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3apeructpupoBano B Muntocte Poccuu 15 masg 2025 r. N 82196

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
ot 10 anpens 2025 r. N 180H

OB YTBEPXOEHUU NOPAOKA
CO3AAHUA N EATENBHOCTU BPAYHEBHOU KOMUCCUU
MEAWLUUHCKOWU OPTAHU3ALIUU

B cooTtBercTBUM ¢ myHKTOM 4 yacTu 2 cratbu 14 ®enepanbHoro 3akoHa ot 21 HosiOps 2011 r. N
323-@3 "OO6 ocHOBax OXpaHBI 370pOBBs TpakgaH B Poccwmiickoit denepamuun" u moxamyHkrom 5.2.16
nyHkra 5 Ilonoxxenuss o Munucreperse 3apaBooxpaHeHus Poccuiickonn denepanuu, yTBEPKIACHHOIO
nocranoBieHueM [IpaButenscrBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608, npukassiBao:

1. VYTBepauTh npuiaraeMbelii MOPAJOK CO3JaHUA U JEATEIbHOCTH BpayeOHOM KOMHUCCHU
MEJIULUHCKOW OpPraHU3aIuu.

2. Ilpu3HaTh yTpaTUBILUMU CUIY:

npuka3 MuHucTEepCcTBa 3paBOOXPAHEHUs U COLMAIBHOrO pasBUTHs Poccuiickon @enepauun ot 5
Masg 2012 r. N 5021 "OO yTBep)KIeHHMU TOpsIKA CO3/aHUS U JAEATENbHOCTH BpadyeOHOW KOMHMCCUU
MEAUIMHCKONW opraHu3anuu" (3apeructpupoBad MunucrepctBoM roctunmu Poccuiickoit denepaunu 9
ntoHs 2012 r., peructpaunonsslii N 24516);

npuka3 MunucteperBa 3apaBooxpanenuss Poccuiickoit ®enepannu ot 2 nexadpst 2013 r. N 886H
"O BHeceHuu usMeHeHuil B Ilopsnok co3gaHus M JEATENBHOCTH BpaueOHONW KOMHUCCHHM MEIUIMHCKOM
OpraHM3aliM, YTBEPKACHHBIM MpHKa3oM MMHHHCTEpCTBA 3paBOOXPAHEHUS U COLIMAIBHOTO Pa3BUTHUS
Poccuiickoit ®@enepanun ot 5 mas 2012 r. N 502H, u B Ilopsaoxk Ha3HAu€HUs W BBIIMCBIBAHUS
JICKapCTBEHHBIX MPENApaToOB, YTBEPKIACHHBIA MPUKa30M MHUHHUCTEPCTBA 31paBOOXpaHEeHUsT Poccuiickoin
®eneparun ot 20 nexadpst 2012 r. N 11751" (3apeructpupoBan MuHuctepcTBoM roctuun Poccuiickoit
Oenepanuu 23 nexkadbps 2013 r., peructparmonnsiii N 30714).

3. Hacrosuwmii nmpuka3 Bcrynaer B cuiy ¢ 1 cenTsaops 2025 r. u aeiictByeT 10 1 centsiops 2031 r.

Munuctp
M. A MYPAIIKO

YTBepxkacH
MpUKa3oM MUHHUCTEPCTBA 3PABOOXPAHEHUS
Poccuiickoit @eaepanuu
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ot 10 anpens 2025 r. N 180n

NOPAAOK 5
CO30AHUA N OEATENBbHOCTU BPAYEBEHOU KOMUCCUU
MEOULMHCKOU OPTAHU3ALIUU

1. BpaueOHasi KOMUCCUSI MEAMIIMHCKOW OpraHu3aiuu (janee - BpaueOHass KOMHUCCHSI) CO3JacTCs B
MEMIIMHCKOW OpraHM3allMi B IEJIAX COBEPIICHCTBOBAHWSA OPTraHU3allMM OKa3aHUS METUIIUHCKOM
MOMOIIY, TPUHATUS pEUICHHH B HaubOoliee CIOXKHBIX M KOH(PIUKTHBIX CIy4asx [0 BOIMPOCAM
NpoQHUIAKTUKKH,  JUArHOCTHKH, JICYCHUS W MEAMIMHCKOW  peaOMiUTaIlliH,  ONpPeICICHHS
TPYAOCIIOCOOHOCTH TPa)xaaH U MPOo(eCCHOHATBLHOW MPUTOIHOCTH HEKOTOPHIX KaTeropuil pabOTHHKOB,
OCYIIIECTBIICHHSI OILIEHKM KauyecTBa, OOOCHOBAaHHOCTH U 3()(HEKTUBHOCTH JIeUeOHO-IUATHOCTUYCCKUX
MEPOIPHUATHIA, B TOM YHCJIC Ha3HAYCHHSI JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMCHCHHS
(mayee - JIEKapCTBEHHBIC IMpEMaparhbl), 00CCIICUYCHHUS Ha3HAYCHUS U KOPPEKIUH JICYCHUS B LEJSIX ydeTa
JAHHBIX TAIMCHTOB MPH OOCCIICUCHUH JICKAPCTBCHHBIMH TIperapaTaMy, TPAHCIUIAHTAIMH (IIePECaIKH)
OpraHOB W TKaHEH YeJoBeKa, MEIUIIMHCKOM peaOMIUTAIlMKM, a TaKKe MPUHATHS PEIICHHS [0 HHBIM
MEIUIIMHCKUM BOIpocam <1>.

<1> Yactp 2 crareu 48 DenepanpHoro 3akona ot 21 HosOps 2011 . N 323-®3 "O6 ocHoBax
OXpaHsbl 310pOBbs rpaxan B Poccuiickoii @enepanuu’.

2. B cBoeil gesrenpHOCTH BpaueOHasi KOMUCCHS pyKoBojcTByercs Koncrurymueit Poccuiickoit
Oenepanun, GdenepalbHBIMU 3aKOHAMH, yKa3zamMu u pacrnopspbkeHusmu  [Ipesunenta Poccuiickoit
@denepanny, IOCTAHOBICHUSMH U pacnopspbkeHusmu  IIpasurensctBa Poccuiickonn  @Penepauuu,
HOPMATHUBHBIMU TIPAaBOBBIMH aKTaMH (eepaIbHBIX OPTraHOB HWCIOTHUTEIHHOM BJIACTH, BKJIIOUAs
Hactosmui [lopsaok, 3akOHaMU U MHBIMH HOPMAaTHBHBIMU MTPABOBBIMHU akTaMH CyOBeKTOB Poccuiickoit
denepanyn, a TAKKE MyHHUIIMIIATbHBIMA PABOBBIMU aKTaMH.

3. BpaueOnas koMmuccHs CO3[aeTCsl Ha OCHOBAaHUM TIPUKa3a PYKOBOAMTENS MEIMIIMHCKON
OpraHM3alMH.

4. Tlo pemieHUI0 PyKOBOIUTEINS METUITMHCKON OpraHu3allii B COCTaBe BpaueOHOH KOMUCCUU MOTYT
(hopMHUPOBATHCS TTOJIKOMUCCHH Bpaue€OHO KOMUCCHUH.

5. IlonoxeHnue o BpaueOHON KOMHCCUH (TTOIKOMUCCHUU BpaueOHOM KOMUCCHH), pErJaMeHTUPYIOIee
LeJH, 3a/1a4 U PYHKIIMK BpaueOHOM KoMHccHH (ITOJIKOMUCCUHM BpaueOHONW KOMUCCHH), TOPSAIOK padoOThI,
ydeTa W TMpeJCTaBIEHHs OTYETHOCTH [0 HTOTaM JAEATeNbHOCTH, U COCTaB BpauyeOHOM KoMHCCUU
(mogxomuccHii BpaueOHOM KOMHUCCHN) YTBEPKIAIOTCS pyKOBOIUTENEM MEIUIIMHCKON OpraHu3aluu.

6. Bpaqe6Ha;1 KOMUCCHA (HOI[KOMI/ICCI/I}I Bpaqe6Hoﬁ KOMI/ICCI/II/I) COCTOUT U3 Ipeaceaareisd, 0AHOro
Wi IBYyX 3aMeCTUTeNeH npeaceaareiisdi 1 MHbIX 4YJICHOB KOMHUCCHUMU. MuHUMaIbHOE KOJIHYECTBO UJICHOB
Bpaqe6H0171 KOMUCCHUHU (HO,Z[KOMI/ICCI/II/I Bpaqe6H0171 KOMI/ICCI/II/I) COCTaBJSIET 3 4YelIOBEKa C YUeTOM
npeaceaareisd u 3aMECTUTEIA TPEACCAATCIIA.

7. HpC,Z[CCIlaTeHCM Bpan6H0ﬁ KOMHCCUHN HA3HAYACTCA PYKOBOIUTCIIb MC,Z[HHHHCKOf/'I OopraHu3anuun
WM 3aMCCTUTCIIb PYKOBOIAUTEIIA MeI{HHHHCKOﬁ opranu3anv, B JOJKHOCTHBIC 0053aHHOCTH KOTOpOro
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BXOAUT pCUHICHUEC BOIIPOCOB, OTHCCCHHBIX K KOMIICTCHIINN Bpaqe6H0171 KOMUCCHH.

8. Hpeﬂcez[aTeneM IIOAKOMHCCHHU Bpaqe6H017I KOMHCCHH HAa3HA4YacTCA PYKOBOJIUTECIIb MCHHHHHCKOﬁ
opranu3anvv, WK 3aMCCTHUTCIIb PYKOBOIUTCIIA MGIIHL[HHCKOﬁ opraHusanvuv, WJIKX PYKOBOJAUTCIIb
CTPYKTYPHOI'0O IoapasaciICHUA MGHHHHHCKOﬁ OopraHusanuuv, B AJOJIKHOCTHBIC 0053aHHOCTH KOTOpOoro
BXOAUT pCUHICHUEC BOIIPOCOB, OTHCCCHHBIX K KOMIICTCHI WU IMOAKOMHCCUN Bpa‘I€6HOﬁ KOMUCCHH.

9. B cocraB BpaucOHOW KOMHUCCHUU U TOJKOMHUCCHU BpauyeOHOM KOMHCCHU MOTYT BKJIIOUYATHCS
PYKOBOJMTENIM CTPYKTYPHBIX TOJPA3ACICHUN MEIUIMHCKOW OpraHu3aludd, Bpaud M3 Yucia
MEAUIMHCKUX paOOTHUKOB MEIUIIMHCKON OpraHu3aluu, B KOTOPOM co3laeTcsl BpaueOHAas KOMHUCCHUS, a
TaK)K€ Bpayu U3 YUCJIa MEIUIIMHCKUX pa0OTHUKOB MHBIX MEIUIIMHCKUX OPraHU3alUN.

10. OpranuzanuoHHoe o0ecreueHue JAeATeIbHOCTH BpadyeOHOW KOMHUCCUHU (TIOAKOMHCCHUU
BpaueOHOM KOMHCCHH) OCYIIECTBISICTCS MEAWIIMHCKUM pPa0OTHUKOM WM WHBIM PaOOTHHKOM
MEIUIIMHCKOW OpraHu3anuu (Jajgee - ceKpeTapb BpaueOHOM KOMHCCUHM (TIOJKOMHUCCHH BpavyeOHOMN
KOMHCCHH).

11. Cexkperappr BpayeOHON KoMucCHUU (IIOAKOMHUCCUU BpadyeOHON KOMHCCHHU) OCYIIECTBISET
cienyromue ¢ yHKIUH:

1) cocraBneHue IIaHOB-rpauKOB 3aceJaHUi BpauyeOHOM KomHccHU (ITOJKOMHCCHU BpadeOHON
KOMUCCHH);

2) HOArOTOBKAa MAaTepUalioB sl 3acelaHusl BpaueOHOM KOMHMCCUM (IIOJKOMHCCUM BpayeOHOM
KOMUCCHH);

3) yBenOMJIEHHE WIEHOB BpaueOHOM KOMHCCUHU (TIOAKOMHCCHM BpaueOHOM KOMMCCHHM) O Jare U
BpPEMEHHU NPOBEICHUS 3acejaHus BpaueOHON KOMHCCUU (ITOJJKOMUCCHH BpaueOHOM KOMHUCCHN);

4) obopMieHHe MPOTOKOJIOB BpaueOHON KOMUCCHH (TTOJIKOMUCCUH BpauyeOHON KOMUICCHH);

5) BHeceHue pelieHuss BpaueOHOM KomHccHM (ITOJKOMHUCCHUU BpauyeOHOW KOMMCCHU) B
MEIUIMHCKYIO JTOKYMEHTALNIO MTAlNEHTa;

6) BeJeHUE XypHaJIa BpaueOHOW KOMHUCCHHU (TIOJKOMUCCUM BpadyeOHOW KOMHUCCHHU) Ha OyMakHOM
HocuTelne U (WiK) B GOpMe MEKTPOHHOTO JOKYMEHTA, B KOTOPOM YKa3bIBatOTCA JjaTa, BpeMs IPOBEIECHUS
1 QUKCHUPYIOTCS MIPUHSATHIE pelIeHHs BpaueOHO KoMHuccud (TTOJKOMUCCHH BpaueOHON KOMUCCHH);

7) opraHu3zalys XpaHEHHs MAaTepHAJIOB JEATENbHOCTH BpadyeOHOW KOMHMCCHUH (ITOJKOMHCCHU
BpaueOHOM KOMUCCHUHN).

12. 3acenanust BpaueOHOM KOMHUCCHM (ITOJKOMHCCUU BpauyeOHOW KOMHCCHM) MPOBOJSATCS HE pexe
OJIHOTO pa3a B MecCsll Ha OCHOBAHUHU IJIAHOB-TPAPHUKOB, YTBEPKIAEMBIX PYKOBOJUTEIEM METUIIMHCKOM
OpraHM3alHH.

13. Ilo pemenuto mpencenarenss BpaueOHON KOMHUCCHM (TIOAKOMHCCHUM BpadyeOHON KOMUCCHH),
COTJIACOBAHHOMY C PYKOBOJUTENEM MEIUIUHCKONW OpraHu3auuu (yrnoJHOMOYEHHBIM 3aMeCTHTEIeM
PYKOBOJUTENS MEAMIIMHCKOW OpraHu3alliK), MOTYT MPOBOJUTHCS BHEIJIAHOBBIE 3acefaHMsl BpadeOHOM
KOMHCCHH (TTOIKOMUCCHUU BpauyeOHOW KOMHCCUN).
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14. 3acemanme BpaueOHOW KOMHUCCHM (IIOJKOMHUCCHHM BpayeOHOH KOMHCCHH) CUUTAETCs
IIPABOMOYHBIM IIPU HAJIMYMU KBOPYMA, KOTOPBIN COCTaBJIsIET HE MEHEe JIByX TpeTel cocTaBa BpaueOHOI
KOMUCCHUH (TTOAKOMHUCCUN BpaueOHOW KOMHUCCHUN).

Penrenue BpaueOHOM KoMHCCUH (TIOAKOMUCCHH BpadyeOHOW KOMHUCCHH) CUYMTACTCS IPUHSATHIM, €CIIH
€ro MoAJepKajJo HE MEHee JIByX TpeTed UICHOB BpaueOHOW KOMHCCHH (TIOJKOMHUCCHH BpadeOHOU
KOMHCCHH), TPUCYTCTBYIOIIMX Ha 3acelaHuu BpayeOHOW KOMHCCHUU (ITOJKOMHCCHU BpaveOHOMN
KOMMCCHH).

15. Pemenne BpaueOHON KOMHCCHHM (TIOJAKOMHCCHH BpadyeOHOW KOMHCCHH) OQGOPMIIICTCS
MIPOTOKOJIOM Ha OyMa)KHOM HOCHTEJNE, TOJMUChIBAEMOM IPHUCYTCTBOBABIIMMHU Ha 3aCeAaHWH 4YWICHAMU
BpaueOHOM KOMHUCCHH (TIOAKOMHCCUU BpaueOHON KoMHCcCcUU), WK hopMupyeTcs B hopMe IEKTPOHHOTO
JOKYMEHTA, TIOITMCAHHOTO YCUJICHHBIMU KBATU(DUIIMPOBAHHBIMU 3JICKTPOHHBIMH TOANHUCIME YKa3aHHBIX
JUI, B CPOK, HE MPEBBbINAIOMUNA Tpex pabouyux AHEH co AHS MPOBENEHUs 3acelaHusi BpayeOHOM
KOMHCCHH (TTOJJKOMUCCHUU BpauyeOHOM KOMHUCCHU), KOTOPBIM COAEPKUT CIACAYIOIINE CBEICHMUS:

1) nara mpoBeneHUs 3aceaHus BpaueOHOM KOMUCCUU (TTIOAKOMHUCCHUN BpaueOHOW KOMUCCHH);

2) COHCOK  YJEHOB  BpayeOHOM  KOMHCCHHM  (MOJKOMHUCCHMM  Bpauye€OHOM  KOMHUCCHUM),
MPUCYTCTBOBABIIKX Ha 3ac€JaHUU BpauyeOHON KoMHUCCHH (ITOJIKOMUCCUH BPaue€OHON KOMUCCHH);

3) mepedeHb OOCYXTABIIMXCS Ha 3acelaHUU BpadyeOHOW KOMUCCHH (TIOJKOMHUCCHH BpadeOHOU
KOMKCCHH ) BOIIPOCOB;

4) pemieHue BpaueOHON KOMUCCHH (ITOJIKOMUCCUU BpauyeOHON KOMHCCUH) U €T0 00OOCHOBAHMUE;

5) cBemeHus 00 WHAUBUAYATbHOW HEMEPEHOCUMOCTH B3aWMO3aMEHSEMBIX JIEKApPCTBEHHBIX
npenaparoB (MpyU MPUHSATUU BpadyeOHOW KOMHCCHEW (IMOJKOMHUCCHEN BpauyeOHOM KOMHCCHH) PEIIEHUs,
yKa3aHHOro B noanyHkte 8 myHkra 20 Hacrosiuiero [lopsaka.

16. Beimucka 13 npoTokoia BpaueOHOW KoMHCcCHU (ITOAKOMHUCCHN BpaueOHOM KOMUCCHH) BBIIAETCS
NAIMEeHTy U (WIK) ero 3aKOHHOMY IPeJICTABUTENI0 TUOO HHOMY JIMIlY, YKa3aHHOMY MallM€HTOM MJIHM €ro
3aKOHHBIM IMIPEJICTAaBUTEIIEM B NHCHbMEHHOM COIJIaCMM Ha pasrJlallleHUe CBEJEHUM, COCTaBISIOLIUX
BpaueOHyI0 TaliHy, UM WH(OPMHUPOBAHHOM JOOPOBOJIBHOM COTJIACHU HA MEIUIMHCKOE BMEIIATeIbCTBO
(anee - MHOE JHMIIO), IO 3aIIPOCY, HANIPABIEHHOMY B TOM YHCJIE€ B 3JIEKTPOHHOM (popMe, Ha OyMa)kKHOM
HocuTelne U (Mn) B (hopMe 3IEKTPOHHOTO JOKYMEHTA B CPOK, HE MPEBBIMAIOIINN TpeX paboumnx JHEH co
JTHS TIOCTYTIJICHUS] B MEIULIMHCKYIO OpraHU3aIMI0 YKa3aHHOTO 3arpoca.

17. IIpoTokosbl BpaueOHOM KOMUCCHH (TIOJKOMUCCHH BpaueOHOW KOMHCCHHU) MOJICKAT XPaHEHUIO
B TEUEHUE JCCSTH JICT.

18. Ilpencenarens BpaueOHONW KOMUCCHM €KEKBapTaIbHO, a TAKXKE IO UTOTaM Tofa MpeACTaBIseT
PYKOBOJMTEIIO MEAUITUHCKON OpPTaHU3aIliy MUCbMEHHBIA OTYET O JIEATeTbHOCTH BpauyeOHONW KOMHUCCHH 1
MOJIKOMUCCUH BpaueOHON KOMHUCCHH.

19. KonTpons 3a NeATeTbHOCTHI0O BpadyeOHONW KOMHUCCHUM W TIOJIKOMHUCCHM BpadyeOHOW KOMHUCCHUU
OCYUIECTBJISIET PYKOBOJIUTEIh MEAUIIMHCKOW OpraHu3aliu.
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20. BpaueOHast KOMUCCHSI MOXET OCYIIECTBIIATD CIECAYIOMINE () yHKINUU:

1) IIPUHATHC peH_IeHI/Iﬁ II0 BOIIpOCaM COBEPIICHCTBOBAHHWA OpPraHU3allMy OKa3aHUs MCHHHHHCKOﬁ
IIOMOIIM HACCJIICHHUIO Ha OCHOBC BHCAPCHUA CUCTCMbI MCHC/[PKMCHTA KaUCCTBA,

2) mpuHATHE pEUICHUH MO BOMPOCAM OIpEAENICHUs IMOIXOAOB K BHEAPEHUI0 B MEIULIMHCKON
OpraHu3aly TEXHOJIOTHI, HaNpaBJIECHHbIX HA PalMOHAJIBLHOE MCIIOJIb30BAHME BPEMEHM IMALUEHTA U
MEIHUIIMHCKOT0 paboTHHUKA, oOecrieueHus: KOM(GOPTHOCTU YCIOBHM MPEIOCTABICHUS MEAUIIMHCKUX YCIIYT;

3) mpuHATHE pemIeHuH [O BOMpocaM NPO(UIAKTHKH, ITUATHOCTUKH, JICYCHHUS, MEIHIIMHCKOM
peabmwiInTalMy, B TOM YHCIE CaHATOPHO-KYPOPTHOIO JIEYEHMs, IPOBEIECHUS MEIULMHCKUX SKCIIEPTHU3,
MEIUIIMHCKUX OCMOTPOB M MEIMLUHCKUX OCBHJIETEIbCTBOBAHUMN, ONpeAeseHusl MpodheccuoHaIbHOU
IPUTOJHOCTH HEKOTOPBIX KaTeropuil paOOTHMKOB M CBS3M 3abosieBaHusl ¢ mpodeccueil B ciryyasx,
YCTaHOBIICHHBIX 3aKOHOAATeNbCcTBOM Poccuiickoii denepariu, B Haubosiee CIOKHBIX M KOH(PIMKTHBIX
cllyyasix, TpeOYIOIIHUX KOMUCCHOHHOT'O PAaCCMOTPEHUS;

4) ompeneneHue TPYAOCIOCOOHOCTH TpaXkJaH B CIydasX, YCTAHOBJIEHHBIX 3aKOHOJATEIHCTBOM
Poccuiickoit denepaiuu;

5) mpojsieHHE JIMCTKOB HETPYAOCHOCOOHOCTH B CIydYasx, YCTAHOBJCHHBIX 3aKOHOJATECIHLCTBOM
Poccuiickoit denepaiuu;

6) TpUHATHE PEHICHUS O HAMpaBJICHUM TMAIMEHTa HAa MEAUKO-COIMAIbHYI0 SKCIEPTU3Y B
COOTBETCTBHUHU C 3aKOHOJaTeNIbcTBOM Poccuiickoit denepanuu;

7) oleHKa KadecTBa, OOOCHOBaHHOCTM U  3(PQPEKTUBHOCTH  JIe4eOHO-IMArHOCTUYECKUX
MEPOIPUATHH, B TOM YUCIIE HA3HAYCHMsI JIEKAPCTBEHHBIX NIPENApaTOB;

8) mpHUHSATHE pElIeHHs] O Ha3HAYEHWU U NMPUMEHEHHUH JIEKapCTBEHHBIX MPEenapaToB, MEIUIIMHCKUX
U3JIENUN U CIIeIUATU3UPOBAHHBIX MPOJYKTOB J€YEOHOr0 MUTAHUS, HE BXOIAIIMX B COOTBETCTBYIOILUI
CTaHJApT MEIMIMHCKOM IIOMOIIM WJIA HE MPEIyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOU
pekoMeHanue, au00 IO TOProBHIM HAWMEHOBAHUSAM TpPU HATUYUU MEIUIMHCKUX TOKa3aHUM
(MHIMBUyaJIbHOM HENIEPEHOCUMOCTH, 10 KU3HEHHBIM MTOKa3aHUSIM);

9) BBIHECEHME 3aKJIIOYEHHMsSI O HEOOXOJMMOCTH He3aMEeUIUTENILHOTO 00ecrnedyeHUs KOHKPETHOTrO
TpaXIaHWHA C TSDKEIBIM KH3HEYTPOXKAIOIMIUM M XPOHHYECKHM 3a00JIeBaHHEM, B TOM YHCJIE PEIKUM
(opdannbpIM) 3a00€BaHMEM, KOTOPBIN MOJTyyall MOAJIEPKKY B paMKax AedarenbHocTH DoHIa MOIIepKKH
JeTel C TSOKENBIMH JKU3HEYTPOKAOIUMHE U XPOHHUYECKUMH 3a00JICBaHUSMHU, B TOM YHCJE PEIKUMHU
(opdanneiMn) 3aboneBanusmu, "Kpyr nobpa" (nanee - @onn) 1o noctuxenus um 18-netHero Bo3pacra u
oOecriedeHrne OKa3aHus TOIEPKKA KOTOpoMy ocymiecTBisiercss @OHIOM B TEUEHHE OJHOTO roja Mmocie
JOCTHKeHUsT UM 18-meTHero Bo3pacta, JAMOO TPYNI TakuxX TpaxkaaH (nanee - AeTH ¢ Op(aHHBIMU
3a00JIeBaHUSIMH) JICKAPCTBEHHBIM TIPETApaToOM M3 pe3epBa JEKapCTBEHHBIX MPENapaToB, BKIFOYCHHBIX B
NEPEeYHU Ul 3aKYIOK, B LIEISIX HE3aMeUIMTEIbHOTO O0ecleYeHus: HEeOolpeaesIeHHON TpyIIbl JeTel ¢
ophaHHBIMH 3200JIEBAHHSIMU;

10) npuHsTHE perieHust 0 He0OOXOAMMOCTH Ha3HAYEHUS JICKApPCTBEHHBIX MPENapaToB, HE BXOASAIINX
B IE€pEYeHb >KU3HEHHO HEOOXOIMMBIX M BaXHEMIINX JIEKAPCTBEHHBIX MpernaparoB (IIpH OKa3aHUH
MEIUIMHCKOW TOMOIIM B paMKax MPOrpaMMbl TOCYIApCTBEHHBIX T'apaHTUH OECIUIaTHOrO OKa3aHUs
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rpakJaHaM MEIUIIUHCKON MTOMOIIIN);

11) B cinydae mNpUHATHS pEIICHHWS O Ha3HAYCHWH HE 3aperucTpupoBaHHOro B Poccuiickoii
@denepauy JIEKapCTBEHHOI'O Ipernapara, OIpENeiIeHHE IOpsiiKa €ro NPUMEHEHHs Ha OCHOBE WJIU C
Y4E€TOM HMHCTPYKIIMH TIO0 MNPUMEHEHHIO (IO3UPOBKH, CHOCO0a BBEACHHUS M TNPUMEHEHHS, pexuMa
JO3UPOBAHUS, TIPOAOKATEIHHOCTH JICUeHUST 1 000CHOBAHUS HAa3HAYCHUS JICKAPCTBEHHOTO Iperapara),
BKJIIOYasi HAOJIO/IEHUE 32 MALIMEHTOM, IPUMEHSIOIINM TaKOH Mpernapar;

12) npuHATHE pelleHHs O Ha3HAYEeHUM He3aperucTpupoBaHHbIX B Poccuiickoit Penepauuu
MEJIULUHCKUX U3EUI IPU HAINYUK MEIULIUHCKUX MOKa3aHUH (110 dKU3HEHHBIM [TOKa3aHUIM);

13) npuHsSTHE pelIeHUs O HampaBlieHUU coobmieHui B denepanbHyro ciryx0y mo Hamsopy chepe
3/IpaBOOXpAaHEHUS B IEJSIX OCYIIECTBICHUS MOHHUTOPHHra OE€30MAaCHOCTH JIEKAPCTBEHHBIX IPENapaToB O
BBIABJICHHBIX  ClIydasax MOOOYHBIX I[GI\/JICTBI/II;'I, HC YKAa3aHHbIX B HWHCTPYKIHMU 110 MIPUMCHCHHIO
JIEKapCTBEHHOT'O IpernapaTa, Cephe3HbIX HEXKEeNaTeIbHBIX PEaKIMi M HEeNpeABUACHHBIX HEXellaTelbHbIX
peaKHI/If/'I IIpyu MPUMCHCHHHU JICKAPCTBCHHBIX IPCIIApaTOB, B TOM YHUCJIC ITOCITYXUBIIMX OCHOBAHUCM IJId
Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUH C MOAIMYHKTOM 8 HACTOAIIETO MYHKTA;

14) npuHATHE pellleHus 10 BONpPOCaM HAa3HAUYEHHS U KOPPEKLUH JIEUYEHUS B LIEIAX Y4eTa JIaHHBIX
MAlMEHTOB NpU OOECIeueHUH JIeKapCTBEHHBIMU IpernapaTaMi B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccuiickoit ®enepanuu;

15) npunsTHE pelleHHs O Ha3HAUeHHM JICKApCTBEHHBIX IpErnapaTroB B CiydasX M B IOPSJIKE,
KOTOpbIE YCTAHOBJIEHbI HOPMAaTHBHBIMU IPaBOBbIMHM akTamu Poccuiickoii @enepanyu U CyObEKTOB
Poccuiickoii denepanuu, yCTaHABIMBAIOIUMHU MOPSAJOK HAa3HAYEHHs U BBINMCBIBAHUS JIEKAPCTBEHHBIX
IIpenaparoB, BKJIKOYas HAPKOTUYECKHUE JICKAPCTBEHHBIC Ipenaparsl U INCUXOTPOIHBIE JIEKAPCTBEHHBIE
Ipenaparbl, a TaKkKe JIEKAPCTBEHHBIX IpenapaToB, OOecleYeHne KOTOPbIMM OCYIIECTBIISETCS B
COOTBETCTBUH CO CTaHAApTaMU MEIUIIMHCKOI IMOMOIIM 10 perenTaM Bpada ((enpiiepa) Ipu OKa3aHUU
rOCyJJapCTBEHHOH COILMAIbHOM MOMOIIM B BUe HA0Opa COLMANIBHBIX YCIIYT;

16) mpuHsATHE pelIeHHs O Ha3HAYEHUHM OTIEIbHOMY MallMeHTy OMOMEAMIIMHCKOTO KJIETOYHOI'O
MIPOAYKTa, IIPEIAHA3HAYEHHOIO U1 HCIOJHEHUS HWHAUBUIAYAIbHOIO MEIULMHCKOIO HAa3HAYCHUS
OMOMEUIIMHCKOTO KJIETOYHOI'O MPOAYKTa, CHEHUAIbHO IMPOU3BEACHHOIO JUIsl OTAEJIBbHOIO MNalUeHTa
HEMOCPEJCTBEHHO B MEIUIIMHCKOM OpraHM3alid, B KOTOPOH NMpHUMEHseTCs NaHHbI OMOMEIUIIMHCKUI
KJIETOYHBIM MPOAYKT (Hajiee - WHAUBUAYAIbHbIH OMOMEIMIMHCKUAN KJIETOYHBIM MPOAYKT), U KOTOPOU
IIPEJOCTABIEHO pa3pelIeHne Ha MPOM3BOJICTBO M NPUMEHEHUE HMHIMBHYaIbHOTO OMOMEIUIIMHCKOIO
KJIETOYHOTO IPOJYKTa;

17) npuHsATHE peEUIeHHs O NPUMEHEHHH OHOTEXHOJOIMYECKOro JIEKapCTBEHHOIO Ipernapara,
MIPEAHA3HAYEHHOTO JUIsl IPUMEHEHUS B COOTBETCTBUH C MHIMBUAYaIbHBIM MEIUIIMHCKAM HA3HAYEHUEM U
CIELUAIbHO M3TOTOBIEHHOIO JUIsi KOHKPETHOIO IAlMEHTa HEIOCPEACTBEHHO B MEAUIUHCKOU
OpraHM3aliy, B KOTOPOW TpUMEHSETCS Takol OHOTEeXHOJIOTMYECKUM JIeKapCTBEHHBIM mpemnapar,
MMEIOIIMM B CBOEM COCTaB€ COCAUHEHUS, CUHTE3UPOBAHHBIE II0 PE3YJIbTaTaM TI'E€HETUYECKUX
UCCIICIOBAHUM  MaTepuanga, IOJy4eHHOTO OT ManueHTa, M1 KOTOPOrO0 HM3IOTOBJICH TaKOH
OMOTEXHOJOTMYECKHI JIEKapCTBEHHBIM Mpenapar (Jajee - WHAMBHUIYalIbHBI OHOTEXHOIOTHUECKUH
JIEKapCTBEHHBIN Mpernapar), Mpy HaJU4UKd y yKa3aHHOM METUIIMHCKOM OpraHM3alliyl pa3pellieHus Ha
MPUMEHEHHE UHIMBUAYAIEHOTO OMOTEXHOJIOTHUECKOTO JIEKAPCTBEHHOTO Mpenapara;
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18) mpoBeneHue oTOOpa MALMEHTOB B COOTBETCTBUM C IIOPSJKOM OpraHU3allud OKa3aHUs
BBICOKOTEXHOJIOTUYHOW ~ MEIUIIMHCKOW IOMOIIM C TNPUMEHEHHEM €OUHOM  TocyJapCTBEHHOMN
MH(POPMALIMOHHOM CUCTEMBI B cepe 3ApaBOOXpaHCHHS <2>;

<2> Yactp 8 crarbu 34 DenepanbHoro 3akona ot 21 HosOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 30pOBbs TpaxksiaH B Poccuiickoit denepaunn’.

19) BpIaya 3aKIIOYEHHUS O HYXIA€MOCTH BeTepaHa B OOecleueHUH MpoTe3aMu (Kpome 3yOHBIX
MPOTE30B), TPOTE3HO-OPTONECAMYSCKAMU H3JICTUSIMH B COOTBeTCTBUM ¢ [lpaBuiamu obecriedeHws
WHBAJINJI0B TEXHUUYECKUMHU CpEJICTBaMU peaOWINTAllMd U OTAENbHBIX KaTeropwil rpakJaH U3 4ucla
BETEpAaHOB IMpoTe3aMu (KpoMe 3yOHBIX TPOTE30B), MPOTE3HO-OPTOMEAUUYECCKUMHU  U3JACIHUIMH,
YTBEPKJI€HHBbIMU NTocTaHOBIeHUEM [IpaButenscTBa Poccuiickoit @enepauuu ot 7 anpens 2008 r. N 240;

20) ocymiecTBICHUE MEAUIIMHCKOTO OCBUETEIHCTBOBAHUS MOJ03PEBACMBIX WM OOBHHSEMBIX B
COBEpIICHUH MPECTYIUICHHUH, B OTHOIIEHUU KOTOPBIX N30paHa Mepa MpecedeHus B BUJE 3aKIIIOUSHUS 0T
CTpaXy, Ha MPEIMET HAJIWYUs Y HHUX TSDKEJIOTro 3a00JeBaHUs, BKIIOUEHHOTO B IEPEUYEHBb TSHKEIBIX
3a005IeBaHUMN, TMPENSATCTBYIOIIUX COACPKAHUIO TOJ CTpPa)¥eil IMOJ03pEBAEMBIX WIU OOBUHSIEMBIX B
COBEpUICHUH MPECTYIUICHUH, YTBEPKICHHBIN noctaHoBiaeHueM [IpaBurenscrBa Poccuiickoit @enepanuu
oT 14 auBaps 2011 r. N 3;

21) mpoBeaeHne 00s3aTENHHOTO ICUXHATPHYECKOTO OCBHUIETEIHCTBOBAHMS,

22) BbIaya CHOpaBKM 00 OTCYTCTBMM MEAMLMHCKUX IPOTHBOINOKAa3aHUW Juis paboTel ¢
HCIOJIb30BAaHNUEM CBECHM, COCTABIISIOIIUX MOCYAAPCTBEHHYIO TaliHY;

23) BbIHECEHHE MEAMIIMHCKOTO 3aKJIIOYEHHS O TOM, YTO IpPHU U3BATHM OPraHOB M TKAaHEH JUIs
TpaHCIUIaHTAIMH ([IEpecaKy) Y )KHUBOTO JOHOPA €ro 3/I0pPOBbIO HE OYAET MPUUYNHEH 3HAUUTEIbHBINA Bpe;

24) B3aumozeiicTBue B paboTe 1Mo BOIpOcaM, OTHOCSIIMMCS K KOMIIETEHIIMU BpauyeOHOM KOMUCCHH,
C TepPUTOPHAIIbHBIMU (OHJIaMU 0053aTEILHOTO MEIULIMHCKOIO cTpaxoBaHus, POHJIOM MEHCUOHHOIO U
CoOLMAJILHOTO cTpaxoBaHus Poccuiickonn @Pexepanuu, TeppUTOpHAIbHBIMA opraHamMu denepalbHOU
CITyXO0BI 110 HaA30py B cepe 3npaBooxpanenus u denepabHON CIYKOBI 110 HAA30PY B cepe 3ammTh
npaB noTpeduTenell u OIaromnonydusi 4eiaoBeka, (peaepanbHbBIMU YUPEKICHUSIMU MEIMKO-COLUATbHON
9KCIIEPTU3BL, CO CTPAXOBBIMU MEAMIIMHCKUMH OpPraHU3alUsIMU, THBIMUA OpPraHaMU U OpraHU3alMsIMH;

25) unble (GYHKUIMH, TPEAYCMOTpEHHbIE (elepanlbHbBIMU 3aKOHaMH, HOPMAaTUBHBIMU IPABOBBIMU
aktamu [Ipesunenta Poccuiickoit @enepanuu, [IpaBurensctBa Poccuiickoit @enepanuu, deaepaibHbIX
OpPraHOB HCIIOJIHUTENILHOW BIIACTM M OPraHOB TOCYAApPCTBEHHOM BIAacTH CyObeKTOB Poccuiickoii
denepanuu.

21. Ilo pemeHHI0 PYKOBOAMTENS MEAWLIMHCKOW OpraHM3aluu BpadeOHash KOMHUCCHS MOXKET
OCYILIECTBIIATH CIEAYIOINE (PYHKIUU:

1) pa3paboTka M BHEApPEHHE MEpOINPHUATHN, HANPABICHHBIX Ha IOBBIIIEHHE KauecTBa JiedeOHO-
JIMarHOCTHYECKON paboThl, B TOM 4YHCIE NPENyNpexXJeHUE U yCTpaHEHHE HapyIIeHWH B mpoliecce
JMAarHOCTHUKM M JIEYEHUS TAlMeHTOB, CHIDKEHHE IoKa3zaTeneil 3abosieBaeMOCTH, CMEPTHOCTH,
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OOJIBHUYHOM JIETaIbHOCTU U HMHBAJIMAHOCTH,

2) ompeacieHHe TOAXO0J0B M BO3MOXHOCTH TIPUMEHEHHS B MEAMIIMHCKOHW OpraHu3aIiuu
COBPEMEHHBIX METOJIOB MPO(PHIAKTUKH, TUATHOCTHKH, JICYCHUS U MEAUIIMHCKONW PeaOUINTAIINN C YYETOM
MEXIyHApOIHOM METUIIMHCKOMN MPAaKTHUKU;

3) oOueHKa TMPOBEACHHUA MEAWUUMHCKUMH pPAOOTHUKAMH KOHCYJIbTallUd C TNPUMEHEHHEM
TEJIEMEIULUHCKUX TEXHOJIOTUM, AaHAJIN3 CBOCBPEMEHHOCTH U Ka4eCTBA UX IPOBEICHNUS;

4) ananu3 3a00JI€Ba€MOCTH, B TOM YHCJIE MaTepeil W HOBOPOXKICHHBIX, BHYTPUOOIbHUYHBIMU
UHQEKUUAMH, pa3paboTKa W peaau3alds MEpPONpHATHA 1O NpopMIAKTHKE 3a00JIeBaeMOCTH
BHYTPHOOJIEHUYHBIMUA UH(EKITHSIMHU;

5) opraHuzanusi U MPOBEJCHHE BHYTPEHHETO0 KOHTpPOJS KadyecTBa M 0€30MacHOCTH MEAMIIMHCKON
JIeITEIILHOCTH;

6) OpraHu3allMOHHO-METOJMYECKas TMOJJICP)KKA ydueTa HEXelIaTeNbHBIX  COOBITHH  TIpU
OCYIIECTBICHUN MEIUITUHCKON NEATSIBHOCTH MEIUITMHCKON opraHu3anueil ((pakToB U OOCTOSATENBCTB,
CO3JIAIOIIMX YTPO3y NMPUYUHEHHS WM MOBJICKIINX MPUYUHEHHE BpEa XU3HU W 3JI0POBBI0 TPAXKIAH H
(M) MEIUITMHCKUX PaOOTHUKOB, a TaKXe MPHUBEANINX K YJIMHEHUIO CPOKOB OKA3aHHS MEAMIIMHCKOU
TTOMOIIIN);

7) pa3paboTka OpPraHU3alMOHHO-METOAMYECKUX MAaTepuajoB MO padboTe MEAUIIMHCKOU
OpraHM3aliy U JOBEJICHUE UX J0 CBEACHHS METUIIUHCKUX PAOOTHUKOB;

8) opranm3anus HHOOPMAITMOHHO-00PA30BATEIHHBIX MEPONIPUSATUIN JII MEAUITUHCKUX PaOOTHUKOB
0 BeJIEHUI0 (DOPM CTATUCTHUYECKOTO y4eTa U OTUYETHOCTHU B cepe 3paBOOXPAHEHUS;

9) unble GyHKIMYU, HE TPOTUBOpEYAIlE 3aKOHO1aTeNbCTBY Poccuiickoit denepanui.

22. BpaueOHasi KOMUCCHSI MEIMIIMHCKON OpraHU3alliy, MOJBEOMCTBEHHON (eiepaIbHOMY OpraHy
WCIIOJIHUTEJILHOM BJacTH, U BpaueOHasi KOMHUCCHUSI KpaeBoil (pecnyOnnKaHCKOM, 001acTHOM, OKpYKHOM)
OOJIbHUIIBI, SIBJISIOIIEHCS Beayliel MHOronpo(uiabHON MEIUIMHCKON OpraHu3alueid Ha TEeppUTOPHH
cyobekta Poccuiickoii ®enepanuu, MNOABEJOMCTBEHHON HWCHOJHUTEIBHOMY OpraHy cyObekTa
Poccuiickoit deaepannu B cepe oXpaHbl 310pOBbs, TOMUMO OCYIIECTBIECHUS (YHKIMH, yKa3aHHBIX B
nyHkrax 20 u 21 Hacrosimero [lopsaka, MpUHUMAET pelieHne O Ha3HAYEHUH HE 3apETUCTPUPOBAHHBIX B
Poccutickoii denepanuu JIEKapCTBEHHBIX NIPENApaToOB B CIIy4asiX:

1) orcyrcTBusi 3aperucTpupoBaHHBIX B Poccuiickoit demeparuu aHAIOTOB JIEKAPCTBEHHBIX
MPEIapaTos.;

2) otcyrcTBUs 3¢ (deKTa OT MPOBOAUMOI Tepaluu U MPOrPEeCCUPYIOLIEM YXYIIIEHUH COCTOSHUS
310pPOBbBS MALUEHTA;

3) OTCyTCTBUSI allbTEPHATHUBHBIX (HEMEIMKAMEHTO3HBIX) METOJIOB MNPOQPHUIAKTUKH, JIEYECHUS U
MEIULMHCKON peaduIuTalny;

4) Hanuuus MHAUBUAYAJIbHON HENEpEeHOCHMOCTH 3aperucTpupoBaHHbIX B Poccuiickoit ®enepanuu
AHAJIOrOB JIEKaPCTBEHHBIX IIPENaparosB.
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