MHHHCTEPCTBO 31PABOOXPAHEHH
POCCHICKON ®EIEPAIIMH

(MUH3/IPAB POCCUM)
| PerHETpaiHOHNEIA N

NMPUKA3 0r 2P bz 2022

Ne 4/6,//

Mocksa

006 yTBepxKIEeHHH
Honoxenns 00 opraHu3aniu KJIMHUYECKOH anpodanuu MeTOAOB

npo¢uIaAKTUKH, JHATHOCTHKH, JIeYeHHS H PeadHIMTALMH U OKA3aHHUA

MeJIHLIHHCKOH NMOMOIIH B PAMKAaX KJIHHHYECKO# anpobdauuu MeTo10B
NnpopHIAKTHKH, IMATHOCTUKH, JIeUeHHS] H peadHIMTALNH

(B TOM 4HCJie NOPSAAKA HANPABJIEHHS NALTHEHTOB [JISl OKA3aHHSA TAKOH MeAHIHHCKOMH
NMOMOIIH ), THNIOBO# ()OPMBI MPOTOKO/1Aa KJINHHYECKOH anpodalHi MeTo/10B

NpoPHIAKTHKH, AHATHOCTHKH, JeYeHHS U peaOHInTaAlNH

B cootBercTBHH ¢ wacThio 5 craThu 36.1 @enepanbHoro 3akoHa oT 21 HOAOpA
2011 r. No 323-®3 «O6 ocHOBax OxpaHbl 370pOBbs Ipaxaad B Poccuiickoit ®enepannm»
(Cobpanue 3akoHomarenbcTBa Poccuiickoit ®enepanuu, 2011, Ne 48, ct. 6724; 2021,
Ne 27, cT.5159)npuka3bBao:

1. YTBEpauTh:

Ionoxenre 06 OpraHU3alUKM KJIMHMYECKOH ampoOaiyd MeTOJO0B NpO(UIAKTHKH,
JUArHOCTHKH, JIeYeHHS M peaOduiuTallid U OKa3aHHs MEIMIUHCKOH IOMOIIM B paMKax
KIMHHYECKOM  ampoOaliii  MeTOlOB  NpPOGWIAKTUKH, AUArHOCTHKH,  JICYEHHS
d peabmwiuTanuy (B TOM UYUCIE MOPSIOK HANpaBlICHHS NALMEHTOB JJIs OKa3aHHs TaKOH
MeIULIMHCKO# MOMOIIN) COrTIacCHO NpHIIoKeHHo Ne 1;

THIIOBYIO (OpMy NPOTOKOJa KIMHUYECKOH arnpobalii METOIOB IMPOQHIAKTHKH,
IMarHOCTUKH, JIEYEHUS ¥ peaOMIHTAIIMK COTJIACHO NPHIIOKEHUIO Ne 2.

2.[lpusHaTh YTpaTUBIUMM CHIy IIpMKa3 MUHHCTEPCTBA 3IpaBOOXPaHECHHUS
Poccuiickoit @epeparnu ot 10 uronmst 2015 r.. Ne 4338 «O6 yrBepxaenuu IlonoxeHus
00 OpraHu3alMd KJIWHUYECKOW ampoOanuy MeTOJ0B NpOGHIAKTHKH, IHArHOCTHKH,
JNedeHysi ¥ peabUIMTAMK U OKa3aHHs MEAWULMHCKON NMOMOIIM B PaMKaxX KIMHHUYECKOM
anpo6alyy METOI0B POYUIIAKTHKH, JUArHOCTHKH, JIEUSHHs 1 peabHIuTalliH (B TOM YHCIIE
IMopsiaka HanpaBlIeHKs MALUEHTOB Ul OKa3aHUs TAKOH MeIUIMHCKON OMOIIH), TUITOBOM
(GOpPMEI TPOTOKOJA KIMHUYECKOH ampobanuy MeTOJO0B NpPOQMIAKTHKH, NHATHOCTUKH,
JleYeHHs W peabuIuTalvu» (3aperucTpupoBaH MHHHCTEPCTBOM KOCTHIMHM Poccuiickoi
®enepanun 30 uronst 2015 1., peructpanoHHbii Ne 38264).
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3. Hacrosmmii mpukas BCTymaeT B cmiy ¢ 1 ceHTs6ps 2022 roma u neicTByeT
1o 1 centsa6ps 2023 roaa.

Musnuctp M.A. Mypaiko




Ipunoxerue Ne 1
K Ipuka3zy MunucrepcTsa
3[IpaBOOXPaHCHUS
Poccuiickoit Denepanuu

OT« ) » 2022 r. Ne ‘16 u

IToanoxxenne
00 opraHu3aiNy KJIHHAYEecKol anpodanun MeTOA0OB npoPpHIaKTHKH,
XHATHOCTHKH, JIeYeHHsl M PeaGHIuTALIHE H OKa3aHHA MeJHIHHCKOH
MOMOIIH B PAMKAX KJIHHHYECKOii anpo6anuy MeTo0B NpodUIaKTHKH,
AHATHOCTHKH, JIEYeHHs] H peabnaMTanun
(B TOM YHCJIe NOPAAKA HANPABJIEHHA NANNEHTOB /ISl OKa3aHHUsA
TAKOH MeIHIHHCKO#H MOMOIIIH)

1. Hacrosimee ITososkeHHe YCTaHABIMBAET NPaBUJIa OPTaHA3aIMH KIMHHYECKOH
ampoGalil METONOB TPOGUIAKTHKY, JUATHOCTHKH, JIEYeHHs U peabHIMTaliH
M OKa3aHHMs MEIUIMHCKOH ITOMOINM B paMKax KIMHHYECKOH anmpoOanuy MeTOOB
NpO(UIAKTUKY, AMATHOCTHKY, JedeHHs M peabumuramuu (mauee — ITonoxxeHue)
B MEIUIMHCKMX M MHHBIX OpraHM3alysX, OCYIIECTBIAIOMMUX MEJULUHCKYIO
NeATENHFHOCTD, TIOJBEIOMCTBEHHEIX (pelepaabHBIM OpraHaM MCIIOJIHUTENBHON BIACTH
(manee — pemepaibHBIE MEAUIMHCKUE OPTaHU3ALMH).

2. Knuaudeckas ampoGanis METONOB NMPOQUIAKTUKH, THATHOCTHKY, JICUCHU]
u peabumuramuk (gamee — KIHMHAYecCKas ampobaius) MpPeACTaBIsieT coboif
[paKTHYECKOe NPUMEHEeHUe pa3spabOTaHHBIX W paHee He NPUMEHABIINXCS METOAOB
TIPOGUNAKTUKY, IUATHOCTUKHY, JIEUCHHS ¥ peaOUITUTALIMA [P OKa3aHUH MEIUIMHCKOM
IIOMOILH JUIS HOATBEPKACHUA JOKA3aTEILCTB UX s¢ddexTuBHOCTH'.

3. B uesx MCHOJMHEHHS (QYHKIM 10 OpraHU3aliy KIHHHYECKOH anpobanuu
M OKa3aHWs MEIWIMAHCKOH TOMOIIM B paMKax KIHHHYeCKoH ampobanuu
MuHHCTEPCTBO 3apaBooxpaneHus Poccuiickoi @enepannn co3naet:

a) DKCIepTHEI coBeT MUHHCTEpCTBa  3/paBooxpaHeHus — Poccuiickoi
®efiepanud [0 BONPOCaM OpPTaHM3alM  KIMHHYECKOH anpobanun’ (maiee —
DKCIIepTHEIH COBET);

1Yacts 1 cratsu 36.1 OenepanbHoro 3akona ot 21 Hoa6ps 2011 r. Ne 323-@3 «O6 0cHOBaX 0XpaHbl 310pOBbs IPaX/IAH
B Poccuiickoit ®emepamim» (CobGpanue 3akoHOJaTenbcTBa Poccwiickodt — Demepaumy, 2011, Ne 48,
cT. 6724) (manee — GenepanbHsIi 3ak0H Ne 323-03).

2 [puka3 MuHHCTEpCTBA 31paBooxpaHenus Poccutickoit denepamuy OT 10 mons 2015 r. Ne 4341 «O6 DkcnepTHOM
coBeTe MUHHCTEPCTBa 3ApaBooxpaneHns Poccuiickoii Oenepaliiy [0 BONPOCaM OpraHU3aliiy KIMHAYECKO# ampobariuu
METOIOB TPO(MIAKTHKH, JMATHOCTHKH, JNedeHHs W peabuiurammm» (3aperucTpUpoBaH MHHHCTEPCTBOM IOCTHIMH
Poccuiickoit ®enepaman 27 wons 2015 r., perucrpamuonHbiii Ne 38197) ¢ H3MEHCHHAIMH, BHECCHHBIMH MPUKA30M
MunncTepcTBa 3apaBooxpaHeHus Poccuiickoli ®epepanmu 0T 25 aBrycra 2017 1. Ne 562H (3aperucTpHpOBaH
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6) DTuueckuii KoMuTeT MHUHUCTEpCTBA 3ApaBOOXpaHeHHs PoccHiCKoH
CDez[epaunn3 (manee — DTUYECKUI KOMUTET).

4. ®epepanbHas MEIUIMHCKAs OpraHM3alysd, HaydHas WIH oOpasoBaTelbHas
OpraHu3alys, OCYINECTBIMIOMAs NEeATENBHOCTE B CQepe OXpaHBI 370pPOBBA,
ABJIMIOMAscs pa3paboTYMKOM MPOTOKONA KIMHHYeckod ampobaruu (gamee —
PaspaGoTurk), B CpOK 10 1 MapTa TeKyllero roja HampasiseT B Munsznpas Poccnu
IMHUCbMEHHOEe 3asfBICHHE HAa OYMaKHOM HOCHUTENEe H B DJJIEKTPOHHOM BHAC O
PAacCMOTPEHHH TMpPOTOKONA KIMHMYeCKoil ampobammm (Janee — 3asABICHHE),
cofieprkaliee CIeIyIOIue CBEICHHS:

a) HAUMEHOBaHME M ajpec Pa3paboTuvka, KOHTaKTHas HHQopManus o
Paspa6oTunke (TenedOHEI, afpec NEKTPOHHOM [OYTHI);

6) HasBaHME MpeAJiaraeMoro Uil KIMHWYecKod ampofauuu — MeTona
npo(GUIaKTAKH, JUATHOCTHKY, JICYSHHA U peabuInTaluy;

B) YHCJIO TIAIUEHTOB, HEOOXOAMMOE IJIs IPOBEICHNS KIMHUIECKOH anpobaryy.

5. K 3agBieHHIO TIPUIAraloTCcs CIeNyOLUIHe JOKYMEHTHL:

a) IIPOTOKOJI KIIMHHYECKO# anpobaliy METO0B MPOGUIAKTHKY, AHATHOCTHKHY,
NedeHHs W peaGUIMTAlUH, THIOBas (opMa KOTOPOrO yCTaHOBJICHA NPHIOXCHHCM
Ne 2 x HacTosILIEMY IIpHKa3Y;

6) MHIMBUAYaIbHAs PETUCTPALFIOHHAs KapTa HaOIIONCHHS allieHTa B paMKax
KIMHAYEeCKO# anpobaiun (nanee — UPK);

B) corylacie Ha ONMyOJMKOBaHWe IIPOTOKONA KIMHHYECKOH ampobamuy Ha
ouHaNTEHOM caiite Munszapasa Poccun B HH(POPMAaIOHHO-
Te/IeKOMMYHHKAIMOHHO# ceTH «HTepHeT» (Hanee — ceTh «MHTepHET»).

6. OTBETCTBEHHBIM 3a 0OecCledYeHHe pacCMOTPEHMsA OKCIEPTHBIM COBETOM U
DTUYECKUM KOMHTETOM IIPOTOKOJOB KIMHWYECKOH ampoOalludi M pacCMOTPEHHA
0TYeTOB 06 WCIONHEHMH MPOTOKOJIOB KIMHWYECKO# ampobamuu OKCIEPTHBIM
COBETOM ompejensercs AemapraMeHT MuHzapasa Poccuu B COOTBETCTBHU C €rO
KOMIeTeHIMel (manee — OTBETCTBeHHBIH JemapramenT). OTBETCTBEHHBIH
JenapTaMeHT B TeueHHe 5 pabodymx OHEH CO IHSA MOCTYIUICHUS 3asBJICHUS H
NpUIaraeMeIX K HeMy JOKyMEHTOB IPOBEPAET UX Ha MPEAMET COOTBETCTBHA
TpeGoBanusM Hactosilero ITonoxeHus K OpOPMIICHHIO 3asBICHAA ¥ KOMILIEKTHOCTH
TIpHJiaraéMbIX K HeMy JIOKyMEHTOB U B CliyYae:

a) COOTBETCTBMS 3asiBICHHS M KOMIUIEKTHOCTH IpHUIaraéMbelXx K HEMy
JNOKyMeHTOB TpeOoBanusM Hactosmero Ilomoxenus HampaBnieT B TEUCHHE
2 pabounx JHel MPOTOKOJ KIMHIYECKOH anpobamuy Ha pacCMOTpeHHe B ITHYECKHH
KOMHUTET H B (eiepalbHOe roCyJapCTBeHHOE GIOKETHOE YUPEXKASHHE, HaXOAIeecs
B BeieHnd MumszipaBa Poccun (majiee — 9KCIIepTHasi OpraHu3aius), A IPOBEICHU

MuH#cTepcTROM FocTHIwH Poccuiickoi ®eneparm 11 centabps 2017 r., perucTpalOHHBIA Ne 48138) (manee — npukas
Muusapasa Poccun Ne 434H).

3 ITpukas MunncTepcTBa 3apaBooxpaneHna Poccuiickoit Oenepauun oT 10 mond 2015 1. Ne 4351 «O6 DTHYECKOM
KoMuTeTe MUHHCTepCTBA 31paBooxpanenns Poccmiickoli denepaiiuy (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIMH
Poccuiickoii ®enepaim 27 mons 2015 r., peracrpanonHsiii Ne 38196) ¢ M3MCHCHMAMH, BHECCHHBIMH IPHKA3OM
MuHHCTEpcTBa 3ApaBooxpanerus Poccmiickolt ®emepammm ot 31 Mapra 2017 r. Ne 1391 (3aperucTpupoBaH
MuHrcTepcTBOM IocTHIIA Poccutickoit ®enepaiim 20 anpens 2017 1., pernCTpaloHHbIH Ne 46451) (manee — mpukas
Munsnpasa Poccru Ne 435H).




3KCIIEPTHOM OLIEHKH IPOTOKOJA KITHHIIECKO} arpobaiiuy ¥ MOATOTOBKH 3aKIFOYCHHUS
TI0 pe3yNbTaTaM SKCIIEPTHOM OIIEHKH IPOTOKOJIA KIIMHUYECKOH anpobarium;

0) HECOOTBETCTBUS 3asIBICHUS U (MIIM) KOMIJIEKTHOCTH MPUJIaraeéMeIX K HEMY
IOKyMeHTOB TpeGoBaHusM Hacrosmiero I[lomoxeHus M (WIHM) HEMpeICTaBICHUSA
OJTHOT'O WIH HECKOJIBKUX IOKYMEHTOB, yKa3aHHBIX B MyHKTE
5 mHactosimero IlomoxkeHus, yBemomisier Pa3paboTyvka B IHMCBMEHHOM H B
3IIEKTPOHHOM BHJEe 00 OTKIOHEHMH 3asBICHUA U NPHIaraéMbiX K HeMy NOKYMEHTOB
OT JaJbHEHIIero pacCMOTPEHHs C YKa3aHHeM CpOKa Ipe[cTaBleHHs B MuH3apas
Poccun nopaboTaHHBIX 3a4BICHHUS M MPUJIAraeMBIX K HEMY JTOKYMEHTOB.

7. MakcHManbsHbIM CpoK mpexacTaBieHus PaspaborunkoM B Munszipas Poccun
JIOpabOTaHHBIX  3asBiICHUd W  [PUJIAraeMelx K HeEMy  JIOKyMEHTOB  —
10 paGoumx fHeit co mHS noiay4ueHus Pa3spaboTyMkoM yBEOMIICHHS, YKa3aHHOIO B
HOAIyHKTe «6» myHKTa 6 HacTodmiero Ilonoxexus.

8.B cmyuae HempencraBuenus Paspaborunmkom B Munsgpas Poccun
HENOCTAIOIIMX  JOKYMEHTOB  (OHOrO  WIM  HECKONBKMX),  YKa3aHHBIX
B myHKTe 5 Hacrosmero [Tonoxenus, Wix fopabOTaHHEIX 3asBICHUS H MPUIaraeMbIxX
K HEMy JJOKYMEHTOB, OTBETCTBEHHBI leTlapTaMeHT B TedeHHe IBYX pabounx qHel co
IHS ACTe4EHHs CPOKaA, YKa3aHHOTO B ITyHKTe «0» MyHKTa 6 Hacrosmero [Tonoxenus,
HanpasiseT Pa3paboTyrky yBemoMieHHEe 00 OTKa3e B paCCMOTPEHHH 3asBIICHHUS.

9. DKcIepTHas OLEHKA IPOTOKONAa KIMHWYECKOH ampoOaluu, IIOATOTOBKa
3aKIIOUeHHs [0 pe3yjbTaTaM OKCIEepTHOH OLEHKM MPOTOKOJNA KIHHAYECKOU
anpoGalyu W HanpaejieHue ero B MunszipaB PoccHu OCyIIECTBISIOTCS SKCIEPTHOH
opraHu3alMeil B CpOK, He IpeBBImaoniui 15 pabounx aHe#d co QHSA MOCTYIICHUA
IPOTOKOJIa KIMHUIECKOH anpobaliiy B 3KCIEPTHYIO OPraHU3aIHIo.

ITpy TpoBeNEHUH SKCHIEPTHOM OLICHKH MPOTOKONA KIMHMYECKOH ampobarmu
OCYIIECTBIISIETCS €ro IIPOBEPKa Ha IPEIMET:

a) HaIW4Ms JAHHBIX O HayyHOH OOOCHOBAHHOCTM W JOCTOBEPHOCTH
TNONYYEHHBIX Ha CTAAWUH pa3paboTKU MeTola NPOQUIaKTUKM, AHATHOCTHKY, JT€ICHHU
¥ peabMINTAIMK AaHHBIX, BKIIOYas JOKa3aTeIbCTBA KIMHNIECKOH 3 HEeKTUBHOCTH U
6e30IIacCHOCTH MeToAa MPOQMIAKTAKH, AUATHOCTHKY, JICUeHNs U peaOuIUTaliy,;

0) HaJIM4YKs FOCYIapCTBEHHOM PErMCTpalliK JEKapCTBEHHBIX INpenapaToB AL
MeIUIHUHCKOTO MpUMeHeHus (Jajiee — JeKapCTBEeHHbIE NPENaparhl), MEAULIMHCKIX
W3enuii W CHELMaJM3UPOBaHHEIX TNPOAYKTOB JIe4eOHOro IUTaHHs, MPHUMEHEHHE
KOTOPBIX MPEYCMOTPEHO IPOTOKOJIOM KIIMHUYECKOH anpobanuu;

B) COOTBETCTBHS HAMMEHOBAaHMA JIEKapCTBEHHOrO Ipernapara, yKa3aHHOIO B
IIPOTOKOJIE KIMHUYECKOH ampoOalvy, MeXIyHApOAHOMY HENaTeHTOBAaHHOMY HIIH
IPYIIIMPOBOYHOMY, WIH XUMUIECKOMY HAaMMEHOBAHHMIO JIEKapCTBEHHOT O MPENapara, a
B CJIy4asX MX OTCYTCTBHS — TOPrOBOMY HaMMEHOBaHMIO JIEKapCTBEHHOTO IIpenapara;

I) COOTBETCTBHSA ITOKA3aHU! K IPUMEHEHHIO U IPOTHBONOKA3AHHH, CIIOCOOOB
ONpYMEHEHHss ¥ 03 JIeKapCTBEHHBIX IIPENaparoB, IMPUMEHEHHE KOTODPBIX
TIPelyCMOTPEHO  MPOTOKOJIOM  KIMHUYECKod  ampobaiuy, HHCTPYKIHMH IO
MIPUMEHEHUIO JIEKApPCTBEHHOTO IIperapaTa;

) COOTBETCTBMSI  IIOKa3aHMil K IPUMEHEHHI0O MW  IMPOTHBOIIOKA3aHMUH,
YHKIFOHATBHOTO HA3HAYEHHS U XaPaKTePUCTHK (CBOMCTB) MEAMIMHCKUX U3CIHUH,
IpUMeHEeHHe KOTOPBIX IPEeIyCMOTPEHO IIPOTOKOJNOM KIIMHMYECKOH —anpobaru,
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TeXHMYECKOM M (WIH) OKCIUIyaTalHOHHOM JOKYMEHTAaIlliM MPOU3BOIUTENSA
(u3roroBUTENA);

€) oleHKH S(PQPeKTUBHOCTH M 0Oe30IaCHOCTH IPHMEHSIEMOro peXuma
JO3MPOBAaHMs JIEKAPCTBEHHOTO TIpermapata M (uWiM) cmocoba NpUMEHEHHs
MEIUIMHCKOr0 H3JENUs IPH COOTBETCTBYIOIIEM 3a00JI€BaHHMH B IPE/ICTABICHHBIX
KIMHUYECKUX HCCIIENOBAaHUAX JIEKapCTBEHHBIX IMpernapaTtoB M (MIIH) MEIULMHCKUX
W3JeN1il, a TAKXKE CCBLIOK B BEIYIIUX OTEYECTBEHHBIX 1 3apyO€KHBIX PELIEH3UPYEMBIX
HAy4YHBIX JXKypHallax U M3JaHUSX IIpU NMPHMEHEHHUH JIEKapCTBEHHBIX NpenapaTtoB U
(WnH) MEIUIUHCKAX U3MeNui, 3aperuCTPIPOBAHHEIX B COOTBeTCTBUM C [IpaBunamu
PErHCTPAllMd H OKCIIEPTH3bl JIEKAPCTBEHHBIX CPEACTB UL  MEIUIMHCKOro
NpuMEHeHHs, yTBepxaeHHbME Pemenuem CoBera EBpasuiicKoi IKOHOMHYECKOH
KOMHCCHH oT 3 Hos6psa 2016 r. Ne 78* (nanee — [IpaBria perncTpaliiy U SKCIIEPTH3EI
JIEKapCTBEHHBIX CPEACTB UL MENUIMHCKOTO IpuMeHeHms) u  Ilpasuinamu
TOCy[JapCTBEHHOM  PErHCTpallid  MEAUIMHCKMX  W3IENHHA, YTBepXKIECHHBIMU
nocraHoBienneM IlpasutensctBa Poccuiickoit @enepamun ot 27 aexabps 2012 r.
Ne 1416° (manee — IlpaBuia TroCyIapCTBEHHOM pPerHCTpallid MENMIMHCKHX
u3nenuii) B Poccuiickoii @enepanyy, 1o napaMeTrpaM NPHUMEHEHUs, He YKa3aHHBIM
B MHCTPYKUHUSAX IO MEIULUMHCKOMY IIPMMEHEHMs JIEKApCTBEHHOTO IMpemnapara,
HUHCTPYKIIHAX II0 IPUMEHEHHIO U (WIH) PYKOBOJCTBE 110 SKCILTyaTallii MEIUIIHHCKUX
HU3JIETINi;

) KOPPEKTHOCTH OIMCAHMS UCIIONB3YEMBIX B paMKaX KIMHUYECKOH anpobaruu
COOTBETCTBYIOIIMX  MOKa3zareiell  5(¢eKTHBHOCTH  MeToja  NpOGMIAKTHUKH,
IOUATHOCTHKH, JICYEHUS U peaOuUTalyH;

3) Hanu4usd MHPOpPMALMH O METOJAe NPOQHMIAKTHKM, AHATHOCTHKH, JICUCHUS
U peabWiIuTaluK, TPUMEHSAIOMEMCS B KIMHHYECKOH NpPaKTHKE, NpPeNIoXeHHOM
1715 CPaBHUTENBHOTO aHAIN3a B IPOTOKOJIE KIIMHAYECKO anpobanuy,

W) HaJIN4HUs ONHCAHUSA CTATHCTHYECKHX METOMOB, HCIMOJB3YEMBIX C LENbIO
aHAIM3a PE3yIbTATOB KIMHUYECKOH ampoOanuy, a Takke 000CHOBAHHOCTH pacyera
Yycla MANUEeHTOB, YYaCTBYIOIIKMX B KIMHAYECKOH arpobanuH;

k) OOOCHOBAaHHOCTH OMHMCaHHS oObeMa (MHAHCOBBIX 3aTpaT Ha OKa3aHWe
METULMHCKOM MOMOIIM B paMKax KIIMHAYECKOH anpobanyu.

10. ITpoTOKOIIBI KIMHAYECKOH anpobalnuy B TedeHue 15 pabouux AHEH co AHA
HX IOoCTyIUieHus u3 Munzapasa Poccun paccMaTpuBaroTes Ha 3aceJaHuH JTHIECKOTO
KOMHTETa M IO KaXIOMY IMPOTOKONY KIMHHYECKOH ampobdalid B COOTBETCTBHUHU
¢ ITopsaakoM BbIHECEHHS JTHYECKMM KOMHTETOM MMHHMCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®efepaly 3aKIOueHHss 00 STHYECKOH OOOCHOBAHHOCTH JHGO 00
ATHYECKOH HEeOOOCHOBAHHOCTH BO3MOXHOCTH MPHMEHEHHUS METONOB NPO(UIAKTHKH,
IUAarHOCTHKH, JICUeHHs M peabHIuTalMy INpH OKa3aHHHM MEIMIMHCKOW ITOMOIIH

4 OdummanpHbli caiit Espasuiickoro skoHoMHUeckoro corwsa (aanee - EAIC) http://www.eaeunion.org/, 21 Hos0ps
2016 r. ¢ U3MEHEHWIMH, BHeCCHHHIMH Pemenmamu Coseta EBpasmiicKoil 5KOHOMHYECKOH KOMHCCHMM OT 14 wioH:
2018 r. Ne 55 (odmmansrsiii caitt EADC http://www.eaeunion.org/, 20 mons 2018 r.), or 30 smeaps 2020 r.
Ne 9 (oduumanbrsii caiit EADC http:/www.eaeunion.org/, 21 ¢epana 2020 r.), ot 23 nekaGps 2020 r. Ne 128
(odummansabiit caiit EADC hitp://www.eaeunion.org/, 31 mexabps 2020 r.), ot 5 Mapta 2021 r. Ne 14 (oduianbHsi
caiit EADC http://www.eaeunion.org/, 6 anpeinst 2021 r.), ot 23 anpema 2021 r. Ne 34 (oduumanbHsiii caiit EASC
http://www .eaeunion.org/, 17 mas 2021 r.).

5 Cobpanne 3akoHOAarenbcTBa Poceniickoit @enepanuy, 2013, Ne 1, cr. 14; 2020, Ne 49, ct. 7897.




B paMKax KIMHMYECKOH arpoOalyy, yTBepXISHHEIM IIpuKa3oM Munsnpasa Poccun
Ne 4351, DTUdecKril KOMUTET BEIHOCHT OIHO U3 CIIEIYIOMNX 3aKITIOYeHHH:

a) 06 3THYECKOH 00OCHOBAaHHOCTH BO3MOXHOCTH IPUMEHEHHS, YKa3aHHOTO B
IIPOTOKOJIE KIMHAYECKON anpobanuy MeToa NPO(QUIaKTUKY, THarHOCTUKH, JICIEHHUS
U peabuNMTAlMK IIPY OKAa3aHWK MENUIHMHCKOH MOMONIM B PaMKax KIMHHYECKOH
anpo6aly 1 O COTIACOBaHKH IPOTOKONA KIMHAYIECKOH anpobanuy;

6) 00 3THYIECKOI HEOOOCHOBAHHOCTH BO3MO)XKHOCTH IIPUMEHEHHS, YKa3aHHOTO B
IPOTOKOJIE KIIMHAYECKON anpoOariui METO/a NPOQUIaKTUKY, THaTHOCTHKH, JICICHUS
U peabIINTalid TPM OKAa3aHWM MEIUIIMHCKOH IOMOIIM B paMKaX KIMHHYECKOH
anpobalyK U O HECOTJIACOBAaHUH IIPOTOKOJIA KIMHIIECKOH arpobaliy.

3aKIoueHMs, YKa3aHHBIE B TMOMIMYHKTax «a» M «0» HACTOMAIIETO ITyHKTa,
DTHYECKH KOMHUTET HAPaB/IsieT B OTBETCTBEHHBIH leIIapTaMeHT.

11. B ciydae BBIHECEHHS DTHUECKHMM KOMHTETOM 3aKIIOUEHHS, yKa3aHHOIO B
TNOAIIYHKTE «a» myHKTa 10 Hactosmero ITonoxeHus, OTBETCTBEHHBIN JeapTaMeHT B
TedeHME IBYX pabouMx AHeWl HampaBiseT COrTaCcOBAHHBIA JTHYECKHM KOMHUTETOM
TIPOTOKOJI KJIMHMYECKON ampobalyy M 3aKIoYeHHe MO pe3ysbTaTaM OIKCIIePTHOH
OIIEHKHM IPOTOKOJIa KIIMHIUYECKO# anpobaiuy B DKCIIEPTHEIW COBET.

12. DKcepTHEI COBET B TedeHHe 15 paboumx nHe#d cO MHS MOIyYeHUS
COTJIaCOBAaHHOTO JTHYECKHM KOMHTETOM MPOTOKOJNA KIMHAYECKOH ampobanuu
M 3aKFOYEHHS II0 PE3YJIBTaTaM OJKCIEPTHOM OLECHKH MNPOTOKONA KIMHHYECKOH
arpo0Oaryy MpUHAMAeT OJJHO U3 CIENYIOIIMX PEIICHMHA:

a) JaeT paspelieHHe Ha OKa3aHWe MEJHUIHHCKOW IIOMOIIM B paMKax
KIMHAYECKOM ampobanuy, BKIIOYAIONIee ONpeAeIeHre YUCia ManueHTOB, KOTOPhIM
OyZeT OKa3aHa MEIMIMHCKAs [OMOIIb B paMKaX KIHHHYECKOH ampobaryu
II0 KXJOMY METOAY MPOQUIAKTHKH, AUarHOCTHKHY, JI€UCHHs M pea0uIuTalu;

6) OTKa3BIBaeT B pa3pellicHWH Ha OKa3aHWE MEIUIMHCKOW IMOMOINM B paMKax
KIHHHYECKOM anpobariuu.

13.B cinyyae OpHHATHS peNIeHHs, YKa3aHHOIO B MOJIYHKTE «a» ITyHKTa
12 mactosmero ITomoxxeHns, DKCIEPTHBIN COBET:

a) ompezie/seT CPOKHU IPOBeIeHHs KIIMHUYECKOH arnpobaiu;

6) MPOBOJMT OIIEHKY (DMHAHCOBBIX 3aTPaT Ha OKa3aHHWe MEIUIMHCKOH ITOMOIIH
II0 IIPOTOKOJTY KIIMHUYECKOH anpobanyy;

B) OpraHH3yeT  pa3MelleHue  [POTOKONa  KIMHMYECKOH  anpobaimu
Ha ounmansHOM caiite Munsnpasa Poccun B cet «AHTepHETY.

Wudopmanus, ykazaHHas B MOAINYHKTaX «a» — «B» HAaCTOSAIIETO IYHKTa,
HANPAaBJIIETCS DKCIIEPTHHIM COBETOM B OTBETCTBEHHBIN [leIapTaMEeHT.

14. ®enepanpuas MeOULUHCKas OpraHM3allWs, JKeNalomas Yy4acTBOBATh
B OKa3aHWH MeIUIMHCKOM MOMOIM B paMKax KIMHUYECKOH arpobalu, B TEYECHHE
10 paGoumx nHel co [HS pasMeNICHHs IIPOTOKONA KIMHMYECKOH anpodamuu
Ha oduiuanbHoM caiite MunsapaBa Poccum B cetm «VIHTepHeT» HalpaBisdeT
B Munsapas Poccud mnuCbMeHHOe 3asBICHHE Ha OyMaXHOM HOCHTENe U B
5JIEKTPOHHOM BHIe 00 y4acTHHM B OKa3aHMH MEIWLMHCKOH IOMOIIM B paMKax
KIIMHAYECKOH ampobalniy, KOTopoe MOANKMCHIBAeTCA PYKOBOAHWTENEM (enepanbHOU
MEeAMLMHCKOW OpraHu3anuy (JIMIOM, €ro 3aMelialollyM) U 3aBepseTcs IeYaThio
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(enepanbHOll MeIWIMHCKOW oOpraHu3anud (maniee — 3asgBleHHe 00 Yy4acTHH
B KJIMHUYECKOIA arpodarun).

15. 3agBnenne 00 y4acTiy B KIMHHYECKOH anmpoOavu CONEPKHUT CleayIOLIre
CBeleHUs O (defepabHOM MEIUIIMHCKON OpraHu3aliu;

a) HauMeHOBaHue (eepaabHON METUITMHCKOM OpraHU3alliH;

0) HauMeHOBaHWEe  MeToAa  MPOHIAKTHKH,  JHATHOCTHKH,  JIEYECHHS
U peabHIINTallUK, YKa3aHHOTO B IIPOTOKOJIE KITHHUYECKOH anpobaium;

B) HAIWYME B COOTBETCTBHH C YYPEIWTENbHBIMH JOKyMEHTaMH MpaBa Ha
OCYILIECTBIICHHE METUITHHCKOH JIesITEIBHOCTH, Hay4IHOM (Hay4HO-
HCCIIEIOBATENIbCKOM) JeATeNbHOCTA M MpaBa Ha IpOBeJcHHE KIIHHAYECKHUX
HCCIIEIOBaHMI JIEKAPCTBEHHBIX PENapaToB, KITMHUYECKUX UCIIBITAHUM MEeTUIIMHCKUX
5691()) 1547

) HUIMYHE CTPYKTYPHBIX TIOApa3[eleHnuid, KoedHoro (oHma, BKIIOYAs
OT[leJIeHUs] peaHHMallii ¥ WHTEHCUBHON Tepamuu, o0eCHeYHBalOmIMX OKa3aHHe
MEAVIKUHCKOM ITOMOIIU 110 COOTBETCTBYIOIIMM IPOQIIISIM C YIETOM BHIOB, YCIOBHI
1 GOpM OKa3aHUSA METUIIUHCKOM ITOMOIIIM;

1) YKOMIUIEKTOBaHHOCTh ~ MEIULMHCKMMHM  PabOTHHKAaMH  CTPYKTYpPHBIX
nofipasfieNieHuil ¢defepanbHOM MEAWIIMHCKOW OpTraHu3allid, 00eCIeuYnBalOIIUX
OKazaHHe MeJUIIMHCKOM ITIOMOIIH;

€) JOJs Bpadel-CIelUaliCTOB, UMEIOIMX KBATH(PUKAIIMOHHBIE KATETOPHH, OT
of01ieil YHCIeHHOCTH Bpauel enepaabHO MeTUITMHCKON OpraHU3alliY,

) IO COTPYIHUKOB C BBICIIUM MEIHIMHCKHUM 00pa3oBaHHEM, HMEIOIIUX
YYeHYIO CTeIIeHb KaHTUAATOB W/HITH JOKTOPOB HAayK, F3 00IIET0 YHCIa MEANIIMHCKIX
pabOTHUKOB C BRICIINM MEAULMHCKIM O00pa3OBaHUEM;

3) MoKazartesb HHeKca Xupiia (eaepaibHON MeIUIIMHCKON OpraHu3aluig;

M) CyMMapHBI [OKa3aTelb HMIAKT-QaKkTopa peleH3UPYEMBIX HayJHBIX
XYPHaJIOB M M3[aHMWil, B TOM 4ucie 3apyOeXHBIX, B KOTOPHIX OIyOJNHUKOBaHEI
pe3yNbTaThl HAy4YHBIX HCClefoBaHU (eepalibHO METUIIMHCKON OpraHu3alliyg;

K) HAIMYUE OMNBITa B peaM3allid JOIOJHUTENBHBIX NPOodeCCHOHATBHBIX
porpaMm (mporpamMmBI TTOBEIIIIEHUS KBaJTA (KA, IIpOrpaMMBI
po¢eCCHOHAIBHOM IeperoAroTOBKH), B TOM 4YHCIIE B paMKaxX CeTeBOH (GOpMBI
peanuzanuu 00pa3oBaTEIBHBIX MPOTPaMM;

J) HAJTUYHE OINBITA B3aUMONEWCTBAS C WHOCTPAHHBIMH HAYYHBIMH H
MEJULMHCKAMU OpPraHU3allisIMHU B paMKax MeXIYHapOJHOTO COTPYAHUYECTBA WITU
y4acTHe B MEXAYHAPOAHBIX KIMHMYECKUX HCCIEIOBAHHUSIX (MCHBITAHUAX) U (M)
Hay4HBIX MPOrpamMmax;

M) y4acTHe B pealu3alliyl NporpaMM OJHOM WM HECKOJBKMX HayYHBIX
wiatrgopM, OmpedeNieHHBIX B COOTBETCTBHM C pacnopsbkeHueMm IIpaBurenscta
Poccuiickoit @eneparuu ot 28 nexadps 2012 r. Ne 25 80-p6.

16. K 3asBnenuto o6 y4acTuy B KIIMHAYECKOHN aripoOauyl NprUiaraloTcs KOmuu
CIIEAYIOITHUX JOKYMEHTOB:

a) ycraB (defepalbHO METUIIMHCKON OpraHu3alum;

6 Cobpanue 3akoHOAaTensCcTBa Poccuiickoit Menepamuum, 2013, Ne 2, c1. 111.
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0) muneH3us(¥) Ha MEeTHUIMHCKYIO JESTeNbHOCTh delepaIbHON MeTUIMHCKOM
OpraHU3alny;

B) CTPYKTypa W INTAaTHOE pacnhcaHue ¢enepalbHOM  METUIIMHCKOMN
OpraHu3aIiu.

17. OTBeTCTBEeHHbIN HAemapTaMeHT B TeueHHe S5 paboumx pAHel co JHA
MOCTYIUIEHNS U3 PenepaTbHON MEIUIIMHCKON OpraHU3aliy 3asBjeHus 00 yJacTHH B
KJIMHAYECKOW ampobalii U MpUiiaraéMbIX K HEMY JOKYMEHTOB MpOBEpsSeT HX Ha
IIpeIMeT KOMIUIEKTHOCTH U COOTBETCTBUS TpeOoBaHMAM HacTodmero [lonoxenns u B
CIIy4asx:

a) COOTBETCTBHsL 3asBlieHHS 00 ydacTUM B KIHHUYECKOH ampobamuu u
TpUjiaraeMbIXx K HeMy JOKyMeHTOB TpeOoBaHusiM Hactodmero IlomosxeHus
HaNpaBIAeT 3asBJeHHE 00 YYaCTHH B KJIIMHMYECKOW anpoOanuy W IpuiaraeMble K
HEMY JJOKyMEHTHI Ha paCCMOTpEHHE B DKCIIEPTHBINA COBET;

0) HECOOTBETCTBHS 3asBIEHHUS 00 yJaCTHH B KIMHUYECKOH arpobamuu u (Unm)
[pUIaraeMelX K HEMY JOKYMEHTOB TpeOoBaHHMAM Hacrosmero Ilomoxxenus u (win)
HeIpe[CTaBICHNUs OXHOTO WM HECKOJBbKUX JOKYMEHTOB, YKa3aHHBIX B IyHKTe 16
Hacrosmero Ilonoxenus, ypenomiser dheaepaabHy0 MEAULMHCKYIO OpraHU3alUIo B
IIHCBMEHHOM H DJJIEKTPOHHOM BHAE OO0 OTKJIOHEHMH 3asABieHus 00 ydacTud B
KJIMHAYECKOW ampoOaliy W IpHIaraeMbelXx K HEMY AOKYMEHTOB OT AallbHEHINEro
PaccMOTpeHHUsI C yKa3aHHEM CpoKa IpeACTaBlIeHHs AOpPabOTaHHBIX 3asBICHUS 00
YYaCTHH B KIIMHUYIECKOW anpoOaiiui U (WiIK) IIpujiaraéMbIX K HeMy JOKYMEHTOB.

18. MakCUMaJNBHBIH CPOK TpEACTaBIeHUS (QeaepalbHOH  MeIUIMHCKOMH
opranu3anueii B MunzmpaB Poccuu opaGoTaHHOTO 3asBleHHS 00 yd4JacTHH B
KIIMHAYECKOW ampofanud W (WIKM) IpwiaraeMplIX K HEMYy JOKyMEHTOB -—
10 paboumx mHedt co JqHS MoiydeHHs (enepanibHON MEIULIMHCKOM OpraHm3anuei
YBEIOMJICHHUS, YKa3aHHOTO B MTOAITYHKTe «O» ImyHKTa 17 HacTosmero Ilomoxenus.

19. B cnyuae HempenacTaBieHHs (elepaabHOl MEIUIIMHCKON OopraHu3alyel B
Mun3zapas Poccuu HeIOCTAIOMMX JOKYMEHTOB (OHOT'O MIIH HECKOIBKUX ), YKa3aHHBIX
B nyHKTe 16 Hacrosmero [lonoxxenus, unu DopabOTaHHBIX 3asABJIE€HUSA 00 y4acTHH B
KIMHUYECKOW ampobanvd W (WiM) IpujlaraeMblx K HEMy JOKyMEHTOB B
MaKCHMaJbHBIMI CpOK, YyKa3aHHBIH B myHkTe 18 Hactosmero Ilomoxenus,
OTBETCTBEHHBI  [emapTaMeHT  yBeAOMIsdeT  (elepanbHyl0  MEIULIUHCKYIO
OpraHM3alMi0 B MUACHBMEHHOM M 3JEKTPOHHOM BHZE 00 OTKa3e B pPacCMOTPEHHU
3asBIIEHUA 00 y4aCTHH B KIIMHHYECKOH anpobamuu.

20. 3asgBneHne 00 y4acTHH B KJIMHMYECKOH ampoOaluy paccMaTpUBaeTCs Ha
3aceJaHrK DKCIIEPTHOro coBeTa B TeueHue 10 pabouux aHel co THA ero NOCTYIUICHUA
13 Munzgpasa Poccum.

21. DKCepTHEI COBET Ha OCHOBaHHM KpHTepHEeB OTOOpa (erepanbHBIX
MEAWIMHCKAX OpraHM3alui, YycCTaHOBICHHBIX IIpaBuTtensctBoM Poccuiickoi
®enepayn (ganee — KpuTepun oT60pa)’, B COOTBETCTBUM C [1OpANKOM BHIHECEHHUS
OKkcnepTHEIM coBeTOM MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickoit Denepanuu

7 ITocranosnenue Ipapurensctsa Poccuiickoit ®enepaiun ot 9 moad 2015 r. Ne 691 «O6 yTBEep:KIECHUH KPHUTEPHEB
0TOOpa MENMLMHCKUX OpraHM3aIii, Y4acTBYIOIINX B OKa3aHWM MEIHIMHCKOH IIOMOIIM B paMKax KIMHHIECKOH
anpoGalyy METOAOB NPOQUIAKTHKH, NHArHOCTHKH, JedeHus M peabwrnramam» (CobpaHMe 3aKOHOJATENLCTBA
Poccwmiickoi ®eneparmn, 2015, Ne 29, ct. 4493; 2019, Ne 27, c1. 3575).



3aKJIIOYEHHH 110 BOIIPOCaM OpraHW3alliK OKa3aHMsI MEJULIMHCKOH IMOMOIIH B paMKax
KIMHWYECKOM ampobamyud MeToAoB NpPOQHIAKTHKH, JUAarHOCTHMKH, JICUYCHHA
1 peabuInTaIMH, YTBEP)KASHHBIM IpHkazoM Munzznpasa Poccun Ne 434n, onpeneniseT
denepanbHble METUIMHCKHE OPTaHU3alUH, YIaCTBYIOIINE B OKa3aHUH MEIUIIAHCKOM
TIOMOIIM B paMKaX KJIMHHYECKO# anpobalyy, 1 IpUHAMAET OHO U3 PELICHHH:

a) 0 COOTBETCTBHH (pe/iepalibHOii METULIMHCKOM OpraHU3allid KpHUTEpUAM
orbopa;

0) 0 HEeCOOTBETCTBUH (elepanbHON MEIUIMHCKOM OpraHU3allMd KpUTepHiIM
orbopa.

22. DKCIEPTHBIN COBET B TeUeHUE 5 paboyMx AHEH CO JHS NPHHATHA PEIICHHI,
yKa3aHHBIX B myHKTe 21 Hactosmero Ilonoxenus, Hanpasiser B Munsapas Poccun
uHpopMauio O (QemepaIbHBIX MEIMIUHCKUX OpraHM3aluiX, YYacTBYIOIIUX B
OKa3aHHHM MeIUIMHCKOM MOMOIIM B paMKaxX KIMHUYIECKOH ampobaliH Mo KaXaoMy
IIPOTOKOJTY KIIMHA4ECKOH anpobariuy.

23. Cpox mpoBeleHWs KIMHHYECKOH ampobaiuu MOXeT OBITh HM3MEHEH
(yBenMYeH WM YMEHBIIEH) II0 PElIeHHI0 OKCIEPTHOrO COBETa, MPUHATOMY Ha
OCHOBaHMHU IIHCHMEHHOIO 3asBJIEHHsS PYKOBOAMTENS (enepanbHOM MeIHLIMHCKOM
OpraHU3alliH, coJeprkaniero o00cHOBaHHE HEOOXOAMMOCTH U3MEHEHHSA CPOKa.

24. PykoBomuTens (efepalbHON MEIULIMHCKOW OpraHM3alliM Ha3HavaeT
OTBETCTBEHHBIX HCIIOJHHUTENEH IIPOTOKONA KIMHUYECKOH ampobanuy H3 YHcia
pabGoTHHUKOB (epepanbHON MEAUIIUHCKON OPraHU3aluH.

25.B cnayyae BO3HHMKHOBEHHS IIpH OKa3aHMM MEIMIIMHCKOW ITOMOIIM
B paMKax KIMHHYECKOM ampobaniy HeNpeABHICHHBIX H/HIM HeXEeNaTeNbHbIX
ABICHHMH pyKOBOAMTENb (elepalbHOM MEIWLHMHCKOH opraHu3aluM  00s3aH
IPUOCTAHOBHTh IMpOBeleHWEe KIMHUYECKOM ampobaluM ¥ He3aMe[UTMTENHHO
MIPOHGOPMUPOBATH 00 3TOM OKCHepTHHIN COBET, PazpaboTduka
U Munszapas Poccun.

Mumnsgpas  Poccuu  He3aMeAnMTeNbHO HHGOPMHPYET  PYKOBOXHWTENEH
demepanbHEIX MEAUIMHCKHX OpPTaHU3alliH, y9acTBYIOMIMX B OKa3aHHU MEAULMHCKOH
TIOMOIIY B paMKaxX KIMHHYECKOH armpobanuy, 0 BOSHUKHOBEHHH HENPEIBUICHHBIX U
(W) HEXeNATeNbHBIX SBJICHUH NP OKa3aHWM METUIMHCKOW MOMOIIM B paMKax
KIMHAYECKOH anpobaruu. PykoBoauTenu denepatbHbIX MEAMIMHCKUX OpraHU3alHi,
y4acTBYIOIUX B OKAa3aHWM MeJWUIMHCKOH IIOMOIIM B paMKax KIHHHYECKOH
anpobanyy, Ipd NOCTyIUieHdr oT MunsznpaBa Poccum ykaszaHHOM uHQOpMauuu
00s13aHBI TaK)Ke NPHOCTAHOBUTH MPOBeIeHHE KIMHIIECKOH anpobaliu.

26. DKCIIEPTHEIA COBET B TeUCHHE TpeX pabouMx JHEW CO IHS MOJIyYeHHs OT
denepansHOM MEAWUMHCKOW OpraHM3alMd HMHOOpMalMd O HPHOCTAaHOBICHHUH
IPOBEIEHHS KIMHUYECKOH arpoballiy B CBA3HM ¢ BOSHUKHOBEHHEM HeIpeIBUICHHBIX
1 (WIH) HeXeaTeJbHBIX SBIEHUH NPH OKa3aHHM MEIMIIMHCKON MOMOLIM B paMKax
KIMHAYECKOM ampoOaiiuy B (enepalbHOM MEIUIMHCKOH OpraHM3aliy NPUHUMAaeT
pellleHre O AOCPOYHOM IIPEKpAIlleHHH KIMHHYECKOM ampobanuu B Ciydae, eciu
OKa3aHHe MEIUIIMHCKON MOMOIIHM B paMKaxX KIMHHYECKOH arpobaliy NpeAcTaBiseT
yrpo3y *KU3HU WIK 340POBBIO MALUEHTOB.

Breimrcka #M3 HpOTOKOJAa 3acefjaHMi OKCIEPTHOIO COBETa B TeUEHHE TPeX
pabounx Hel co [Hs ero MOoANKCaHus HanpasiseTcss PaspaGoTurKy, B (enepaibHbie
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MEIULMHCKHAE OpraHu3alyy, YIacTBYIOIINe B JaHHON KIMHUYECKO# anpoOanuu, U B
OTBETCTBEHHBI JIe[IapTaMEHT.

27. PyxoBomutens  (QenepanbHOM  MEIMIMHCKONH  OpraHu3aiuyl  Mocje
JOCPOYHOIO IMpeKpameHus KINHUYecKoi ampobamuu obecreunBaeT naibHeitiiee
oKa3aHue HeoOXOIUMOH METULIMHCKOHN ITOMOIIIM IMTalleHTaM B COOTBETCTBHUH C YACTHIO
1 crateu 37 @epepansHOro 3aKoHa No 323-®38,

28. Tlocne 3aBepiieHHs MPOBEACHUs KIMHHYECKOH ampobaumu denepanbHas
MeIUIMHCKas OpraHu3allds COCTaBidgeT U HampamiseT B Munsgpas Poccuu otder
00 HCTIOTHEHUH MPOTOKOJIAa KIIMHIYECKOH anpobaliuy (aanee — OTYET) C IPUII0KEHUEM
QITOpPUTMa OLEHKH KIMHHUKO-DKOHOMHYECKOW OSPQPEKTUBHOCTH  IMPOILIENIINX
KIMHUYECKYI0 anpo0aunuio METONOB MNPOQUIAKTUKH, IUArHOCTHKH, JEeYeHUS
U peabunutauuu (peKoMeHAyeMBIi oOpa3zell IpuBefeH B NpwiokeHHH Ne 1
K HactosieMy [lonoxxeHuro) (jajiee — aNropuTM OLIEHKH).

29. OueHka  KIMHHUKO-3KOHOMHMYECKOW  3(QEeKTUBHOCTH  INPUMEHEHHUS
IPOMIENIer0 KIMHUYECKYIO ampolaruio MeTofa NpodUIaKTHKH, JUArHOCTHUKH,
JIeuYeHus ¥ peabuIUTaIiiy IPOBOAUTCS HAa OCHOBAHUU!

a) o0mmMX TIoKa3aTeneil KIMHUKO-3KOHOMHYECKOH 3(QeKTHUBHOCTH MeTona
MPOUITAKTUKY, AUATHOCTHKH, JIeYeHHS W peaOduinTalnuu, yKa3aHHBIX B ITyHKTE
30 macrosmero IlojoxxeHwWs, ¥  TOKa3aTeledl  KIMHUKO-3KOHOMHYECKOH
3¢ (}eKTHUBHOCTH MeToAa NMPOQHIAKTHKH, AUArHOCTHKH, JISUCHUS U peaOduiIuTanuu,
yYKa3aHHBIX B IIPOTOKOJIE KIIMHUYECKON anpobaruuy;

0) CpaBHHUTENILHOTO aHAJIU3a MEXAY METONOM INPOMUIAKTHKH, AHATHOCTHUKH,
JedeHus W peaOwiMTanuy,  NPOLIEANINM  KIMHHYECKyl0  ampoOaiuio
Y TIPUMEHSIONIMMCS B KJIMHUYECKOM MpaKTUKe, MPEeAI0KEHHBIM I CPABHUTEIBHOTO
aHaJIN3a B MPOTOKOJIE KITMHUYECKOH anpoOanuu (najiee — CpaBHUTENBHBIN aHANN3).

30. O6mKMH MOKa3aTeIIMH KIMHIUKO-D)KOHOMHYECKOH 3((eKTUBHOCTH METOIa
POUITAKTHKH, THATHOCTUKH, JICUeHUS U peadiIuTaluy, IPoIIeJuIero KIMHIYECKYIO
anpoOarLuio, SBJISIOTCS:

a) BO3MOXXHOCTH IIPUMEHEHHSI METO/1a METULIMHCKMMH OpraHU3allisIMUY;

0) TOBEIIIIEHHE KaYeCTBa OKa3aHUs MeIUIIMHCKON MOMOIY (CHHXKEHHE YPOBHS
TOCIUTAIN3ALMi, CHW)KEHHE BHYTPHUOONBHUYHON JIETAIBHOCTH, YBEIHYCHHE
JUTHTENFHOCTH PEMUCCHH, COKpalleHHe MepHoja BPeMEHHOH HEeTpydoCHOCOOHOCTH,
CHIDKEHHE YPOBHS HHBAJUAM3AINH, CHIDKEHUE CTETICHU WHBAIUAW3AINHN, CHIDKEHUE
PHCKa pa3BUTHUSA 3a00JIeBaHNl, YCTAHOBJIICHHE IUarH03a Ha paHHUX CTaI¥sIX pa3BUTHA
3a6oeBanmii)’.

31. Ilpu npoBeeHUN CPAaBHUTEIBHOIO aHAIM3a YYUTHIBAIOTCH:

a) KOTMYeCTBO JIHEH (KOWKO-AHeH), 3aTpadyeHHBIX Ha OKa3aHHe MeIULIMHCKOH
MTOMOIIIH TTaI[eHTaM;

0) cpenHuii 00beM (GUHAHCOBBIX 3aTpaT Ha OKa3aHHE MEAULMHCKON MOMOILH C
MIPUMEHEHHEM COOTBETCTBYIOIIETO METOa OAHOMY ITAllEHTY;

B) YaCTOTa OCJIOXXKHEHUH;

8 CoGpanme 3akoHONaTeNsCTBA Poccuiickoit Menepauuy, 2011, No 48, cr. 6724; 2022, Ne 1, cT. 51.
9 Yacre 1 cratem 36.1 denepansHoro 3akona Ne 323-@3.
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I') pe3yJbTaTUBHOCTh METOAA (BHI3ZOPOBICHNE, YIyUIIeHHe, YXyALleHue, 6e3
IIEpEMEH): yKa3bIBaeTCA OAWH WM HECKONBKO U3 MEPEedMCIEHHBIX IOKa3aTelel c
yKa3aHHEM HX 3HaYeHHUH.

32. OTBeTCTBEHHBI JeMapTaMeHT B TedeHHe ABYX pabouux mHelt co JHA
IOCTYIJIEHUST OTYeTa OT YYacTBYIOIIEH B KIHHHYECKOH ampobarmuu demepanbHOM
MEAULUHCKOM OpraHU3aluy HalpapisieT €ro B SKCIIEPTHYI0 OpraHU3aIuio.

33. OkcnepTHast opraHu3alys B CpoK, He IpeBblmaronmii 15 paboumx mHei
CO OHS IMOCTYIUIEHUS OTHETOB OT BCEX YYacTBYIOIIMX B KIIMHMYECKOW ampobanuu
MEAUIMHCKUX OpraHu3aluii, OCYHIECTBISAET OKCIEPTHYIO OLEHKY OT4YETOB,
IOATOTOBKY 3aKIIOYeHHUs IO pe3yjibTaTaM 3KCIIEPTHOW OLEHKH OT4eTOB 00
UCIIONIHEHUH TIPOTOKOJNA KIMHWYECKOW ampobamuu (Jajee — 3aKiIIOYeHHE 110
pe3yabTaTaM 3KCIepTHOM OLEHKH OTYETOB) U HampaBieHue ero B Munzapas Poccun.

IIpu mpoBeeHNUU 3KCIIEPTHOMN OLICHKH OTYETOB OCYIIECTBIAETCS MX IPOBEpKa
Ha 1npeaMeT OOOCHOBAaHHOCTH pe3yJbTAaTOB OLEHKH KIMHHUKO-3KOHOMUYECKOMH
3¢ (GEeKTUBHOCTH TPUMEHEHHUS IPOLIEANIEro KIMHUYECKYIO ampoballiio MeToja
podUINaKTUKH, TUATHOCTUKHY, JICUEHU U peabuIuTaIUH.

34. OTBeTCTBEHHBII AemapTaMeHT B TeueHHe AByX pabouux AHEd co IHA
IOIY4YEeHUS OT HKCIEPTHON OpraHW3alllH 3aKIIOYEHHs IO pe3ysibTaTaM 3KCIEepTHOM
OLIEHKHM OTYETOB HAIpaBiIsieT B OKCIEPTHBI COBET OTYETBl MEIUIUHCKUX
OpraHH3aluii ¥ 3aKI0UeH’e 0 pe3y/IbTaTaM 3KCIEPTHON OLEHKH OTYETOB.

35. OKkcnepTHBIE COBET B Te4YeHHE TpeX pabouux OHEW co JHS MONy4eHHS
OTYETOB MEJUIIMHCKUX OpraHM3alKil U 3aKIIOueHHs MO pe3ysbTaTaM 3KCIEpTHOMN
OLIEHKH OTYETOB 3KCIIEPTHOM OpraHU3alyy IPHHAMAET pelIeHue:

a)0 HAIMYUU KIMHUKO-)KOHOMHYECKOH 3((eKTUBHOCTH IPOIIEAIIETO
KIMHAYECKYIO ampobaiuio Merona NpoQWIaKTUKH, IUArHOCTUKY, JICUEHUS U
peabunuranumy;

0) 06 OTCYTCTBUHM KJIMHHUKO-KOHOMHUYECKOH 5(PPEKTHUBHOCTH MpPOLIEAIIETO
KIMHUYECKYIO amnpofaruio MeToja IpoQWIaKTUKY, IUArHOCTHUKH, JIEYEHUS H
peaduTUTaIIH.

36. O} dekTHBHBIM MpU3HAETCS METO] MPOPHIAKTUKH, THATHOCTHKH, JICUECHUS
U peabuuTanuy, HabpaBOIMii B cyMMe He MeHee 1 Oaniia o KaXIoMy IOKa3aTelio
3¢ ($eKTUBHOCTH, YKa3aHHOMY B aJICOPUTME OLIEHKH, KOTOPBIN:

a) TpeOyeT MeHbIle (PUHAHCOBBIX 3aTpaT, HO IPHU 3TOM SBISETCS HE MEHee
3¢ GEeKTHBHBIM IS MPOQUIaKTHKK, JUATHOCTHKY, JEYCHHUS K peabMIuTaluy IO
CpaBHEHHIO C METOJIOM, YK€ IIPUMEHSIOMINUMCS B KIIMHUYECKO! IIPaKTUKE;

0) Tpebyer Gonbmie (PUHAHCOBBIX 3aTpaT, HO IPH 3TOM €0 JOIOIHHUTEIbHEIE
IpeuMyIecTBa i1 NpOPUIAKTHKY, IUATHOCTUKH, JI€YeHHS M peabHIuTanuu
OIIPaBABIBAIOT OTIOJHUTENBHEIE 3aTPATHI.

37.Meton npodMIAKTHKH, MOWATHOCTHKH, JIeUYeHUs U peaOHUIMTaIVHy,
TIPU3HAHHBIM OKCIIEPTHHIM COBETOM 3((eKTUBHBIM, peKOMeHOyeTcss MUH3IpaBoM
Poccun MemUIMHCKHM IpO¢)eCCHOHANIBHBIM HEKOMMEpPYECKHM OpraHHU3aLUsM
IUTS BKITIOYEHHS B KITMHIYECKHUE PEKOMEHIAINH.

38. Or6op mamueHTOB IS OKa3aHWs MEIUIUHCKOM NOMOINM B paMKax
KIMHAYECKOM anpoOaimndu OCYIIECTBISETCS W3 YHClia NAalUeHTOB, HalpaBlIeHHBIX
B denepaibHyl0 MEAULMHCKYIO OPTaHU3aINIo sl OKa3aHUs MEAULMHCKON IIOMOIIY
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B COOTBETCTBMM C MpHKa3oM MUHHCTEpCTBa 3ApaBoOXpaHeHMs1 Poccuiickon
®enepanuu or 2 nmekabps 2014 r. Ne 796H «O6 ytBepxkaeHueM IlonoxeHus
o6  opraHW3alMM  OKa3aHWs  CICHMANM3UPOBAaHHOM, B  TOM  4HCJE
BBEICOKOTEXHOJIOTMYHOM, MEUIHHCKOH oMo '°.

39. Penienue o 1eirecoo0pa3HOCTH OKa3aHU [TALUEHTY METUIIMHCKOM IIOMOIIIH
B paMKax KIHHHYECKOH ampobanuy MpuHUMaeT BpaueOHas KOMHCCHsS (elepanbHOM
MEIUIMHCKON OpraHu3aldy NPy HaINIAH HHG)OPMUPOBAHHOTO J0OpPOBOJIBHOIO
coriacus, JaHHOIO B  COOTBETCTBHM ¢ 4vacteio 6  crateum  36.1
®epepansHoro 3akona Ne 323-@3!1,

40. Permenue BpaueOHON KOMHUCCHH (eepalbHOM MEAULIMHCKON OpraHU3al[iy
odopmIIsieTcs MPOTOKOIOM, COAEPIKAIIUM CIEAYIOLIHE JaHHEIE:

a) OCHOBaHME CO3IaHUs BpadeOHONH KOMHCCHU (efepallbHOH MeIHIIMHCKON
OpraHu3anyi (PEKBU3UTHI HOPMATUBHOTO aKTa);

0) maTa NpUHATHA pelmieHus BpaueOHOW KoMmuccuH  (enepaabHON
MEIUIIMHCKON OpraHu3alluy;

B) cOCTaB BpaueOHON KOMUCCHU (ellepalbHOM MEAUITUHCKOMN OpraHHU3aliH;

) MacrioOpTHble ~ JaHHble  manueHta  (paMmimsa, HMsA,  OTYECTBO
(Ipu HaJTMYKMHK), AaTa POXKACHUS, CBECHUSA O MECTE JKUTENbCTBA);

1) nuarto3 3aboyieBaHus (COCTOSHUA) U KOJa AUarHo3a 1o MexxayHapoaHoi
CTATHCTHYECKOM Kiaccudukaiuu Ooyle3Hed U mpobieM, CBS3aHHBIX CO 3J0POBBEM
(nanee — MKB);

€) CBeIeHHUs 0 HATMYNH HHPOPMUPOBAHHOTO JOOPOBOIBHOTO COTJIACHS;

) 3aKIIOYeHHe  BpadeOHONM  KoMmuccHMM  (elepallbHOH  MEeIUIUHCKOM
OpPraHM3alMd O MeJIeCOO0Pa3HOCTH OKa3aHWs IAalWeHTy MEIHIUHCKOM MOMOLIH
B paMKax KIIMHHYECKO# ampobanuu ¢ yKa3aHHeM AMar€osa, kojga guarsosa mo MKb,
IUTAHUPYEMOH AaThl Hadyaja OKa3aHUS MAlMEHTY MEIMIMHCKOM ITOMOINM B paMKax
KITMHAYECKOH arpoOaruu.

41.TIporokon  Bpa4eOHOM  KoMHMCCUH  (ellepalbHOH  MEIMIUHCKOH
OpraHu3aiuu opopMIISETCS B XpaHUTCS B (JOpMe 3NIEKTPOHHOTO JOKYMEHTA MIM Ha
OyMa)XHOM HOCHTEJE€ B OIHOM DOK3eMIULIpe B (eAepalbHON MEIUIMHCKOM
OpraHu3aIim.

42. @enepanbHas MeJUIIMHCKAs] OpraHU3alys C MCIIONB30BaHUEM JTOCTYIIHBIX
cpelcTB cBs3u (Iouta, TenedoH, TenedoH/(pakc, MEKTPOHHAS IOYTa) YBEAOMIISIET
HampaBUBIIYIO IIallUeHTa MEOULMHCKYI0 OpPraHM3alMi0 O MPHHATOM peEIIeHUH
BpaueOHO! Komuccud (enepalbHONl MEIUIMHCKONM OpraHM3alid B TEYCHHE
Tpex paGouymx OHEH CO [HS TOANMUCAHUS IIPOTOKONA BpadyeOHOH KOMHUCCHU
(denepaabHOM METUIUHCKOMN OpraHu3alvy.

10 3aperucTprpoBad MuHHCTEpCTBOM focThimu Poccmiickoit ®enepammu 2 despans 2015 r., perucTpanmoHHbIN
Ne 35821 ¢ W3MeHeHMAMM, BHECEHHBIMH MpHKa3oM MuHHCTepcTBa 37paBooXpaHeHMs Poccuiickod (Pexpeparmum
oT 27 asrycta 2015 r. Ne 598H (3aperrctpuposan MumncTepcToM rocTHiH Poccuiickoit ®enepamiu 9 ceHTAGps
2015 r., peructpamuonHbiit No 38847).

1 Cobpanue 3akoHonaTensctBa Poccuiickoit @enepamm, 2011, Ne 48, cT. 6724; 2021, Ne 27, ct. 5159.
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[To TpeGoBaHMIO MAallMEHTa WIM €ro 3aKOHHOIO IIPEJCTABHUTENS BBHINKCKA
W3 TPOTOKOJIa pemeHHs BpaueOHOW KomuccHH (¢eepanbHO MeIUIIMHCKOM
OpraHHW3aIiy BEIOACTCS Ha PYKH MALMEHTY WU €r0 3aKOHHOMY IIPe/ICTaBUTEIIO.

43. MenmuIHCKas MOMOINb B paMKaxX KIMHHYECKOW ampodamuu MOXKeT
OKa3bIBaThCA B aMOYJIaTOPHBIX YCIOBHUSAX, B YCIOBHSX AHEBHOrO CTallMOHapa
¥ B CTallUOHAPHBIX YCIOBUSIX.

44, MenuIgHCKas MMOMOIIb B paMKaxX KJIMHUYECKOU anpoOamyy OKa3bIBaeTCs
BpayaMU-CIEeUAINCTaMU COOTBETCTBYIOILETO npo¢u, paboTaromumMu
B (delepalbHBIX MEAWIMHCKAX OpraHMU3alMiaxX U UMEIONMMU CTaX paboTel
IO CTIEUATBFHOCTU HE MEeHee 5 JIeT.

45. MeaunuHCKas IOMOIIb B paMKaxX KIHHHYECKOH anmpoOaluy OKa3hbIBaeTCs
NalnveHTaM, HYXAAIIUMCI B OKa3aHUM MEIULMHCKOM IOMOIM C IPHUMEHEHUEM
METONOB MNPOMUIAKTHKH, OWATHOCTHKY, JieueHUs U peabMIUTaluy, yKa3aHHBIX
B MPOTOKOJaX KIMHUYECKOW ampobaiuu (ajiee — IalWeHT), 32 HCKIFOYCHHEM
rpaXkaaH, yKa3aHHBIX B IMyHKTe 46 Hactosuero Ilonoxenus.

46. OkazaHre MEOWIIMHCKON IOMOIIM B paMKaxX KIMHUYECKO# ampobaruu
3amnpeiaeTcsa ¢ yuyacTHEM B Ka4eCTBe ITallUeHTOB:

a) JeTel, KEHINUH B Ieproj OepeMEeHHOCTH, POAOB, XEHIUUH B MEPHOX
TPYAHOTO BCKapMIIMBAaHUS, 32 HCKIIOYEHHUEM CIIy4aeB, €CIH COOTBETCTBYIOIIHE
MeToAbl IpeJHa3HAuYeHbl ISl 3THUX MaleHTOB, IIPH YCIOBHM MPUHATHSI BCEX
HEOOXOMUMBIX MEp 10 HUCKIIOYEHHUIO pUCKa MPUYNMHEHHs Bpela XCHIUKUHE B IIEPHO]
OepeMeHHOCTH, POAOB, )XCHIIUHE B MEpUOJ I'PyXHOTO BCKapMIMBAHUs, IIOAY HIIH
pebenky;

0) BOEHHOCTYXAaIlHX, 3a HCKIIOYEHUEM BOEHHOCIYXXAIIUX, MNPOXOAAIIMX
BOCHHYIO CIy)k0y IO KOHTpPaKTy, B Ciyd4ae, €CIH COOTBETCTBYIOLIUE METOJEI
CHeUabHO pa3paboTaHbl AJII MIPUMEHEHHUS B YCIOBHUSX BOEHHBIX JECHUCTBHH,
Ype3BbIYANHBIX CUTyalui, TPOQHUIAKTUKY U JIe4eHUs 3a00lieBaHUN U MOpaXEeHUH,
IOJMYYEeHHBIX B pe3yJbTaTe BO3ACHUCTBUS HEOJATONPUATHBIX  XMMHYECKHX,
OHMONIOTHYECKHX, paJIHallHOHHBIX ()aKTOpOB;

B) JIHMI, CTPaJaloNIMX ICHUXUYECKHMMH pPacCTpOMCTBaMM, 3a HCKIIOUYEHHUEM
CITy4daeB, €CJIH COOTBETCTBYIOIINE METOAEI IPEeAHA3HAYECHBI 115 JICUECHUS ICHXUYECKHX
3a6oneBanuii'?;

I') JIAI 33Iep)KaHHbBIX, 3aKITFOUYEHHBIX M0]] CTPaXy, OTOBIBAIOIINX HAKa3aHUE B
BHUJIE OTpaHHYEHUS cBOOOIBL, apecra, JVIICHUS cBOOOIBI
160 aIMUHHCTPaTHBHOIO apecTta’®;

47. TIpu oKa3aHUHM METUIIMHCKOM MOMOIIH B paMKax KIIMHUYECKOH anpobaryu
IPUMEHSIOTCS JIEKApCTBEHHBIE Tpernaparsl W (WIM) MEAWLHHCKHE H3AETINs,
3aperiICTPUPOBaHHEIE B COOTBETCTBUM C IIpaBuiiaMM perucTpanvyd M 3KCIEPTH3BI
JIEKApCTBEHHBIX CPEICTB Ui MEQUIMHCKOro IpuMeHeHus U IIpaBuimamu

2Yacte 7 crathm 36.1 @epepansroro 3akoHa Ne 323-@3 (Cobpanue 3akoHoaTenbcTBa Poccutickoit @eaepanuu, 2011,
Ne 48, c1. 6724).

3 Yacre 5 crateu 26 ®enepansHoro 3akona Ne 323-03 (Cobpanue 3axoHomaTeNbCTBa Poccuiickoii ®enepamun, 2011,
Ne 48, ct. 6724; 2015, Ne 10, ct. 1425).




13

rOCyIapCTBEHHOM perHcTpalii MeIUUMHCKUX m3nenuil B Poccuiickoit @enepannu
B COOTBETCTBHH C HHCTPYKIUSMHU II0 NPUMEHEHHIO JIEKAPCTBEHHOIO IIperapara,
HHCTPYKIHEH MO NMPUMEHEHHIO HIIH PYKOBOICTBOM IO OKCILTyaTal[iid MEAULIUHCKOTO
W3JIeITUS.

ITpyMeHeHHEe JEKapCTBEHHBIX MpenapaTroB U (WIHM) MEIMIMHCKUX H3MENHH,
3aperUCTPUPOBAHHEIX B COOTBETCTBUM C IIpaBunaMu perucTpaliid U 9KCIEpTU3BI
JEKAapCTBEHHBIX CPEACTB OIS MeOUUMHCKOro npuMeHeHMs M IlpaBunamu
rOCYIapCTBEHHOM perMcTpalyii MEeIUIMHCKUX m3fenui B Poccuiickoit ®enepanuu
[0 TapaMeTpaM MPUMEHEHHS, HE YKa3aHHBEIM B HMHCTPYKIMAX IO METUIMHCKOMY
IPUMEHEHUIO JIEKapCTBEHHOIO Ipelapara, MHCTPYKIMAX [0 IIPUMEHEHUIO
u (Wim) pPYKOBOACTBE IO SKCIUTyaTallUM MENULMHCKHMX H3NEIMH, HOIyCKaeTcs
B ClOydYae, €ClId B TPOTOKOJNE KIMHUYECKOH ampobaluy yKa3aHBl CBEIEHUS
TI0 IPHMEHEHMIO JIEKAPCTBEHHOTO Ipernapara u (WiIM) NIPUMEHEHHIO METUIIUHCKOro
U3ENMs C yKa3aHHEM CCHUIOK Ha KIMHWYECKUe HCCleloBaHus 3((OEeKTHMBHOCTH
1 0e30MacHOCTH MPUMEHAEMOTO peXHuMa J03UPOBaHUs JIEKapCTBEHHOro Ipernapara
1 (wix) crmocoba MpUMEHEHHs MEeIUIHHCKOTO M3IeNHsd NMpH JaHHOM 3a00NeBaHHUU
U060 CCBUIOK B BEQyIIMX OTE€YECTBEHHBIX M (WIH) 3apyOeXHBIX PELCH3UPYEMBIX
HayYHBIX XXypHAJIaX U U3IaHUSX.

Ilepen HayamoM IPUMEHEHHS JIEKapCTBEHHBIX IIpenapaToB M (wiin)
MEIMLIMHCKUX M3ENHH 10 IapaMeTpaM NPUMEHEHYs], HE YKa3aHHBIM B MHCTPYKIIHH
I10 IPYMEHEHHMIO JIEKAPCTBEHHOTO MperiapaTa, HHCTPYKIHAX 10 IPIMEHEHHIO X (HJIH)
PYKOBOJCTBE IO JKCIUTyaTallMd MEAWLMHCKHAX H3AEIHM, JeYalluii Bpad HOJDKEH
IpOUH(GOPMHUPOBATh ManueHTa (B ClydasX, YCTaHOBJIEHHBEIX 3aKOHOIATCIIECTBOM
Poccuiickoii ~ Menepauun, pOAMTENE  WIM  3aKOHHBIX  IpelCTaBUTENEH)
O IJIEKapCTBEHHOM IMIpemaparte W (WIM) MEIUIMHCKOM H3JelHd, 00 OXHAacMOH
3¢ PeKTUBHOCTH TIpeIaraeMoii Tepaliy, o 6e30I1aCHOCTH JIEKapCTBEHHOTO IIperapaTa
1 (MIIK) MEAMLITHCKOTO U3/IENHS, CTETIEHH PUCKA JJIs MAlUEHTa, 4 TAKXKE O JEHCTBUAX
B Cllyyae HENpPeABHJCHHBIX 3(P(EKTOB BIMAHUA JIEKAPCTBEHHOIrO Ipemapara
HJTH METUIIMHCKOTO M3AEJINS HA COCTOSTHUE €0 3I0POBbAL.

48. B paMkax KIMHAYeCKOM amnpoOamyy HE IPOBOMATCA KIHHWYECKHUE
UCCIENOBAHUA  JICKAPCTBEHHBIX  IPElapaTtoB M KIMHHYECKHE  MCIBITAHUA
METUIMHCKUX H3EIIHH.

49. Ipu oka3aHUM MEQMIMHCKOM TOMOLIN B paMKaxX KIHHHYeCKOH anpobaryu
IpHMEHEHNE COOTBETCTBYIOIINX METONOB NPOGHIAKTUKY, THATHOCTHKHM, JICUYCHUS U
peabHIMTAIMKd OCYIIECTBISETCS B COOTBETCTBHM C HPOTOKOJIOM KIHHHYECKOH
ampoOGaruu.

50. ITpu oKa3aHWK MEAUIIMHCKON MOMOIIH B PaAMKaX KIMHMIECKOH ampobanuu
BelleTcd MeIMIMHCKas mnokyMeHTamus, a Takke VIPK Ha Kaxmoro maiueHra,
oopMIIeHHas B COOTBETCTBHH C TpeOOBAHMAMM, YCTAHOBJIEHHBIMH IMPOTOKOJIOM
KJIMHUYECKOH anpobaiuu.

WPK BHOCHTCS B MEAMITMHCKYIO JOKYMEHTALIUIO ITAlHEHTA.

B mpaBoM BepxHeM YTy THUTYJIBHOTO JHMCTa MEIMIMHCKOH NOKyMEHTalUH
TaIyeHTa CTaBUTCA MapKupoBka «KA».
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51.TlanpeHT WIH €ro 3aKOHHBIA IPEeCTaBUTENb MMEET IPaBO OTKAa3aThCA
OT MEJMI[MHCKON IOMOIM B paMKax KIMHWYECKO# ampobaiuyu Ha oboM 3Tare
ee OKa3aHHA B COOTBETCTBHH co cTaTheil 20 DenepanpHoro 3akona Ne 323-031,

14 Co6panue 3akoHOAaTENbCTBA Poccuiickoit ®enepaunm, 2011, Ne 48, ct. 6724; 2021, Ne 27, ct. 5159.




ITpunoxenue Ne 1
K ITonoxenuro 06 opraHu3zanvu
KJIMHWYECKOM arpobaluy METOI0B
npodIaKTUKH, AUarHOCTHKH,
JeueHHs U peabWIMTallii ¥ OKa3aHUS
MEIHUIIMHCKOM MOMOIIY B paMKax
KJIHHWYECKOH arpodaiivu MeTO0B
IpOGUITAKTUKH, JUATHOCTUKY, JIEUEHUS]
U peabuinTanyy (B TOM YUCIE NMOpsAKa
HaIpaBJIeHUA MAI[EeHTOB UL OKa3aHus
TaKOM MeIMIIMHCKOMN IIOMOIITH),
yTBEpXKACHHOMY IpuKa3oM MuHuCTepcTBa
3npaBooxpaHeHys) Poccuiickoil ®enepanuu
oT«_ ) » . 2022T. Ne L4,

PexoMeHnzyemsIit oOpazer

AJITOPHUTM OLIeHKH KJIHHHKO-)KOHOMH4YeCKOH 3(peKTHBHOCTH NPOIIEAIHX
KJIHMHHYECKYIO anpo6alni0 MeTOA0B NPO(PHIAKTHKH, JHATHOCTHKH, JIeYeHHS
H peaOHanTAlHHU

I. Pe3ynpTarsl KOJHYECTBEHHON OIEHKU 3¢ (HEKTUBHOCTH METOAA
IpOGHUIAKTHKH, THATHOCTUKH, JIEUeHNS U peabuIuTaluu

n/n | HanmeHoBaHUsA OrneHka cTeneHu Hoctixenue | OneHka B
N IToKa3aress JOCTHXXECHHA LIEJIEBOTO IIEJIEBOTO Oamax
OLIEHKH pe3yJibTaTa pe3ynbrara (B
a¢dheKTUBHOCTH * IIPOILIEHTaX)
1 2 3 4 5
BBICOKAsI I{eneBoii pe3ynbpTaT 75 - 100% 2

IIOJTHOCTBIO JOCTUTHYT

CpeaHss [enmeBoit pe3ynbTaTt 65 - 74% 1
YaCTHIHO JOCTUTHYT
HU3KasA LleneBoii pe3ynbTar He <65% 0
OOCTUTHYT

Hroro: cpennss oueHKa 3G $eKTHBHOCTH (COOTHOIIEHHE CyMMBI OaljIoB 10
KaKIOMY IOKa3aTelro 3Q(PEeKTHBHOCTH K KOJIMIECTBY KPUTEPHEB)

* Bricokad 3¢QeKTHBHOCT — KIIHHHYECKaA anpodannsi peKOMEHI0BAaHA K THPKHUPOBAHUIO;

Cpennsas >¢dekTHBHOCTS — KIMHWYeckas ampobalusA HykJaeTcs B JA0paboTke, He PEKOMEHIOBaHA K
THPAKMPOBAHHIO;

Huskas 3G eKTHBHOCTE — KITHHAYECKas anpoGaiys He PeKOMEHI0OBAHA K THPAKMPOBAHHIO.
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I1. KonuvecTBeHHAs OLEHKA JOIIOJHUTENBHOM IIEHHOCTH
IpOILE/NIEro KINHAYECKYIO apodamuio MeTosia podHIaKTHKY,

JUArHoCTHKH, JICUCHHUA U pea6I/IJII/ITaI_II/II/I

/i | HaumeHnoBaHus Pe3ynpTaT KONMM4eCTBEHHON IIkana ouenku
N KpUTEpUs OLIEHKU KpUTEpUs (6amen)
JOTIOJTHUTEITLHOU JIOTIIOJIHATEbHON IIEHHOCTU
LIEHHOCTH *
Bricokas HmMeeT cymecTBeHHBIE +2
KIMHAYECKUE MPEeUMYINecTBa Hajl
METOAOM CpaBHEHMS
Cpenuss HMmeer He3HAUUTEIBHEIE +1
KIIMHUYIECKHUE TIPEUMYIIECTBa Hajl
METOIOM CPaBHEHHS
Huzkas He umeer xiMHNYEeCKUX 0
IPEUMYILECTB HaJ METOAOM
CpaBHEHHUS

Hroro: CpeaHsAs OLICHKA I[OHOHHHTCHBHOﬁ HNECHHOCTH (COOTHOIIIGHI/IG CYMMBI
0asioB 10 KaXxXa0My KpUTCPHIO IlOHOJIHPITGJIBHOﬁ NEeHHOCTH K KOJIUYECCTBY

KpUTEPHUEB)

* Bricokas 3 heKTHBHOCTE — KIMHUIeCKas anpodalys peKOMEHIOBaHA K THPAKMPOBAHHIO;
Cpennsa 3(QeKTHBHOCT, — KIMHMYECKas amlpoballil HyXJaeTcs B N0paGoTKe, He PEKOMEHIOBaHAa K
THPaXKHUPOBAHHIO;
Huskas 3¢ heKTHBHOCTE — KITHHHYECKas anpobaiya He pEKOMEHIOBAHA K THPRKHAPOBAHUIO.




II1. Pe3ynbTarsl KOTHYECTBEHHO! OLICHKH
0€30MaCHOCTH IIPUMEHEHHS MeToAa MPO(UIAKTHKH, JUATHOCTUKH,
JiedeHus U peabuIuTau

OrneHka ypoBHS 6€30MacHOCTH

Yucno ciyyaeB OCIOXKHEHU

Onenka B 6amiax

MeToa (B mpouieHTax)
IIporro3upyeMele OCIOKHEHHUS 0 2
OTCYTCTBYIOT
HesnaunrensHoe 4UCIO <15% 1
IIPOTHO3UPYEMBIX OCIIOKHEHUN
3HauUUTENBHOE YHCIIO0 > 15% 0
IIPOTHO3UPYEMBIX OCJIOKHEHUH
Henporaosupyemsie TAxensIe Hannane -2
OCIIOXKHEHHS, yTPOXKAIOIIHe
XHU3HU U 300POBBIO [TALUEHTOB
IV. Pe3ynpTaThl KTMHUKO-3KOHOMHYECKOM OLIEHKH METOAa
PO UITaKTHKY, TUATHOCTUKHY, JICICHIUs U peabuiuTanyu
Kpurepunu orieHKH Pe3ynbraT onieHKH B npouientHom | Ouenka B
COOTHOILICHUH Oannax
CpaBHeHuE CpeIHUX IIpumenenne MeToaa < 40% 3
00BEMOB MIPUBOIUT K CYLIECTBEHHOMY
(UHAHCOBBIX 3aTPaT CHIDKEHHIO 00'beMa
Ha 1 caydaif okazaHusi| ()MHAHCOBBIX 3aTpaT Ha
MEIUITMHCKOM OKa3aHHe MeIUIIHHCKOM
IIOMOIIIH C oMoy 1 nanueHty
MIpUMEHEHUEM
0, 0
METOZIa | YiKe ITpuMeHeHHEe MeTOAA < 15%- < 39% 2
TIPUMEHSIOMAMCS B IIpHBOIUT K cpgnHeMy
I —— CHIDKEHHUIO 00BbeMa
NPAKTHKE METOXOM (GUHAHCOBBIX 3aTpaT Ha
TIpH OKA32HAH OKa3aHHe MeANIMHCKOM
Me THIIHHCKOM noMomy 1 manueHty
TIoMOIH [IpuMeHeHNE METOMIA <1%- < 14% 1
MIPHBOJUT K
HE3HAYUTEIIEHOMY

CHIDKEHHIO 00beMa
(bMHAHCOBBIX 3aTpaT Ha




OKa3zaHHe MEIUIIMHCKOM
oMoy 1 manuenTty

ITpumenenue MeToa HE
TpebyeT yBenuueHus o0reMa
(HUHAHCOBBIX 3aTpaT Ha
OKa3aHWe MEIUIUHCKON
oMo 1 nauueHTty

0%

IIpumeHeHune mMeroaa
IIPUBOAUT K YBEIHYEHUIO
o0BpemMa (PMHAHCOBEIX 3aTpat
Ha OKa3aHWE MEANIMHCKON
oMoy 1 manueHTy

<1%-<10%

IIpumeHeHnune MeToza
IPUBOIUT K CYLIECTBEHHOMY
YBETMYEHHIO 00beMa
(UMHAHCOBBIX 3aTpaT Ha
OKa3aHHe MEeIUIINHCKOMN
oMoy 1 nanueHTy

2 10% wu BBIIIE




IIpunoxxernne Ne 2
K npuka3ly MuHucTepcTBa
3[IpaBOOXpaHEHUs
Poccuiigroii @enepannu

OT«_ ) » g ol 2022r. Ne _44y,

Tunosas ¢popma

ITpoToKOo KIMHHYECKOi anpodany MeTOI0B NPopHIAKTHKH,
AHATHOCTHKH, JIeYeHHUS H peabHInTalH{

WnentudukannoHHBINA No
Jlata

L. ITacnoprHas 4acTsb

1. Hazanue mpeajiaraeMoro K TPOBeIEeHHIO KIMHHYECKOH ampobanuu
MeToza IPOGUIAKTHKY, THaTHOCTHUKY, JICUSHHS U peabInTalu (1anee - MeTox).

2. HanmMmenoBanre W anpec ¢enepalbHOM MEAMLIUHCKON OpraHM3alyy,
paspaboTaBIIedl NPOTOKOJ KIMHHYECKOM ampobauuy MeTola NpOQUIAKTHKY,
IUATHOCTUKH, J€eYeHHS M peaObWiuTauud (majiee - IMPOTOKON KIMHHUYECKOH
arpoOanyn).

3. ®amuiansg, UM, OTYeCTBO (PHM HAIWYMM) M OODKHOCTH  JIHI,
YIIOJTHOMOYEHHEIX OT IMEHH pa3paboTdrKa MOANHUCHIBATE MPOTOKOJ KIMHHIECKOH
anpobaryu.

I1. O6ocHOBaHKE KIMHHUYECKOH anpodauu MeToaa

4. Au”oTamnusa MeToza. |

5. AKTyalbHOCTh MeToAa JUIS 3[I[paBOOXPAHEHHUS, BKJTIOYast
OpraHU3alHUOHHbIE, KITHHUYECKUE ¥ 3KOHOMHYECKUE ACTIEKTHI.

6. HoBusua Meroma u (WiIM) OTJIMUHME €ro OT HM3BECTHBIX AaHAJOTMYHBIX
METOOB.

7. Kpatkoe omucaHHe W YacTOTa W3BECTHBIX M IOTCHIHAIBHBIX DHCKOB
[PUMEHEHHA METO/1a JUIsl TAIIMeHTOB, €CIIM TaKOBBIC UMEIOTCS, U IIPOTHO3HPYEMBIX
OCJIOXKHEHMH.

8. CCBUIKH HA JIUTepaTypHble HICTOYHUKHY ITyOIUKaIUi pe3yIbTaTOB HAYYHBIX
HCCTIeIOBAaHUIT MeTOofa WIM OTOEIBHBIX €ro COCTaBIAIoNmMX (B TOM YHCHE
COOCTBEHHBIX MyOJIMKaIHil) B pelieH3UpYEMBIX HayYHBIX )KypHalax U M3JaHUAX, B
TOM YHCIIE B 3apyOeXHBIX XypHaiax (Ha3BaHHs XypHAJIOB/U3NAHUM, UX MMIIAKT-

dakrop).
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9. Hrle cBeeHuUs, CBI3aHHEIE C pa3paboTKoil MeToaa.
III. Ienu u 3aqaqu KIMHAYECKO# anpobanun

10. leTansHoe omucaHue Lejieil 1 3a1a4 KIIHHAYECKO anpobanuu.
IV. JIu3aiiH KIMHAYECKOH anpodaun

11. Hayuynas 00OCHOBaHHOCTb U JOCTOBEPHOCTH IONYYEHHBIX Ha CTAIHH
pa3paboTKu METOMIa JaHHBIX, BKIIIOYas JOKa3aTeILCTBA €ro 6€30MaCHOCTH.

12. Onucanne qu3aifHa KIMHAYECKOH anpobaiuy JOHKHO BKIIOYATh:

12.1. Yka3auue OCHOBHBIX U JOMTOJHUTENBHBIX (TIPH HATUYHH ) HCCIIELYyEMBIX
IIapaMeTPOB, KOTOPEIe OyIyT OIIEHMBAThCS B X0Jle KIMHUYECKOH anpobanumy;

12.2. Onucanue qu3aiina KIMHAYECKOH ampoOaruu ¢ rpadpuueckoil cxemMoin
(3TamB! ¥ MPOIEAYPHI, & TAK)Ke CPOKH U YCIIOBUS UX IPOBEJICHUS, HHOE);

12.3. Onucanue MeToaa, MHCTPYKIIMH IO €ro IPOBEIECHHUIO;

12.4. Oxugaemasi IpOIOKUTEIFHOCTh yUacTHs MAI[UEHTOB B KIIMHUYECKOU
anmpoOaliy, OINHCaHWe TMOCIEAOBAaTEIbHOCTE U IPOJODKMTENIBHOCTH  BCEX
IIEPHOZIOB  KIMHUYECKOH  ampoOanuy, BKIIOYas IEPUOL  IOCIENYIOINEro
HAOJIOIEHN s, €CITU TaKOBOM MPEIyCMOTPEH;

12.5.TlepedueHp  AAHHBIX, PETUCTPUPYEMBIX  HENOCPEACTBEHHO B
UHIVBUIYaTbHON PErdCTPallMOHHOM KapTe KIMHUYecKol anpobaimu Merona (6e3
3aliCH B MEIMIIMHCKOM JOKyMEHTAIMH MAIUEHTa) X pacCMaTpUBaeMBIX B KAUECTBE
IapaMeTpoB, YKa3aHHBIX B IyHKTe 12.1 HacTosIero NnpoToKola KIMHHYECKOH
anpoOaruu.

V. OT60p 1 UCKIIIOYCHHUEC MAIMCHTOB, KOTOPBIM OKa3bIBACTCS
MCOUIUHCKAaA ITIOMOIB B paMKaXx KIMHAYECKOM anpo6au1m

13. Kputepuu BKIIIOYEHUS AllIEHTOB.

14. Kputepuu HEBKIIOUECHHS NAI[UEHTOB.

15. Kpurepud HCKIIOUEHHS MAMEHTOB W3 KIWHUYECKOH amnpobanuu
(ocHOBaHUA MMPEKpaLIeHus IPUMEHEHHUs anpodupyeMoro MeToza).

VI. MenuiyHCKas IIOMOIIb B paMKaxX KIIMHUIECKOH anpobanun

16. Bun, ¢popma 1 yclIOBHS OKa3aHUs MEIUIIMHCKOMN IIOMOIIIH.

17. TlepeyeHb MEAUIUHCKUX YCIYT (MEIUIMHCKIX BMEIIATENIBCTB).

18. JlekapcTBeHHBIE ~ TpemapaThl s  MEOMIMHCKOIO  NPHMEHCHHS,
J03UpOBKa, YacTOTa IpHeMa, CHOCOO BBElEHHs, a TaKKe INPOAODKUTEIBHOCTH
npreMa, BKITIOYasi IIEPHOB! TOCTISAYIOIEro HabIroIeHH)S,

HaVMEHOBAHHS CIENUATN3APOBAHHBIX MPOXYKTOB JIe4eOHOr0 IHMTaHMI,
4acToTa premMa, 00beM UCIOb3yeMOro MPOAYKTa JIe4e0HOr0 MUTaHuU,

IepedeHpb UCIOIb3YEMbIX OHONTOrMYECKUX MaTEPHAIIOB,

HaMMEHOBAaHUSI METUIIMHCKHX H3JeJNii, B TOM YHCIIe HUMILIaHTUPYEMBIX B
OpTraHu3M 4eJIOBEKA,




HHOC.

VII. Onenka 3¢ pekTHBHOCTH METOAA

19. Ilepeyens nmokazateneit 3¢ GeKTHBHOCTH.

20. IlepeueHpb KpUTEPHUEB AOMOIHUTEIIBHON LIEHHOCTH.

21. MeTonbl B CpOKH OLIEHKH, PETUCTPALIMH, y4eTa U aHanu3a IoKas3aresei
3¢ (GEeKTHBHOCTH.

VIII. Cratuctuka

22. OmucaHye CTAaTUCTUYECKUX METOAOB, KOTOpBIE IPENIONaracTcsa
HCIONb30BaTh Ha MPOMEXYTOUYHBIX 3TallaX aHaJIM3a Pe3ysbTaToB KIMHHUYECKOH
anmpobau W IpH €€ OKOHYAaHWU. YPOBEHb 3HAYMMOCTH IPHMEHSIEMBIX
CTaTUCTUIECKUX METOMO0B.

23. IlranupyeMoe 9HCIIO MAlUeHTOB, KOTOPhIM OyAeT OKa3aHa MEIHIIMHCKAL
IOMOIIF B paMKaXx KIMHAYECKOH ampobamuu ¢ LEeNbl0  [JOKa3aTelbHOM
sddexTrBHOCTH amnpobupyemoro Merofga. (OOGOCHOBaHME 4YHCIa IAIUEHTOB,
BKJIFOYAst pacueTsl 11 000CHOBaHU.

IX. O6beM GUHAHCOBBIX 3aTpaT

24. Onucanne IpUMEHAEMOT0 MeTo1a paciera o0beMa (PUHAHCOBBIX 3aTpPaT.

25. IlpenBapuTenbHBI pacdeT oObeMa (DMHAHCOBBIX 3aTpaT Ha OKa3aHHUE
MEIMLMHCKOM IIOMOIIH B paMKax KIMHUYECKOH arnpobauuu 1 manuenty, KOTOphIi
BKJIIOYAET:

TnepeYeHb MEIUIMHCKUX YCIyT (HaUMEHOBAHHS M KPaTHOCTh IIPHMEHEHHA),

IiepeveHb HCIOJb3YEMBIX JIEKapCTBEHHBIX IIPENapaToB IS MEAMIUHCKOTO
NpUMEHeH s (HaUMEHOBaHUS W KPAaTHOCTh NPUMEHEHH), 3apErMCTPUPOBAHHEIX B
Poccuiickoii ®enepanuu B cooTBeTCTBUH ¢ [IpaBunamu perucTpali U SKCIEPTH3EI
JIEKAPCTBEHHBIX CPEACTB I MEJULIMHCKOrO IPUMEHEHHS, YTBEPXICHHBIMU
Pemennem Coseta EBpasuiickoii 5koHOMHYECKOH KoMHCCHH OT 3 Hosi6ps 2016 r.
Ne 781;

[epeYeHb HCHONB3YyeMBIX MEIMLIMHCKAX HM3JEIHi, B TOM YHCIE
MMIUIAHTHPYEMBIX B OpPraHMU3M YeNOBeKa, 3aperHCTPHPOBAHHBIX B Poccuiickoii
Denepaut B cOOTBETCTBHMM ¢ [IpaBHMiaMu TroCyZapCTBEHHOW pPETHCTpPAaLUM

1 OpunmansHeIi caiit EBpazuiickoro skoHOMugeckoro coro3a (zainee - EADC) http://www.eaeunion.org/, 21 Hos0ps
2016 r. ¢ u3MeHeHNAMH, BHeceHHbIMH Pemenmsamu Coseta EBpasmiickoi SKOHOMHYECKONH KOMHCCHH OT 14 MioHs
2018 1. Ne 55 (odpmmansrsiit caitt EADC http://www.eaeunion.org/, 20 mona 2018 r.), ot 30 smBaps 2020 r.
Ne 9 (o¢rumansHstit caiit EADC http://www.eaeunion.org/, 21 ¢depana 2020 r.), ot 23 aexabps 2020 r. Ne 128
(odyumansuei caiit EADC http://www.eaeunion.org/, 31 nexaGpsa 2020 r.), o1 5 mapra 2021 1. Ne 14 (odrumanbHbri
caiit EADC http://www.eaeunion.org/, 6 anpemst 2021 r.), ot 23 ampens 2021 r. Ne 34 (oduumansusiii caiit EASC
http://www.eaeunion.org/, 17 maz 2021 r.).




4

MEIUIMHCKUX H3JIeHii, YTBEP)KOEHHBIMH I[OCcTaHOBIEeHHEM lIpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 27 mekabps 2012 r. Ne 1416%;

TnepeYeHb HCMONB3YEMBIX OHONOTMYECKUX MATepUasoB (KPOBb, IpernapaThl
KPOBH, TEMOIIOITHYECKHE KIIETKH, JOHOPCKHE OPTaHbl U TKaHH),

BUOB JIe4eOHOro IHMTaHHWS, BKIIOYAs CHEHUATH3UPOBAaHHBIE IPOXYKTHI
JIe4eOHOro IMUTaHN;

HHOE.

Toamnuck pyKoBoAUTENS (ellepalbHON MEAUIIMHCKON OpraHUu3aliu

Hata
M.IL

2 Cobpanue 3akoHoAatebcTBa Poccuiickoit ®enepanmn, 2013, Ne 1, cr. 14; 2020, Ne 49, cT. 7897.




