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00 IxcnepTHom coBere MuHHCTEepCTBa 3APABOOXPAHEHHSA
Poccuiickoii Peepanun no BONpocaM OpraHu3alii KJIMHHYECKOH
anpo6auuu MeToAOB NPOPUIAKTHKH, JHATHOCTHKH, JIeYeHHSI

U peabuanTauuu

B coorBerctBHM ¢ dacTeio 2 craThu 36.1 DepepanpHOro 3akoHa
ot 21.11.2011 Ne 323-®3 «O6 ocHOBax OXpaHbl 3IOPOBBS I'pakaaH B Poccuiickoit
®enepauun» (Cobpanme 3akoHomarenbcTBa Poccuiickoit ®epeparmu, 2011,
Ne 48, cT. 6724; 2012, Ne 10, ct. 1425; 2013, Ne 39, ct. 4883; Ne 48, cr. 6165;
2014, Ne 30, ct. 4257; Ne 43, ct. 5798; Ne 49, ct. 6927; 2015, Ne 1, cr. 85; Ne 10,
cr. 1425), n1pu ka3 bl Balo:

YTBEepAUTH:

Ionoxenue 06 OxcrmepTHOM coBeTe MuHHCTEpPCTBA 3IpaBOOXpaHEHHS
Poccuiickoit @enepauuy I10 BOIpPOCaM OpraHM3alldd KIMHUYECKOH ampobanuu
METONOB TNPO(MHIAKTUKY, ITUArHOCTHKH, JeYeHHss W peaOWIHTALHh COIrJIacHO
npunoxeHuro Ne 1;

ITopsimok BBIHECEHHUS OKCIIEPTHHIM COBETOM Munvcrepctsa
3apaBooxpaHeHuss Poccuiickoii @epepanuy  3aKiIOYEHHH 1O BOIpocam
OpraHM3allid OKa3aHMs MEINULIMHCKOA TIOMOINM B paMKaX KIHHHYECKOH
anpobanuu METOJIOB NpodHIaKTHKH, JIUarHOCTHKH, JIeYeHus
1 peaGMIMTALMK COTTIaCHO NPHIIOXKeHHIo No 2.
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ITpunoxenne Ne 1
K TpHKa3y MuHuCTEepCTBa 3JpaBOOXPAHEHUSL
Poccutickoit @enepanyu

or«fO» wwon 8- 20151 Ne 1/3‘? H

Ilonoxenne
00 IxcnepTHOM coBeTe MMHHCTEPCTBA 31paBOOXPaHEHHs
Poccuiickoil @eaepanuy o BONpoOcaM OpPraHU3alHH KIHHHYECKOH
anpofanuu MeTOA0B NPOPUIAKTHKH, IHATHOCTHKH, JIeYeHHSs
U peaOnIHTALMH

I. O0Oue nonoxeHus

1. Hacrosimmee IlonoxeHue onpenenser nopsgok paboTel DKCIEPTHOTO
coBera MunHcTepCcTBa 3ApaBooxpaHeHus Poccuiickoil ®enepanuu o BOIpOCaM
OpraHu3alMHi KJIMHIUYECKOH amnpobaluy MeTOHOB IpO(HIAKTHKH, AHArHOCTHKH,
JiedeHus U peabuuTaIuy (nanee - DKCIEPTHEHIN COBET).

2. DKCTIEPTHBIA COBET CO3JaeTCsi B LENSIX HCIONHEHUS MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoil ®@eneparun (nanee — MunHHCTEPCTBO) QYHKIMHA
[I0 OpraHM3alu¥  KIMHH4EeCKOH  ampobamum  METOOOB  IIPOQUIIaKTHKH,
IVarHOCTUKY, JIeYeHWs W peabwmmranmuu (majee — KIHHHYECKas ampoOaiius)
M OKazaHWs MEQUIMHCKOM MNOMOIIM B paMKax KIMHHYECKOH ampobarun
B MENUIMHCKUX OpraHu3alUsX M MHBIX OCYIIECTBISIOMHUX MEIHIHHCKYIO
IEeSTeNbHOCTh OpraHu3aluiX, IIOJBEJOMCTBEHHBIX (eldepalbHbIM OpraHaM
VCTIONHUTENBHOM BIacTH (nanee — (efepatsHble MeIUIUHCKIE OpraHu3aIiny).

3.B cBoel  nesaTenpHOCTH  DKCHIEPTHBIM  COBET  PYKOBOJCTBYETCS
Koncruryuuenn Poccuiickoit ®enepauuu, ¢enepalbHBIMH KOHCTHTYLIHOHHBIMH
3aKOHaMH, (efepalbHBIMH 3aKOHaMH, YKa3aMH H pacmopsokeHHAMH [Ipesuzenta
Poccuiickoit denepanyy, NOCTAHOBICHUSIMHE H pacnops keHHSAMH IIpaBHTENLCTBa
Poccuiickoit ®Pepepauuu, npukasamMy MuHHCTEpCTBa, BKIIOYas HACTOMAINEE
[Tonoxenue.

II. @yHKIMY DKCIIEPTHOIO COBETA

4. DKCIIEpTHBIH COBET OCYIIECTBIISET CIeAYIOUIHe (YHKIIWH:

1) maer paspelleHMe Ha OKa3aHHe MENWLIMHCKOM IIOMOUIM B paMKax
KJIIMHMYECKOH arpoOaiyu, BKIOYAoIee B ceds onpelesieHde Yhcia IalleHTOB,
KOTOpEIM OyneT oka3aHa MeNWUMHCKAs I[IOMOUIb B paMKax KIMHHYECKOU
anpobamu¥ 1O KaXAOMYy MeToAy NIpOGWIAKTHKH, IHATHOCTHKH, JIEUCHHUS

! Mynkr 11.2 uactu 1 craten 14 DenepansHoro 3axkoHa ot 21.11.2011 Ne 323-®3 «O6 ocHOBax OXpaHh!
3n0poBba Tpaxnan B Poccuiickoit ®enepaunu» (CobpaHme 3akoHomatenscTBa Poccuiickoit Penmepaumu, 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).



¥ peabunuTalumy;

2) naer oueHKY ()MHAHCOBBIX 3aTpaT Ha OKa3aHHEe MEIULHMHCKON MOMOILM
0 KaXJOMy IPOTOKONY KIMHHAYECKOHW ampoOaiuu, TUIOBas (popma KOTOPOro
YTBEPXKAAETCS MI/IHI/ICTepCTBOMz;

3) onpenensier CpOKM IPOBEACHUS KIMHUYECKOH ampobauuy Mo KaxIoMy
IIPOTOKOITYy KITMHUYECKOM anpodarum;

4) opraHu3yeT pasMelleHHe Ha oQuuuanbHOM caiite MuHucTepcTBa
B HHGOpMalMOHHO-TeNEKOMMYHUKalIMOHHOW cetu «MHTepuer» (mamee -
odHIMANBHBIA calT B ceTH «VIHTepHET») MPOTOKOJIOB KIMHUYECKOH anpobaruy,
[0 KOTOPHIM [@aHO pa3pelleHHe Ha OKa3aHWe MEAUIHMHCKOW INOMOILIM B paMKax
KJIMHUYECKOH anpobdauuy;

5) paccMaTpuBaeT 3asBKH (QenepajbHBIX METUIIMHCKHUX OpraHh3alui
00 y4acTHH B KJIMHHYECKOH ampobaliy M Ha OCHOBaHMHM KPHTEpPHEB 0TOOpa
¢denepanbHBIX MEIUIIMHCKUX OpraHM3alMii, ycTaHOBJIEHHBIX [IpaBuTensctBoM
Poccuiickoit denepanun’, onpegenser denepalbHbe MeIHIHHCKIE OpraHu3aIyH,
y4acTBYIOIIEe B OKa3aHWM MEIMLMHCKOM IOMOLIM B paMKax KIMHAYECKOH
anpo6aiuy 1o IpoTOKOIY KIMHIYECKOH anpobauuy;

6) IpUHUMAET pelleHde O JOCPOYHOM MpeKpallleHWH KIMHAYECKOU
anpobalMy [0 MPOTOKONY KIMHMYECKOH anpobanuud B ciiydae BBIABJIECHHUS
OCJIOXXHEHHH;

7) IpUHAMAET pelieHHe O HaTW4YUM/OTCYTCTBUU KIMHHKO-2KOHOMHYECKOH
3(QEeKTUBHOCTH MPOIIEAIIEr0 KIMHHYECKYIO anpobaliio MeToia IPOMUIaKTHKH,
OMAarHOCTHKH, JIEYeHHUs M peabMiIuTallMd Ha OCHOBaHMM aHalli3a OT4YeTa
(benepanbHOM MENMIMHCKOM oOpraHm3aldd 00  HCIIOJIHEHHH  MPOTOKOJIOB
KIMHUYECKOM arpobanuy;

8) uHpOPMHUPYET O MPHUHATHIX PEIIeHHIX, YKa3aHHEIX B MOMITYHKTaxX 1-3, 5-7
HAaCTOSINEro  IyHKTa, JenapTaMeHThl MUHMCTEPCTBa,  OCYIUECTBISIOLIHE
OpPraHU3allMOHHO-TEXHUYECKOE 00eCIIeueHrE AeSITeIbHOCTH DKCIIEPTHOrO COBETA.

III. Oprasusauus paboTsl IKCIEPTHOTO COBETA

5. DkcnepTHBIM  coBeT co3maeTcs OpH  MHHHCTEPCTBE M3 4YMCIa
crenuanucToB MuUHUCTEpCTBa, uileHoB HayyHoro coBeta MuUHHCTEPCTBA, IIABHBIX
BHEINTATHBIX CIIeLHATHCTOB MuHHCTepcTBa, DenepanbHoi cyx6bl N0 HaA30py
B cdepe 3OpaBOOXpaHEHUs, [PENCTAaBUTENledl HHBIX  3aMHTEPECOBAHHBIX
(penepanbHBIX OpPraHOB IOCYAApCTBEHHOW BJIACTH, MEXWLHMHCKHX OpraHU3alii,
a Takxe Mpo(ecCUOHANbHbIX HEKOMMEpPYECKHX OpraHu3alldii, Co34aBaeMblx

® Yactb 5 craThy 36.1 ®enepanpHoro 3axkona oT 21.11.2011 Ne 323-®03 «O6 ocHOBax oxpaHs! 310pOBbs
rpaxaaH B Poccuiickoii ®enepauum» (CobpaHue 3akoHomatenbcTBa Poccuiickodt ®epepammu, 2011 No 48,
cr. 6724, 2012, Ne 10, cr.1425; 2013, Ne 39, cr 4883, Ne 48, cr 6165, 2014, Ne 30, cr 4257.
Ne 43, cr 5798; Ne 49, ct 6927, 2015, Ne 1, ¢t 85, Ne 10, c1 1425)

" Yacte 4 cratey 36 | ®epepansHoro 3akoHa ot 21 11.2011 Ne 323-®3 «O6 0CHOBaX OXpaHbl 3HOPOBbA
rpaxnas B Poccuiickolt Penepaumn» (Cobpanue sakoHonmatenbctBa Poccuiickoli  Menepauuu, 2011, Ne 48.
ct 6724, 2012, Ne 10, cr 1425; 2013, Ne 39, c1 4883, No 48. cr 6165. 2014. Ne 30. crv 4257,
Ne 43, ¢c1 5798; Ne 49, c1 6927,2015. Ne 1, cr 85, Ne 10, ct 1425)



MEIUIMHCKIMH paboTHHKaMH U papManeBTHIeCKUMH pabOTHHUKaMH.

6. CoctaB DKCIIEpTHOrO COBETa yTBep)KIaeTcs MpUKa3oM MUHUCTEpPCTBa.

7. DOKCIepTHBI ~ COBET  COCTOMT W3  Ipencefarels, 3aMeCTHTENs
npecenarens, OTBETCTBEHHOIO CEKpeTaps ¥ WIEHOB DKCIEPTHOrO COBETA.

8. Ilpencenarens  OKCIEpTHOIO  COBeTa  HasHavyaercs  MHHHCTPOM
3gpaBooxpaneHus Poccuiickoit depepauuyu U3 4YHCIa WIEHOB OJKCIEPTHOIO
COBeTa.

9. OKcnepTHBIM  COBET  BIpaBe NpUBIEKaTh K  cBoeit  pabote
Ha 6e3BO3ME3THOH OCHOBE M € IIPaBOM COBELIATEIHHOIO I0JIOCa CIIELHAIMCTOB
Hay4HBIX, 00Opa3OBaTENbHBIX ¥ MEOULUHCKUX OpraHu3aldii 10 NpoduIsaM
MEAMLIMHCKOH IMOMOIIHM (Janee - IpUrialieHHble JIHa).

10. IlepcoHanpHBIM COCTaB NPUITAIIEHHBIX UL JUISI ydacTus B paboTe
OKCIIEpTHOTO ~ coBeTa  (OPMHpYEeTCS M YTBEpXKIAeTcs  MpelcenaTelieM
OKCIIEPTHOTO COBETa (JIMLOM, €ro 3aMelIalolIiM) Ha OCHOBAHUM IIpeIIOKEHHHA
YJIEHOB DKCIEPTHOTO COBETA.

11. 3acenanus DKCIEPTHOIO COBeTa MPOBOAATCS IO Mepe HeoOXOIMMOCTH,
HO He pexe ONHOro pasza B TpH Mecsiia. [I[paBOMOYHEIM CUMTAeTCs 3acenaHue
OKCIIEPTHOTO COBETA, B KOTOPOM y4YacTBYET He MeHee II0JOBHHEI €TI0 YJIEHOB.

12. PykoBoactBo  pabGoToit  DKCHEPTHOrO  COBETa  OCYILECTBISAET
npelacenarenb.

13. Ilpencenatens DKCIEPTHOTO COBETA:

1) ocymecTBiser obuiee pyKOBOACTBO NEATENIEHOCTHIO DKCIIEPTHOIO COBETA
U OpraHU3yeT ero pabory;

2) BeeT 3aceaHus DKCIIEPTHOTO COBETA;

3) pacnipenienieT OOS3aHHOCTH MeXIy WIEHAMH OKCIIEPTHOTO COBETa
U KOODIWHHUPYET HX paboTy, Ha3Ha4yaeT [OKJIAZYUKOB M3 YHCIA YJIEHOB
OKCIEPTHOI'O COBETa IS IIPEACTaBIeHHUs JOKIana o 06Cy K 1aeMOMy BOIIPOCY;

4) naet nopy4eHUs OTBETCTBEHHOMY CEKpeTapio M WieHaM OKCIEPTHOTO
COBETa;

5) Ha3HauaeT 1aTy U BpeMs [IPOBeJeH s 3aceiaHusl DKCIEPTHOTO COBETa,;

6) B3aUMOZIEHCTBYEeT C pPYKOBOACTBOM MHMHHCTEPCTBA MO BOIPOCAM
peanu3alyy peleHHi JKCIIEPTHOTO COBETA;

7) OCyLIECTBIAET KOHTPOJNL 3a WCIIONHEHHEM pELIeHMH, PHUHATHIX
DKCIIEPTHBIM COBETOM;

) IPUHMMAET Mepbl 1O MNPENOTBPAIlEHHUIO W/WIM YPEryJHpOBAHHIO
KOH()IMKTAa HMHTEPECOB Yy 4IEHOB DKCIEPTHOIO COBETa, B TOM YHCIE
0 JOCPOYHOMY IPEKPAIICHHIO II0JIHOMOYMH wWieHa DKCIEPTHOrO COBETA,
SBJISIOLIETOCH CTOPOHOH KOH(IUKTA UHTEPECOB,;

9) npeactasnser B MuHHCTEPCTBO OT4eT 06 Hrorax paboThl DKCIEPTHOTO
COBETa 32 IPOLUEAIINHA I'OA.

B otcyrcrBHe mpencenarens OKCIEPTHOrO CoBETa €ro o0OSI3aHHOCTH
HCIIOJIHAET 3aMECTUTEND NIpeCceNaTeNs JKCIePTHOrO COBETA.

14. 3amecTurens npencenarens DKCIEPTHOTO COBETA:

1) mo mopydyeHuro npencenatenss DKCIEPTHOIO COBETa WM B Cllydae
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ero OTCYTCTBHS IIpe/iCeaTeNbCTBYeT Ha 3aceJaHMsIX DKCIIEPTHOIO COBETA;

2) ucrionHseT WHBIE O0S3aHHOCTH IO TOPYYEHHIO IpelcenaTens
DKCIIEpTHOTO COBETa;

3) B3aMMOJEHCTBYET ¢ JenapraMeHTamMu MUHHCTEPCTBA IO BOIPOCAM
peaiy3alyy pelieHUi JKCIepTHOTO COBETA.

15. OTBeTcTBEHHEIH ceKxpeTaph DKCIEPTHOIO COBETA!

1) ocymecTBnsieT ROKYMEHTAIbHO-TEXHUYECKOE ObecriedeHre AesTelbHOCTH
DKCIIEPTHOI'O COBETa;

2) NOArOTaBAMBAET NOKYMEHTHI [ pPAacCMOTPEHHS Ha 3acelaHHH
DKCIIEpTHOIO COBETA;

3) nHbopMUpYET UNEHOB OKCIIEPTHOTO COBETa M IPUTJIALICHHBIX JIMII
O Jare, BPEMEHM M MeECTe IIPOBEICHHS 3acelaHus OKCIEepTHOrO0 COBeTa
He 1o3JHee, 4yeM 3a 3 pabouux IHS 10 HaThl €ro IMpOBeIeHHU;

4) oopMIIsieT IIOBECTKY U BEIET MPOTOKOIN 3aceNaHus DKCIIEPTHOTO COBETA.

16. Unensl DKCIIEpTHOTO COBETa UMEIOT IIPaBo:

1) BHOCHTD TpENJIOKeHHs 10 (OPMHUPOBAHHIO TIOBECTKH 3aceqaHui
DKCIIEPTHOIO COBETA;

2) BO3IIIABIATE KOMHUCCHM U pabodue rpyImnsl, COOPMUPOBAHHBIE B COCTABE
OKCIIEPTHOTO COBETA;

3) npepnaraTh  KaHOMOATYphl  OpHIVIALIEHHBIX  JIAL IS y4acTHs
B 3aCeJaHUIX JKCIIEPTHOT'O COBETA;

4) y4acTBOBaTh B I[OATOTOBKE MaTepPHAIOB [0 pPACCMATPUBAEMBIM
BOIIpOCaM;

5) M3N0XWUTh B IHCBMEHHOM BHAe 0CODOEe MHEHHE [0 BOIPOCY,
paccMaTpMBaeMOMY Ha 3aCeJaHHH JKCIEPTHOTO COBeTa, KOTOPOE MOJIKHO OBITH
IPHJIOXKEHO K IIPOTOKOITY 3aceJaHusi DKCIIEPTHOTO COBETA.

17. OKCIIEpTHBIE ~ COBET INPHHUMAET pEUIeHHe IIyTEM  OTKPBITOTO
royiocoBanus. PellleHMs OKCIEPTHOrO cCOBeTa MNPHHUMAIOTCS OOJBIIHHCTBOM
rOJIOCOB OT YMCJIa MPUCYTCTBYIOIIHX Ha 3aCEIaHMU YIEHOB JKCIEPTHOTO COBETA.
HUnens! DxcrmeprHOro cosera o6NajalOT pPaBHBIMH IIPaBaMH IIPH T'OJIOCOBAHHMH.
IIpu paBeHCTBE rOJI0COB PEMIAIONIUM SBIISETCS IOJIOC MPeAcenaTelisi DKCNEePTHOro
COBETA.

18. Pemenns DxcnepTHOro coBera OGOPMIISIIOTCS HPOTOKOJIOM, KOTODBIH
NIOJTHCBIBAETCS MMpeacenaTeeM DKCIEPTHOTO COBEeTa M WieHaMH JKCIEPTHOIo
COBETA, IPUCYTCTBOBABLIMMHY Ha 3aCeIaHHUH.

19. Opranu3anuoHHO-TEXHHYECKOE obecrieueHue NEATENHHOCTH
DKCIEPTHOrO COBETa OCYLIECTBISIOT JlenapTaMeHT OpraHu3alld¥ MeIULMHCKOH
IIOMOLIM U CaHATOPHO-KYpPOPTHOro Jena W JlemapraMeHT MEIULMHCKOW MOMOIIY
JETAM ¥ CITy>»X0Bl pOJIOBCIIOMOXXeHHsI MUHHCTEPCTBA.

20. Mudopmannonnoe obecredeHne NEATENLHOCTH JKCIIEPTHOTO COBETA
¥ pasMellleHHe Ha OQUUUaIbHOM calite B ceTd «VIHTepHET» OKYMEHTOB
M CBEJICHUH 10 BOMPOCaM KIMHUYECKOH amnpoOaiuy ocylecTsiseT JlenapTaMeHT
MH(OPMAMOHHBIX TEXHOJOTHH M CBI3H MUHHCTEPCTBA, KOTOPhIA B TOM YHCIE
obecrieynBaeT pasMemieHHe Ha OQUUManbHOM caiite B ceTn «MHTepHeT»



IIPOTOKOJIOB KJIMHHYECKOH arpobaruy.

21. B cpox nmo 1 Mmapra ropga, cieIylomiero 3a OTYETHBIM IEPHOJIOM,
OKCIIEpTHBIM COBET HampaBisieT B MHHHCTEPCTBO OTYET, ITOANMCAHHBIHA
peaceaTeseM, o pe3ynbTaTax paboThI JKCIEPTHOTO coBeTa
3a COOTBETCTBYIOLIUH IO,

IV. Kondnukr uarepecos

22. B ciydae ecinu BBINOJIHEHHE 00S3aHHOCTEH WieHa DKCIIEPTHOrO COBETa
MOXET TIIOBIeYh 3a C000H KOH(IUKT UHTEPECOB, CIIOCOOHBIA INOBJIHATH
Ha [IOJTHOTY M OOBEKTHBHOCTh NPHMHUMAEMBIX pPelIeHHH, WieH OJKCIEPTHOro
copeta 00d3aH COOOIMTE B IHCHMEHHOH (opMe O KOHQIMKTE HHTEPECOB
npeacenaremo OxcnepTHoMy CoBeTy, a Takke 3ajdBHTh CAMOOTBOJ JO Hayana
NPOBEIEHUS 3aceJaHus DKCIIEPTHOTO COBETA.

23. VyacTHe B TONOCOBaHMH 4YieHa OKCIEPTHOTO COBETa, MMEOIIEro
KOHGUIMKT UHTEPECOB, HE JHOIYCKAaeTCs.

24. He nomyckaeTcs y4acTHe B 3aCelaHHM DKCIIEPTHOIO COBETA B KAYECTBE
NpUTTIAaIIeHHbIX JIML, SABIAIOIINXCS IPEACTaBUTENEM pa3paboTyrka IpOTOKONA
KJIMHUYECKO anpobanuy.



[Tpunoxxernue Ne 2
K TpuKa3zy MEHHCTEpPCTBA 31PaBOOXpaHEHNS
Poccuiickoit @enepanuu

or«?Oy» b0 20151 Ne 4344

Ilopsinok BbiHECEHHS] IKCIEPTHBIM COBETOM
MnuucTepceTBa 34paBooxpanenusi Poccuiickoi ®enepannn
3aKJII0YeHHH 0 BONIPOCaM OpraHHM3alliH OKa3aHHS MeJHLIHHCKOMH
NOMOIIH B pPAMKAX KJIHHHYECKOH anpodanuu MeToq0B NPOPHIAKTHKH,
AHATHOCTHKH, JIeYeHHs U peabujnTanuu

L Ilopsiiox BEIHECEHUS DKCIEPTHBIM COBETOM
pElIeHUs O BbIIaue pPa3pellieHus Ha OKa3aHue MEeIUIMHCKOM ToMomu
B paMKax KIIMHUYECKOH anpobanyu

1. OkciepTHBI coBeT B TeueHHe 15 paboumx OHEW CO AHA NONYYSHHS
COINIaCOBaHHOTO OJTHMYECKUM KOMHTeTOM MHUHHCTEpPCTBA 3APaBOOXPAHEHHUS
Poccuiickoit ®Penepanyy Mo BONpOCaM OpraHH3allMM KIMHWYECKOW anpoOaimu
(mamee — OTHYECKMH KOMHTET) TIIPOTOKOJA KJIMHHYECKOH  ampobaiyu
OCYIIECTBIIET PACCMOTPEHHE YKa3aHHOro TMPOTOKOJNAa H  IIpHUIaraeMbIX
JOKYMEHTOB, ompeneneHHslx [lonoxxeHnem 00 oprasuzanuu KIHHAYECKOH
anpobalnuy METOAOB INMPOGUIAKTUKH, AUATCHOCTHUKH, JIEUEHHS H peabuIHTaIluH
U OKa3aHWs MEJULMHCKOH IOMOILM B paMKax KIMHWYECKOHM anpobaiuu MeTOmoB
NpO(QUIAKTUKM, JUAaCHOCTUKH, JIeYeHWs M peaOWIHNTallud, YTBEPXKICHHBIM
MHHHCTepCTBOM4.

2.Ilpp BHIHECEHMM peIEHUS O BblIA4Ye paspelleHus Ha OKa3aHHe
MEIMIMHCKOH IIOMOIIY B paMKax KIMHUYECKOH arpoOaIlii OlIEHUBAETCs HAIUIHE
M Ka4YeCTBO CBEJIEHHH, M3JI0KEHHBIX B IIPOTOKOJIE KIMHNYECKOH anpobartu, o0:

1) o6ocHOBaHNM KIMHUYECKOH anpobauy MeTo/a;

2) uenax ¥ 3ajavax KIMHHAYECKOH anpobaruy;

3) onucaHuK OCOOGEHHOCTEH OKa3aHMS MENUUMHCKOM [TOMOINKM B PaMKax
KJIMHAYECKOH anpobauuy;

4) Hanu4IuK aJIbTEPHATUBHBIX METOJIOB JIe4eHus, IOMMMO
IPENyCMOTPEHHBIX KINHIUYECKON anpobanueii;

5) mapamerpax oTOOpa U HCKIIOYEHHS [AIMEHTOB, YYaCTBYIOLIMX
B KJIMHUYECKOM anpobanuy;

6) 4ucne MallMeHTOB, KOTOPOe IPEeAIONaraeTCs BKIIOYHTh B KIHMHHYECKYIO
anpobaruo;

* Yacts 5 cTathé 36.1 @enepanpHoro 3akona ot 21.11.2011 Ne 323-03 «O6 ocHOBaX OXpaHE! 30POBbA
rpaxnan B Poccuiickolt ®enepammu» (Cobpanue 3akoHonarenscTBa Poccuiickoif  ®enepaumu, 2011, Ne 48,
cT. 6724; 2012, Ne 10, cr.1425; 2013, Ne 39, cr. 4883; Ne 48, cr. 6165; 2014, Ne 30, c1. 4257;
Ne 43, cr. 5798; Ne 49, 1. 6927; 2015, Ne 1, cT 85; Ne 10, c1. 1425).
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7) mpexnnonaraeMod UIMTENFHOCTH YYacTHS I[AlMEHTa B KIMHHYECKOH
anpobanuuy;

3. Kputepuamu npy OpUHATHH ODKCIEPTHHIM COBETOM pEIIeHHs O BBIIAYE
paspellleHHMss Ha OKas3aHHe MEIULIMHCKOM IOMOIIM B paMKax KIMHHYECKOM
anpobanuy SBISIOTCS:

1) akTyanbHOCTH MeToJa JUIS 3IpaBOOXpaHEeHNs, BKJIIOYas
OpraHU3alMOHHEIE, KIIMHUYECKHE ¥ SKOHOMHUYECKHE aCHeKTH];

2) HOBM3Ha MeETOJa W/WIM OTJIWYHE €ro OT H3BECTHBIX aHAJOTHYHBIX
METOJIOB;

3) oxuaaeMas BBIrOJa /WM NOJB3a, €CIIH IIPOTOKOJIOM HE NPeRyCMOTPEHO
HHOE;

4) u3BeCTHBle M  IOTEHUWANbHBIE pPHCKA  IIPUMEHEHHS  METOHa
JUISI TAIIUeHTOB, €CJIU TaKOBEIE UMEIOTCS;

5) pe3ynbTaTsl HAYYHBIX MCCIECOOBaHHI METOa B PELEH3UPYEMBIX HAYYHBIX
XKypHaJlax u U3JaHMAX, B TOM YHCIE B 3apyOeXXHbBIX )XypHajIaX (MpH HATHIHH);

6) nenecoobpasHOCTh M 6e30macHOCTE MPHUMEHSEMBIX MpH KIMHHYECKOM
anpobaluy 1o KaXKIOMY IPOTOKONY KIIMHHYECKOH ampofauyy JieKapCTBEHHBIX
npenaparoB M (MIM)  MEJHLIWHCKHX  HM3JENWi,  3aperdCTPUPOBaHHEIX
B YCTaHOBJEHHOM Tmopsinke’ B Poccumiickoii Demepamdel B COOTBEICTBHH
C HMHCTPYKUHMSMHM IO INPHUMEHEHHIO JIEKapCTBEHHOTO IIpemapaTa, WHCTPYKIMeH
110 MMPUMEHEHHIO HIIM PYKOBOICTBOM I10 KCILTyaTallul MeXUIIMHCKOTO M3AEIH L.

4.Ilo pesynbraTaM pacCMOTPEHHS HpPOTOKOJIa KIMHHAYECKOH anpobaruu
OKCIEPTHBIA COBET BBIHOCHT 3aKJIFOUEHHE:

1) o BBImaye paspelieHUs Ha OKa3aHHe MEAMIMHCKON MOMONIM B PaMKax
KIMHUYECKOH anpoballuy o NpOTOKOIy KIMHHYECKOH anpobaru;

2) 06 oTkase B BBIJaue pa3pelieHHs Ha OKa3zaHWEe METUIIMHCKON MOMOLIH
B paMKaX KIMHUYECKOH anpobaliy o NpOTOKONY KIMHHYIECKOH anpobalium.

5. PaspemeHne Ha oxazaHue MEQUIIMHCKOM ITOMOIIY B paMKaX KIMHHYECKOH
anpobamyM  NOIDKHO  BKIIOYATh  ONpeldelieHHOe  ODKCIEPTHBIM  COBETOM
110 TIPOTOKOITY KIMHIYECKOH anpobanuu:

1) yncio maLMEHTOB, KOTOPBIM OyAeT oOKa3aHa METUIMHCKas IOMOILE
B paMKax KIMHHYECKOH anpobaruu;

2) oneBKy (UHAHCOBBIX 3aTpaT Ha OKa3aHHE MEIMIMHCKON IOMOIIH
B paMKax KIMHUYECKOH anpobamuu;

3) cpoKH IIPOBEACHHS KIMHUYECKOM anpobalivy.

6. 3axmoueHne DKCHEPTHOrO COBETa, YKa3aHHOE B IYHKTE 4 HACTOAIETO
nopsAaKa, 0pOpMIISETCS IPOTOKONOM 3acefaHdss DKCIEPTHOTO COBETA B IBYX
BK3EeMIUIApax, KOTOPBIM ITOANMCBHIBAETCS BCEMH WIEHaMH OKCIIEPTHOTO COBETA,
y4acTBOBaBIIMMH B 3aCeIaHUH.

7.1lepBBI 3K3eMIUIIp IIPOTOKOJIa 3acelaHHsA OKCIIEPTHOTO COBETa
B TeyeHHe 2 pabodunx MHEH ¢ NaThl ero MOAMUCAHUSA HAIpaBIAETCS B DTHYECKHi

> [ocranosnenne IpaBurenbcrBa Poccuiickoit Mepepamn ot 27.12.2012 Ne 1416 «O6 yTeepkIeHHH

IlpaBun rocynapcTeeHHOM perucTpanMu MeIMLMHCKMX m3jenuity (Co6paHue 3aKOHOAATENbCTBA PoccHiickoit
Penepauyn, 2013, Ne 1, c1. 14; Ne 43, 2014, cr. 5556, 2014, Ne 30, c1. 4310);



KOMUTET, BTOPO#l 3K3eMIULIp — B MUHHCTEpCTBO.

8. B cny4yae BbIHEceHHWS OJKCHEPTHBIM COBETOM 3aKIIOYEHHWs, YKa3aHHOIO
B IIOJIYHKTe 1 MyHKTa 4 HACTOSIIEro NopsAaka, JKCIEPTHBIA COBET B TE€YeHME
2 pabouux AHEH C HOaThl NMOANMCAHUS NOPOTOKOJNA €ro 3acelaHus HanpasliseT
B JlemapraMeHT MH(OPMAIMOHHBIX TEXHONOTUI U CBSI3M MPOTOKOJ KIMHUYECKOH
anpobanyy Ui pa3MenieHns Ha oQUIIuansHOM caiite B ceTH «IHTepHeT».

9.B ciy4yae BBEIHECEHHS JKCIEPTHBIM COBETOM 3aKIIOYEHHS, YKa3aHHOTO
B IIONUYHKTe 2 ITyHKTa 4 HacTOSIIEro NopsikKa, JKCIEPTHBIA COBET B’ T€YECHHE
2 pabouux AHeW ¢ JaThl MOANUCAHUS IPOTOKOJA ero 3acelaHus HHGOpMHUpYeT
pa3paboTduka IIPOTOKONA KIMHHMYecKkod anpobamum o6 OTKaze B BBlaye
pa3pellieHus Ha OKa3aHHe MEIMUMHCKOM IIOMOILIM B paMKax KIMHUYECKOU
anpobanMy 10 MNPOTOKONY KIMHMYECKOH ampobanuy ¢ yKa3aHHeM NPUYHHBL
JIaHHOT'O OTKa3a.

II.  Ilopsimox BeIHECEHMS] DKCIEPTHHIM COBETOM
peweHus o6 onpezeneHny GpenepanbHbIX MEIUIIMHCKIX OpraHUu3aluH,
Yy4acCTBYIOIIUX B OKa3aHUY MEIUIIMHCKOM [TOMOIIM B paMKaX KIMHAYECKOH
arnpofanuy 1o NPOTOKONY KIMHUYECKO! anpobanuy, B COOTBETCTBUA
¢ KpUTEpUAMH 0TOOpa (elepallbHBIX MEIUIMHCKUX OpraHH3alHi,
ycraHoBieHHsIX [IpaBurenscTBoM Poccuiickoit @eneparyn

10. 3asBKH® benepanbHBIX MEIULIUHCKUX OpraHu3anyii
o6 ydacTHH B KIMHMYECKOM ampolaly paccMaTpHBAaIOTCS Ha 3acelaHuu
OkcneptHoro cosera B TeueHue 10 pabouux AHel co IHA HMX MOCTYILUICHHS
u3 Munucrepcrsa.

11. OxciepTHBIM COBET Ha OCHOBAaHHH KPHUTEPHEB OTOOpa METUIIWHCKHX
OpraHM3alyi, y4acTBYIOIIMX B OKa3aHUH MEOUIMHCKON IIOMOINM B paMKax
KIMHUYeCKOH anpobanuyd MeToIoB NpoGbHIAaKTHKH, IJHATHOCTHKH, JICYSHHS
U peabunuTanyy, ycrtaHoBileHHBIX [IpaButenscTBoM Poccuiickoit (I)enepaunn6
(manee — kputepun otbopa), omnpenenseT QenepaibHbEle MEIULMHCKHE
OpraHM3allMM,  YYacTBYIOIIME B  OKa3aHMM  MEAMLMHCKOM  MOMOUIM
B paMKax KIMHUYECKOH ampobalyy IO KOHKPETHOMY IPOTOKONIY KIHHHYECKOH
anpobaiuy, ¥ IpHHUMAeT OJHO U3 pelIeHnH:

1) o coorBeTcTBHM (enepalbHON MEOULMHCKOH OpraHu3alyy KpUTEPHIM
otbopa;

2) 0 HECOOTBETCTBHH (penepanbHOR MeIUIIMHCKON OpraHU3alil KPHTEPUIM
otbopa.

12. PemieHuss DKCHepTHOTO COBETa, yKa3aHHBIE B NMyHKTe 11 HacTOsIIEro
nopsaka, oGOpMISIIOTCSI IPOTOKOJIOM 3aceNaHus DKCIIEPTHOTO COBETa, KOTOPBIN
IOJIMCEIBAETCS BCEMH WIE€HaMHM OKCIEPTHOIO COBETa, Y4YaCTBOBABIIUMHU
B 3aCEJJaHMH.

® Yacts 4 cTaThk 36.1 DenepanbHOro 3akona ot 21.11.2011 Ne 323-®3 «O6 ocHosax OXpaHs! 300pOBbA
rpaxnad B Pocciiickoli ®enepauuu» (CobpaHre 3axomopmatenscTa Poccmiickoit  ®enepamyn, 2011, Ne48,
cT. 6724; 2012, Ne 10, cr. 1425; 2013, No 39, cr 4883; Ne 48, ct. 6165, 2014, Ne 30, ct. 4257,
Ne 43, ct. 5798; Ne 49, c1. 6927; 2015, Ne 1, c1. 85; Ne 10, ct. 1425).
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13. B Teyenue 5 pabounx AHe#H cO IHS MOAMHCAHMS MPOTOKONA 3aceqaHHs
OKCIEPTHOTO COBETAa BBIIMCKA M3 €ro IMpPOTOKOJa HampaBiseTcs B alpec
(penepalbHOM MEIUIIMHCKOM OpraHu3alliM, IOJaBlled 3asBKy Ha Yyd4acTHe
B KJIMHHYECKOM ampoOamuu, ¥ B ajipec pa3paboTdyMKa MPOTOKONA KIMHHYECKOH
anpoOanum.

14. DxcnepTHbIN coBeT B TedeHHe 5 paboyux OHe#l cOo JOHA TNPHUHATHS
pellieHHi, YyKa3aHHBIX B mOyHKTe 11 Hacrosimiero mnopsiika, HanpaBiseT
B MuHnuctepctBo HMHbOpMaluoo 0 (QeneparbHbIX MEIMLMHCKHX OpraHH3alusX,
y4acTBYIOIIMX B OKa3aHMM MEIMUUHCKOW NOMOIIM B paMKax KIMHHYECKOH
anpobainuy no KaxaoMy IpOTOKOTYy KITMHHYECKOH anpobaruy.

III. Tlopsnox BeIHECEHHS DKCIEPTHHIM COBETOM
peleHHs O JOCPOYHOM NPEKpallleHUN KIMHNYEeCKoH anpobauuu
T0 IIPOTOKOIY KIMHHYECKOH arpodaiuu

15. OxcnepTHBIA COBET NPHMHHUMAET pellleHHe O NOCPOYHOM IpeKpallleHHH
KIMHAYECKOH anpobanuy II0 MpPOTOKONY KIMHHYECKOHW ampobaluy B Ciiydyae
NOCTYILIEHHs OT (QelnepanbHOd MEIUIHMHCKOH OpraHU3alliy  CleXyIouen
uHOpMAaIHH:

1) Ipy  BOBHMKHOBEHHM [IPOTHO3MPYEMBIX OCJIOKHEHHM, YyKa3aHHBIX
B IPOTOKOJIE KIMHWYECKOW arpobanum, ecnu ux 4acroTa Ha 30 % mpessluiaer
TAaKOBYIO IIPHM HCIIONB30BAHHHM METOAA MPOGHIAKTHKH, IUATHOCTHKH, JEYEHUS
¥ peabuIINTaluyy, TPUMEHSIOILErocs B KIIMHUYECKOM MPAaKTHKE;

2) npy  BO3HMKHOBEHHH HENPOTHO3UPYEMBIX TSKENBIX  OCIOXHEHHH,
YTPOXKarOLKUX KU3HH U 3JOPOBBIO NIAIIMEHTOB.

16. OkcnepTHEIH COBET B TedeHHe 3 pabouMx HHEH CO [HS MOIYYEHHS
oT (enepanpHOM MEIMIMHCKOH OpraHM3alUK HH(QOPMALMH O NPHOCTAHOBICHHUH
NPOBENEHNs KIMHMYECKOH anpobaliyd B CBSA3W C HAJIMYHEM OCIIOXHEHHI,
yKa3aHHBIX B yHKTE 15 HACTOSILErO Nopsixa, IPHHAMAET PELIEHHE O JOCPOYHOM
NpEeKpallleHHy KIMHUYECKOH anpoOaluy B CBI3H C HATMYUEM OCIOXHEHHIL.

17. Pemiende  DKCNEpTHOro  coBeta O  JOCPOYHOM  NPEKpalleHUH
KIHHUYECKOW anpobalyy 10 MpOTOKOTy KIMHHYECKOH anmpobamuy o(opMisieTcs
COOTBETCTBYIOLIUM TPOTOKOJIOM 3aceflaHus OKCIIEPTHOTO COBET4, KOTOPHIM
MOANUCHIBAETCS BCEMH WIEHaMM DKCIEPTHOTO COBETa, YYacTBOBABIIMMH
B 3aCEJaHHM.

18. Beivicka M3 NMPOTOKONA 3acefqaHus IKCIIEPTHOIO COBETA B TEYEHHE
3 pabouux JHEH cO [OHA ero MOINKMCAHHS HAMPABIAETCS B (eIepaIbHYIO
MEHULIUHCKYI0 OpraHW3alMIo, MPEACTaBUBLIYI0 WHGOPMALMIO O BO3ZHMKHOBEHHH
OCIIOXHEHWH, YKa3aHHBIX B IIyHKTe |5 HAcTOSINEro NopsAaKa, a TakXe HHbIE
(enepanpHEle  MEIMIMHCKHE  OpraHM3aldH, MPOBOAAINHE  KIHHHYECKYIO
anpo0alMIo 10 NPOTOKOJTY KIMHHYECKOH ampoOalvy, NMpH Pealu3alii KOTOPOro
BO3HHUKIIM OCJIOXXHEHHs, DPa3paboT4MKy IPOTOKOJA KIMHHYECKOH amnpobauuu
M B JenapTaMeHT MMHHCTEPCTBa, OCYIUECTBISIOUMA  OpraHM3alMOHHO-
TEXHHYECKOoe olecreyeHne AeSTEeNbHOCTH DKCIEPTHOTO COBETA MO MPOTOKOIY
KJIMHUYECKOH anpobanuu.



IV. Tlopsnok BeiHeCEHHS DKCIIEPTHBIM COBETOM
pelLIeHus O HAJTMYHH/OTCYTCTBUM KIIMHAKO-3KOHOMHYECKOH 3 PEKTHBHOCTH
HPOIIEIIET0 KIHHIYECKYIO anpobaliuio MeToa MPpOoMUIaKTHKY, JHATHOCTHKH,
NiedeHns U peabummranuu

19. Ilo OKOHYAHHIO KIIMHHUYECKOM anpobauuy JKCIEPTHBIN COBET B TEYECHHUE
3 pabouux nHe#t co AHs MONy4YeHHs OT (elepalbHOH MEIULMHCKOW OpraHH3alMH
oT4yera 00 HMCIIONHEHHWH NPOTOKONA KIMHUYECKOH ampobalvy M IIPHIaraeMoro
K HeMy airopurMa o0 OleHKe KIMHHKO-)KOHOMHYECKOH 3(Q(EKTHUBHOCTH
NpOLIEANIero KIMHHYECKYIO anpobaluio MeToja NpO(UIaKTHKH, AMArHOCTHKH,
nedyeHHs © peabunuMranud 10  QopMme, ONpEACNIEHHONW  IPHIIOXKEHHUEM
Kk Ilomoxxenwro 00 oOpraHM3alMy  KIMHUYECKOM  amnpobalid  METOHIO0B
NpoQHIaKTHKY, [OUArHOCTUKH, JI€YEeHHs U peabWIMTallud M OKa3aHUA
MEJUIMHCKOH IIOMOIIM B paMKaX KIHHAYeCKO# ampobalMu  MeToJoB
NpoQUIaKTHKH, JIHArHOCTHKH, JIEUEHUS U pealdMIMTallid, YTBEPXACHHBIM
MuHKCTEPCTBOM, IPUHUMAET PELICHHE:

1) 0 Hamuypy KIMHUKO->KOHOMHYECKOH 3PPEeKTUBHOCTH IPOIIEALIEro
KIMHUYECKYIO ampobaluio MeTroJa OpoQWIaKTHKHM, JIWAarHOCTHKH, JieYeHUS
U peabuuTanmy;

2) 06 OTCYTCTBHH KIMHHUKO-3KOHOMHYECKOHM 3((EeKTHBHOCTH NpPOHIEIIIEro
KIMHHYECKYI0 ampofalldio MeToJa NpPOQUIAKTHKH, IHArHOCTHKH, JICYCHHS
¥ peabIUTALHH.

20. Pemernie  DKCHEpTHOTO COBeTa O HATUMYUW/OTCYTCTBHM KIMHHKO-
3KOHOMHYECKOH 3¢ (EeKTUBHOCTH NPOILIEIIero KIMHUIECKYIO anpobauuio MeToaa
NpoQHUIaKTUKH, OUArHOCTHKH, JICdeHHs U peabUIMTalMM IPUHMMAECTCS
B 1nopsake, omnpeneneHHoM [lonoxxennem 00 opraHuzanuy KIMHAYECKOH
arpobanyy MeTONOB NPOQUIAKTHKY, NHArHOCTHKH, JIEYeHHUsS U peabwInTauuu
U OKa3aHHs MEAMIMHCKOM IIOMOILIY B paMKaxX KIMHMYECKOW arnpobalyy MeTonoB
NpO(UIaKTUKH, THATHOCTHKHY, IEYEHNS U peabuIHTauy.

21. Pemienue DKCIEepTHOTO COBeTa O HAJWYMH/OTCYTCTBUH KJIMHUKO-
AKOHOMUYECKOH 3¢ (PEKTUBHOCTU MpOIIEAIIEro KIMHUYECKYIO anpobalyio MeToaa
NpOQUIAKTUKH, JAMArHOCTHKH, JiedeHWs © peabmwimTanud  opopmisercs
IPOTOKOJIOM 3acelaHMss ODKCHEpTHOIO COBETa, KOTOPBIM MOANKCHIBAETCS BCEMH
4JieHaMH DKCIIEPTHOI'O COBETa, y4aCTBOBABIIMMH B 3aCEJaHUU.

22.Ha ocHOBaHMM pelIeHUS O HAIMYAH KIWHHKO-3KOHOMHYECKOH
3¢ (PEeKTUBHOCTH MPOLIEALIETO KIMHUUECKYIO anpoOaluo MeToaa NpoQHiIaKTHKY,
OUarHOCTUKH, JieYeHHs W peaOWidTagul OJKCIEPTHBIM COBET HampaBlfeT
B MUHHCTEPCTBO NpPENIOKEHHs O BKIIOYEHHH IPU3HAHHOTO 3QQEeKTHUBHBIM
MeTona NPOGUIAKTHKH, THATHOCTUKH, JIEUYSHHS U pPeaOUIIUTAIlUU B KIHHHUYECKHE
peKOMeHJaluu (IPOTOKOJIBI JieueHus), paspadarbiBaeMble NPOGeCCHOHAIbHBIMU
HEKOMMEPYECKHUMU OPTaHU3aLUsIMY .

7 Yacte 2 cTathu 76 denmepansHoro 3akona ot 21.11.2011 Ne 323-®3 «O6 oCHOBaX OXpaHbl 3OPOBbS
rpaxaan B Poccuiickoli ®@enepanuu» (Cobpanne 3akoHomaTenscTBa Poccuiickoit ®@epepammu, 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, cT. 6927; 2015, Ne 1, c1. 85, Ne 10, c1. 1425).



