIOLIMXCA IpPeJCTaBUTeNeM pa3paboTdiKa IPOTOKONA
KJIMHUYECKOHN anpodariyu.



Ipunoxxenue Ne 2
K IIpHKa3y MuHuCTEepCTBa 30paBOOXpaHEHHUS
Poccuiickoit ®enepanyu

ot «?0O» LpONA 2015 . Ne 11'31//(

Iopsinok BoiHECeHHS IKCHEPTHBIM COBETOM
Munucrepcrsa 3apaBooxpaneHust Poccuiickoii ®enepanuu
3aK/JII0YEHHH 110 BONPOocaM OPraHnu3anui OKa3aHus MeIHIHHCKOH
MOMOIIH B PAMKAaX KIHHHYECKOH anpobanu MeToI0B NPOoPHIaKTHKH,
AHATHOCTHKH, JICYCHHS H peabuIuTanun

L ITopsimox BeIHECEHUS DKCITEPTHBIM COBETOM
pEIIeHHs O BhIIa4e paspelleHyst Ha OKa3aHHe METUIIMHCKOMN ITOMOIIM
B paMKax KJIMHUYECKOH anmpobanuu

1. OkcnepTHBI coBeT B TedueHwe 15 paboumx [Hel €O JHA HONYYEHHS
COTJIACOBAHHOIO JTHUYECKHM KOMHUTETOM MHUHHCTEPCTBA 3ApaBOOXpPAHEHMS
Poccuiickoii ®Denmepanui IO BOIPOCaM OpraHU3alMH KIMHHUYECKOW amnpobanuu
(mamee — OTuyecKWii KOMHTET) MPOTOKOJNA KIMHHYECKOM  ampoGalum
OCYWIECTBJIIET  PACCMOTPEHHE  yKA3aHHOTO TIPOTOKOJAa M IPHIAraeMbIX
JOOKYMEHTOB, omnpeneneHHplx [lonoxeHuemM 00 opraHMzaluu KIMHAYECKON
anpobanuy METOROB MPOQUIAKTUKY, IHATHOCTHUKH, JICYEHHS U peabHIuTaluu
U OKa3aHWs MEIHMLIMHCKOM IOMOIIY B paMKaX KIMHUYECKOH arpobaliiy METOLOB
NpO(HUIAKTHKY, JUATHOCTHKH, JIeYeHHUS U peaGWIMTallMM, yTBEPKICHHBIM
MUHHCTEPCTBOM .

2.1lpy BEIHECEHMH pEIUCHHS O BBIJaYe paspelleHds Ha OKa3aHHe
MeIULHHCKOH IIOMOIIY B paMKaxX KIWHUYECKOH anmpoOaliiyl OLIEHMBAETCS HATHYLe
1 Ka4eCTBO CBE[CHHM, H3JI0KEHHBIX B IPOTOKOJIE KIIMHIYECKO# anpobanuu, 06:

1) o60cHOBaHUY KIIMHUYECKOH anpobalyid METOa;

2) nemsx ¥ 3ajiayax KIMHAYECKOH anpobanuy;

3) oncaHUM OCOOEHHOCTEN OKas3aHMA MEIMIMHCKONW NOMOINM B paMKax
KJIIMHUYECKOH aIrpolaliuy;

4) HaIuH aNbTePHATHUBHBIX METOJIOB JIEYeHUS, IOMHMO
IPEyCMOTPEHHBIX KIMHUYIECKOH anpobariueit;

5) mapameTrpax oT0Opa M MCKJIOYEHHS MAIl[MEHTOB, yJacTBYIOIIHX
B KJIMHUYECKOH arrpoOalum; ’

6) 4MCle MAllMeHTOB, KOTOPOe NPEANOIAraeTCs BKIIOYHTE B KIHHUYECKYIO
anpobanuio;

** Yactp 5 cratem 36.1 ®enepansroro 3akona ot 21.11.2011 Ne 323-®3 «O6 0CHOBaX OXpaHbl 370POBbS
rpaxnan B Poccuifckoit @epepanmn» (Cobpanne 3akoHomarenbcrBa Poccuiickoli  ®emepammm, 2011, Ne 48,
cr. 6724; 2012, Ne10, cr. 1425; 2013, Ne 39, cr. 4883; Ne 48, ct. 6165; 2014, Ne 30, cr. 4257,
Ne 43, c1. 5798; Ne 49, ct. 6927; 2015, Ne 1, ct. 85; Ne 10, cT. 1425).
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7) npennonaraeMoil IIMTENBHOCTH YYaCTHS IIAal[MEHTa B KIMHAYECKOH
anpobanuy;

3. KpuTepusaMy npy NPpUHATUM ODKCIEPTHBIM COBETOM pELIEHHS O BBIIAYE
paspelleHds Ha OKa3aHHE MEIMIUHCKOH IOMOIMM B paMKaX KIMHHYECKOM
arpoOaIyy SBIIIOTC:

1) aKTyaapHOCTH MeTozia IS 3paBOOXPaHEHHUS, BKJIIOYast
OpraHU3alMOHHEIE, KITUHUYECKHE U SKOHOMHYECKHE aCIEKTEL,

2) HOBU3HA MeTOJa H/MIH OTIHYME €ro OT W3BECTHBIX aHAJOTHYHBIX
METOOB;

3) oxugaemas BBITOJa W/HUIH TOJb3a, €CIH IIPOTOKOJIOM HeE MPeLyCMOTPEHO
HHOE;

4) u3BecTHBIE M NOTCHIMANbHEIE pPHUCKH  OpUMEHEHHMs  MeToja
JUJIA TAIAeHTOB, €CJIU TaKOBbIE HMEIOTCS;

5) pe3ynbTaThl HayYHBIX HCCIENOBaHUi METOIA B PELEH3UPYEMBIX HAYUHBIX
KypHajax ¥ H3JaHHAX, B TOM YHCie B 3apyOeXXHBIX XXypHaIax (TPH HAIHIHH ),

6) nenecoo6pa3sHOCTL M 6€30IaCHOCTH NPUMEHSEMBIX NPH KIMHHYECKOM
anmpobalyy 10 KaXXAOMY IIPOTOKONY KIMHHYECKOW ampofaluy JieKapCTBEHHBIX
npenapatos M (WIM)  MEIMIMHCKHAX  W3OENHi,  3apernCTpHpPOBaHHEBIX
B YCTaHOBJIEHHOM nop;m}ce5 B Poccuiickoit ®exepamii B COOTBETCTBHH
C HHCTPYKIMSAMM IO NPHMEHEHHUIO JIEKapCTBEHHOIO Ipernapara, HWHCTPYKIeH
10 IIPUMEHEHHIO WIIA PYKOBOJCTBOM I10 SKCILTyaTallid METUIIMHCKOTO M3IeIIu.

4.1lo pesynpTaTaM pacCMOTpPEHHS INPOTOKOJA KIMHHYECKON ampobaruu
DKCIEePTHBIA COBET BEIHOCHT 3aKJIIOYEHHE:

1) o BBIIaYe pa3spemieHHs Ha OKa3aHHe MENUIIMHCKOM IIOMOLIM B paMKax
KJIMHAYECKOH anpobaluy 1o poTOKONy KIMHAYECKOH anpobanuy;

2) 06 oTkaze B BhIJa4e paspelieHHsS Ha OKa3aHWE MEIUIMHCKON IIOMOILH
B paMKax KJIMHHUYECKOH anpobaliiy 1o IPOTOKOITY KIMHHYECKOM anpobaliH.

5. Paspemienne Ha oka3zaHue METUITUHCKOM IMOMOIIM B paMKaxX KJIMHHYECKOM
anpobalyy  JOJDKHO  BKIIOYATh  OHpeleNeHHOe  OKCIEPTHHIM  COBETOM
I10 IIPOTOKOITY KIMHUYIECKOH anmpobaluu:

1) 4ucnO MAIMEHTOB, KOTOPHIM OYAET OKa3aHa MEIULMHCKAas IOMOILb
B paMKax KIMHUYECKOH anpoOaliuu;

2) onleHKy (MHAHCOBBIX 3aTpaT Ha OKa3aHHe MEOULIUHCKOM IOMOIIM
B paMKax KIMHUYECKOH arpobanuu;

3) cpoku npoBeIeHNs KIIMHUYECKO anpoOanyy.

6. 3akmro4enne ODKCIIEPTHOTO COBETa, YKa3aHHOE B IYHKTE 4 HACTOSLIErO
nopsaaka, ohopMiIseTcs NPOTOKONOM 3aceJaHuss DKCIEPTHOTO COBETA B JBYX
9K3eMILIApax, KOTOPHIA IOAIKCBHIBACTCS BCEMH WIEHAMH OJKCIIEPTHOIO COBETA,
Y4acTBOBAaBIIMMH B 3aCETaHHH.

7.1lepBpI  5K3eMIUIAp IIPOTOKOJA 3acelaHMd OKCIIEPTHOIO COBETa
B TeueHHe 2 paboumx AHEH ¢ JaThl ero MOANMUCAHHS HANpaBIAeTCs B DTHYECKHN

TTocranosnenne INpaBurenscTBa Poccuiickoit ®enepauun ot 27.12.2012 Ne 1416 «O6 yTeepaeHun

IIpaBun rocyNapcTBEHHON PeTHCTpanuu MeIMUMHCKHX isfemity (CoGpaHHe 3aKOHOZATENbCTBA POCCHHCKOI
®enepanuy, 2013, Ne 1, ct. 14; Ne 43, 2014, ct. 5556; 2014, Ne 30, cT. 4310);




KOMMUTET, BTOPOH 3K3eMILLIp — B MuHucTepcTBO.

8. B cnyyae BeIHEceHMs OKCHEPTHBIM COBETOM 3aK/IIOUEHHUS, YKa3aHHOTO
B NOAMYHKTe 1 ITyHKTa 4 HACTOAIIETO MOpSAKa, OKCIEPTHBI COBET B TEUYCHHE
2 pabouux pHeH ¢ JaThl IOANUCAHUSA MPOTOKOJNA €ro 3acelaHus HampaBisgeT
B JlemapraMeHT UH(QOPMAIMOHHBIX TEXHOJOTHI M CBSA3W MPOTOKOJ KIHHHYECKOM
anpobanuy sl pasMeleHUs Ha OpUIaIbHOM caiite B ceTH «MHTepHETY.

9.B cny4ae BbIHECEHMsA OKCIEPTHBIM COBETOM 3aKIIOYEHHS, YKa3aHHOT'O
B TIOAIYHKTE 2 IyHKTa 4 HaCTOSIIEro MOpsKa, OKCIEPTHHIA COBET B TeUeHHE
2 pabouux nHel C NaThHl NOANMCAHMS MPOTOKOJNA €ro 3acelNaHus HHGOPMHUPYET
paspaboTunka @IPOTOKOJAa KIMHUYECKOH ampobanmuu 00 oOTKasze B BEIgaYe
paspelleHHs Ha OKasaHHe MEIULUMHCKOH IIOMOIM B paMKax KIMHUYECKOH
anpobalid MO INPOTOKONY KIMHUYECKOH ampobalyu ¢ YKa3aHHeM NPHYHHEL
JTaHHOT'O OTKa3a.

II. ITopsimok BEIHECEHMS DKCIIEPTHHIM COBETOM
pemeHus 06 onpeAerIeHu! peaepaibHbIX MEUIIMHCKUX OpraHU3aIlHi,
Y4acTBYIOIIMX B OKa3aHWH MEJUILIMHCKON MOMOIIM B paMKaX KIMHIYECKON
anpobanuy 1o NpoTOKOIy KIMHUYECKO! anpobanun, B COOTBETCTBUA
C KpuTepHsaIMH oTOopa ¢ellepalbHbIX MEIUIHHCKUX OpraHU3aInii,
ycTaHoBleHHHIX IIpaButenscTBoM Poccuiickoit @enepanuu

10. 3asBxu beneparbHBIX MeIUIIUHCKUX OpraHHU3alHi
06 y4JacTMM B KIMHMYECKOM ampobanuu paccMaTPHBAIOTCS Ha 3acelaHuH
OKcnepTHOro coBeTa B TeueHue 10 pabGoumx mHeW cO AHS HX MOCTYILTICHHS
13 MuHucTepCTBA.

11. OxcriepTHBIN COBET Ha OCHOBaHHM KpHUTEpHEB OTOOpa MeAMIMHCKHX
OpraHu3aliii, y4acTBYIOIIMX B OKa3aHHM MEAMIMHCKOW IOMOIIM B paMKax
KIHHUYECKOH ampodamyy MeToNoB IpOodWIaKTUKH, AUArHOCTHKH, JIEYESHHS
¥ peaGMIMTAIMH, YCTaHOBJNEHHBIX IlpaBuTenbcTBoM Poccuiickoit ®enepaumu’
(mamee — kpuTepuu oTOOpa), ompenenseT (QelepalbHBlE MEIHIHHCKUE
OpraHu3allid,  Yy4YacTBYIOIIME B  OKa3aHUM  MEOUIIMHCKOM  [TOMOIIU
B paMKax KJIMHHYECKOM ampoOaluy M0 KOHKPETHOMY IPOTOKOJY KIMHUYECKOH
anpobanuy, ¥ IPUHUMAET OJHO U3 pelIeHHUH:

1) o coorBeTcTBUM (enepabHON MEAMIUHCKOW OpraHH3allfii KPUTEPUIM
otbopa;

2) 0 HECOOTBETCTBHUHM (e/lepalbHOM MEeTUITUHCKON OpraHU3aliid KPUTEPUSIM
otbopa. |

12. Pemenus OxcnepTHOro coBera, yka3aHHble B IyHKTe 11 HacTosIiero
nopsaKa, oGOpMIISIOTCS MPOTOKOJIOM 3acelaHus JKCIEPTHOTO COBETA, KOTOPBIiA
IIONNMCHIBAETCA BCEMH 4IEHaMM OKCIEPTHOTO COBETa, Y4YacTBOBABIIMMU
B 3aCEJaHUH.

% Yacts 4 cratem 36.1 ®enepansHoro 3akona ot 21.11.2011 Ne 323-®3 «O6 ocroBax OXpaHbl 30POBbA
rpaxnaH B Poccuiickoit ®enepammm» (CobpaHne 3akoHonatenscTBa Poccuiickoit  Penepammm, 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, ct. 6927; 2015, Ne 1, ct. 85; Ne 10, cr. 1425).




4

13. B teuenue 5 pabouux nHell co JIHSA MOAMUCAHUSA IPOTOKOJIA 3acCefaHHs
OKCIIEPTHOTO COBETa BBHINHCKA K3 €ro IIPOTOKONA HAMpaBiIsgeTcss B  ajpec
GbenepaJbHOW MEIUIIMHCKOW OpraHd3aliM, IOJaBLIEH 3a4BKYy Ha Yy4YacTHe
B KJIMHHUYECKOH ampobaiyy, U B ajapec pa3paboTduka IMPOTOKONA KIMHHYECKOH
anpobaumy.

14. DkcnepTHBIA COBET B TeueHHe 5 pabouMx mHEH €O AHSA HPHUHSATHS
pellieHnH, YKa3aHHBIX B NyHKTe 11 Hacrosiero moOpsaKa, HanpasisgeT
B MunucrepctBo MHGOpManuio o (enepaabHBIX MEIUUHUHCKMX OpraHH3aIlUsiX,
Y4acTBYIOUIMX B OKa3aHHH MEJMIMHCKOM @OMOIUM B paMKaxX KIMHHYECKOH
anpoOanuy 10 KaXI0My IPOTOKOIY KIHHUYECKOH anpobarym.

III. Ilopsmox BeIHECEHUS DKCHEPTHBIM COBETOM
pelIeHus 0 TOCPOYHOM IIPEKPAILEHUH KITMHUIECKOH anpobaliinu
I10 IIPOTOKOJY KIIMHUYECKOH arpodaruu

15. OkcnepTHEIM COBET NMPHUHHMMAET pelleHHe O IOCPOYHOM IIPEKpallleHHH
KIMHAYECKON anpobalud 1O TPOTOKOTY KIHHHYECKO# ampobaluu B Cilydae
NOCTYIUIEHHS OT ¢elepalbHOM MEIMIMHCKOW OpraHM3alliy  ClegyroLeit
vH(popMaIum:

1) ipd  BOSHMKHOBEHHMM IIPOTHO3HMPYEMBIX OCIIOKHEHMH, YKa3aHHBIX
B IIPOTOKOJIE KIMHMYECKOH ampobanym, ecinu mx gactota Ha 30 % npeBbluIaeT
TaKOBYIO MPH HCIOIB30BAaHUM METOAa MNPOQWIAKTHKH, AHAIHOCTHKH, JICUCHUS
¥ peaGuIIATalyH, TPAMEHSIONIErocs B KIMHAYECKOM IPAaKTHKE;

2) Ipu  BO3HUKHOBEHHHM HENMPOTHO3MPYEMBIX TSDKENBIX OCIOXKHEHHH,
YIPOXKAIOIMX XKU3HH U 3/I0POBBIO IAI[HEHTOB.

16. OxcniepTHEI coBeT B TedeHHMe 3 pabouymx HHEH CO AHA MOIyYEHHS
OT (efepatbHOM MEIUIMHCKOM OpraHu3aliy HHPOPMAIUM O IPHOCTAHOBICHHUH
IIPOBENCHNS KIHHMYECKOH anpobalii B CBA3M C HaJMYHEM OCJIOXHEHHI,
YKa3aHHBIX B ITYHKTe 15 HACTOSAIIEro NOpsaKa, IPUHUMAET PEIIEHHE O JOCPOYHOM
IIPEKpalleHHH KIMHUYECKOH arnpobaluu B CBS3U C HAJTHYHEM OCIOXKHEHUH.

17. Pettenne  DkcmepTHOro coBera O  JOCPOYHOM  IIPeKpAIECHHH
KIMHUYECKO# anpobanyy 1o IPOTOKOIY KIMHHAYECKON armpobamuu ohopMisercs
COOTBETCTBYXOLIUM IIPOTOKOJIOM 3acelaHds OKCIIEPTHOTO COBeTa, KOTOPKIH
TIOANHUCHIBACTCS BCEMH WI€HaMM OKCIEPTHOIO COBET4, YYacTBOBABIIKMHU
B 3aceaHuH.

18. Beinucka ¥3 NPOTOKOJA 3ace/laHds JKCIEPTHOrO COBETA B TEUCHHE
3 paboumx JHed cO [HSA €ro INOANHCAHWS HAIpaBisAeTcs B (enepalbHYI0
MEIUIMHCKYIO OpraHHM3allfio, NPEICTaBUBIIYI0O HH(MOPMAIUIO O BOSHMKHOBEHUU
OCJIOKHEHHH, YKa3aHHBIX B IyHKTe 15 HACTOAINEro IOPAAKa, a TakkKe WHBIe
(enepanpHble  MEIMIHMHCKHE  OpPraHW3alMH, TNPOBONANINE  KIMHHYECKYIO
aIpobaLHIo 110 MPOTOKOMY KIMHMYECKOH anpoGauuy, MpH peanu3alyy KOTOPOro
BO3HUKIIM OCJIOXHCHHMsS, paspabOTY¥Ky INPOTOKONA KIMHHYECKOH anpobaruu
M B JenapraMeHT MMHHUCTEPCTBa, OCYILECTBISIOUIMM  OpraHM3allMOHHO-
TEXHHYECKOe obecrevenue JesTeIbHOCTH DKCIIEPTHONO COBETa MO IIPOTOKOIY
KIIMHUYECKOH anpolaIuu.




IV. Tlopsgok BeIHECEHUs] DKCIEPTHBEIM COBETOM
pelleH s O HATNYMH/OTCY TCTBUH KIIMHHKO-9KOHOMHYECKOH 3G PEeKTHBHOCTH
IPOILEIIEro KIIMHUIECKYIO anpoOaluio MeTo1a NPOGUIaKTHKHY, TUATHOCTHKH,
JieYeHHs U peabmMTanyuu

19. TTo OKOHYAHUIO KJIMHHUYECKOH anpobaiuy ODKCIIEPTHBIA COBET B TEYEHHE
3 paboumx JqHEN CO JHS MONydeHHs OT (defepaabHOM MEIUIMHCKONW OpraHH3aIii
oT4eTa 00 MCIOJIHEHHH IPOTOKOJIA KIMHUYECKOH amnpobally W IIpHIaraeMoro
K HeMy airoputMa o6 OleHKe KIMHHKO-3KOHOMHYECKOH 3()(EKTHBHOCTH
NPOLIEAIIEr0 KIMHUYECKYIO ampoOamuio MeTofa NPpOQHUIaKTHKH, JIHATHOCTHKH,
neyeHMs W peabwiMTalMd 10 (QopMe, OIPENCNIEHHOM  IPUIIOKEHHEM
k Ilonoxenuro 06 opraHu3andyd  KIMHAYECKOM  ampobammu  METOHOB
NpodQUIAKTAKA, JUATHOCTUKH, JIeYeHus M peabMiIMTalMM M OKa3aHWs
MEIALMHCKOM IIOMOIM B paMKax KJIMHHYECKOH ampobanuM  MEeTOJ0B
NpOoQUIAKTHKH, OUArHOCTHKH, JIedeHHs U peaOHIUTalluM, YTBEPKICHHBIM
MHHHCTEPCTBOM, IPUHUMAET pellIeHne:

1) 0 HamUuMH KIMHUKO-3KOHOMHYEeCcKOoH 5({@eKTHBHOCTH NPOLIEIIIEro
KIMHAYECKYIO ampoOalyio MeTtoia NpOo(UIAKTHKH, [IMArHOCTUKH, JIEUECHHUS
U peabuIUTaIuy;

2) 06 OTCYTCTBHH KJIMHHUKO-3KOHOMHYECKOW >(PQPEeKTUBHOCTH NPOLIEAMIIETO
KJIMHIYECKYIO ampodaiio MeTtoja MNpOo(UIAKTUKHM, AUArHOCTHKH, JIEYCHHS
1 peabuIhTaIvm.

20. Pemennie DKCIEpTHOTO COBETAa O HAJIWYUM/OTCYTCTBHUU KJIHHHMKO-
3KOHOMHMYECKOM 3()(DEKTUBHOCTH TPOIIEIIETO KIMHAIECKYIO anpobaLyio MeToaa
NpO(UIAKTAKH, JJUATHOCTHKH, JledeHHs M peabuInuTalnuy I[PHHUMAeTCs
B mopsake, onpeaeneHHoM IlonoxeHuem o0 OpraHM3allMM —KIMHUYECKOM
anpobanuyd MeTOHOB NPOMHIAKTHKY, AUArHOCTHKH, JEeYeHHS W peabuiuTauyy
U OKa3aHHS MEIMIIMHCKOM ITOMOIIM B paMKax KIMHHYECKOU arpobaly MeTOJ0B
NpOodHITaKTHKH, JHArHOCTUKH, JICUEHHUS U peabIIATaluY.

21. Pemiennie DKCIEPTHOTO COBeTa O HAJWYHUHA/OTCYTCTBUU KJIMHUKO-
KOHOMHYECKOH 3G (HEKTHBHOCTH IPOLISANIEr0 KIMHUYECKYIO anpoOaluio MeTona
npodMIaKTHKHA, TUATHOCTHKYM, JiedeHUss W peabuwidtanud  oQopMisgeTcs
MPOTOKOJIOM 3acelaHus OKCIIEPTHOTO COBETa, KOTOPBIA IMOIIIMCHIBAECTCS BCEMH
qyIeHaM#H DKCIIEPTHOTO COBETa, y4acTBOBABIIIMMH B 3aCE/IaHUH.

22. Ha ocHOBaHMM pelieHus O HAIWYUU KIWHHKO-3KOHOMHYECKOH
3P GEKTHBHOCTH MPOIIEUIET0 KIHHUYECKYIO anpo0aliio MeToaa MpOo(HUIaKTHKH,
IMarHOCTUKH, JieYeHHs W peaOWnuTallid OKCHOEpPTHBIM COBET HAIPaBIAeT
B MHUHHCTEPCTBO MpPEMIOKEHNUS O BKIIOYEHHH IPU3HAHHOTO 3((EeKTUBHBIM
MeToAa HMPOMIIAKTHKH, THArHOCTHKH, JIeYeHUs U peabuINTanuy B KIIMHUYECKUE
pexoMeHanuu (MPOTOKOJIBI JIEUEHHs), pa3pabaThiBaeMble MPOQPecCHOHAIbHBIMU
HEKOMMEPUECKIMHU OpTaHM3alHsAMH .

7 Yacrs 2 crathi 76 ®emepanbHOro 3akona oT 21.11.2011 Ne323-®3 «O6 ocHOBaX OXpPaHb 310POBbS
rpaxkaad B Poccuifckoit ®enmepaunu» (Cobpanue 3akoHoIaTenbcTBa Poccmifckodt  @epepaumu, 2011, Ne 43,
cr. 6724; 2012, Ne 10, cr.1425; 2013, Ne 39, cr. 4883; Ne 48, cr. 6165; 2014, Ne 30, cr. 4257,
Ne 43, ct. 5798; Ne 49, c1. 6927; 2015, Ne 1, ct. 85; Ne 10, cT. 1425).




