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3apeructpupoBano B Muntocte Poccun 15 mast 2025 . N 82196

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOEPALINA

NMPUKA3
ot 10 anpens 2025 r. N 180H

OB YTBEPXXAEHWWU NOPAOKA
CO3AAHUA U OEATENIbBHOCTU BPAHEBHOU KOMUCCUU
MEOWLUUHCKOWU OPTAHU3ALINA

B cootBercTBuM ¢ myHkToMm 4 yactu 2 crarbu 14 @enepanpHoro 3akoHa ot 21 HostOpst 2011 . N 323-
@3 "O06 ocHOBax oxpaHsbl 310pOBbs rpakaad B Poccuiickoit @enepanuu" u noamnyHkrom 5.2.16 myHkTa 5
[Tonoxenuss o MunucrepcrBe 3apaBooxpaHeHust Poccuiickon  @enepanuu,  yTBEPXKAECHHOIO
nocranoBieHueM IIpaBurenbctBa Poccuiickoit @eaeparuu ot 19 uronsa 2012 r. N 608, nmpuka3biBaro:

1. YTBepauTh npuiaraeMblii OPsI0K CO3JaHUS U AESITEIbHOCTH BpadeOHOM KOMUCCUU MEAUIIMHCKOM
OpraHU3alMH.

2. IIpu3HaTh yTpaTUBLIUMH CUITY:

npuka3 MuHuCTEpCTBaA 3paBOOXPAHEHUS U coluaibHOrO pa3Butus Poccuiickoit @enepauun ot 5
Masg 2012 ©. N 502n "OO yTBEepKICHHH MOpSAKA CO3MAaHUS M JIEATEIBHOCTH BPaueOHONH KOMHCCHUU
MEIUIIMHCKON opraHu3anuu’ (3aperucrpupoBad MunuctepctBoM roctuiuu Poccuiickoit deneparuu 9
utons 2012 r., peructpaunonusiii N 24516);

npuka3 MuHHcTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 2 nexadps 2013 r. N 8861 "O
BHECEHMH WH3MeHEHUH B [lopsiiok co3maHus U JIeATENbHOCTH BpayeOHOM KOMHCCHUU MEIHUIIMHCKON
OpraHM3alM, YTBEPXKACHHBIN NPUKAa30M MMHHCTEPCTBA 3APABOOXPAHEHUS] U COLMAIBHOIO Pa3BUTHUS
Poccuiickoit ®enepanun or 5 mas 2012 . N 502n, u B Ilopsnok Ha3HaueHUs M BBITUCHIBAHUS
JIEKapCTBEHHBIX IIPENApaToB, YTBEP)KIEHHBIM MpUKa3oM MUHHUCTEpCTBA 34paBOOXpaHeHus Poccuiickoi
®enepanuu ot 20 aexadbps 2012 . N 11751" (3apeructpupoBan MuHucTepcTBOM IOCTHITNN Poccuiickoi
®enepanyu 23 nexabdbps 2013 r., peructpaunonssiii N 30714).

3. Hacrosimuumii nmpuka3 BerymnaeT B cuity ¢ 1 ceHta0pst 2025 r. u neiictyet 10 1 centadps 2031 .

Munuctp
M.A.MYPAIIKO

YTBepkIcH

nprKazoM MUHUCTEPCTBA 3PaBOOXPaHEHUS
Poccutickoit denepanuu

ot 10 anpens 2025 . N 180nH

NOPAOOK
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CO3AAHUA U OEATENIBHOCTHU BPAYEBHON KOMUCCUU
MEOAWUUHCKOWU OPTAHU3ALIMA

1. Bpauebnasi KoMHCCHsI MEIUIIMHCKOW OpraHu3aluu (Jajiee - BpadyeOHash KOMUCCHS) CO3/1aeTCs B
MEAMIMHCKON OpraHu3aliy B LEJIAX COBEPIICHCTBOBAHMS OPraHU3allMi OKa3aHUs MEIUIMHCKON IIOMOIIH,
NPUHATHS peHIeHUl B Haubojee CIOKHBIX M KOH(IUKTHBIX CIIydasX IO BONPOCaM NPOQMIAKTUKH,
JIMArHOCTUKH, JIEYEHUS U MEIULMHCKOM peabuIuTaluy, ONpeleNeHUsl TPYAOCHOCOOHOCTU TIpa)IaH U
poeCCHOHAIBHOM MPUTOTHOCTH HEKOTOPBIX KaTeropuii pabOTHUKOB, OCYIIECTBICHHUS OLIEHKU Ka4ecTBa,
000CHOBAaHHOCTH U 3(P(PEeKTUBHOCTHU JIeUeOHO-TUArHOCTUYECKUX MEPONPUATHI, B TOM YHCIIEe Ha3HAYEHUs
JIEKapCTBEHHBIX IpENapaToB JUIsl MEIULMHCKOIO IPUMEHEHHs (Jajlee - JEKapCTBEHHbIE Ipenaparsl),
obecriedeHns] Ha3HAUCHHUs U KOPPEKIMHU JICUCHHs B LIESAX ydeTa JAAHHBIX MAallMEHTOB IIPU 0OecleueHUH
JIEKapCTBEHHBIMM IIpenaparaMy, TpaHCIUIAHTAauuu (Mepecajkd) OpraHoB UM TKaHEH 4YeJIOBEKa,
MEIUIUHCKON peaduInTalyy, a TakKe MPUHATUS PeLeHHs 110 MHBIM MEIMLIMHCKUM Bompocam <1>.

<1>YacTs 2 crarbu 48 denepanpHoro 3akoHa oT 21 Hoa0ps 2011 . N 323-D3 "O6 ocHOBaxX 0XpaHbI
310poBbs Tpaxaad B Poccuiickoit deneparun’.

2. B cBoeli nesTenbHOCTH BpadeOHas KoMHCCHSI pyKoBoACTByercss Koncrutymmeir Poccuiickoit
@enepanuy, QenepanbHBIMM 3aKOHAMM, YyKazaMu U pacnopsbkeHusmu Ilpesunenta Poccuiickoit
Qenepanny, IMOCTAaHOBICHMSAMU M pacnopsbkeHussMH  IIpaBurensctBa Poccumiickor  @enepannu,
HOPMATUBHBIMU TIPABOBBIMHM aKTaMu (eepalibHbIX OpraHOB HCIIOJIHUTENIBHOW BJAcTH, BKIIHOUYas
Hactosmmi [lopsaok, 3akoHaMu U MHBIMU HOPMaTHUBHBIMU NPAaBOBBIMU akTaMu cyObekTOB Poccuiickoi
@Denepanny, a TaKKe MyHULMIIAIBHBIMY [TPABOBBIMU aKTaMHU.

3. BpaueOHas KOMHUCCHSI CO3[Aae€TCsl HAa OCHOBaHUM IIpUKa3a pPYKOBOAUTENS MEAULUHCKON
OpraHU3aIHH.

4. Ilo peuieHN0 PyKOBOJUTENS MEIUIIMHCKON OpraHU3alliy B COCTaBe BPaueOHON KOMHUCCUU MOTYT
(bopMHPOBATHCS TOJKOMHCCUH Bpaue€OHOM KOMUCCHH.

5. Ilonoxenue o BpaueOHONH KOMHUCCHH (ITOJKOMHUCCHM Bpaue€OHON KOMHUCCHH), perIaMEeHTHUPYIOIlee
LeJH, 3aJja4i ¥ (PYHKLIUU BpadyeOHONW KOMUCCHH (TTIOIKOMUCCHI BpaueOHON KOMUCCHH), IOPSIIOK PaboTHI,
yu€ta MW MNPCACTABICHHA OTUYCTHOCTH II0 HTOraMm JAC€ATCIbHOCTH, H COCTaB Bpaqe6H01?1 KOMHCCHHU
(monkoMuccHii BpaueOHON KOMHCCUH) YTBEP)KIAIOTCS PYKOBOIUTEIEM MEIULIMHCKON OpraHu3aluy.

6. Bpauebnas komuccus (IoJIKOMHUCCHS BpaueOHON KOMUCCUH ) COCTOUT U3 MPEACEAATENs, OTHOTO UITH
IBYX 3aMECTUTENIEH NpeAceNaTesis W HMHBIX WICHOB KOMUCCHMM. MUHMMabHOE KOJIMYECTBO YJICHOB
BpauyeOHONM KOMHUCCHM (ITOJKOMUCCHUU BpadyeOHOM KOMHCCHM) COCTaBise€T 3 4eloBeKa C YYETOM
IIpeJiceaarens U 3aMeCTUTENS IPEACeaTeNs.

7. Ilpencenarenem BpaueOHONW KOMHCCHHM Ha3HAYaeTCs PYKOBOIWUTETh MEIUIIMHCKOW OpraHU3aINH
WM 3aMECTHTENb PYKOBOAMUTENS MEIUIIMHCKOW OpTaHHW3aIliH, B JOJKHOCTHBIE OOS3aHHOCTH KOTOPOTO
BXOOUT pemeHHe BOHpOCOB, OTHCECCHHBIX K KOMIICTCHIINU Bpaqe6H0171 KOMHUCCHUMH.

8. HpCIlCCI[aTCJ'ICM IMOJAKOMHUCCHUH Bpaqe6H0171 KOMHUCCHUH HA3HAYACTCA PYKOBOAUTCIIb MCI[PILIPIHCI(Oﬁ
opranu3anv, HJIKW 3aMCCTUTCIIb PYKOBOIUTCIIA MG}II/II.[HHCKOf/i opranu3aliiv, HWJIW PYKOBOAUTCIIb
CTPYKTYPHOT'O NOAPA3ACIICHUS MCHHHHHCKOﬁ opraHuszanuv, B IOOJKHOCTHBIC 00s13aHHOCTH KOTOpPOTO
BXOOUT PCUHICHUEC BOIIPOCOB, OTHECCHHBIX K KOMIIECTCHIINU ITOJKOMUCCHHU Bpaqe6H0171 KOMUCCHH.
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9. B cocrtaB BpaueOHOW KOMHCCHM W TIOJKOMHCCHA BpaueOHON KOMHCCHU MOTYT BKIJIFOYATHCS
PYKOBOAMTEIN CTPYKTYPHBIX IOAPA3ACICHUN MEIULIIMHCKON OpPraHnu3aliuy, Bpadyu U3 YUCIIa MEIULIUHCKUX
pabOTHUKOB MEAMIIMHCKOM OpraHu3allii, B KOTOPOM co3/aeTcsi BpaueOHas KOMUCCHS, a TaKKe Bpayd U3
quciia MEAUIUHCKNUX paGOTHI/IKOB HUHBIX MCAUIIUMHCKUX OpFaHH3aHHfI.

10. Opranu3zanoHHOE 0OecIieueHUe AesITeIbHOCTH BpadeOHONW KOMHCCHU (TTOAKOMHUCCUH BpadeOHOM
KOMHCCHHU) OCYIIECTBISICTCS MEAWIMHCKAM PAaOOTHUKOM WM HWHBIM PAOOTHUKOM MEIHMIIMHCKOM
OopraHu3anuu (J1ajaee - CeKpeTapb BpauyeOHONH KOMHCCHH (TTOAKOMHUCCHUN BpaueOHON KOMUCCHH).

11. Cekperapp BpaueOHOH KOMHCCUH (ITOJKOMHCCHH Bpaue€OHON KOMHCCHH) OCYILIECTBISET
cliefyromue GyHKIUN:

1) cocraBieHHe IUIAHOB-TPAPUKOB 3aceaHMii Bpa4eOHOW KOMUCCHM (TIOAKOMHCCHH BpPa4eOHOM
KOMHCCHH);

2) TOATOTOBKAa MATEPHANIOB JUISI 3aceJaHusi BpadeOHOW KOMHUCCUU (ITOJKOMHUCCHH BpadyeOHOU
KOMHCCHH);

3) yBenOMJICHUE UYIECHOB BpauyeOHOM KOMHUCCUHU (TOAKOMUCCHM BpadeOHONW KOMUCCHM) O JlaTe H
BpPEMEHH MPOBEICHUS 3aceaHusl BpaueOHOW KOMUCCUU (TIOIKOMHCCUU BpadyeOHOI KOMUCCHH);

4) odopmIiIeHHE TPOTOKOJIOB BpaueOHOM KOMHCCHH (TIOAKOMHUCCHH BpadeOHONH KOMUCCHH);

5) BHeceHue pelieHus BpaueOHON KoMUCCHU (TIOAKOMICCHH BpaueOHOW KOMHUCCHHN) B MEAUIIUHCKYIO
JIOKYMEHTAIIUIO MalUeHTA;

6) BeleHME XypHana BpaueOHON komuccud (TMOAKOMUCCHHM BpaueOHOM KOMHCCHUU) Ha OyMa)KHOM
HocuTese U (WiK) B (opMe IIEKTPOHHOTO JOKYMEHTA, B KOTOPOM YKa3bIBAIOTCS JlaTa, BpEMs MPOBEICHUS
1 QUKCUPYIOTCS IPUHATHIE PEIICHUS BpaueOHONH KOMUCCUU (TTOIKOMUCCUHU BpaueOHOM KOMICCHH);

7) opraHuzalus XpaHEHHUs MarTepHalloB JEeATEIbHOCTU BpaueOHOW KOMHCCHU (TIOJKOMHCCHUU
BpaueOHON KOMHCCHUN).

12. 3acenanusa BpaueOHON KOMHUCCHM (TIOAKOMHUCCHM Bpauye€OHOM KOMHCCHH) IMPOBOISATCS HE pexe
OZIHOTO Pa3a B MeCsI| Ha OCHOBAaHHM IUIAHOB-IPA(UKOB, YTBEPKIAEMbIX PYKOBOAUTEIEM MEIUIIMHCKON
OpraHU3aLHH.

13. Tlo pemenuto mpezacenarens BpadyeOHON komuccud (TIOAKOMHUCCHHM BpauyeOHONW KOMHUCCHHM),
COTJIACOBAaHHOMY C PYKOBOJIMTENIEM MEIUIIMHCKON oOpraHu3aui (yImOJTHOMOYEHHBIM 3aMECTUTENIEM
PYKOBOIUTENST MEIUIIMHCKON OpraHu3alii), MOTYT IMPOBOIUTHLCS BHEIJIAHOBBIE 3aceqaHus BpadyeOHOMN
KOMHCCHH (TIOJKOMUCCHUU BpaueOHON KOMHUCCHH ).

14. 3acenanue BpaueOHOI KOMUCCHU (TTOJKOMUCCHH BpadyeOHOI KOMUCCHH ) CYUTACTCS TPABOMOYHBIM
MpU HAJIMYAKA KBOpPyMa, KOTOPBIA COCTAaBISET HE MEHEe NIByX TpEeTed cocTaBa BpauyeOHOM KOMHUCCUU
(moakomMuccUM BpaueOHONH KOMUCCHUH).

Pemenue BpaueOHON KOMUCCUM (TTOJKOMHUCCHUU BpadyeOHON KOMHUCCHH) CUUTAETCS MPHUHSTHIM, €CIIU
ero MOJJIep’Kalo HE MEHee JBYX TpeTed WiIeHOB BpadeOHOW KOMHCCUHU (ITOJKOMHCCHUHU BpayeOHOM
KOMHCCHUH), TPUCYTCTBYIOLIUX Ha 3aC€JaHUH BpaueOHON KOMUCCHH (ITOJIKOMUCCUU BpaueOHOM KOMHCCHN).

15. Pemenne BpaueOHO# koMUCCHH (TTOAKOMHCCUU BpaueOHONH KOMUCCHH) 0(OPMIISIETCS IPOTOKOJIOM
Ha OyMa)XHOM HOCHUTEJE, IMOJANUCHIBAEMOM IPHUCYTCTBOBABIIMMHU Ha 3aceJaHUM YJeHaMH BpaueOHOM




KOMHCCHH (ITOIKOMHUCCHHU BPadyeOHOW KOMHUCCHH), Wi (hopMHupyeTcs B GopMe dIEKTPOHHOTO JOKYMEHTA,
MOAIMMUCAHHOTI'0 YCUJICHHBIMU KBaJ’II/I(I)I/II_II/IpOBaHHBIMI/I QJICKTPOHHBIMU MMOANUCAMU YKAa3aHHBIX JIUI, B CPOK,
HE TMPEBBINAIONIMNA Tpex pabouyux JHEH co JHS TPOBEICHHS 3acelaHusi BpadyeOHOW KOMHCCUU
(moxkoMuCCHH BpaueOHON KOMUCCHH ), KOTOPBIA COJEPIKUT CICAYIOIINE CBEICHUS:

1) nata mpoBeneHUs 3acenanusi BpadeOHOW KOMUCCHH (TIOAKOMUCCHU BpaueOHONH KOMHUCCHH ),

2) CHMCOK WICHOB BpaueOHOM KOMUCCUH (ITOJKOMHCCUHU BpaueOHON KOMHCCHH), IPHCYTCTBOBABILINX
Ha 3acelaHiK Bpa4yeOHON KOMHUCCHH (TIOAKOMHUCCHU BpaueOHON KOMHUCCHH);

3) mepedeHb OOCYKIABIIMXCS HA 3acelaHud BpaueOHOW KoMmHCcCHU (TIOAKOMHUCCHH BpadeOHOU
KOMHUCCHH) BOIIPOCOB;

4) pemienue BpaueOHOM KoMuccuu (TIOJKOMUCCHH BpaueOHOW KOMUCCUU) U €r0 000CHOBaHUE;

5) cBeaeHuss 00 UWHAMBUAYAJIbHONH HENEPEHOCHMOCTH B3aUMO3aMEHSEMBIX JIEKapCTBEHHBIX
npemaparoB (MIpH NPHHATANA BPadeOHOW KOMUCCHEH (IOAKOMHCCHEH BpadeOHOW KOMHUCCHH) pPEIICHHS,
yKa3zaHHOTO B noanyHkTe 8 myHkra 20 Hactosimiero [lopsaka.

16. Brimucka U3 mpoTokoJia BpaueOHOM KoMUCCUU (TTOJIKOMHCCHHU BpauyeOHOM KOMHUCCHU) BBIIACTCA
MAUEHTY U (WJIM) ero 3aKOHHOMY TPEICTaBUTEN0 JTUOO0 MHOMY JIUIly, YKa3aHHOMY HAaIlUEHTOM HIIU €TO0
3aKOHHBIM IPEACTABUTEIEM B IUCHbMEHHOM COIVIACMM Ha pas3MIalleHUE CBEACHMM, COCTaBJISIOLINX
BpaueOHYIO TaiiHy, WK UHPOPMHUPOBAHHOM JOOPOBOJILHOM COIVIACHMHM HAa MEIUIIMHCKOE BMENIATENHCTBO
(mamee - MHOE JIMIO), TIO 3aMPOCY, HAPABICHHOMY B TOM YHCIIE B DIEKTPOHHOH (hopme, HA OyMaKHOM
HocHTeNe U (UiK) B (popMe IEKTPOHHOTO IOKYMEHTA B CPOK, HE MPEBBIMIAIONINI Tpex pabounx AHEH co
JIHS IOCTYIJICHUS! B MEIMLIMHCKYIO OPTaHU3alMI0 YKa3aHHOT'O 3a1poca.

17. IIpoTokomnsl BpaueOHOW KOMHUCCUU (TTOJKOMUCCHH BPa4eOHOM KOMUCCHH) MOJJIeKAT XPAaHSHHIO B
TEUCHUE JICCATH JICT.

18. Ilpencenarens BpadyeOHON KOMUCCHU €XKEKBApTaIbHO, a TAKXKE IO UTOTaM roja Mpe/CTaBisieT
PYKOBOAMTEIIO MEIUITUHCKON OpraHU3aIii MHUCbMEHHBIA OTYET O JAeATEIbHOCTH BpaueOHON KOMUCCUU U
MOJIKOMUCCUH BpaueOHOM KOMHCCHUHU.

19. KoHTponp 3a NMeATeTbHOCTHIO BpauyeOHOM KOMHUCCHMU W TOJAKOMHUCCHN BpaueOHON KOMHMCCHH
OCYILECTBIIIET PYKOBOAUTENb MEIUIIMHCKON OpraHU3allH.

20. BpaueOHasi KOMUCCHUSI MOXKET OCYILLECTBIIATH CIAEAYIOUINE PyHKINU:

1) IIPUHATHE peH_IeHI/Iﬁ o BOIIPpOCaM COBCPHICHCTBOBAHUSA OpTraHHU3alU OKA3aHUA MEIUITMHCKOM
IMOMOIIM HACCJIICHHUIO HA OCHOBE BHCAPCHUA CUCTEMBI MCHC/DKMCHTA Ka4CCTBA,

2) IIPUHATHC peHleHHf/'I o BOIIpoCaM ONpCACIICHHUA IMOAXOAOB K BHCIAPCHHUIO B MeIlI/ILII/IHCKOﬁ
opraHusanvn TGXHOHOFHﬁ, HaIllpaBJICHHBIX Ha palUOHAJIBHOC HCIIOJIb30BAHUEC BPEMCHH ITAlIUCHTA U
MCIUIIMHCKOI'O paGOTHI/IKa, obecrieueHus KOM(I)OpTHOCTI/I yCJ'IOBI/Iﬁ npeaoCTaBJICHUSA MCIAUTIUHCKUX YCIIYT,

3) mpuHSATHE pelIeHUuH MO BONpocaM MNPOPUIAKTUKH, AUATHOCTHKH, JICYEHMS, MEIULIUHCKON
peaOuiIuTai, B TOM YHUCIE CAaHATOPHO-KYPOPTHOTO JICUEHMs, MPOBEACHUS MEIUIMHCKHUX HKCIEPTHU3,
MEAMIIMHCKUX OCMOTPOB M MEIUIMHCKUX OCBHJAETEIbCTBOBAHUMN, OIpeneiaeHus] MpodecCHoHaATbHOM
MPUTOTHOCTH HEKOTOPBIX KaTeropuil pabOTHMKOB M CBsA3M 3abosieBaHMs ¢ mpodeccueil B ciayvasx,
YCTaHOBJIEHHBIX 3aKOHONaTeNbcTBOM Poccuiickoit denepanuu, B Hanbosee CIOKHBIX M KOH(IMKTHBIX
cllyyasix, TpeOyroIuX KOMUCCUOHHOTO paCCMOTPEHMS;
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4) ompezneneHue TPYIOCHOCOOHOCTH TpakJaH B CilydasiX, YCTAHOBJIEHHBIX 3aKOHOAATEIHCTBOM
Poccuiickoint @enepanuu;

5) mponneHue JUCTKOB HETPYJOCIOCOOHOCTH B CIydyasiX, YCTAaHOBJICHHBIX 3aKOHOJATEIHLCTBOM
Poccuiickoinn @enepanuu;

6) NpUHATHE pELIeHUs O HalpaBlIeHUM MAIMEeHTa Ha MEAUKO-COLMAJIbHYIO JKCIEPTU3y B
COOTBETCTBHHU C 3aKOHOAarenbcTBOM Pocculickont denepanuu;

7) olieHKa KauecTBa, 000CHOBAHHOCTH U 3((EKTUBHOCTH JIeU€OHO-TUArHOCTUYECKUX MEPOIIPUSATHIA,
B TOM YHMCJIC HA3HAYCHHUS JICKAPCTBEHHBIX MPENapaToB;

8) IIPUHATHC PCIICHUA O Ha3HAYCHUU WM IMPHUMCEHCHHUH JICKAPCTBCHHBIX IIPEIIaparoB, MCAUIMWHCKHUX
PI3I[€JIHﬁ " CIICHUAIM3UPOBAHHBIX IMPOAYKTOB JIe¢4eOHOro INUTaHus1, HC BXOJAIIUX B COOTBGTCTBYIOH_II/If/'I
cranaapT MeHHHHHCKOﬁ nomMomni Wik HE HNOpCAYCMOTPCHHBIX COOTBCTCTBYIOH_IGI‘/'I KIIMHUYECKOH
peKOMeHHaHHeﬁ, anbo 1o TOProBbIM HAWMCHOBAHHAM IIpH HAJIWYUKU MCIUIHUHCKUX IMOKa3aHUM
(I/IHI[I/IBI/II[yaJ'ILHOI‘/'I HCIICPCHOCUMOCTH, 110 )KU3HCHHBIM HOKaSaHI/IHM);

9) BBIHECEHHE 3aKIIIOYCHUS O HEOOXOIMMOCTH HE3aMEMIUTENHHOrO 00ecreyeHuss KOHKPETHOTO
rpaXJaHUHA C TSDKEIBIM JKU3HEYIPOXKAIOIUM U XPOHHYECKMM 3a00JIeBaHUEM, B TOM YHCIIE DPEIKUM
(opdpanHbIM) 3a001€BaHMEM, KOTOPBIN MOTyYas MOAAEPKKY B paMKax JesTenbHocTH DoHa MOANEpKKU
JeTel C TSDKENbIMM KU3HEYTPOXKAIOUIMMU M XPOHMYECKUMH 3a00J€BaHUSAMHU, B TOM YHCIE PEIKUMHU
(opdannbiMu) 3a0oneBanusimu, "Kpyr nodpa" (manee - ®onn) 10 noctmxeHus: uM 18-neTHero Bo3pacra u
obecriedeHrne OKa3aHUs MOAJIEPKKU KOTOpOMY ocyluecTBisiercss POHAOM B T€UEHUE OJHOTO roja mocie
JNOCTXKEHUST UM 18-;eTHero Bo3pacta, JUMOO TPYII TakUX TpaxjaaH (fnaiee - AETH ¢ Op(aHHBIMU
3a00J1€BaHUSAMU) JICKAPCTBEHHBIM IpENapaToM U3 pe3epBa JICKapCTBEHHBIX IMPENaparoB, BKIIOYEHHBIX B
NEepEeYHH JIs 3aKyINOK, B IIEJIAX HE3aMEUIUTEIbHOIO 00ECIeUeHMs] HEOIPEIEICHHON Ipynibl JETel C
op¢aHHBIMH 3200JI€BaHUSIMH;

10) npuHsATHE pelIeHns 0 He0OXOAUMOCTH Ha3HAYEHUS JIEKapCTBEHHBIX IIPENapaToB, HE BXOAAIIUX B
NepeUYeHb JKU3HEHHO HEOOXOMUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpernaparoB (IpU OKa3aHUU
MEIMIIMHCKON TMOMOIIM B paMKax IpPOrpaMMbl TOCYIAPCTBEHHBIX TapaHTHH OECIIaTHOTO OKa3aHUSA
rpaxJaHaM MeIUIIMHCKOM MOMOIIN);

11) B cimyyae npuHATUS pelIeHUs O Ha3HaY€HUHU He 3apeructpupoBaHHoro B Poccuiickoit denepanuu
JIEKapCTBEHHOIO IIperapara, OlpeAeJIeHUE OPsAIKa €70 IPUMEHEHHUs Ha OCHOBE WJIN C Y4E€TOM UHCTPYKIUU
0 NPUMEHEHHIO (I03UpPOBKHM, crocob0a BBEIEHHUS M MNPUMEHEHHUs, pexuma J03MpPOBaHMS,
IPOJIOJDKUTENIBHOCTH JIUeHUs] W OOOCHOBAaHUS HA3HAueHMs JIEKAPCTBEHHOrO Iperapara), BKIIouas
HaOJI0/IeHNE 3a NAI[MEeHTOM, IPUMEHSIIOIIMM TaKo! Mpenapar;

12) npussTHE penleHMs O Ha3HAUEHUM HE3aperucTpupoBaHHbIX B Poccuiickoii denepanun
MEAMIMHCKUX U3/IeNINN PU HAJTMYUU MEIULIUHCKUX MTOKa3aHUH (110 KU3HEHHBIM MTOKa3aHUsIM);

13) mpuHsTHE pelleHus O HampaBiIeHUu cooluieHnii B DeaepanbHyI0 CIIy:KO0y Mo Haa30py cdepe
3IPaBOOXPAHECHUS B IIEJIAX OCYIIECTBICHHS MOHUTOPWHTA OE30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB O
BBISIBJICHHBIX ~CIy4yasX TMOOOYHBIX JEWUCTBUH, HE YKa3aHHBIX B HMHCTPYKIMH 1O MPUMEHEHUIO
JIEKapCTBEHHOTO Tperapara, Cephe3HbIX HEKEIATeIbHBIX PEaKIUid M HEMPEABUACHHBIX HEXKEIaTeIbHBIX
peakuuil mMpu MPUMEHEHHUH JIGKAPCTBEHHBIX MPENaparoB, B TOM YHCIE MOCIYKUBIIUX OCHOBAaHUEM IS
Ha3HaYeHUs JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU C MTOAMYHKTOM 8 HACTOSIIIIETO MyHKTA,

14) MPUHATHC PCHICHUA 11O BOIIPOCAM HA3HAYCHHUA U KOPPCKUUH JICUCHUA B HLCIAX Yy4YCTa JAaHHBIX
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MAlUMEHTOB IpU O0EeCleUYeHUHU JIEKAPCTBEHHBIMU IperaparaMd B COOTBETCTBHM C 3aKOHONATENIbCTBOM
Poccuiickoint @enepanuu;

15) npuHsATHE peLIeHNs O HA3HAYEHUH JICKapCTBEHHBIX IIPENapaToB B ClIydasx U B IOPsIKe, KOTOpbIE
YCTaHOBIICHBl HOPMATHBHBIMH TPaBOBbIMH akTaMu Poccuiickoit @enepauuu u cyobekroB Poccuiickoit
@Denepanyy, yCTaHABIMBAIOUIMMH IOPSAJOK HA3HAYCHMS M BBIIMCHIBAHMS JIEKAPCTBEHHBIX IIPENAparos,
BKJIKOYAss HAPKOTUYECKME JIEKaPCTBEHHBIE IIPENaparbl U ICUXOTPOIHBIC JIEKAPCTBEHHBIE IIpenaparsl, a
TaK)Ke JIEKapCTBEHHBIX IpernaparoB, 00ecleueHHEe KOTOPbIMU OCYLIECTBISIETCS B COOTBETCTBHM CO
CTaHJapTaMH MEIUIIMHCKOW ITOMOIIHM 10 perenTaM Bpada ((enpaniepa) npu OKazaHUH TOCYIapCTBEHHOMN
COLIMAJIBHOW MOMOIIY B BUJI€ HAOOPA COLUANIBHBIX YCIIYT;

16) mpuHATHE pEHIeHUS O HA3HAUYCHUHM OTACIBHOMY MAlMEHTy OHOMETUIIMHCKOTO KIJIETOYHOTO
IIPOAYKTA, MPEIHA3HAYEHHOIO I HCIOJHEHUS WHAMBUAYAJIBHOTO MEIULUHCKOIO HAa3HAYCHHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa, CIEHUAIBHO IPOU3BEACHHOTO JJIs OTIEIBHOTO NalueHTa
HEMOCPEJCTBEHHO B MEIUIMHCKONW OpraHM3allid, B KOTOPON MpHUMEHSeTCs JaHHbIH OMOMEIULIMHCKUN
KJIETOUYHBIN MPOAYKT (ajee - MHAMBUAYaAJIbHbIM OMOMEAMIMHCKUM KIETOYHBIN MPOAYKT), U KOTOPOM
IIPEJOCTABICHO pa3pellieHHe Ha MPOU3BOJACTBO M IPUMEHEHHE WHAWBUAYAJIBHOTO OMOMEIUIIMHCKOTO
KJIETOYHOTO IIPOAYKTa;

17) npunsATHE peleHUsT O NPUMEHEHUM OMOTEXHOJIOTMYECKOro JIEKapCTBEHHOIO Ipenapara,
MIPEAHA3HAYECHHOIO JUUIsl IPUMEHEHHUs B COOTBETCTBUU C MHAWBUAYAJIbHBIM MEAULMHCKUM HAa3HAYCHUEM U
CIELMAJIBHO M3TOTOBJICHHOIO Ul KOHKPETHOIO NAlMEHTa HENOCPEACTBEHHO B MEIULUHCKOU
OpTaHU3aIlH, B KOTOPOU MMPUMEHSAETCS TaKOW OMOTEXHOJIOTHUECKUH JICKApCTBEHHBIH IIpenapar, MMEIOIIUi
B CBOEM COCTaBE€ COCJUHEHMs, CHUHTE3UPOBAHHBIE [0 pe3yiabTaTaM T€HETHYECKUX HCCIIEIOBaHUN
Marepuaia, MOJIYYEHHOTO OT TMAalUeHTa, sl KOTOPOTO W3TOTOBIEH TaKOH OMOTEXHOJOTHYECKUI
JIEKapCTBEHHBIN Ipernapar (fajee - MHIUBUAYaIbHbIH OMOTEXHOJOIMUYECKUH JIEKapCTBEHHBIHM Mpernapar),
IIPY HAUIMYUHN y YKa3aHHOW MEIUIIMHCKON OpPraHM3alliy Pa3pelleHMs Ha IPUMEHEHHE WHIUBHYaJIbHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOIO Mpernapara;

18) mpoBenmenue oTOOpa TMAIMEHTOB B COOTBETCTBUU C TMOPSIKOM OpraHU3alMM OKa3aHUs
BBICOKOTEXHOJIOIMYHOM  MEJUIIMHCKOW TOMOLIM ¢ MNPUMEHEHHEM €IWHOW  ToCylapCTBEHHOM
MH(OPMAIIMOHHOMN CHCTEMBI B cpepe 3ApaBOOXpaHeHus <2>;

<2>Yacts 8 crarbu 34 ®enepanbHoro 3akoHa oT 21 HosiOps 2011 . N 323-d3 "O6 ocHOBax 0XpaHbl
310poBbs TpaxaaHd B Poccuiickoit deneparun’.

19) BBIga4ya 3aKiIIOYEHHs O HYXKJAA€MOCTH BeTepaHa B oOecleueHHM MpoTe3aMu (Kpome 3yOHBIX
MIPOTE30B), MPOTE3HO-OPTONEIANYECKUMHU H3JENUsIMH B cooTBeTcTBUM ¢ [IpaBunamu obecrnieueHus
WHBAJINOB TEXHUYECKHMHU CPEIACTBAaMH pPEaOMIUTALMM W OTAEIBbHBIX KAaTerOpHH TIpa)<J1aH U3 dYHcia
BETEPAaHOB TMpoTe3aMH (KpoMe 3yOHBIX TIPOTE30B), MPOTE3HO-OPTOTNICAUUESCKUMU  H3ACIUIMH,
YTBEPXACHHBIMU NocTaHoBiIeHUEM [IpaBurenscTBa Poccuiickoit @enepanuu ot 7 anpens 2008 r. N 240;

20) oCyIIecTBICHHE MEIUIIMHCKOTO OCBUIETEIHCTBOBAHUS IO03PEBAEMBIX WM OOBHUHSEMBIX B
COBEpIICHUH MPECTYIICHUH, B OTHOIIIEHUH KOTOPHIX M30paHa Mepa MpeceYeHHs B BHJIC 3aKITFOUEHUS MO
CTpaXy, Ha TpPEIMET HaJu4usl Yy HHUX TSKEJIOro 3a00JieBaHMsI, BKJIFOUEHHOTO B TIEPEUEHBb TSHKEIBIX
3a00NeBaHUM, MPENATCTBYIOIUX COMAEPKAHUIO TOJ CTpaked MOJ03PEeBaeMbIX WM OOBHHSIEMBIX B
COBEpUIEHUH MPECTYIUICHUH, YTBEPKACHHBIN nocTaHoBieHueM [IpaButensctBa Poccuiickoin @enepanun
or 14 suBaps 2011 . N 3;
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21) npoBeneHue 00s3aTENBHOTO MICUXUATPUIECKOTO OCBHIETEIHCTBOBAHUS;

22) Bblgaya CcOpaBKH 00 OTCYTCTBHM MEAMLMHCKUX MPOTHBONOKA3aHWUU st paboOTHl €
UCIOJIb30BaHUEM CBEJIEHHH, COCTABIIAIONIUX ITOCYIapCTBEHHYIO TaiHy;

23) BbIHECEHHE MEIAUIIMHCKOTO 3aKJIFOUEHUS O TOM, YTO NPHU HU3BATUU OPraHOB U TKaHEH is
TpaHCIUIaHTAIUH (IIepecajKi) y >KUBOT0 TOHOPA €T0 30POBBIO HE Oy/leT NPUYUHEH 3HAYUTENIbHBIN Bpes;

24) B3aumMopeiicTBre B paboTe 1o BONPOCaM, OTHOCSIIUMCS K KOMIIETCHIIMY BPaueOHON KOMUCCHH, C
TEePPUTOPUANBHBIMA (OHJAMH O00S3aTEILHOIO MEAMLIMHCKOIO cTpaxoBaHusd, DOHIOM NEHCHOHHOIO U
conManbHOro crpaxosanus Poccuiickorn denepauuu, TeppuTOpUanbHbIMU opraHamu denepasbHOU
CIIy’KObI 110 HaJ30py B chepe 3apaBooxpaHeHuss U DenepanbHON Ci1y>kObl IO Ha/30py B cepe 3aiuThl
npaB MoTpeOuTeneld u ONaromoiydusi 4yelioBeKa, (eaepalbHBIMH YUPEKICHUSIMUA MEIHKO-COIMATbHON
JKCIEPTU3bI, CO CTPAXOBBIMA MEAUIIMHCKMMH OpPraHU3alUsIMU, HHBIMUA OPIraHaMU U OPTaHU3ALMIMY;

25) uHble (DYHKIUU, MPEIyCMOTPEHHBIE (DenepalbHBIME 3aKOHAMHU, HOPMATHBHBIMU TPABOBBIMH
akramu IIpesunenra Poccuiickoit ®enepanuu, [IpaBurenscrBa Poccutickoit denepamnuu, denepanbHbIX
OpPTraHOB HCIOJHUTEIHLHOW BJIACTH M OPraHOB TOCYIApCTBEHHOM BIACTH CyOBEKTOB Poccuiickoii
®denepauu.

21. Tlo pemeHWIO PYKOBOIUTENS MEIUIMHCKOW OpPraHW3aliu BpadeOHAasT KOMHCCHS MOXKET
OCYUIECTBIIATH CIEAYyIOINe QYHKIIH:

1) pazpaboTka ¥ BHEApPEHHE MEPONPHUATHI, HANPABICHHBIX HA IOBBIIICHHE KauyecTBa Je4eOHO-
JMAarHOCTUYECKOW paboThl, B TOM YHCIIE MpeAylpexJIeHHEe U yCTpaHEHUE HapylleHUH B mpouecce
JUArHOCTHKU U JICYEHHUs MTAIlMEHTOB, CHU)KEHHE MToKa3aTeliel 3a001eBaeMOCTH, CMEPTHOCTH, OOJIBHUYHOM
JIETAJIBHOCTU Y UHBAJIUIHOCTH;

2) ompeneneHWe TMOAXOAOB W BO3MOXXHOCTM TMPUMEHEHHS B MEIUIIMHCKON OpraHu3aliuu
COBPEMEHHBIX METO/IOB MPO(PUIAKTUKU, TUATHOCTHKH, JICUCHUS U METUITMHCKON peaOMINTALUU C yUeTOM
MEKIYHAPOIHOW MEANIIMHCKON MPAKTUKH;

3) OLICHKa MPOBCACHUA MCINIHUHCKUMU pa6OTHI/IKaMI/I KOHCYJ'IBTaI_II/II\/’I C IMPUMCHCHHEM
TCICMCIUITNHCKUX T€XHOJ’IOFI/II71, AHAJIN3 CBOCBPEMCHHOCTHU M Ka4€CTBA UX IIPOBCACHUA

4) anHanu3 3a00J€Ba€MOCTH, B TOM YHCJIE€ Marepeldl W HOBOPOXKJIEHHBIX, BHYTPHUOOIbHUYHBIMU
nHpeKuusMH, pa3zpaboTka U peanu3alus MEpOoNpUsATHH 1o mnpoduiakTuke 3a00JIeBa€MOCTH
BHYTPUOOJILHUYHBIMU UH(DEKIUSIMU;

5) opraHuzaius U MPOBEACHUE BHYTPEHHETO KOHTPOJISI KauecTBa M OE€30MacCHOCTH MEAUITMHCKOU
JEATEIIbHOCTH;

6) OpraHuM3allMOHHO-METONWYECKass TOAJEp)KKAa ydeTa HeXeJaTeldbHbIX COOBITHMH  Tpu
OCYILIECTBIEHUN MEIUIIMHCKON JEATENIbHOCTH MEIUIIMHCKOW opranu3anuei ((pakToB M 0OCTOSATENHCTB,
CO3JIAIOIIUX YTPO3y IPUYMHEHHS WM TOBJIEKIINX MPUYMHEHNE Bpea )KU3HH U 3J0POBBIO IpaskJaH U (WIIN)
MEIUIUHCKUX paOOTHHUKOB, a TAK)KE MPUBEIINX K YIJIMHEHUIO CPOKOB OKa3aHUSI MEJUIIMHCKON TTOMOIIIN);

7) pa3paboTKa OpraHu3alMOHHO-METOANYECKUX MaTepUasoB 10 paboTe MEAUIIMHCKON OpraHu3aiun
Y JIOBEJICHHE WX JI0 CBEJICHUS MEIUIIMHCKUX PAaOOTHUKOB;

8) opranuzanus HHGOPMAITMOHHO-00PA30BATEIBHBIX MEPONIPUATHN TSI METUIIMHCKAX PaOOTHUKOB
0 BeJIEHUIO ()OPM CTAaTUCTUYECKOTO Y4eTa U OTUYETHOCTHU B chepe 31paBOOXpaHECHHS;




9) unble GyHKIMHU, HE IPOTUBOPEUAIIIHE 3aKOHOAATeIbCTBY Poccuiickoit deneparmm.

22. BpaueOHass KOMHCCHSI MEAMIIMHCKON OpraHu3allid, TOABEIOMCTBCHHON (eiepaibHOMY OpraHy
WCIIOJTHUTENIbHOM BJacTH, M BpaueOHAas KOMUCCHUSI KpaeBoW (pecmyOIMKaHCKOM, 00IacTHOM, OKpPY>KHOI)
OOJIBHUIIBI, SIBISIOIICHCS Benymell MHOronpo(uiIbHONH MEIWIIMHCKOW OpraHu3alueil Ha TepPUTOPHH
cyobekTa Poccutickoit denepariyu, MoaBeIOMCTBEHHON UCTIOJIHUTEILHOMY Oprany cyobekta Poccuiickoi
®enepanyu B chepe 0XpaHbl 3710pPOBbs, HIOMUMO OCYIIECTBICHHS (DYHKINH, yKa3aHHbBIX B MyHKTax 20 u 21
Hacrosero Ilopsaka, mpuHMMaeT pelleHHe O HAa3HAYEHHM HE 3aperucTpupoBaHHbIX B Poccuiickoit
®denepanny JEKapCTBEHHBIX IIPENApaToB B CIydasx:

1) ortcyrcTBUS 3apeructpupoBaHHbIX B Poccuiickoit @enepanuu aHaJOrOB JIEKAPCTBEHHBIX
[IpenapaToB;

2) orcyrctBus 3(ddexra oT NMPOBOAMMON TEparnuyd U MPOTPECCUPYIONIEM YXYIIICHUU COCTOSHUS
3JI0pPOBbSI TAIIUEHTA;

3) OTCyTCTBHSI aJbT€PHATUBHBIX (HEMEIMKAMEHTO3HBIX) METOAOB MPO(HUIAKTUKU, JICUCHHS U
MEIUIIMHCKON peaOuIuTaIuu;

4) HanM4Msg WHIUBUAYATbHONW HEMEPEHOCHMOCTH 3aperucTpupoBaHHbIX B Poccuiickoii ®denepanuu
aHAJIOTOB JICKAPCTBEHHBIX MIPENapaToB.




