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OO0 yTBepKAeHHH MOPSAKA CO3aHHS U J1eATeTbHOCTH BpaueOHOl KOMHCCHH
MeAHUHMHCKOH OpraHu3aluy

B cooTBeTcTBUY ¢ MyHKTOM 4 "acTu 2 ctaThi 14 PenepanbHOro 3akoxa ot 21 Hosa0ps
2011 r. Ne 323-®3 «O6 ocHOBax OXpaHbI 310pOBBs rpaxaaH B Pocculickoit @eaepann»
U noanyHktoM 5.2.16 myHkta 5 Ilonoxenuss o MHHHUCTEPCTBE 3ApaBOOXpPAHEHUS
Poccutickoit ®enepainu, yrBepkaeHHoro nocraHosinenueM [IpasutenscTBa Poccuiickoit
®enepauun ot 19 urons 2012 1. Ne 608, npu ka3 bl B a 10:

1. VIBepauTh mpuiaraeMbplii TOPSIOK CO3J@HUSl U JeSTeNbHOCTH BpadyeOHOH
KOMMCCUHU MEIUIIMHCKON OpraHu3aluu.

2. Ilpyu3HaTh yTPaTUBIIUMU CUILY:

npukaz MHUHHUCTEpCTBa 3/paBOOXPAaHEHHUs M COUMAIBHOIO Pa3sBUTHUS Poccuiickoit
Qepepatiu ot S mas 2012 1. Ne 5028 «OO0 yTBepXKAeHWU MNOpsAKa CO3JaHUS
U JIeSTENBHOCTH BpadeOHONW KOMHUCCHU MEJMLMHCKON OpraHuzauuu» (3aperucTpupoBaH
MunncrepctBoM toctuliuu Poccuiickoit @enepatyu 9 mions 2012 r., peructpallMOHHbIH
Ne 24516);

npuka3 MuHucTepcTBa 3/1paBooxpaHeHus Poccuiickoil @enepaunun ot 2 nexadps
2013 r. Ne 886H «O BHecenun u3mMeHeHHH B I lopsijok co3paHus U 1eATeIbHOCTH BpadyeOHON
KOMHCCHUH MEJUIIMHCKOW OpraHu3allid, YTBEPXKAEHHBIM MpHUKa3oM MuHucTepcTBa
3/[paBOOXpPaHEHUs U colManbHOro pa3utus Poccuiickoit ®enepanuu or 5 mas 2012 r.
Ne 502H, u B Ilopsinok HasHa4yeHHWs W BBINUCHIBAHUS JIEKAPCTBEHHBIX MPENApaToB,
YTBEpKACHHBIH IpuKa3oM MHUHHUCTEpcTBa 371paBooxpaHeHust Poccuiickoii Penepanmun
or 20 nexabps 2012 r. Ne 11758» (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIMH
Poccuiickoit ®enepanuu 23 nexabdbpst 2013 r., peructpauuoHubiid Ne 30714).

3. Hacrtosmwmii npuka3 BcTymaeT B cuily ¢ 1 ceHTsOps 2025 r. m pgeiicTByet

1o 1 centsiopst 2031 .

MunucTp M.A. Mypaiko
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VYTBEPXJ/IEH
IpHKa3oM MUHHCTEPCTBA 3JpaBOOXPAHEHUS
Poccuiickont Qenepannmn

OT «[O» Qeeseef 52025 1. No £ LF 0

IMopsinok co3naHus U AeATENbHOCTH BPa4eOHOH KOMHCCHH
MEIMLIHHCKOH OpPraHu3anuu

1. BpayeOHas koMuccuss METUIIMTHCKOM OpPraHM3aivi (Janee — BpayeOHas KOMUCCHS)
co3aeTcs B MEIOUIMHCKOM OpraHW3alMM B LENSX COBEPIIEHCTBOBAHUS OpraHHU3aLUH
OKa3aHUs MEIULIMHCKONM IIOMOINM, MPHUHATUSA pelleHnit B Hauboyiee CIIOXHBIX
U KOHQUIMKTHBIX CIy4asx II0 BOMNpocaM MNPOQMIAKTUKH, JHArHOCTHKH, JICYEHHUS
U MEIULMHCKONM  peabmiIuTaluy, ONpeNeNIeHHsT  TPYAOCHOCOOHOCTH  TpaxAaH
¥ TIpo¢eCCHOHANBHON NPUTOAHOCTH HEKOTOPBIX KaTeropuil pabOTHHUKOB, OCYIIECTBICHUS
OLIEHKHA KadecTBa, OOOCHOBAaHHOCTH U dS()(eKTHBHOCTH JieueOHO-AMArHOCTHYECKHMX
MEPOIPUATHH, B TOM YUCJIE Ha3HAYEHHs JIEKApPCTBEHHBIX MpenapaToB JJIsi MEIUIIMHCKOIO
OpuUMeHeHHs (Janee — JIeKAPCTBEHHBIE TpemapaTrhl), oOecleveHWs Ha3HAYSHHS
M KOpPPEeKLHH JIeYeHHUs B LENiIX Yy4eTa JAaHHbIX [AlUeHTOB IpH OOecCleYeHHH
JIEKapCTBEHHBIMH IIpellapaTaMM, TpaHCIUIAHTAaUuU (repecaiku) OpraHoB W TKaHeH
4eJI0OBeKa, MEIULMHCKOM peabUnuTalM, a TakXe MPUHATHSA pEelIeHHS II0 HHBIM
MeIULUHCKEM BOIIpocaMm..

2. B cBoe#l nesTenbHOCTH BpaueOHas KOMHCCHS PYKOBOJACTByeTcsl KOHCTHTynHen
Poccuiickoit ®enepauun, ¢enepaabHbIMH 3aKOHAMH, yKa3aMM H PACIOPSKEHHIMHU
IIpesunenra Poccuiickoit @enepanyy, TMOCTAHOBICHUSMH UM PacTOpPSHKEHHAMH
IlpaButensctBa Poccuiickoit  ®enepannu, HOPMATUBHBIMA TIPABOBBIMH  aKTaMHU
¢denepanbHBIX OPraHOB HCIOJNHUTENBHONH BIAcTH, BKIo4Yas Hacrosmud ITopsmok,
3aKOHaMH M HMHBIMH HOPMAaTMBHBIMH IIPaBOBBIMH aKTaMH CYOBeKTOB Poccuiickoit
Denepanny, a TaKKe MyHULUINIAJBHBIMU IIPABOBBIMU aKTAMH.

3. BpadeOHas KomHcCHS CO37aeTCsi Ha OCHOBAaHMHM IIpHKa3a pPYKOBOIHTEJS
MeIUUUHCKON OpraHu3alyu.

4. Ilo pemeHnro pyKoBoJUTENs MEAULIMHCKOW OpraHU3alliy B COCTaBe BpaueOHOIM
KOMHUCCHH MOT'YT (POPMHPOBATECS OAKOMHCCUHY BpauyeOHOH KOMHMCCHH.

5. TlomoxxeHnue o BpadeOHOW KoMHCCHH (ITOAKOMHUCCHH BpadyeOHONM KOMMCCHH),
permaMeHTUpyIoLlee Lend, 3aJadyd U (YHKIUU BpadyeOHOM KOMHUCCHH (ITOJKOMHCCHIA
BpaueOHONM KOMHCCHH), MOPSAOK pabOThL, yueTa U MpPeACTaBIeHUS OTYETHOCTH IO HTOI'aM
NEeSATENbHOCTH, U COCTaB BpayeOHOM KoMuccHU (TIOJKOMECCHN BpadeOHOW KOMHCCHH)
YTBEPXKIAIOTCS pyKOBOJAUTEIEM MEAULIMHCKOM OpraHU3aliH.

6. BpaueOHas komuccusi (MTOJKOMHMCCUS BpavyeOHOM KOMHCCHH) COCTOMT
U3 Mpejcenareis, OJHOTO MM [BYX 3aMecTHUTeNIed TMpelacenareiis M HHBIX YICHOB

! Yacte 2 craten 48 @epepanbHoro 3akona ot 21 Hosops 2011 r. Ne 323-@3 «O6 ocHOBaX OXpaHbI 3OPOBbA [PAXKAAH
B Poccuiickoi ®enepayuy.



KOMHCCHH. MHHUMalbHOE KOJUYEeCTBO UICHOB BpadeOHOM KOMHCCHUHU (IIOAKOMHCCHH
BpaueOHON KOMHCCHM) COCTaBiseT 3 4YejloBeKa C y4YeTOM INpelceNaTellss M 3aMeCTHTEIs
npencenaress.

7. llpencematemeM  BpaueOHOH  KOMUCCHMM  Ha3zHadaeTcsd  PYKOBOIUTEIh
MEIUIIMHCKOH OpraHU3alliy WA 3aMeCTUTEIIb PYKOBOIUTENS MEIUIITHCKON OpraHu3aliH,
B JIOJDKHOCTHBIE OOS3aHHOCTH KOTOPOrO BXOOUT pelIeHHe BOIPOCOB, OTHECEHHBIX
K KOMIIETEHIIUHM BpaueOHOH KOMUCCHH.

8. IlpencematenmeM  TOOKOMHCCHHM =~ BpadeOHOM  KOMHUCCHMM  Ha3HadyaerTcs
PYKOBOOUTENh  MEOWIMHCKOM  OpraHM3alMM, HJId  3aMECTUTeNh  PYKOBOIMTEJNS
MEIHIMHCKOW OpraHM3allud, WJIA pPYKOBOIUTENb CTPYKTypPHOTO IIOApPAa3/eIcHM
MEIHUIMHCKONW OpraHW3allid, B JOJDKHOCTHBIE O0S3aHHOCTH KOTOPOrO BXOAMUT pELIECHHE
BOIIPOCOB, OTHECEHHBIX K KOMIIETEHIIMH TTOJIKOMHUCCHH BpadeOHOH KOMHCCHH.

9. B cocTtaB BpaueOHOW KOMHCCHHM U NMOAKOMHCCHH BpauyeOHOH KOMHUCCHH MOTYT
BKJIIOYATHCS PYKOBOIWTENH CTPYKTYPHBIX HOApa3feiieHUH MEeOMLMHCKOHM OpraHu3aluy,
Bpaud M3 4YHCIa MEJUUMHCKMX pabOTHHMKOB MENHLIHMHCKOH OpraHW3allid, B KOTOpOH
co3maeTcs BpaueOHas KOMHCCHS, a TaloKe Bpady U3 YHciIa MEIUIIMHCKIX paOOTHUKOB UHBIX
MEIUIIMHCKIX OpraHU3alui.

10. OpranmzanonHoe  o0ecliedeHHe  JeATENTBHOCTH  BpadyeOHOH  KoMHMCCHH
(TOIKOMHUCCHH BpaueOHOH KOMHCCHM) OCYIIECTBISETCS MEAMLUHCKAM pabOTHUKOM HIIU
MHBIM paOOTHUKOM MEeIUIIMHCKOH OpraHu3aluy (fajnee — ceKpeTaph BpauyeOHOH KOMHCCHU
(TogKoMHCCHU BpaueOHOH KOMHUCCHH).

11. Cekperapps BpaueOHOH KOMHCCHHM (IIOJAKOMHCCHM BpadyeOHOH KOMHUCCHH)
OCYILIECTBIISET CleAyIoLye GyHKIHH:

1) cocraBieHHe  IUTaHOB-TpahUKOB  3acefaHMil  BpadeOHOIl ~ KOMHCCHH
(mogxoMuccuu BpadyeOHOH KOMUCCHH);

2) TOArOoTOBKAa  MaTepuajoB Ui 3acelaHMsd  BpayeOHOHl  KOMHCCHH
(moaKoMHCCHH BpaueOHOM KOMUCCHH);

3) yBenoMJIeHME UJICHOB BpaueOHOM KOMMCCUM (TIOAKOMHCCHM BpadeOHOMN
KOMHCCHHM) O JaTe W BpeMeHH MpoBeleHUs 3acefaHUs BpaueOHOW KOMHUCCHUHM
(mogxkoMuccuu BpadyeOHOH KOMUCCHH);

4) opopMiteHHE MPOTOKOJOB BpaueOHOW KoMHccHUU (TIOOKOMHUCCHM BpaueOHOH
KOMHCCHH);

5) BHeceHHe pelieHHs BpaueOHOM KOMUCCHH (IIOJKOMHICCHM BpaueOHOH KOMHCCHH)
B MEAUIIMHCKYIO JJOKyMEHTalUIO [TallUeHTa;

6) BeaeHHE XKypHajia BpaueOHOW KOMHMCCHHM (TTOAKOMUCCUU BpaueOHOM KOMMCCHH)
Ha OyMaXHOM HocuTene U (wiH) B ¢opMe D3IEKTPOHHOIO IOKYMEHTa, B KOTOpPOM
YKa3bIBAIOTCA J1aTa, BpeMs MpoBeldeHUS U PUKCUPYIOTCA NMPUHATHIE pelleHus BpadeOHOI
KOMKCCHH ([TOIKOMHUCCUU BpaueOHOM KOMHUCCHH);

7) opraHu3anus XpaHEHHS MaTepHaJiOB [eATeIbHOCTH BpaueOHOW KOMHCCHH
(moaxoMuccHy BpaueOHOW KOMUCCHUH).

12. 3acenanus BpayeOHOH KOMHCCHUU (TMOAKOMHCCHH BpadyeOHOW KOMHUCCHN)
IPOBOMATCS HE peXe OJHOro pa3a B Mecsll Ha OCHOBaHMU IINIaHOB-TPadHKOB,



yTBEepXKIaeMbIX PYKOBOAUTENEM MEAMLIUHCKON OpraHU3alkH.

13. TIlo peurenuto npeacenatess BpaueOHOH KOMUCCHHU (TIONKOMHUCCUM BpadyeOHOM
KOMHUCCHH), COTJIaCOBaHHOMY C  pYKOBOAUTENEM  MEAMLMHCKOM  OpraHu3alud
(YIOJTHOMOYEHHBIM 3aMeCTHUTENIeM PYKOBOAUTENS MEIULMHCKOH OpraHU3allid), MOTYT
IIPOBOIUTECS BHEIUIAHOBHIE 3acelaHUs BpaueOHOH KOMHCCUH (ITOAKOMHCCHH BpadyeOHOM
KOMUCCHUH).

14. 3acemanme BpauyeOHOW KOMHUCCHH (TIOOKOMHUCCHH BpadyeOHOH KOMHUCCHH)
CUMTAETCS TMPAaBOMOYHBIM NpPH HAIMYHH KBOpYyMa, KOTOpBIA COCTaBIsAeT HE MEHee IBYX
TpeTei cocraBa BpaueOHOM KoMUCCHU (TTOAKOMUCCHH BpaueOHOH KOMUCCHH).

Pemenne BpaueOHOM KoMHcCHU (TIOAKOMHUCCHM BpadeOHOM KOMMCCHH) CUHUTAETCH
IPUHATBIM, €CIT €Tr0 MOAJepXKalo He MeHee OBYX TpeTeH WIeHOB BpaueOHOW KOMHCCHH
(IOJKOMMCCHH BpayeOHOM KOMHCCHM), HPHUCYTCTBYIOIIMX Ha 3aCelaHWd BpayeOHON
KOMHCCHH (ITOJIKOMUCCUU BpauyeOHONH KOMHICCHH).

15. Pemtenne BpaueOHON xomuccHd (TIOAKOMHCCHM BpaueOHOW KOMMCCHH)
odopmiigercs IPOTOKOJIOM Ha OyMaxHOM HOCHTEIE, HOJIUCBIBAEMOM
IPUCYTCTBOBABIIMMA Ha 3acellaHH WIEHaMH BpadyeOHOM KoMuccuM (IIOIKOMHCCHH
BpaueOHOW KoMmuccuHu), wid QopMupyeTcss B (QopMe JJIEKTPOHHOIO JOKYMEHTa,
MOAMUACAHHOTO  YCWJICHHBIMH  KBaJU(pUIUPOBAaHHBIMH  3JEKTPOHHBIMM  IMOANHCIMH
YKa3aHHBIX JIMI, B CPOK, HE MPEBBIIIAIOMINNA Tpex pabouMx IHEH co IHS INpOBElEHHUS
3aceaHus BpaueOHOH KOMHUCCHH (TIOAKOMHCCHM BpauyeOHOH KOMHUCCHH), KOTOPBIi
COJEPIKUT CIIEAYIOIINE CBEACHHUS :

1) mara mpoBeneHUs 3aceaHUs BpadyeOHOH KOMHUCCHM (IIOAKOMUCCHUU BpadeOHOH
KOMUCCHH); ' ‘

2) CNHCOK WIEHOB BpaueOHOW KOMHCCHHM (ITOIKOMUCCHHM BpadeOHOM KOMHUCCHUM),
IPUCYTCTBOBABIINX Ha 3aceJaHMU BpadyeOHON KoMHCCUU (TIOAKOMHCCHM BpadeOHOH
KOMHCCHH); ‘

3) nmepeueHb OOCYXXIaBIIMXCA Ha 3acelaHUU BpadeOHOM KoMuCCHH (TIOAKOMUCCUHU
BpaueOHON KOMICCHH) BOIIPOCOB;

4) pemienue BpaueOHOH KOMHCCHUH (TTOAKOMHMCCHH BpayeOHOW KOMHMCCHM) U €ro
000CHOBaHUE,;

5) cBemeHus 00 MHIMBHAyalbHOW HENEPEHOCHMOCTH B3aMMO3aMEHSIEMBbIX
JIeKapCTBEHHBIX IpemnapaToB (Mpd NPUHATHHA BpadeOHOM Komuccued (IOIKOMHUCCHEH
BpaueOHON KOMHUCCHM) pelleHus, yKa3aHHOro B MOANMYyHKTe 8§ myHKkTa 20 HacTosuiero
Ilopsanxa.

16. Brimucka U3 MOPOTOKOJA BpaueOHOW KOMHMCCHU (TOAKOMHUCCUU BpadeOHOM
KOMHCCHHM) BBIHAeTCS HalMeHTy U (WIM) ero 3aKOHHOMY IpPEeACTaBUTEIIO
nub0 WHOMY JHIly, yKa3aHHOMY MallUeHTOM WJIH €ro 3aKOHHBIM IpeACTaBUTEJIEM
B IIMCHbMEHHOM COIJIACHU Ha pasIriiallleHNe CBeJIEeHUH, COCTaBIAIOMMUX BpauyeOHYIO TailHy,
WM HHQOPMUPOBAaHHOM JI0OpPOBOJBPHOM COIJIACHM Ha MEIUIUHCKOE BMEIIATeNIbCTBO
(manmee — MHOE JIMLO), TIO 3aMpPOCy, HAIIPaBIEHHOMY B TOM 4MCIie B 3JEKTPOHHOU (opMe,
Ha OyMaxHOM Hocutene u (uiad) B ¢GopMe »BIEKTPOHHOIO MJOKyMEHTa B CpOK,
He TIpeBHIAIOIUNA Tpex paboumx AHeH co [HA MOCTYIUIEHHS B MEIULUHCKYIO



OpraHM3alMI0 YKa3aHHOI'O 3aIlpoca.

17. Tlporokoabl BpaueOHOW KOMHCCHH (IIOJKOMUCCUH BpayeOHOH KOMMCCHH)
MOJIJIEXXaT XpaHEHHIO B TeUEHHUE IECATH JIeT.

18. Ilpencenatens BpaueOHONH KOMUCCHM €KEKBapTalbHO, a TAKXKe II0 UTOraM roja
OPeACTAaBIsSeT PYKOBOAMTENIO MEJULMHCKOH  OpraHu3alM¥ I[HMCBMEHHBIH  OTYeT
0 JesTeNbHOCTH BpaueOHOH KOMHCCHH H IIOJKOMHCCHH Bpa4eOHOH KOMHUCCHH.

19. KoHTpoIb 3a JeATeNbHOCThIO BpaueOHOW KOMUCCHM U OAKOMUCCHI BpadeOHOM
KOMHCCHH OCYIIECTBIISIET PyKOBOAUTENb MEAULIMHCKON OpraHU3altH.

20. BpaueGHast KOMUCCHS MOXKET OCYIIEeCTBIATH CleAyomue QyHKIUN:

1) mpuHATHE pelleHui Mo BOIpPOCaM COBEpIICHCTBOBAHHA OPraHU3alldd OKa3aHHs
MEAUIIMHCKOH TIOMOINM HAaceJeHWI0 Ha OCHOBE BHEApPEHHS CHCTEMBI MEHEIKMEHTa
Ka4yecTBa;

2) NpUHATHE peUIeHUH II0 BOIpocaM OIpedeNeHHs IIOAXOAOB K BHEAPEHHIO
B MEAUIIMHCKOW  OpraHW3alid TEXHOJNOTWH, HallpaBIE€HHBIX Ha  pPalMOHAIBHOE
HCIIONB30BaHUE BpPEeMEHH TalMeHTa M MeIMLIUHCKOro paboTHHKa, obecleueHus
KOM(OPTHOCTU yCIOBUH MpeAOCTaBICHUS MEAUIIMHCKUX YCIIYT;

3) NpUHATHE pelleHUit Mo BompocaM NpPO(PUIAKTUKH, AMArHOCTHKH, JI€YEHUs,
MEIMIMHCKON peabUINTalluU, B TOM YHCIIe CAaHATOPHO-KYPOPTHOIO JICUEHHUS, IPOBENEHHS
MEIUIIMHCKIX dKCIIepTH3, MeAULIMHCKUX OCMOTpOB " MeAULIMHCKUX
OCBHIETENbCTBOBAHUHM, oOIpeaelieHUsS MNpodecCHOHATBPHOW IPUTOAHOCTH HEKOTOPBIX
KaTeropuil paOOTHUKOB U CBs3U 3abosieBaHuUs C MpodeccHel B ClydasX, yCTaHOBIEHHBIX
3aKOHOMATeNbcTBOM Poccuiickoit ®@enepaniuy, B Hauboliee CIOXKHBIX M KOHQIHMKTHBIX
Cllydasx, TpeOyIoIuX KOMUCCHOHHOTO pacCMOTpEHUS;

4) ompeneneHHe TPYAOCIMOCOOHOCTH TrpaxJaH B cClydasX, YCTaHOBJIEHHBIX
3aKoHoAaTenbcTBOM Poccuiickoit denepanuy;

5) mpomsieHHe JIMCTKOB HETPYNOCHOCOOHOCTH B CilydasX, YCTaHOBJICHHBIX
3aKOHOJATeNbCTBOM Poccuiickoit ®enepanuu;

6) mNpHHATHE pelIeHWs O HalpaBleHUW MallMeHTa Ha MEIUKO-COLHAIBHYIO
SKCIIEPTH3Y B COOTBETCTBUU C 3aKOHOJaTeNbcTBOM Poccuiickoit denepanny;

7) olleHKa Ka4yecTBa, 000CHOBAaHHOCTH M 3()peKTHBHOCTH JIe4eOHO-AMarHOCTHYECKUX
MEpPOIPUATHH, B TOM YHCJIe Ha3HAUY€HHUS JIeKapCTBEHHBIX IIPENapaTos;

8) mpuHATHE pellleHUs O Ha3HAaYeHWU W IPUMEHEHUH JIEKapCTBEHHBIX IIPeIaparos,
MEAMLIUHCKIX W3AEIUiA ¥ CHelHaIM3HPOBaHHBIX INPOAYKTOB JiedeOHOro MHTaHHUA,
He BXOAAIIMX B COOTBETCTBYIOIIMH CTaHAApT MEIHMLUHCKOM IIOMOLIM WIJIM HE
TIPeyCMOTPEHHBIX COOTBETCTBYIOIEH KIMHIUYECKOH peKOMeHAauueH, 1160 1Mo TOproBbIM
HAaHMEHOBAaHUSM TpPH  HAIWYWHA  MEAMUUHCKUX TOKa3aHWi  (MHAMBHIyaJbHOM
HEeTIepeHOCUMOCTH, IO )KU3HEHHBIM II0Ka3aHUsIM);

9) BbIHeCeHHE 3aKIIOYCHHS O HEOOXOAMMOCTH He3aMeIIMTENbHOro OOecIeYeHUs
KOHKPETHOTO TpaXIJaHMHAa C TDKEIbIM OKM3HEYIPOXKAOIIMM M XPOHHUYECKHM
3a0o0/leBaHEM, B TOM 4Hcle pelkuMm (opdaHHBIM) 3abojeBaHHEM, KOTOPHIA MONydanl
HOMIEPXKKY B paMKax JearensHocTH @DoHIAa TNONAEPKKH JAeTed C  TSKENbIMH
KHU3HEYTPOXKAIOIMMMH W XPOHMYECKAMH 3a00JIEBaHUSMH, B TOM YHCIE peAKHUMH



(opdauubiMu) 3aboneBanusmu, «Kpyr mobpa» (mamee — PoHA) 40 MOCTHXKEHHS HM
18-neTHero BospacTa M obecledYeHHE OKa3aHHUs MOAIEP)KKH KOTOPOMY OCYLIECTBIACTCS
®oHIOM B TeUeHHE OIHOr0 roja mocie ToCTHKeHus UM 18-meTHero Bo3pacra, 1100 rpymni
TAKUX rpakiaH (Tajee — NeTH ¢ opdpaHHBIMHU 3a00IeBaHIAMH) JIEKAPCTBEHHBIM [IpenapaToM
U3 pe3epBa JIEKAPCTBEHHBIX NPeNnaparoB, BKIIOUEHHBIX B IIEPEYHH AJIA 3aKyIOK, B IENIX
He3aMeNINTEIBbHOTO O0eCIeYeHrsT HEeONpeleJIeHHOW TIpynmbl jaeredl ¢ opdaHHBIMU
3a0071€BaHUSIMM;

10) npuHsTHE pellleHus 0 HeOOXOAUMOCTH Ha3HaYeHUs JIEKapCTBEHHBIX MIpenaparos,
He BXOAAIIUX B IepedeHb >KU3HEHHO HEOOXOOMMBIX M BaKHEHIINX JE€KapCTBEHHBIX
nuperaparoB  (IpH  OKa3aHWM MEIMLIMHCKOH TIIOMOIIM B paMKax IIpOrpaMMBI
rOCYIapCTBEHHBIX rapaHTHil GECIIATHOTO OKa3aHUs rpaxJaHaM MeIUIMHCKONH IIOMOIIN);

11) B ciaydae HOpUHATHS pelleHUs O Ha3HauYeHHMM He 3aperHCTpHPOBaHHOIO
B Poccuiickoii Penepaunu JIEKapCTBEHHOro IpemapaTa, OIpeAelieHue MopsaKa
€ro MpMMeHEeHUs. Ha OCHOBE HWJIM C yYeTOM HHCTPYKIMHU IO NpUMEHEHHUIO (O3HMpPOBKH,
crocoba BBEIEHUS W IPUMEHEHHS, peXuMa JO3HMPOBaHUs, IPOJODKUTENIBHOCTH JIEYCHHS
1 00OCHOBAaHHS Ha3HaueHHWS JIEKapCTBEHHOTO IIpemapaTa), BKIIOYas HaOmoJeHue
3a MalMEHTOM, IIPUMEHSIONINM TaKOH Ipemnapar;

12) npuHATHe pelleHHs O Ha3HAYEHUM HeE3aperHCTPUPOBaHHBIX B Poccuiickoin
Ddenepaudd  MEIUIMHCKUX HW3ICNUH NP  HAIMYUM  MEIWIMHCKHUX IIOKa3aHHH
(110 XH3HEHHBIM [I0KA3aHUAM);

13) npuHATHE pelleHHWs O HampaBieHHMH coobmeHuil B PenepanbHylo CIykOy
10 HaA30py chepe 3ApaBOOXpaHeHNS B LEIAX OCYILECTBIEHUS MOHUTOPHHTa 6€3011aCHOCTH
JIEKApCTBEHHBIX NPENapaToB O BBIABIEHHBIX CIydasX MOOOYHBIX AeHCTBUH, HE YKa3aHHBIX
B HHCTPYKIIMH IO MPUMEHEHHIO JIEKapCTBEHHOrO IIpenapara, Cepbe3HbIX HeXeNnaTeNnbHbIX
peaknuii U HenpeABUISHHBIX HeXeNlaTeIbHbIX peaklyil Ipd NpUMEeHEHNH JIeKapCTBEHHBIX
IpenapaToB, B TOM YHCIE IOCTYXUBIIMX OCHOBaHMEM J[JIs1 Ha3HA4eHHUS JIEKapCTBEHHBIX
IpenapaToB B COOTBETCTBUY C MOAYHKTOM 8 HACTOSAIIETO IYHKTa;

14) mpuHATHE pelleHus MO BOIpPOcaM Ha3HAYeHUS H KOPPEKLUHH JiedeHHsS
B IIeJAX y4eTa MaHHBIX MNAIMEHTOB NMpH obOecreuyeHHH JIeKapCTBEHHBIMH IMpelnapaTaMy
B COOTBETCTBHH C 3aKoHOAarenbcTBOM Poccuiickoit denepanyy;

15) nmnpuHATHE pelleHUs O Ha3HAYeHWM  JIGKAPCTBEHHBIX  IIperapaToB
B CIydasX U B HOpSAAKE, KOTOpbIE YCTaHOBJIEHBI HOPMAaTHBHBIMH IIPaBOBBIMH aKTaMH
Poccuiickoit @enmepaunu u cyowsekToB Poccuiickoit ®enepanuy, ycTaHaBIUBAIOIUMU
TOpSNOK Ha3HAYeHUsS U BBIIMCHIBAHMS JIEKQpCTBEHHBIX IIpenaparoB, BKIrOYas
HApKOTHYECKHE JIEKApCTBEHHEIE MPenapaThl ¥ IICHXOTPOIIHBIE JIEKapCTBEHHbIE MTpenaparsl,
a TaKKe JIEKapCTBEHHBEIX IIpemapaToB, oOecliedeHHe KOTOPBIMH OCYILIECTBIAETCS
B COOTBETCTBHH CO CTaHIapTaMM MEIULUHCKOM IOMOIIM IO pelienTaM Bpaua (¢enpaiiepa)
IIpU OKa3aHHUHU TOCYIapCTBEHHOM COLMANIbHOMN IIOMOIIU B BUjie HaOopa COLMAIbHBIX YCIIYT;

16) npuHATHE pelIeHHs O Ha3HAUEHUH OTIENbHOMY IMallUeHTy OMOMEIULUHCKOrO
KJIETOYHOTO MpOAYyKTa, TMpeAHA3HAYEHHOTO JJIi HCHOJNHEHHs HHAMBUIYaTbHOIO
MEIUIIMHCKOTO Ha3HaueHUs OHOMEIUIIMHCKOTO KJIETOUYHOTrO MpOAYKTa, CHEelHallbHO
IPOM3BEIEHHOrO0 IS OTHENBHOTO ITallieHTa HENOCPEeACTBEHHO B MeEAMIUHCKOH



OpraHU3alMU, B KOTOPOH MpUMeHSeTCS NaHHbIM OMOMETUIIMHCKUN KJIETOYHBIA MPOIYKT
(mamee — WHOMBUAYAJbHBIH OWOMENULIIMHCKUN KJIETOYHBIA TPOAYKT), U KOTOPOH
IPEeOCTaBJIEHO pa3pellleHHe Ha MPOU3BOACTBO U IPUMEHEHHE WHIAUBUAYaTBHOIO
OMOMEIULUHCKOTO KIIETOYHOrO POAYKTa;

17) npuHATHE pelleHHs O NPUMEHEHUH OHUOTEeXHOJOTMYeCKOro JIEKapCTBEHHOI'O
mpenapara, MpeAHa3HAa4YeHHOro [Js NPUMEHEHUS B COOTBETCTBHHM C HHUBHIyaJIbHBIM
MEeIWIAHCKUM Ha3HAaYCHUEM U CIEUHaJIbHO MU3TOTOBJIEHHOIO NIl KOHKPETHOrO MalyeHTa
HEMOCPEeCTBEHHO B MEAMIMHCKON OpraHu3alvid, B KOTOpOH IpUMeEHSeTCsd TaKou
OMOTEeXHOJIOrMYEeCKUH JIEKapCTBEHHBII Mpenapat, UMEIONINil B CBOEM COCTaBE COeIMHEHNS,
CHHTE3UpPOBaHHbIE II0 pe3ylbTaTaM TIE€HETUYECKHX MCCIEJOBaHUH  MaTepHaia,
MOJlydeHHOro OT TallueHTa, Uil KOTOpOro H3rOTOBJIEH TaKoW OHMOTEXHOJOrHYecKUi
JeKapCTBeHHBIN  IpemapaT (Janee —  WHAMBUAYalbHBIH  OMOTEXHOJIOTMYECKUHN
JeKapCTBeHHBII IpemapaT), NMpH HaJIW4YMU y YKa3aHHOH MEIUIMHCKOM OpraHuzaluu
paspellleHds Ha INpUMEHEHUE HHAMBUIYaTbHOTO OMOTEXHOJOTHYECKOro JIEKAPpCTBEHHOTO
Ipernapara;

18) mpoBeneHrne oTOopa MalUEHTOB B COOTBETCTBUU C IOPAJIKOM OpraHH3aliH
OKa3aHHs BBICOKOTEXHOJOTMYHOW MEAUIMHCKOM TOMOINM C IpPUMEHEHUEM €INHOM
rocyaapcTBEHHONH HHPOPMAMOHHOM CHCTEMBI B cepe 3ApaBOOXpaHEHH;

19) BbImaua 3aKIOYEHUS O HYXKJA€MOCTH BeTepaHa B oOecledeHHHM IpoTe3aMH
(kpoMe 3yOHBIX MPOTE30B), MPOTE3HO-OPTONEANYECKUMU H3JETUIMU B COOTBETCTBUU
c IlpaBmramMu obecneuyeHuss MHBAIUAOB TEXHHYECKUMH CpeICTBaMHU peabuUIuTaliu
¥ OTHENBHBIX KaTeropuil rpaK[aH M3 YUCIa BETEPaHOB MpoTe3aMU (KpoMe 3YOHBIX
IPOTE30B), NPOTE3HO-OPTOINEIUIECKUMU U3INETUAMHU, YTBEPKAECHHBIMU MOCTAHOBJICHUEM
IIpaButensctBa Poccuiickoi @enepaunu ot 7 anpenst 2008 r. Ne 240;

20) ocylmecTBIeHHE MEAWIUHCKOTO OCBUIETENHCTBOBAaHUS IOAO3pPEBAaEMBIX MM
OOBHHSEMBIX B COBEpIICHMH IPECTYIUICHHWH, B OTHOLICHHWH KOTOpBHIX H30paHa Mepa
OpeceYeHUs B BHJIE 3AKIIOYEHHS MOJ CTpaxy, Ha MpeAMeT HalM4usi y HHUX TSHKEJOro
3a0oieBaHNs, BKJIIOYEHHOIO B IepedyeHb TKEIBIX 3aboJeBaHU, NPENATCTBYIOUIMX
COJep)KaHUIO TIOA CTpaXeid MOAO3peBaeMbIX WM OOBHUHSEMBIX B COBEpUICHHH
NpeCTYIUICHNH, yTBepXIeHHbIN nocTaHoBneHueM lIpaBurensctBa Poccuiickoit @eneparnun
ot 14 suBaps 2011 r. Ne 3;

21) npoBeneHue 0013aTENbHOr0O ICUXAATPUIECKOTO OCBHAETEILCTBOBAHMNS;

22) BbiJ@4a CHOpPaBKH 00 OTCYTCTBHHM MEIMLUMHCKUX MPOTHUBOIIOKA3aHUIA
17151 paboTHI € UCITONIB30BaHNEM CBEEHHUH, COCTAaBIAIOIUX TOCYJapCTBEHHYIO TallHY;

23) BbIHECEHHWE MEIUIIMHCKOrO 3aKJIOYEHHS O TOM, YTO IpPU HU3BATHH OpPraHOB
U TKaHed I TpaHCIUIaHTAUWMU (Tmepecalkd) y KHUBOTO JIOHOpPA €ro 3J0POBBIO
He OyJeT NMpUYMHEH 3HaYUTEebHBIH Bpel;

24) B3amMmopeiicTBUe B paboTe MO BONpPOCaM, OTHOCSIIMMCS K KOMIETEHIHH
BpaueOHOH KOMHCCHH, C TepPUTOPHATBHBIMH (hOHAaAMH O00S3aTeIbHOTO METUIHCKOTO
cTpaxoBaHMi, MOHIOM IEHCHOHHOrO M CONMANBHOrO CTpaxoBaHHA Poccmiickoil

2 Yacte 8 cratbn 34 ®emepansHoro zakoHa ot 21 Hos6ps 2011 r. Ne 323-@3 «O6 ocHOBaX OXpaHbl 3A0POBbA IPakIaH
B Poccniickoit @enepanumny. '



depepaiyu, TeppUTOpUANBEHBIMEA opranamu PenepanbHoil cinyxObl 0 Haa30py B cdepe
sapaBooxpaHennss u DenepanbHol cinyx6Bl MO Haa3opy B cdepe 3allUTH IpaB
notpebuTened U Onaromomydust d4esoBeKa, (elepaJbHBIMU YUPEXKICHHUIMH MEIUKO-
COLIMAJIbHOM OKCIMEPTHU3Bl, CO CTPAXOBBIMH MEIWIUHCKAMHU OpraHMU3alUsAMH, HHBIMH
opraHaMy U OpraHU3alUsIMHU; /

25) unble QYHKUUH, MpeAyCMOTpeHHbIE (pelepalbHBIMU 3aKOHAMH, HOpMaTUBHBIMHU
npaBoBbiMU akTamu llpesunenta Poccuiickoit @enepauuu, IlpaBurenscrBa Poccuiickoi
Denepanyn, GpeepaTbHBIX OPraHOB UCIIOIHUTEIBHON BIaCTU M OPraHOB roCydapCTBEHHOM
BiacTu cyobekToB Poccuiickoit Deaepannu.

21. o pellleHHIO PYKOBOAMTENS MEAULMHCKON OpraHU3aliy BpadyeOHas KOMUCCHS
MOYKET OCYIIECTBIIATh Cleayonye GyHKIuu:

1) pa3pa6oTka i BHepeHHE MEPOTPHATHH, HAMPABIEHHBIX HA OBBIICHAE KAYECTBA
Je4eOHO-IMarHOCTUYECKON paboTsl, B TOM qucle HpeaynpexIeHue
U YyCTpaHeHHe HapylleHWil B Ipouecce MAUArHOCTHKM M JICYCHHsS MAlUEHTOB,
CHIDKEHME T[OKa3zaTelled 3a00JeBaeMOCTH, CMEpPTHOCTH, OOJBHUYHOU JeTaTbHOCTH
¥ UHBAJIMIHOCTHY;

2) omnpeneiieHHe TMOAXOJOB U BO3MOXHOCTM IpPHUMEHEHHS B MEIHMLHMHCKOH
OpraHu3allil  COBPEMEHHBIX METOAOB  NpPO(MUIAKTHKM, JUArHOCTUKH, JIEYCHHS
U MEIUITUTHCKON peaOUiTUTaIli C yYeTOM MEXIyHAapOAHON MeIUIIMHCKON IPaKTHKH;

3) oIleHKa TMpOBENeHHMs  MEIHWLUHCKUMU  pabOTHUKaMH  KOHCYJIbTalUA
C IpHMEHCHUEM TeJIeMEeIUIMHCKUX TEXHOJOTUH, aHallu3 CBOEBPEMEHHOCTH M KavyecTBa
UX NPOBEACHUS;

4) aHamu3 3a0oneBaeMOCTH, B TOM 4YHCJIe MaTeped U HOBOPOXKICHHBIX,
BHYTPHOONBHMYHEIMA ~ MH(EKUMAMH, pa3paboTKa W  pealM3aluds  MepOIpUSTHH
0 podHIaKTUKe 3a001eBaeMOCTH BHYTPUOOIPHUYHBIMI HH(EKIUAMU;

5) opraHusamEs W OpoBelieHHMEe ~ BHYTpEHHEro  KOHTpOJs  KadecTBa
1 0e30MacCHOCTU MEAULIMHCKOH 1eSITeIbHOCTY;

6) opraHU3alMOHHO-MeTOoAMYEeCKas MoAAepKKa ydeTa HeXelaTeIbHBIX COOBITHIM
IpH OCYLIECTBJICHUU MEIUIIMHCKOH IeATeNbHOCTH MEJMUIMHCKOM opraHu3aluei
(bakToB M OGCTOATENHCTB, CO3AAOMUX YTPO3y NPHUYNHEHHS UIIH MOBICKIIUX IPUYHHEHUE
Bpela XW3HH M 3I0pPOBbIO TpaXk[aH M (MIM) MEOUIMHCKHX DPabOTHUKOB, a TaKKe
TIPUBEAIIUX K YIJHMHEHUIO CPOKOB OKa3aHHU MEIUIMHCKOH IIOMOLIHN);

7) pazpaboTka  OpraHM3allHOHHO-METOOMYECKHX  MarepuajioB 1o  pabote
MEIUIMHCKON OpraHU3alluy U JOBeJleHNe UX 10 CBECHUS MEIULMHCKUX PaOOTHUKOB;

8) opraHuzanus HH(OpMaIMOHHO-00pa30BaTEIbHbIX MepONpUATUHN
IUIS. METUITMHCKAX PaOOTHUKOB IO BeJACHUIO (OpM CTAaTUCTHUYECKOrO y4eTa U OTYETHOCTHU
B chepe 3paBOOXpaHEHHUS;

9) wuHBle QYHKIMM, He NOPOTHBOpEYalle 3aKOHOAATENbCTBY Poccuiickoit
®enepartivi.

22. BpaueOHas KOMHCCHS MEIMIUHCKOH OpraHu3allid, IOABEIOMCTBEHHON
deneparbHOMY OpraHy HCIOJIHUTENFHON BIAcTH, M BpadeOHas KOMHCCHUS KpaeBoi
(pecnyOnukaHCKOW, OOTAcCTHOM, OKpYXHOH) OONBHHULBI, ABJAIOLICHCS  Beaylued



MHOTONPOGHIBHON MeIUIUHCKON opraHu3aluell Ha TeppuUTOpHH cyobekTa Poccuiickon
denepanuy, TOABEAOMCTBEHHON HCIIONHUTENBHOMY oOprany cyowsekta Poccuiickoi
denepanuu B chepe OXpaHBl 3I0POBBS, IOMUMO OCYIIECTBIEHHS (YHKIHUH, yKa3aHHBIX
B nynkrax 20 wu 21 Hacrosumero Ilopsnka, NpHHEMaeT pelleHHe O Ha3HaYCHHH
He 3aperucTpupoBaHHbIX B Poccuiickod @eaepallud JIEKapCTBEHHBIX IIPENapaToB
B CIy4asx:

1) orcyrcTBHa 3aperucTpupoBaHHbIX B Poccuiickoit ®enepauuu aHajaoros
JIeKapCTBEHHBIX NpENapaToB;

2) orcytcTBHS 3¢ deKkTa OT IPOBOAUMOM Tepalluy U NIPOrpecCUpPYyIOLIEM yXyAUICHHH
COCTOSIHUS 340POBBS MTallUEHTA;

3) OTCYTCTBHS JIbTEPHATHBHBIX (HEMeIUKaMEHTO3HBIX) METOI0B MpO(HUIaKTHKH,
JeYeHus] 1 MeANIMHCKON peaOuINTaluy;

4) HanMuMd  UHIUBUAYAIBHOH  HENEPEHOCHMMOCTH  3aperMCTPUPOBAHHBIX
B Poccuiickoii denepanny aHaIoroB JeKapCTBEHHBIX IIPeNapaTosB.





