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3apeructpupoBaHo B MuHntocte Poccun 15 mas 2025 1. N 82196

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NMPUKA3
oT 10 anpens 2025 r. N 180H

OB YTBEPXOEHWUWU NOPAOKA
CO30AHUA N OEATENNBHOCTU BPAYEBHOU KOMUCCUN
MEOULIMHCKOUN OPTAHU3ALIUU

B cootBercTBUM ¢ myHKTOM 4 yactu 2 ctathy 14 ®PenepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-@3 "O0 ocHOBax OXpaHbl 3/10pOBbs TpaxkaaH B Poccuiickoit @enepaunn" M moanyHKToMm 5.2.16
nyskra 5 [lonoxxenuss o Munucrepcrse 3apaBooxpaneHus Poccuiickon denepanuu, yTBEP:KIECHHOTO
nocranoBieHueM [IpasutensctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608, npukassiBaio:

1. VYTBepauTh mpuiIaraeMplii TIOPSAIOK CO3MaHUS M JCATEIHHOCTH BpayeOHONW KOMHUCCHUU
MEJIMLIHUHCKON OpraHU3aluu.

2. Ilpu3HaTh yTpaTUBIIUMU CUILY:

npuka3 MUHHCTEPCTBA 34PaBOOXPAHEHMS U COLMAIBHOTO pa3BuTus Poccuiickoit @enepannu ot 5
mas 2012 r. N 5021 "OO6 yTBep)KICHMM TMOPSAIKA CO3JAaHUS U ACATEIbHOCTH BpaueOHOH KOMHCCUHU
MEIUIMHCKONW opraHu3anuu’ (3apeructpupoBad MunucrepctBoM roctuiuu Poccuiickoit @enepanuu 9
utoHs 2012 r., peructpaunoHusii N 24516);

npuka3 MuHHCTepCTBa 3/1paBooxpanenus Poccuiickoit @enepanuu ot 2 aexadpst 2013 r. N 886H
"O BHecenun u3MeHeHHH B [lopsimok co3maHust U EATENbHOCTH BpaueOHOM KOMHCCHM MEIUIIUHCKOMN
OpraHu3alllK, YTBEPKACHHBIA MPUKA30M MHUHHUCTEPCTBA 3APABOOXPAHEHHUS M COLUAIBLHOTO Pa3BUTHS
Poccuiickoit ®denepauun ot 5 mas 2012 r. N 5021, u B Ilopaaok Ha3HayeHWs U BBIIMCHIBaHUS
JICKapCTBEHHBIX MPENapaToB, YTBEPKACHHBIN NpUKazoM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoi
Oenepatn ot 20 nexabpss 2012 r. N 11758" (3apeructpupoBan MUHHCTEPCTBOM IOCTUIIUU
Poccutickoit @eneparuu 23 nexadpst 2013 1., peructpanmonssiidi N 30714).

3. Hactosmmii mpukas BcrynaeT B cuity ¢ 1 centsiops 2025 r. u aeiictyet 1o 1 centsiops 2031 r.

Munuctp
M.A.MVYPAIIIKO

YT1BEpxKIeH

MpUKa30M MHUHHUCTEPCTBA 37PaBOOXPAHCHHIS
Poccuiickoit deneparuu

ot 10 anpens 2025 r. N 1801
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MOPSAAOK ]
CO3[AHMWA U OEATENBHOCTU BPAYEEHOW KOMUCCUU
MEOMLMHCKOMN OPTAHU3ALIMM

1. BpaueOHnast koMuccHss MEAMIIMHCKOM OpraHu3anuy (aajee - BpaueOHast KOMUCCHS) CO3aeTCs B
MEIUIIMHCKOW OpraHu3alid B LEJSAX COBEPIICHCTBOBAHUS OPraHM3allMM OKa3aHHWS MEIMIUHCKOM
MOMOIIM, TPUHATHS pelIeHud B HauOosiee CIIOXKHBIX M KOH(JIUKTHBIX CIydasx [0 BOIpOCaM
npoWIAKTUKH, JUATHOCTUKM, JIEYCHHUS M MEOUIMHCKOM  peaOWiuTaly,  OINpeeseHUs
TPYAOCTOCOOHOCTH TPaKAAH U MPOPECCHOHATHHON MPUTOTHOCTH HEKOTOPHIX KaTerOpuil paOOTHHUKOB,
OCYIIECTBJICHUS] OLEHKM KadyecTBa, OOOCHOBAHHOCTH M 3((EKTHBHOCTH J€4eOHO-TUArHOCTHUECKUX
MEpOIPUATHIA, B TOM YHCIIe Ha3HAUCHHS JICKAPCTBEHHBIX IPETapaToB ISl MEIUIMHCKOTO TPUMEHEHHS
(manee - jeKapcTBEHHBIE TpeENapaThl), 00eCIeUeHNs] Ha3HAUYCHHUS ¥ KOPPEKLUH JICYCHUs B IIEJISIX ydeTa
JAHHBIX MAIMEHTOB MpU 00ECIEUCHUN JICKapCTBEHHBIMH MpenapaTaMy, TPaHCIUIAHTAUHU (TIepeca ki)
OpPraHOB M TKaHEW YellOBeKa, MEIUIIMHCKON peaOuINTaluy, a TAaKKe NPUHATHS PEHICHUS M0 HHBIM
MEJIMIIMHCKUM Bompocam <1>,

<1> Yactp 2 crarteu 48 denepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 310pOBbs rpakaaH B Poccuiickoit denepanun’.

2. B cBoeil nearenbHOCTH BpaueOHash Komuccus pykoBojactByercss Koncturynueil Poccuiickoit
Oenepanyn, ¢eaepaTbHBIMU 3aKOHAMH, YKa3aMH W pacnopsbkeHmsimMu [Ipesumenra Poccuiickoit
@denepanny, TNOCTAaHOBIECHUAMHM U pacnopsbkeHusmu IIpaBurensctBa Poccuiickont ®enepanum,
HOPMAaTUBHBIMU IIPABOBBIMU aKTaMH (elepaibHbIX OpPraHOB MCIIOJHUTEIbHOM BIIACTH, BKJIIOYAs
Hactosmui [Topsiok, 3akoHaMy U MHBIMH HOPMAaTUBHBIMU IIPABOBBIMHU aKTaMM cyOBeKTOB Poccuiickoit
®denepanyi, a TaKKe MyHUIUIAIBHBIMY IPAaBOBBIMU aKTaMHU.

3. BpaueOnas KoMHCCHS CO37a€TCs HAa OCHOBAaHMU IpHKa3a PYKOBOJHUTEIS MEIUIIMHCKON
OpraHu3alIiy.

4. Tlo pemeHUI0 PYKOBOJWUTENST MEIUIIMHCKOW OpraHMU3aIliid B COCTaBE BpayeOHONW KOMUCCHH
MOTYT OPMHUPOBATHCS MOJKOMUCCHH BpaueOHOM KOMUCCHUU.

5. Tlonmoxxenme o BpaueOHOW KOMHUCCHMH  (TTOJKOMHUCCHUU  BpayeOHONM  KOMHCCHN),
perinaMeHTHpyolee Iend, 3aAadyd ¥ (YHKIMKM BpaueOHON KomHccuHM (TOAKOMHUCCHH BpadyeOHOM
KOMHCCHH), TIOPSI0K PadOThI, y4eTa U MPEICTaBICHHUsI OTYETHOCTH MO0 UTOTaM JIEITEILHOCTH, U COCTaB
BpayeOHOW KOMHUCCUU (MMOAKOMHUCCHUN BpaueOHON KOMHCCHHM) YTBEPXKIAIOTCA PYKOBOJIUTEIEM
MEIMIIMHCKON OpraHu3allni.

6. BpaueOnas komuccus (oJIKOMUCCHUSI BpaueOHOM KOMHUCCHU) COCTOUT U3 IMpe/iceaaress, OTHOTO
WM JBYX 3aMECTHUTEeNeH mpejacenaTenis U UHbIX YJIE€HOB KOMUCCHH. MUHHMAalIbHOE KOJHMYECTBO YICHOB
BpaueOHOM KOMHUCCUHM (ITOJAKOMHUCCHU BpauyeOHON KOMHCCHUU) COCTaBIsIeT 3 4YeloBeKa C Y4YeTOM
npeaceaaresns U 3aMECTUTENS PECce1aTeNsl.

7. llpencenareneM BpaueOHOM KOMHCCUM Ha3HAYAETCSl PYKOBOAUTEIh MEAUIIMHCKON OpraHU3aluu
W 3aMECTUTCIIb PYKOBOIUTCIIA Me)II/IHPIHCKOﬁ opraHu3alnu, B JOJPKHOCTHEBIC 00s3aHHOCTH KOTOpOro
BXOJIMT PELICHUE BONIPOCOB, OTHECEHHBIX K KOMIIETEHIIMY BpauyeOHOM KOMHCCUU.
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8. IlpencemateneM MNOJKOMMCCHMM  BpaueOHOM  KOMMCCHMM  Ha3HA4aeTcs PYKOBOIMTENb
MEIUIMHCKOW OpraHu3allii, WM 3aMECTUTENIb PYKOBOJIUTENS MEINULUHCKON OpraHu3aluu, WIn
PYKOBOJUTENb CTPYKTYPHOIO IOJAPA3JCJICHUS MEIUIUHCKOM OpraHu3aluy, B  JIOJDKHOCTHBIE
00513aHHOCTH KOTOPOTO BXOJHUT PpEILIECHHE BOMNPOCOB, OTHECEHHBIX K KOMIIETEHIMH MOJKOMHUCCUU
BpaueOHOM KOMHUCCHUH.

9. B cocraB BpaueOHOW KOMHUCCHHM W TOJKOMUCCHA BpayeOHONW KOMHCCHU MOTYT BKJIFOYATHCS
PYKOBOJIUTENN CTPYKTYPHBIX TMOJpa3IeieHU MEIUIUHCKON OpraHM3aliy, Bpayd U3 4YHUCIA
MEIHUIIMHCKUX PAaOOTHUKOB METUIIMHCKON OpraHU3alliu, B KOTOPOH co3maeTcs BpauyeOHass KOMHUCCHS, a
TaK)Ke BPAYu U3 YHCIIAa MEIUIIUHCKUX PAOOTHUKOB UHBIX MEIUIIMHCKUX OPTaHU3aIINN.

10. OpraHu3aiioHHOE OO0CCIICUeHUE JEATEIHbHOCTH BpadyeOHONW KOMHUCCHH (ITOJKOMHUCCUU
BpaueOHOM KOMHCCHH) OCYIICCTBIIICTCS METUIIMHCKUM pPAOOTHHKOM WM HWHBIM PaOOTHHUKOM
MEJMIMHCKOW OpraHu3alMu (Jajiee - CEeKpeTaph BpadyeOHON KOMHUCCHU (ITOJKOMHCCHU BpavyeOHOMH
KOMHMCCHH).

11. Cexkperappr BpaueOHON KomuccHU (TIOJKOMHCCHM BpadyeOHOW KOMHUCCHH) OCYIIECTBISET
crnenyromue QyHKIUH:

1) cocraBieHue TUIAHOB-TPAPUKOB 3acedaHHii BpadyeOHOW KOMHCCHU (TIOJKOMHUCCHH BpadeOHOM
KOMUCCHH);

2) MOArOTOBKA MaTepHajoB JUIS 3acelaHus BpadyeOHOW KOMHUCCHU (TIOJKOMHUCCHH BpadeOHOU
KOMHCCHH ),

3) yBenoMIIeHHE YJICHOB BpaueOHOW KoMHCccHH (TIOJKOMHCCHM BpadueOHONW KOMHCCHH) O Jare U
BpPEMEHH MPOBEJICHUS 3aceaHusl BpauyeOHON KoMuccHu (TIOJJKOMUCCHH BpadyeOHOM KOMHUCCHN);

4) odopMIICHHE TPOTOKOJIOB BpaueOHON KOMUCCHH (TIOIKOMUCCUH BpaueOHON KOMHCCHN);

5) BHeceHue pelieHus BpaueOHOM KoMucCcUU (ITOJKOMHUCCUU BpadyeOHOM KOMHCCHM) B
MEAULMHCKYIO JOKYMEHTALUIO TALUEHTA;

6) BeZeHMe KypHasa BpaueOHOW KOMUCCUH (ITOJAKOMHUCCUU BpauyeOHON KOMHCCHM) Ha OyMaskHOM
HocuTene U (Wiau) B (opMe BJIEKTPOHHOTO JOKYMEHTa, B KOTOPOM YKa3bIBAIOTCS JaTa, BpeMs
MPOBEACHUSI U (PUKCHPYIOTCS NPHUHSATHIE PEUICHUs BpaueOHONW KOMHUCCHH (ITOJKOMHCCHU BpadyeOHOM
KOMUCCHH);

7) opraHu3aIUs XpaHECHUS MATEPHUAJIOB JICATCIHPHOCTH BpavyeOHOW KOMHCCHU (ITOJKOMHUCCUHU
BpaueOHOM KOMHCCHH).

12. 3acenanus BpaueOHON KOMHUCCHHU (ITOJIKOMHCCUU BpaueOHON KOMHUCCHHN) IPOBOJSATCS HE peke
OJTHOTO pa3a B Mecsll Ha OCHOBAHUU IUIAHOB-TPA(UKOB, yTBEPXKIAEMbIX PYKOBOAUTEIEM MEIUIIMHCKOM
OpraHu3aliu.

13. Tlo pemenuto mpencenatens BpaueOHONW KOMHUCCHU (ITOJKOMHCCHH BpadyeOHON KOMHCCHUM),
COTJIACOBAHHOMY C PYKOBOJIHUTENIEM MEIWIIMHCKOW OpraHu3anuy (yIMOJHOMOYEHHBIM 3aMECTHTEIeM
PYKOBOJUTEIST MEIUIIMHCKON OpraHU3aliu), MOTYT MPOBOJUTHCSI BHEIUTAHOBBIC 3acellaHMs BpaueOHOMH
KOMHUCCHUH (ITOJAKOMUCCUU BpaueOHONH KOMHUCCHH).
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14. 3acemanue BpayeOHOIl KOMHUCCHUU (MOJKOMHUCCHUM BpayeOHOM KOMHUCCHHM) CUHUTAETCS
MIPABOMOYHBIM TP HATUYUU KBOPYMa, KOTOPBII COCTaBJIsET HE MEHEE IBYX TPETei cocTaBa BpaueOHOU
KOMHUCCHUH (ITOJKOMHUCCUU BPaueOHONH KOMUCCHH).

Pemenne BpaueOHON KOMHUCCHM (TIOAKOMMCCHM BpadyeOHON KOMHCCHM) CUUTAETCS NPUHATHIM,
€CJIM ero MOJJIEPKaJI0 He MEHEee JIByX TPeTel WICHOB BpaueOHON KOMHUCCHH (ITOJAKOMHUCCUU BpadueOHOM
KOMHUCCHUH), MPHUCYTCTBYIOIIMX Ha 3aceJaHuM BpadeOHON KomuccuM (MOJKOMUCCUH BpaueOHON
KOMHMCCHH).

15. Pemenne BpaueOHON KoMucCHM (ITOJKOMHMCCHMU BpadeOHOW KoMHCCHU) OhopMIIseTcs
MIPOTOKOJIOM Ha OyMa)XHOM HOCHUTENE, MOANKUCHIBAEMOM MPHUCYTCTBOBABIIMMHU Ha 3acelaHUM YICHAMHU
BpaueOHOW Komuccuu (TIOAKOMHUCCHM BpadeOHOW Komuccuu), wim (opmupyercs B (dopme
AJNEKTPOHHOTO JOKYMEHTa, MOAMNMCAHHOTO YCHUJICHHBIMU KBaJU(UIUPOBAHHBIMU 3JIEKTPOHHBIMU
NOJNHUCSIMU YKa3aHHBIX JIML, B CPOK, HE IPEBBILAIOLIIMA Tpex padouyux IHEH co AHS HpPOBEAEHUS
3acefaHusi BpayeOHOM KoMHUCCHM (TIOAKOMUCCHM BpauyeOHONH KOMHCCHM), KOTOPBIM CONEPKUT
CJIEAYIOLINE CBEICHUS:

1) naTa npoBeeHus 3acegaHus BpaueOHON KOMUCCHHU (ITOJAKOMUCCUU BpaueOHON KOMHUCCHN);

2) CHUCOK 4IEHOB BpaueOHOM KOMHUCCUM  (ITOJAKOMHUCCHUM  BpaueOHONW  KOMHUCCHH),
MIPUCYTCTBOBABIIMX Ha 3ace/laHuu BpaueOHON KOMUCCHH (ITOJIKOMUCCUH BpauyeOHON KOMHCCHN);

3) mepedeHb OOCYKIABIIMXCS Ha 3aceJaHUM BpadyeOHOW KOMHCCHHM (ITOAKOMHUCCHU BpayeOHOMN
KOMHCCHH ) BOIIPOCOB;

4) penienue BpaueOHONH KOMUCCHH (TTOJIKOMUCCUH BpauyeOHON KOMHCCHUU) U €T0 0OOCHOBAHHE;

5) cBenmeHuss 00 WHIMBHUIYaTbHOW HETMEPEHOCHMOCTH B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX
npenaparoB (MpU MPUHATHHA BpadueOHON KOMHCCHEH (MOJKOMUCCHEH BpadueOHON KOMHUCCHH) pEIIeHUs,
YKa3aHHOTO B noAnyHkTe 8 myHkra 20 Hacrosmero [lopsaxka.

16. Bpimucka u3 mnpoTokoyia BpaueOHONW KOMHCCHH (ITOJKOMHCCHUU BpauyeOHON KOMHMCCHH)
BbIIaeTCS MNAalMEeHTY M (WIM) €ro 3aKOHHOMY MPEACTaBUTENN JUOO HMHOMY JIUILy, YKa3aHHOMY
MAIMEHTOM WJIM €r0 3aKOHHBIM IMPEICTABUTENIEM B MMCbMEHHOM COTJIaCHM Ha PasrjallleHue CBEACHUH,
COCTABJISIIOLINX BpaueOHYIO TaifHy, WM HHPOPMHUPOBAHHOM JJOOPOBOJIBHOM COTJIACHH HA MEIHIIMHCKOE
BMEIIATENbCTBO (Jajiee - HHOE JIUIIO), [0 3aIPOCy, HAIIPABJIEHHOMY B TOM YHUCJIE B AJIEKTPOHHOU (hopme,
Ha OyMaXHOM HocuTese U (Wih) B (popMe 3JIEKTPOHHOTO TOKYMEHTa B CPOK, HE MPEBBIIIAIOIIMNA TpexX
pabounx AHEN cO IHS MOCTYIUICHUS! B MEAULIMHCKYIO OpraHU3aIMI0 YKa3aHHOTO 3a1poca.

17. TIIpotokomnbl BpaueOHON KOMHCCHM (TTOJAKOMHCCHU BpayeOHOW KOMHCCHM) TMOAJIEXAT
XPaHEHUIO B TEYEHUE JECSTH JIET.

18. Ilpeacenarens BpaueOHOM KOMUCCHH €KEKBAPTAIBHO, a TAKXKE M0 UTOTaM T'O/a MPEICTaBIAET
PYKOBOJUTEIIO MEIUIIMHCKON OpraHU3alliy MMCbMEHHBIA OTYET O IEATEIHbHOCTH BpaueOHOW KOMHUCCHH

Y TIOJIKOMUCCHI BpauyeOHON KOMHCCHHU.

19. KoHTpoJib 3a NIEeATEeIbHOCTHI0O BpaueOHOW KOMHCCHU M TIOJIKOMHCCHH BpaueOHON KOMHUCCHU
OCYIIECTBIISIET PyKOBOIUTENb METUITTHCKON OpraHu3aIiu.

20. BpaueGHast KOMUCCHSI MOXET OCYIIECTBIIATh CleAyIONe GYHKINU:
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1) MMPUHATHC peH_IeHI/Iﬁ IO BOIIPpOCaM COBCPIICHCTBOBAHUSA OPraHU3allUU OKA3aHU MEIUITUHCKOM
IIOMOIIN HACCJIICHUIO HAa OCHOBC BHCAPCHUA CUCTCMBI MCHC/[’KMCHTA KaUCCTBA,

2) NpUHATHE PEIICHUN IO BOIPOCAM OINpPEAEIEHUS MOAXOAOB K BHEAPEHUI0 B MEAMIIMHCKOMN
OpraHM3ali TEXHOJOTHM, HAaImpaBJIEHHBIX Ha palMOHAJIbHOE HCIOJIb30BAaHHUE BPEMEHHU MallMeHTa U
MEIUIMHCKOTO paboTHUKA, obOecredeHHus: KOM(POPTHOCTH YCIOBUH NpPEeNOCTaBICHUS MEAMIIMHCKHUX

yCIIyT;

3) mpuHATHE peleHUH MO0 BOHpocaM NPO(UIAKTHKH, JAWATHOCTUKH, JICUEHHs, MEIUIMHCKON
peadmInTalMy, B TOM YHUCIIE CAaHATOPHO-KYPOPTHOTO JICUEHHsI, TPOBEJACHUS MEAMIIMHCKUX SKCIIEPTHU3,
MEIULIMHCKUX OCMOTPOB M MEAMLMHCKUX OCBHJCTEIHCTBOBAHHUM, ONpeAeieHuss NpodecCHOHATHHON
MPUTOJHOCTH HEKOTOPBIX KAaTeropwii paOOTHUKOB W CBSI3M 3a0ojieBaHMs C Tpodeccherd B ciaydasx,
YCTaHOBJICHHBIX 3aKOHOJaTeNbcTBOM Poccuiickoit denepanyu, B Haubojee CI0KHBIX U KOH(QIUKTHBIX
cllyyasix, TpeOyIOIHUX KOMUCCUOHHOTI'O paCCMOTPEHMUS;

4) ompexneneHue TPYIAOCIOCOOHOCTH TpaKIaH B CIIydasX, YCTaHOBJIEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu;

5) mpozsieHHe JIMCTKOB HETPYIOCIOCOOHOCTH B CIIydasiX, YCTAHOBJICHHBIX 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu;

6) TPUHATHE pEIICHHWS O HAMNpPaBJICHUH TAIlMEeHTa Ha MEIUKO-COIMAIBHYI0 JKCIEepTU3y B
COOTBETCTBUU C 3aKOHONATENLCTBOM Poccuiickoit denepanuu;

7) oleHKa KadyecTBa, OOOCHOBAaHHOCTM M A(PPEKTUBHOCTH J€4eOHO-TUATHOCTHUECKUX
MEpPOIPUATHIA, B TOM YUCJIC HA3HAYCHHSI IEKAPCTBEHHBIX MPENApaTOB;

8) MpUHATHE PELICHUS O HA3HAYEHUU M NIPUMEHEHUHU JIEKApPCTBEHHBIX MPENapaToB, MEIULIMHCKUX
U3JIeNUHA U CHEeNHaTN3UPOBAHHBIX MIPOJYKTOB JI€U€OHOTO MUTAHUS, HE BXOJSIINX B COOTBETCTBYIOILUMN
CTaHAApT MEAMIMHCKOM IIOMOIIM WJIM HE MPEAYyCMOTPEHHBIX COOTBETCTBYIOIIECH KIMHUYECKON
pekoMeHaanueif, Jub0 MO TOProBbIM HAWMEHOBAHUSAM INPU HAIWYMM MEJUIMHCKUX TOKa3aHUH
(MHOMBHTyaJIbHOM HETIEPEHOCUMOCTH, T10 )KU3HEHHBIM ITOKa3aHUIM);

9) BBIHECEHHE 3aKIIOYEHUS O HEOOXOJMMOCTH HE3aMEITUTETLHOTO OO0ECHeueHHsT KOHKPETHOTO
TpaXXTaHWHA C TSKEIBIM JKA3HEYTPOKAIOIIUM U XPOHHUYECKUM 3200JICBaHHEM, B TOM YHCJIEC PEIKUM
(opdanHBIM) 3200I€BaHUEM, KOTOPBIH ITOTyYall OJACPKKY B paMKax jaesreabHocTH DOoHIa MOAIepKKU
JETeH C TSHKEIBIMHU JKH3HEYTPOKAOIMIUMA U XPOHHYCCKHMH 3a00JICBAaHUSIMH, B TOM YHCJIC PEIKUMU
(opdhannpiMu) 3aboaeBanusamu, "Kpyr qoopa" (nanee - @oHx) 10 JOCTHXKEHUS UM 1 8-TIeTHETO BO3pacTa
u olecrieueHHe OKa3aHWs TOJJIECPKKA KOTOPOMY ocymiecTBisiercss POHIOM B TEYEHHE OJHOTO Troja
Moclie TOCTIKEHUS UM 18-neTHero Bo3pacTa, IM0o TPYII TaKUuX TpaxkaaH (fanee - 1eTu ¢ oppaHHBIMU
3a00JIeBaHUSIMH ) JICKAPCTBEHHBIM TIPENapaToM U3 pe3epBa JCKapPCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B
MEPEYHU ISl 3aKYTOK, B IESIX HE3aMETUTEIIBHOTO OOECIICUeHHsS] HEOTPEACIICHHOW TPYIIBI IETeH ¢
ophanHBIME 32007I€BaHUSIMH;

10) npuHsATHE penieHus O HEOOXOAMMOCTH Ha3HAUYeHUs JIEKapCTBEHHBIX IIpernapaTtoB, HE
BXOJAIINX B IEpPEYEHb XU3HEHHO HEOOXOIMMBIX M Ba)XHEHMIIMX JIEKAapCTBEHHBIX MpenaparoB (mpu
OKa3aHWU MEIUIIMHCKON TIOMOINM B paMKax MPOTrpaMMbl TOCYJApPCTBEHHBIX TapaHTUl OecIIaTHOTO
OKa3aHMs TpaxKaaHaM MEAUITUTHCKON MTOMOIIIN);
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"O6 yTBEpPXXAEHMM NOPsSiAKA CO34aHMS U AeaTeNbHOCTU
Bpa4yebHON KOMUCCUN MEANLIMHC. ..

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 15.01.2026

11) B cimyyae NpUHATHA peIIEHUs O HA3HAYEHUH He 3aperucTpupoBaHHoro B Poccuiickoit
@denepany JIEKapCTBEHHOrO IIpenapaTa, ONpEeAe]eHUE MOpsAJKa €ro NPUMEHEHUs Ha OCHOBE WIM C
Y4ETOM HHCTPYKIMU IO HPUMEHEHHIO (JO3MPOBKH, CIIOCO0a BBEIEHUS U NPUMEHEHHS, PEeKUMa
JO3UPOBAHUS, IPOJAOKUTEIBHOCTH JI€UeHUsI U 0OOCHOBAaHUS Ha3HAYEHUsI JIEKapCTBEHHOTO IIpernapara),
BKJIIOUasi HAaOJI0/IEHHUE 32 MAllMEHTOM, TPUMEHSIIOIINM TaKOl Mpenapar;

12) npuHATHE pEHICHHS O Ha3HAYCHUW HE3aperucTpupoBaHHBIX B Poccuiickoit deneparuu
MEIUIMHCKUX U3JIeIHIA MPU HATUYUY MEAUIIMHCKUX TTOKa3aHUH (110 )KU3HEHHBIM TMOKa3aHHIM);

13) npuHsATHE pelieHus: O HampaBleHUH cooOmieHnii B denepanbHyro ciyk0y mo Haa3opy chepe
31paBOOXPAHEHHUS B LIEISAX OCYILECTBICHUS MOHUTOPUHTA O€30MaCHOCTH JICKAPCTBEHHBIX MPEMapaToOB O
BBISIBJICHHBIX CIIydassXx IOOOYHBIX JIEHCTBUH, HE YKa3aHHBIX B WHCTPYKIMH TIO TMPUMEHEHHUIO
JIEKapCTBEHHOTO TIpeTapara, Cepbe3HBIX HEXKETATEIBHBIX PEAKIIMA U HETIPEABUICHHBIX HEXKEIATETbHBIX
peakuuii npu NpUMEHEHUH JIEKapCTBEHHBIX MPENapaToB, B TOM YHCIE MOCTYKHUBIIMX OCHOBAaHUEM JUIS
Ha3HAYEHUs JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBHUH C MOJAMYHKTOM § HACTOSIIETO MyHKTA;

14) npunsTHE peuIeHusl 0 BOIPOCaM Ha3HAYEHUSI U KOPPEKIMH JICYEHUS B LENSIX y4eTa JaHHBIX
ManucHTOB IIpH oOecrieueHnHu JICKAPCTBCHHBIMU IMpCriapaTaMyd B COOTBCTCTBHU C 3aKOHOAATCIHLCTBOM
Poccuiickoit denepanuu;

15) mpunHsTHE pelleHuss O Ha3HAYEHHM JIEKapCTBEHHBIX MpPENapaToB B CIy4asX M B IMOPSAIKE,
KOTOpbIE YCTAHOBJIEHbl HOPMATHUBHBIMU IpaBOBbIMU akTamMu Poccuiickoit ®denepanuu u cyObeKkTOB
Poccuiickoit ®enepannu, yCTaHaBIMBAIOIIMMY OPSJIOK HA3HAYEHUS U BBINHUCBIBAHUS JIEKAPCTBEHHBIX
IIPENnapaToB, BKIIOYas HAPKOTHMUYECKUE JIEKApCTBEHHBIE MpEnaparbl M IICUXOTPOIIHBIE JIEKAPCTBEHHBIE
npernaparel, a TaKXKe JIEKapCTBEHHBIX IPEnapaToB, OOECIEYCHHE KOTOPBHIMH OCYIIECTBISETCS B
COOTBETCTBUH CO CTaHAapTaMH MEIUIIMHCKOIN MOMOIIHY IO perenTaM Bpaya ((enpaiiepa) npu okazaHuu
rocy/1apCTBEHHON COLIMAIbHONW MOMOIIH B BHIe HA0Opa COIMANIbHBIX YCIYT;

16) npuHsATHE pelIeHUs O Ha3HAYCHUM OTAEIbHOMY MAaLUEHTy OMOMEAMLMHCKOIO KJIETOYHOI'O
IIPOAYKTa, NPEJHA3HAYEHHOIO JJIs MCIOJIHEHHWS WHAMBUAYAJIBHOIO MEIULUHCKOTO Ha3HAYEHUs
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa, CHELHATbHO MPOU3BEIACHHOTO JJISi OTIENBbHOTO MalMeHTa
HETMOCPEJICTBEHHO B MEIUIIMHCKON OpraHM3allid, B KOTOPOH NMpPUMEHSIETCS JaHHbBIM OMOMEIUIIMHCKUI
KJIETOYHBIA TPOAYKT (Zajee - UHAUBUAYaJIbHBIH OMOMEIMIMHCKUNA KIETOYHBIH MPOAYKT), U KOTOPOMH
MIPEIOCTABIIEHO pa3pelleHne Ha MPOU3BOJCTBO M NMPUMEHEHHE HHIWBUIYaTbHOTO OMOMEIULIUHCKOTO
KJIETOYHOTO IPOJIyKTa;

17) npunsTHE peueHus O MPUMEHEHHMM OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOro Ipernapara,
IIPEAHA3HAYEHHOTO JUUIsl IPUMEHEHHs B COOTBETCTBUM C MHJMBUAYaIbHBIM MEIULMHCKUM Ha3HAYCHUEM
U CIELHMAIBHO HW3MOTOBJIICHHOIO JUIi KOHKPETHOrO MAIMeHTa HENOCPEICTBEHHO B MEIHMIMHCKON
OpraHM3alii, B KOTOPOM NpHUMEHSETCS TaKoM OMOTEXHOJOTMYECKHM JIeKapCTBEHHBIM Mpenapar,
MMEIOIIMI B CBOEM COCTaBE COECAVHEHUS, CUHTE3MPOBAHHBIE IO pe3yJbTaTaM T'€HETHYECKUX
UCCIIEIOBAaHUM Marepuaja, IIOJYy4eHHOrO OT NAalUeHTa, I KOTOPOro H3IOTOBIEH TaKou
OMOTEXHOJIOIMYECKHH JIeKapCTBEHHbIM Mpenapar (Jajee - WHAWBUAYAIbHBIH OMOTEXHOJIOIMUYECKHM
JIEKapCTBEHHBIN Npernapar), IpU HaJIWMYMU y YKa3aHHOM MEAMIMHCKOW OpraHW3alid pa3pellieHHs Ha
IIPUMEHEHNE UHANBU1YAIbHOTO OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO ITpenapaTra;

18) mpoBeneHne oTOOpa MAIMEHTOB B COOTBETCTBUU C MOPSJIKOM OpTaHHU3allMd OKa3aHUs
BBICOKOTEXHOJIOTUYHON  MEIUIIMHCKOM TMOMOINM C TPUMEHEHHWEM €JAUHOM TOCyJIapCTBEHHOU
MH(OPMaLIMOHHON CUCTEMBI B chepe 3paBOOXpaHEHHS <2>;
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<2> Yactb 8 crateu 34 denepanbHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-03 "O6 ocHoBax
OXpaHbl 370pOBbs rpakaaH B Poccuiickoit denepanun".

19) BblAaua 3aKIOYEHHS] O HYKJAEMOCTH BeTepaHa B 0OecliedeHHH MpoTe3aMu (Kpome 3yOHBIX
IIPOTE30B), NPOTE3HO-OPTONEIUUYECKUMHU HU3IENUSIMH B COOTBeTCTBUM ¢ [IpaBunamu obecniedyeHus
WHBAJINJOB TEXHUYECKHMMHU CPEICTBAMM pEaOMIMTALMM U OTJENbHBIX KaTeropuil rpakJaH M3 4Hcia
BETEPAaHOB IMpoTe3aMH (KpoMe 3YOHBIX TPOTE30B), MPOTE3HO-OPTOMEIUUYECKUMHU  H3JIEIHUIMH,
YTBEPKACHHBIMU nocTaHoBlieHUuEM llpaBurensctBa Poccuiickoit ®enepauuu ot 7 anpens 2008 r. N
240;

20) ocymiecTBIEHUE MEIUITMHCKOTO OCBUJIETEIHLCTBOBAHUS IOJ03PEBAEMBIX MU OOBHHIEMBIX B
COBEPIICHUH TPECTYIUICHUH, B OTHOIICHUU KOTOPBIX M30paHa Mepa MPECEUeHUs B BUJIC 3aKIIFOUCHHS
MOJ CTPaXx<y, Ha MPEAMET HAIMYUS Y HUX TSKEJIOTro 3a00JeBaHMs, BKIIOUEHHOTO B EPEYEHDb TSAKEIbIX
3a005IeBaHUM, MPEMATCTBYIOMIUX COJCPXKAHUIO TOJ CTPaXe MOJ03PEBACMBIX WU OOBHUHSEMBIX B
COBEPIICHUM IIPECTYIUICHWM, yTBEp:KICHHbIM 1nocra”HoBieHueM [IpaBurenscrBa  Poccuiickoit
Oenepanuu ot 14 ssuBaps 2011 r. N 3;

21) npoBeneHue 0043aTEIBLHOTO MCUXUATPUIECKOTO OCBUIETEIHCTBOBAHMS,

22) Bblgaya cHpaBKU OO0 OTCYTCTBUM MEIUIMHCKUX MPOTUBOMNOKA3aHUM g paboThl ¢
WCIOJIb30BaHNEM CBEACHMIA, COCTABISIONINX TOCYIapCTBEHHYIO TalfHY;

23) BbIHECEHME MEIUILMHCKOTO 3aKJIIOYEHUsS O TOM, YTO MPU U3BATUM OPraHOB U TKAHEU HJid
TpaHCIIAaHTaUK (TIEPECaaKU) y JKUBOTO JIOHOPA €ro 370pPOBBI0 HE OYIET MPUYMHCH 3HAYUTEIHHBIN
Bpen;

24) B3aumojeiicTBMe B paboTe MO BOMpPOCaM, OTHOCSIIMMCA K KOMIIETEHIIMH BpaueOHOU
KOMHCCHH, C TEPPUTOPUAIBHBIMU (POHAAMHU 0053aTENbHOT0 MEAULUHCKOIO cTpaxoBaHus, PoHaoM
NIEHCUOHHOTO M COLMalIbHOTO cTpaxoBaHus Poccuiickoit denepanuu, TeppUTOpUATBHBIMA OpraHaMHU
denepanbHOi cityk0bl IO HaJ30py B cdepe 3apaBooxpaHeHus u denepanbHOM Ciry>k0bl IO Ha30py B
chepe 3ammTHl NpaB TMOTpeOHTENed M OJaromoyydusi 4eioBeka, (enepaabHBIMH YUPEKICHUSIMH
MEMKO-COLMAIbHOM 3KCIEPTU3bl, CO CTPAXOBBIMU MEAUIIMHCKUMH OpPraHU3alUsMU, HHBIMU OpraHaMu
Y OpraHU3alMsSIMU;

25) uHble (QYHKIHMH, TPEAYCMOTPEHHBIC (elepaIbHBIMU 3aKOHAMH, HOPMATUBHBIMHU TPABOBBIMH
aktamu [Ipesunenta Poccuiickoit denepanuu, [IpaButenscta Poccuiickoit denepanuu, dheaepaabHbIX
OpPraHOB HCIOJHUTEIHLHOW BIACTH M OPraHOB TOCYAapCTBEHHOW BiacTH CyOBeKTOB Poccuiickoit
denepauuu.

21. Tlo pemieHHIO PYKOBOIAUTENSI MEIUIIMHCKOM OpraHWU3alMi BpadyeOHasi KOMHUCCHUS MOKET
OCYHIECTBIIATH ClIeAyomue QyHKINH:

1) pa3paboTka ¥ BHEIpPEHHE MEpPONPUATHH, HAIpPABICHHbIX Ha IIOBBIIIEHHE KayecTBa
Je4eOHO-TUarHOCTUYECKOM paldoThl, B TOM 4HCIEe MPEayNpeKIACHWe M YCTpaHEHHE HapylIeHHH B
npoliecce IMarHOCTUKU M JICUEHUs MAlMeHTOB, CHIDKEHHE MoKa3aTesiei 3a001eBaeMoCTH, CMEPTHOCTH,
OOJILHUYHOM JIeTaJIbHOCTH U HMHBAJIHIHOCTH;
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2) ompeneneHue TMOAXOAOB U BO3MOXKHOCTH TMPUMEHEHHMS B MEIUIIMHCKOW OpraHu3aluu
COBPEMEHHBIX METOAOB NPO(MUIAKTUKU, NUATHOCTUKHU, JICYCHHS W MEIUIMHCKON peabuimuTanuu C
YYETOM MEKIYHAPOJAHON MEAULIMHCKOMN MTPAKTUKH;

3) oleHKa NPOBEIACHHUS MEIULUMHCKUMU pabOTHUKAMU KOHCYJbTalMii C MpPUMEHEHUEM
TeIEMEAUIUHCKUX TEXHOJIOTHI, aHAJIN3 CBOEBPEMEHHOCTH M Ka4€CTBA UX IIPOBE/ICHHUS;

4) ananu3 3a00JIeBa€MOCTH, B TOM 4YHCIE MaTepell U HOBOPOKICHHBIX, BHYTPHUOOJIbHUYHBIMU
UHQEKIUAMH, pa3paboTKka M peanu3alys MEpoNpHATUH MO0 HpoHIaKTUKE 3a00J1eBaeMOCTH
BHYTPHOOJIBHUYHBIMUA UH(PEKIUAMU;

5) opraHu3anus U NPOBEJCHUEC BHYTPECHHETO KOHTPOJIS KauecTBa U OE30MACHOCTH MEIUIIMHCKON
JIEATEIIbHOCTH;

6) OpraHu3alMOHHO-METOIWYECKass TOJJCPKKAa ydeTa HEXENAaTeNbHBIX COOBITUH  IpH
OCYIIECTBJICHUN METUITMHCKON JEATEIbHOCTH MEIMIIMHCKON opraHu3anuei ((pakToB M 0OCTOSTEIBCTB,
CO3/IAIOIIUX YIPO3y MPUUYMHEHUS WIM MOBJICKIINX MPUUYMHEHUE Bpela KU3HU U 3JI0POBBIO TPaKIaH U
(WM) MEIUIIMHCKUX paOOTHUKOB, a TaKKe MPUBEININX K YATUHEHHIO CPOKOB OKa3aHUS MEIUIIMHCKON
TIOMOIIIN);

7) pa3paboTKa OpraHU3alMOHHO-METOJMYECKHX MaTepUalioB IO paboTe MEIUIIMHCKON
OpTaHU3AIMH U IOBEJCHUE UX JI0 CBEJACHUS MEIUITMHCKIX PAaOOTHUKOB;

8) opranumzanus HUHOOPMALMOHHO-00PA30BATENbHBIX ~ MEPONPUSTHA  JUIS  METUIMHCKUX
PabOTHUKOB MO BeeHUIO ()OPM CTATUCTUYECKOTO YUeTa U OTYETHOCTH B cpepe 3paBOOXpaHECHHUS,

9) unble QyHKIMH, HE TPOTHUBOPEUAILIUE 3aKOHOAaTeNbCTBY Poccuiickoii deneparui.

22. BpayeOHas KOMHCCHS MEIUIMHCKONH OpraHW3aluy, IOJIBEJOMCTBEHHOH (denepaabHOMY
OpraHy HCIIOJIHUTEIILHOW BIIACTH, W BpadyeOHAass KOMHCCHS KpaeBOH (pecmyOIMKaHCKOW, OOJIAaCTHOM,
OKpPY’KHOH) OOJIbHUILIBI, SBISIOLIEHCS Beaylled MHOTOonpouIbHOW MEJIMIMHCKONW OpraHu3alnuei Ha
Teppuropun cyowrekra Poccuiickoit ®exepauuu, MNOABEIOMCTBEHHON MCIIOJHUTEIBHOMY OpIaHy
cyobekra Poccuiickoit @enepanuu B cdepe OXpaHbl 30pOBbs, MOMHUMO OCYIIECTBICHUS (DYyHKIU,
yKkazaHHbIX B nyHkTax 20 u 21 nHacrosmero Ilopsaka, NpuHUMaeT pelIeHHE O Ha3HAYEHUHU HE
3aperucTpupoBaHHbIX B Poccuiickoi denepannuy JeKapCTBEHHBIX IIPENAapaToB B CIydasx:

1) orcyTcTBUsi 3aperucTpupoBaHHBIX B Poccuiickoit ®denepanuu aHaIOrOB JIEKAPCTBEHHBIX
MpEnapaTos.;

2) orcytcrBus 3PdeKTa OT MPOBOAUMON TEepanuu U MPOrPEeCcCUPYIOLIEM YXYAIIEHUU COCTOSHUS
3/I0pOBbS MAIUCHTA,

3) OoTCyTCTBUSI aNbTEPHATHUBHBIX (HEMEIUKAMEHTO3HBIX) METOJOB MPOQWIAKTUKU, JICUCHHUS U
MEIULUHCKOW peadHIUTaLNY;

4) HanMuMs WHIUBUAYATbHON HENEPEHOCUMOCTH 3aperucTpupoBanHbiX B Poccuiickoit denepanun
AHAJIOTOB JICKAPCTBEHHBIX MTPENapaToB.
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