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06 YTBEPXKACHUH NOPHAAKA CO3AaHNA H JCATE/ILHOCTH Bpaqeﬁﬂou KOMHCCHH
MeAHIMHCKOH OpraHu3anuH

B cootBeTcTBUM ¢ IyHKTOM 4 yacTH 2 ctaTth 14 @enepanbuoro 3akoHa ot 21 HosOps
2011 r. Ne 323-®3 «O6 ocHoBax oxpaHs! 370pOBbs rpaxkaan B Poccuiickoit enepanum»
U noanyHkroM 5.2.16 nynkra 5 Ilonoxenus o MuHucTepcTBE 34paBOOXpAHEHHUS
Poccuiickoit ®enepainn, yrBepxxIeHHOro nocraHoBnenueM lIpasurenscrBa Poccuiickoi
®Pepepanuy ot 19 niona 2012 r. Ne 608, mipu ka3 B B a I0:

1. YTBepauTh mnpunaraeMeii MOPSAOK CO3JAHUS M ACATEIBHOCTH BpadeOHOH
KOMHCCUH MEIUIMHCKON OpraHu3alyH.

2. Ilpu3HaTe yTpaTUBIIAMH CHITY:

npuka3 MUHUCTEPCTBA 34PaBOOXPaHEHUS M COLMAJILHOrO pa3BUTHS PoccHilckoi
Qenepanun oT 5 Mas 2012 1. No 502 «OO0 yTBepXIEHHH [MOpAAKa CO3IaHUS
Y JESTEJIBHOCTH BpadeOHON KOMHUCCHH MeXMIHMHCKOH OpraHu3alumy» (3aperucTpHpOBaH
MumnucrtepctBoM toctuuuu Poccuiickoit @enepanuu 9 wroHs 2012 r., perucTpauuOHHBIN

Ne 24516);
nprka3z MuHHCTepcTBa 3ApaBooxpaHeHus Poccuiickoii @enepanuu ot 2 nexadps

2013 r. Ne 8861 «O BHeceHnu n3MeHeHuH B [Topaqok co3ganus U JesTenbHOCTH BpaueOHOH
KOMMCCHM MEIUIIHHCKOM OpraHuzanuy, yTBEpXKICHHBIH mpukasoM MuHKCTEPCTBA
3[ipaBOOXpaHeHus] U conuansHoro passutus Poccuiickoit ®eneparyu ot 5 mas 2012 r.
Ne 5028, u B Ilopsimoxk Ha3HaueHHWs M BBIMHUCHIBAHUSA JIEKAPCTBEHHBIX IPETIAPATOB,
YTBEPXIEHHBIH IpHKasoM MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickoit ®enepanuu
or 20 nexabps 2012 r. Ne 1175H» (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHLIMH
Poccuiickoit @enepanuu 23 nexabps 2013 r., peructpaumonnslii Ne 30714).

3. Hacrosmmuii npuxa3 BcTymaer B cuily ¢ 1 ceHTsOps 2025 r. M JeicCTByeT
1o 1 centsbps 2031 r.

Munuctp M.A. Mypauiko
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VYTBEPXJ/IEH
npuka3oM MUHHCTEpCTBA 3IpaBOOXPAHEHUS
Poccuiickont Qenepanymn

OT «[O» Queeseef 52025 T. No £ LF 0k

IMopsiaok co3aaHus U AeATENbHOCTH BPa4eOHOH KOMHCCHH
MEIMLIHHCKOH OpPraHu3anuu

1. BpayeOHas koMuccust METUIIMTHCKOM OPraHM3aiivi (faiee — BpayeOHas KOMUCCHS)
co3aeTcs B MEOULMHCKOW OpraHW3alMd B LENSX COBEPIIEHCTBOBAHUS OpraHHU3allUH
OKa3aHUsi MEIULIMHCKON IIOMOINM, IMPHUHSTHSA pelleHuil B Hauboyiee CIIOXHBIX
U KOHQUIMKTHBIX CIy4asx II0 BONpOocaM MNPOQMIAKTHKH, JHATHOCTHKH, JICUSHHUS
U MEIULMHCKON  peabmiIuTaluy, ONpe/ICNIeHUsT  TPYJAOCHOCOOHOCTH  TpaxaaH
¥ Tipo¢eCCHOHANBHON NPUTOIHOCTH HEKOTOPBIX KaTerOpHil pabOTHHUKOB, OCYIIECTBICHUS
OLIEHKA KadecTBa, OOOCHOBAaHHOCTH U d5()(PEeKTUBHOCTH JieueOHO-AMAarHOCTHYECKHX
MEPOIPUATHH, B TOM YUCJIE Ha3HAYEHHs JIEKApCTBEHHBIX MPEnapaToB JJIsI MeIUIIMHCKOIO
OpuUMeHeHUs (Janee — JIeKAPCTBEHHBIE TpemapaTrhl), oOecleveHWs Ha3HAYSHHS
M KOppEKLHUH JIeYeHHs B LEIIX Yy4eTa JAaHHbIX [AlUeHTOB IIpH OOeCIeYeHHH
JIEKapCTBEHHBIMH IIpeliapaTaMM, TpaHCIUIAHTAaUuu (repecaiky) OpraHoB W TKaHeH
4yeJIoBeKa, MEIULMHCKON peabunuTaluy, a TakXe MPUHATHS pElIeHHS [0 HHBIM
MEJIUIUHCKMM BOIpOcaMm.

2. B cBoe#l nesTenpHOCTH BpadeOHas KOMHUCCHS PYKOBOJACTByercs KoHCTHTynmein
Poccuiickoii ®Denepauun, ¢enepaabHbIMM 3aKOHAMH, YyKa3aMM H PACIIOPSHKEHHSIMHU
IIpesunenra Poccuiickoit @enepanyy, IIOCTAHOBICHUSIMH M PACTIOPSHKEHUAMH
IlpaButensctBa Poccmiickoit  ®enepannu, HOPMATUBHBIMH TIPABOBBIMH  aKTaMHU
(enepalbHBIX OPraHOB MCIIOJNHUTENBHONH BIACTH, BKJIIOYas Hacrosimuid ITopsamok,
3aKOHAMU M HMHBIMH HOPMAaTMBHBIMH TPaBOBBIMH aKTaMH CYOBeKTOB Poccuiickoit
Oenepanny, a TakKe MyHULUNIAIbHBIMU MIPABOBBIMU aKTAMH.

3. BpaueOHas KomMccHs CO3[aeTCsi Ha OCHOBAaHHHM IpHKa3a PYKOBOIJHUTEJS
MeIUUUHCKON OpraHu3alyu.

4. TIlo pemeHnro pykoBOJUTENS MEAULIMHCKOW OpraHU3alliy B COCTaBE BpaueOHOM
KOMHUCCHH MOTYT (POPMHPOBATECS IIOAKOMHCCHUU BpauyeOHOH KOMHMCCHH.

5. Tlonmoxenue o BpadeOHOW KOMHCCHUU (ITOAKOMHCCHH BpadyeOHOM KOMMCCHH),
perjaMeHTUpyromee Lead, 3afadyl U (YHKIUU BpadyeOHOM KOMHUCCHH (ITOIKOMHCCHIMA
BpaueOHOM KOMUCCHH), MOPSIAOK paboTEL, yueTa U MpeAcTaBIeHUS OTYETHOCTH IO HTOI'aM
JesATeNbHOCTH, U COCTaB BpaueOHOM KoMHUcCHU (TIOJKOMHCCHI BpadeOHOM KOMHCCHH)
YTBEPXKIAIOTCSI pyKOBOIUTENIEM MEAUIIMHCKONM OpraHU3alliH.

6. BpaueOHas womuccusi (IMOJKOMHMCCUS BpavyeOHOM KOMHCCHH) COCTOMT
U3 npejcenarens, OJHOTO MM [BYX 3aMecTUTeNleld Mpelacenareiis M HHBIX YJICHOB

! Yacte 2 craten 48 @epepanbHoro 3akona ot 21 Hosops 2011 r. Ne 323-®03 «O6 0CHOBaxX OXpaHbI 3I0POBbA [PAXAAH
B Poccuiickoii ®enepanyny.




KOMHCCHH. MHHHUMaJbHOE KOJIMYEeCTBO UIEHOB BpadeOHOM KOMHCCHHU (TIOAKOMHCCHH
BpaueOHOM KOMMCCHHM) COCTABISIET 3 dYeloBeKa C y4YeTOM INpelceNaTellss M 3aMeCTHTEIs
npencenaress.

7. llpencemateneM  BpaueOHOH  KOMHCCHM  Ha3zHadaeTcsd  PYKOBOIHUTEINb
MEIHUIIMHCKOM OpraHU3allly WIH 3aMeCTHTeIb PyKOBOIUTEN MEJUIIMTHCKON OpraHU3aluH,
B JIOJDKHOCTHBIE OOS3aHHOCTH KOTOpPOrO BXOAHWT peLIeHHe BOIPOCOB, OTHECEHHBIX
K KOMIIeTEHIIUH BpaueOHOM KOMUCCHH.

8. IlpencemaTemeM  HOAKOMHCCHHM = BpadeOHOM  KOMHCCHMM  Ha3Ha4yaeTcs
PYKOBOIUTENb  MEOUIMHCKOM  OpraHM3alMM, MM  3aMECTUTENb  PYKOBOAMTEINS
MEIWIMHCKONH OpraHW3allid, WJIA pPYKOBOOUTENb CTPYKTYpPHOTO IOApa3/eiIcHH
MEIUIMHCKOA OpraHW3allid, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOIO BXOAMT pELIEHHE
BOITPOCOB, OTHECEHHBIX K KOMIIETEHIIUH MIOJIKOMHUCCHH BpadeOHOH KOMHCCHH.

9. B cocTtaB BpaueOHOW KOMHCCHMM U MOAKOMHCCHH BpadyeOHONH KOMHUCCHH MOTYT
BKJIIOYATHCS PYKOBOAWTENN CTPYKTYPHBIX HOJpa3fielleHuH MeIULMHCKONM OpraHu3alluy,
Bpa4d W3 YHCIa MEJUIUHCKMX pabOTHHKOB MEAMLIMHCKOH OpraHW3alliM, B KOTOpOH
co3aaeTcs BpaueOHass KOMHCCHS, a TAKOKe Bpady U3 YKciIa MEAULMHCKIX paOOTHUKOB UHBIX
MEAUIIMHCKIX OpraHU3aluii.

10. OpranmuzaiiioHHOe  oOecliedyeHHue  JesITebHOCTH  BpadeOHOH  KOMHCCHMH
(TomKOoMHUCCHH BpaueOHOH KOMHUCCHH) OCYIUIECTBISETCS MEAMLHUHCKAM pabOTHHUKOM HIIU
MHBIM paOOTHUKOM MeIUIIMHCKON OpraHu3aluy (fajnee — ceKpeTapb BpayeOHOM KOMHCCHH
(rogKoMHCCHU BpaueOHOH KOMUCCHH).

11. Cekperapps BpaueOHOH KOMHCCHHM (IOJAKOMHCCHH BpadyeOHOH KOMHCCHHM)
OCYILIECTBIAET CleAyIomue GyHKIHH:

1) cocraBieHHe  IUIaHOB-TpahUKOB  3acedaHMi  BpadeOHOIl ~ KOMHCCHH
(moxKoMHUCCUU BpadyeOHONH KOMUCCHH);

2) TOAroTOBKAa  MaTepuajoB Ui 3acelaHMs ~ BpayeOHOHl ~ KOMHCCHH
(MoAKOMHCCHH BpaueOHO KOMUCCHH);

3) yBemoMJIeHME YJICHOB BpauyeOHOM KOMHCCHM (TIOAKOMHCCHM BpadeOHOMI
KOMHCCHUHM) O Jare W BpeMeHH TMpOBeNeHUs 3acefaHus BpaueOHOW KOMHUCCHH
(mogKoMHUCCHU BpadeOHOH KOMUCCHN);

4) opopmiileHHEe MPOTOKOJOB BpaueOHOW KoMHccUU (TIOOKOMHUCCHHM BpadeOHOH
KOMHCCHH);

5) BHeceHHe pelleHHs BpaueOHOM KOMHUCCHH (IIOJKOMHCCHH BpaueOHOH KOMHCCHN)
B MEAMIMHCKYIO JOKYMEHTAlUIO [TallieHTa;

6) BeneHHe KypHajia BpaueOHOW KOMHCCHHM (IIOJAKOMUCCUU BpaueOHOM KOMMCCHH)
Ha OyMaXHOM HocuTene U (wid) B ¢GopMe OSIEKTPOHHOIO JOKYMEHTa, B KOTOpPOM
YKa3bIBAIOTCA J1aTa, BpeMs MPOBeIeHMs U QUKCUPYIOTCS NPUHATHIE pelleHus BpadeOHOI
KOMKCCHH ([TOJKOMHCCUHU BpaueOHOM KOMUCCHM);

7) opraHu3alus XpaHEeHHs MaTepUaliOB [eATeIbHOCTH BpadyeOHOW KOMHCCHH
(moaKoMHCCHH BpaueOHOW KOMUCCHUH).

12. 3acemanus BpadeOHOH KOMHCCHU (TMIOAKOMHCCUM BpadeOHOM KOMHUCCHUU)
IpOBOIATCS HE peXe OJHOro pa3a B Mecsll Ha OCHOBaHHMU IJIAHOB-TPaUKOB,



yTBEepXKIaeMbIX PYKOBOAHUTENIEM MEAULIMHCKON OpraHU3alMy.

13. Tlo pemeHnuto npeacenatess BpaueOHOH KoMUCCUHU (TIOAKOMHUCCUH BpadeOHOM
KOMHCCHH), COTJIaCOBaHHOMY C  pYKOBOOUTENEM  MEAMLMHCKOH  OpraHM3alud
(YIOTHOMOYEHHBIM 3aMeCTHTENleM PYKOBOIHUTENS MEIUIHMHCKOH OpraHU3allid), MOTYT
IIPOBOUTECS BHEIUTAHOBBIE 3acellaHUs BpaueOHOH KOMHCCHM (TOAKOMHCCHH BpadeOHOU
KOMUCCHH).

14. 3acemanme BpauyeOHOH KOMHUCCHHM (TIOOKOMHUCCHH BpadyeOHOH KOMHCCHH)
CYMTAETCS MPaBOMOYHBIM IpH HAIMYUH KBOpyMa, KOTOpBIA COCTaBisAeT HE MeHee IBYX
TpeTei cocraBa BpaueOHOM KOMICCHHU (TTOAKOMUCCHH BpaueOHOH KOMUCCHH).

Penienne BpaueOHOH kommccuu (IIOAKOMHUCCHM BpadeOHOH KOMMCCHH) CUUTAETCH
IPUHATBIM, €CITH €ro MOJNepKalo He MeHee ABYX TpeTeH WIeHOB BpadeOHOM KOMHCCHH
(HOJKOMMCCHM BpayeOHOM KOMHCCHH), NPHUCYTCTBYIOIIMX HAa 3acelaHdd BpayeOHON
KOMHCCHH (ITOJIKOMUCCHU BpauyeOHONH KOMUCCHH).

15. Pemtenne BpaueOHON komuccHH (TIOAKOMHMCCHM BpaueOHOW KOMMCCHH)
odopmiigercs IPOTOKOJIOM Ha OyMaxHOM HOCUTeNe, HOJIUCHIBAEMOM
IPUCYTCTBOBABIIMMA Ha 3acelaHdH WIEHaMH BpayeOHOM KoMuccuM (IIOIKOMHCCHH
BpaueOHOW KoMmuccuHu), wid QopMmupyeTcss B (QopMe JIEKTPOHHOIO IOKYMEHTa,
MOIMUACAHHOTO  YCWJICHHBIMH  KBaJU(pUIUPOBAaHHBIMH  O3JEKTPOHHBIMH  IOANUCIMH
YKa3aHHBIX JIAI, B CPOK, HE MpPeBBIIIAIOMIMNA Tpex pabodmx OHeH co JHS INpoBeJeHUs
3acefaHusl BpadyeOHOH KOMHUCCHH (TIOAKOMHCCHM BpadeOHONH KOMHCCHH), KOTOPHIi
COIEPXKHUT CIIeAYIOIINe CBEACHHUS :

1) mara mpoBeneHHUs 3aceaHUs BpadyeOHOH KOMHUCCHM (IIOAKOMHCCHUU BpadeOHOH
KOMHCCHH); ' ‘

2) CIHCOK WIEHOB BpadeOHOW KOMHCCHH (ITOAKOMUCCHH BpadeOHOH KoMHUCCHUH),
TPUCYTCTBOBABIINX Ha 3aceJaHMU BpadyeOHOl KoMHCCUU (TIOAKOMHCCUM BpadeOHOH
KOMHCCHH); ‘

3) nepeueHb 00CY)XIABIIMXCSA Ha 3aceaHUU BpadeOHON KOMHUCCHH (TIOAKOMHUCCUHU
BpaueOHON KOMICCHH) BOIIPOCOB;

4) pemienue BpaueOHONW KOMHCCHH (ITOAKOMHMCCHHM BpadyeOHOM KOMMCCHM) U €ro
000CHOBAHHE,;

5) cBemeHus 00 WHAWBHAYyalbHOW HENEPEHOCHMMOCTH B3aMMO3aMEHSeMBbIX
JIeKapCTBEHHBIX IpenapaToB (Mpd NPUHATHHA BpadeOHOM KomHccHed (ITogKoMHUCcHeH
BpaueOHON KOMHUCCHM) pelleHUs, yKa3aHHOro B MOANYyHKTe 8 myHKTa 20 HacTosuiero
Iopsanxa.

16. Brimucka U3 OpOTOKOJA BpaueOHOW KOMHCCHU (MOAKOMHUCCUU BpadeOHOU
KOMHCCHHM) BBIA@eTcs HAalMeHTy W (WiIM) ero 3aKOHHOMY IpeACTaBUTEIIO
nu00 HWHOMY JMIly, yKa3aHHOMY [IallUEHTOM WJIH €ero 3aKOHHBIM IpeICTaBUTEJIEM
B IIMCHbMEHHOM COIJIACHU Ha pasriiallleHHe CBeIeHUH, COCTaBISIOIMX BpauyeOHYIO TaiiHy,
WM HHQOPMHPOBAaHHOM JIOOpPOBOJBPHOM COINIACHHM Ha MEJUIUHCKOE BMEIIaTelbCTBO
(manee — WHOE JIHIO), IO 3aMPOCYy, HANPABICHHOMY B TOM YHUCIIE B 3JIEKTPOHHOU ¢opme,
Ha OyMaxHOM Hocutene © (wiuM) B (opMe DBIEKTPOHHOIO JOKyMEeHTa B CpOK,
He TpeBHINAIOIUNA TpeX paboumx [AHedl co JHA MOCTYIUIGHHS B MEIHULUHCKYIO



OpraHM3alMI0 YKa3aHHOI'O 3allpoca.
17. Tlporokoisl BpaueOHOW KOMHMCCHH (IIOJKOMUCCUH BpayeOHOH KOMMCCHH)

MOJIJIEXKAT XpPaHEHUIO B TeUEHUE JECATH JIET.

18. Ipencenarens BpaueOHONH KOMUCCHM €KEKBapTalbHO, a TaKXKe II0 HTOraM roaa
OpeACTaBIsSeT PYKOBOAUTENIO MEJULMHCKOH OpraHu3alu¥ [HMCBMEHHBIA  OTYeT
0 JeATEeTbHOCTH BpaueOHON KOMHCCHH M IMOIKOMHUCCHIMA BpaueOHOIl KOMUCCHHU.

19. KoHTponb 32 JeTeNbHOCTIO BpaueOHOW KOMUCCUH U IOAKOMUCCHI BpadeOHOM
KOMHCCHH OCYIIECTBIIIET PyKOBOAUTENb MEAULIMHCKON OpraHUu3altH.

20. Bpaue6GHast KOMHCCHS MOXKET OCYIIEeCTBIATH CleAyolue QyHKIUn:

1) mpuHATHE pelleHUui Mo BOIPOCaM COBEpIICHCTBOBAaHHA OPraHM3alldd OKa3aHWs
MEAUIIMHCKOW TOMOINM HAaceJeHWI0 Ha OCHOBE BHEIPEHHS CHCTEMBl MEHEIKMEHTa
Ka4yecTBa;

2) npuHATHE pEUIeHUH IO BONIpOcaM OIpedelNeHHs IO0AXOAO0B K BHEIPEHMIO
B MEAWIIMHCKOW  OpraHW3alid TEXHOJOTWH, HallpaBIEeHHBIX Ha  pPalMOHAIBLHOE
UCIIONB30BaHUE BPEMEHH TNalueHTa MW MeJMLIUHCKOro paboTHHKa, oOecleueHHs
KOM(OPTHOCTH yCIOBHH MpeAOCTaBIeHUs MEAUIIMHCKUX YCIIYT;

3) OpuUHATHE peIIeHWit Mo BompocaM NPO(HIAKTHKH, AMArHOCTHKH, JI€YEHHUs,
MEIUIMHCKON peabunTalliy, B TOM YHCIIe CAaHaTOPHO-KYPOPTHOIO JIEUCHHUS, IPOBENEHHUS
MEIUIMHCKIX DKCIIePTH3, MEAMIMHCKHUX OCMOTpOB " MEIUIUHCKUX
OCBHIETENIbCTBOBAHUHN, oOIpeneleHUs Npo(eCCHOHATBPHON IPUTOAHOCTH HEKOTOPBIX
KaTeropuil pabOTHUKOB U CBs3HU 3aboyieBaHuUs C MpodeccHell B clydasx, yCTaHOBIEHHBIX
3aKOHOAarenbcTBOM Poccuiickoit @enepanun, B Hanboliee CIOXHBIX U KOHQIHKTHBIX
ClTydasx, TpeOyIoIUX KOMUCCHOHHOTO PacCMOTpEHHS;

4) ompenencHWe TPYAOCIMOCOOHOCTH TpaXJaH B clydasX, YCTaHOBJICHHBIX
3aKoHoHaTenbcTBOM Poccuiickoit ®Penepanuy;

5) mpoaseHHe JIMCTKOB HETPYAOCHOCOOHOCTH B ClydasX, YCTaHOBJIEHHBIX
3aKOHOJATeNbCTBOM Poccuiickoii ®enepauuu;

6) TpHHATHE peLIeHWs O HalpaBleHUW [IallieHTa Ha MeIUKO-COLHUAIbHYIO
AKCITEPTH3Y B COOTBETCTBUU C 3aKOHOAaTenbcTBOM Poccuiickoit denepanny;

7) olleHKa Ka4ecTBa, 000CHOBAHHOCTH H 3()(eKTUBHOCTH JiedeOHO-IMarHOCTHIECKIX
MEpPOIPUATHH, B TOM YHCJIe Ha3HAUYCHHUS JJeKapCTBEHHBIX IIPENapaTos;

8) mpuHATHE pellleHUs O Ha3HAaYeHUH W NMPUMEHEHUH JIEKapCTBEHHBIX IIpelaparos,
MEOUIIMHCKUX U3JAENUA ¥ CIEeHUATH3HPOBAaHHBIX MPONYKTOB Jie4eOHOro MHUTaHUS,
HE BXONAIIMX B COOTBETCTBYIOIIMHA CTaHIApT MEAULMHCKONM IIOMOWM WM HE
IIpedyCMOTPEHHBIX COOTBETCTBYIOIEH KIMHHUYECKOH peKoMeHAanueH, 1160 1Mo TOproBbIM
HAaUMEHOBAaHUSM TpPH  HAIMYHHA  MEIWIUHCKUX IOKa3aHWi  (MHAMBHIyaJbHOMH
HENepeHOCUMOCTH, TI0 )KU3HEHHBIM IIOKa3aHUSIM);

9) BbIHeceHHE 3aKIIOYEHHS O HEOOXOAMMOCTH He3aMeIIMTENbHOro oOecIedeHUs
KOHKPETHOTO TpaXJaHMHA C TDKEIbIM OKM3HEYIPOXKAIIKMM M XPOHHYECKHM
3abo0/leBaHEM, B TOM 4HCle penkuM (opdaHHBIM) 3a0ojieBaHHEM, KOTOPBIH MOydanl
NOJIEPXKKY B paMKax JesarenpHocTH @DoHOa NONAECPKKH JAeTed ¢  TSKEIbIMH
KU3HEYTPOXKAIOIMMMA M XPOHMYECKAMH 3a00JIeBaHHAMH, B TOM YHCJIE pEAKHUMH



(opdpanusiMu) 3aboneBanusmu, «Kpyr mobpa» (mamee — PoHA) 4O MOCTHXKEHHS HM
18-neTHero Bo3pacTa M oOecCleYeHHE OKa3aHWs TMOAIEPKKH KOTOPOMY OCYILIECTBIAETCS
®oHIOM B TeUE€HHE OJHOIO rojia Mmociie TOCTHKeHus UM 18-eTHero Bo3pacra, 1100 rpynn
TaKUX rpakaaH (Tajee — NeTH ¢ opdaHHBIMHU 3a001eBaHIAMH) JIEKaPCTBEHHBIM IIpenapaToM
U3 pe3epBa JIEKAPCTBEHHBIX IpPenaparoB, BKIIOUEHHBIX B IIEPEYHU AJIS 3aKyIOK, B IENAX
He3aMeINTENBHOr0 OOeCIeYeHrsT HeOolpeleJIeHHOH TIpynmbl jaeredl ¢ opdpaHHBIMU
3a001€BaHUSIMU;

10) npunsiTHE pellleHus 0 HeOOXOAUMOCTH Ha3HaYeHUs JIEKapCTBEHHBIX MIpenaparos,
He BXOAAIIUX B IepedeHb >XU3HEHHO HEOOXOOMMBIX M BaKHEHIIMX JI€KapCTBEHHBIX
nperaparoB  (IpH OKa3aHUM MEIMLUMHCKOH TIIOMOIIM B pPaMKax IIPOrpaMMBI
rOCYIapCTBEHHBIX rapaHTUil OeCIIaTHOrO OKa3aHUs rpaXJaHaM MeIUIMHCKON IIOMOUIN);

11) B ciayyae NpuHATHS pellleHUs O Ha3HaueHHWH He 3aperidcTpHpOBaHHOIO
B Poccuiickoii ®enepaunu JIeKapCTBEHHOro IpemapaTa, OMNpeAelieHHe MopsaKa
€ro MpMMeHEeHUsI Ha OCHOBE HJIM C y4eTOM HHCTPYKLIUHU IO NPHUMEHEHHUIO (IO3HMpPOBKH,
croco0a BBeIEHUS M IPUMEHEHUs, pexuMa JO03MPOBaHUs, IPOAOKUTENIBHOCTH JICYeHHUS
1 0O0OCHOBaHHS Ha3HauyeHWs JIEKapCTBEHHOIO IpemapaTa), BKIOYas HaOmoneHue
3a MalMEHTOM, IPUMEHSIONINM TaKo! Ipenapar;

12) npuHATHe pelleHHS O Ha3HAYCHUM HE3aperMCTpUpPOBaHHBIX B Poccuiickoin
Denepaiid  MEIUIHHCKMX HU3IENUH NP HAIMYUKM  MEIUIMHCKUX IIOKa3aHHUR
(110 XHM3HEHHBIM [IOKA3aHUAM);

13) npuHATHE pelleHWs O HampaBieHHMHM coobmeHuil B PefepanbHylo CIykOy
10 HAA30pY chepe 3ApaBOOXpaHEHHS B LEJISX OCYILECTBIEHNS MOHUTOPHHTa O€3011aCHOCTH
JIEKapCTBEHHBIX MPENapaToB O BEIABIEHHBIX CIy4asiX MOOOYHBIX AeHCTBUH, HE YKa3aHHBIX
B HHCTPYKIIMH IO MPUMEHEHHIO JIEKapCTBEHHOIO IIpenapara, Cepbe3HbIX HeXeNnaTeNnbHbIX
peaknuii 1 HenpeABHCHHBIX HexXelaTeIbHbIX peakUil Ipy IPUMeHEHNH JIeKapCTBEHHbIX
IpenapaToB, B TOM YHCIE IOCTYKUBIIMNX OCHOBaHMEM [JIs Ha3HA4YEeHHUS JIeKapCTBEHHBIX
IpEenapaToB B COOTBETCTBUH C MOAMYHKTOM 8 HACTOSIIEro MyHKTa;

14) npuHATHE peUleHHs MO BOIpPOCcaM Ha3HAaYeHUS W KOPPEKUUH JIeYeHHUS
B IleJAX y4eTa JaHHBIX NAIMEHTOB NMpH oOecreueHHH JIeKapCTBEHHBIMU IMpenapaTamMH
B COOTBETCTBHHM ¢ 3aKoHoAarenbcTBOM Poccuiickoit denepanuy;

15) nmnpuHATHE pelleHUs O  Ha3HAYeHHMH  JIGKapCTBEHHBIX  IIpenapaToB
B CIydasX U B TIOpSAKE, KOTOpbIE YCTAHOBJIEHBI HOPMAaTHBHBIMH IPaBOBBIMH aKTaMH
Poccuiickoit @enmepaunu n cyowvektoB Poccuiickoit ®epepanuy, ycraHaBIUBAIOIIUMU
HOpSNOK Ha3HAYeHWS U BBIIMCHIBAaHHS JIEKQpCTBEHHBIX IIpenapaToB, BKIIOYas
HApKOTHYECKHUE JIEKApPCTBEHHEIE MpenapaThl ¥ IICHXOTPOITHbIE JIeKapCTBEHHbIE Mperaparhl,
a TaKKe JIEKQpCTBEHHBIX IpemapaToB, oOecledeHHe KOTOPHIMH OCYILIEeCTBIsAeTCS
B COOTBETCTBHH CO CTaHIapTaMH MeJIUIUHCKOW IOMOIIY IO pelieniTaM Bpaua (¢enpaiiepa)
IIpU OKa3aHWH TOCYIapCTBEHHOH COLMAIbHOM IIOMOIIHU B BUAEe HaOOpa COLMAIbHBIX yCIIYT;

16) npuHATHE pelIeHHs O HA3HAUYEHUH OTHENbHOMY IallieHTy OMOMEIULUHCKOTO
KJIETOYHOTO MpOAYKTa, TpeAHa3HAYEHHOTO /IS HCIOJNHEHHs HWHAMBHUIYaTbHOrO
MEAMIUHCKOTO Ha3HAYeHUS OHOMEIUIIMHCKOTO KJIETOYHOr'0 MPOAYKTa, CIIeNHAbHO
TPOM3BEIEHHOTO0 IS OTHENbHOTO ITallMeHTa HENOCPEeICTBEHHO B MeEAMLIUHCKON



OpraHU3alHH, B KOTOPOH MpUMEHSETCS NaHHbIM OMOMETUIIMHCKUI KJIETOYHBIH MPOIYKT
(mamee — WHOMBHAYAJbHBIH OWOMENMIMHCKUN KJIETOYHBIA TIPOAYKT), M KOTOpPOH
IPEeNOCTaBJIeHO pa3pellleHHe Ha I[POU3BOACTBO Y IpUMEHEHHWE WHIUBUAYaTbHOIO
OMOMEeIULIMHCKOTO KIIETOYHOr0 IPOAYKTa;

17) npuHATHE pelleHHs O NPUMEHEHMHM OUOTEeXHOJOTHYEeCKOro JIEKapCTBEHHOIO
mnpernapara, NpeAHa3HA4eHHOro [Js INPUMEHEHUS B COOTBETCTBHHM C HH/UBHIYyaJIbHBIM
MEIHIIMHCKUM Ha3Ha4YeHWEM H CITeMaIbHO M3TOTOBJICHHOrO AJi1 KOHKPETHOIo MalueHTa
HENOCPEeCTBEHHO B MEAMIMHCKON OpraHu3alvd, B KOTOPOH IIpUMEHSETCS TaKou
OMOTEXHOJIOrHYECKH JIeKapCTBEHHBIH MpernapaT, UMelolInid B CBOeM COCTaBe COeIUHEHUS,
CHUHTEe3WpOBaHHBIE IO pe3yinbTaTaM T'eHETHYECKUX HCCIeJOoBaHHM  Marepuana,
MOJlydeHHOro OT TalWeHTa, Uil KOTOpOro H3rOTOBIEH TaKoW OHMOTEXHOJIOrM4ecKui
JeKapCTBeHHBI  mpemapaT (Zamee —  WHAMBUIYadbHBIH  OMOTEXHOJIOTMYECKUH
JIeKapCTBeHHBIH IpemapaT), NpH HaJIWYMU y YKa3aHHOH MeIUIMHCKOM oOpraHu3aunuu
paspelleHdss Ha MpUMEHEeHUEe HHAMBUIYATbHOTO OMOTEXHOJIOTMYECKOro JIEKAPCTBEHHOTO
npernapara;

18) mpoBeneHrne oTOOpa MalUEHTOB B COOTBETCTBUU C TOPSIKOM OpraHH3aIiiH
OKa3aHUs BBICOKOTEXHOJOTMYHOW MEJUIMHCKOM MOMOINA C MpHMEHEHUEM eINHOM
rocyaapcTBEHHON HHPOPMALMOHHOM CHCTEMBI B cepe 31paBOOXpaHEHHS;

19) BbImaua 3akiIIOYEHUS O HYXIAeMOCTH BeTepaHa B oOecledeHUH IpoTe3aMH
(kpoMe 3yOHBIX MPOTE30B), MPOTE3HO-OPTONEANYECKUMHU U3JIeTUIMU B COOTBETCTBHH
c IlpaBmmamMu obecneuyeHuss MHBAIUAOB TEXHHYECKUMH CpelCTBaMU peabUIUTaluH
U OTHENBHBIX KaTeropHil rpakJaH M3 YUCIa BETepaHOB MpoTe3aMU (KpoMe 3YOHBIX
IIPOTE30B), NPOTE3HO-OPTONEIUIECKUMU HU3IETUSIMHU, YTBEPKAECHHBIMH NTOCTAHOBJICHHUEM
IpaputensctBa Poccuiickoit @enepauun ot 7 anpenst 2008 r. Ne 240;

20) ocylmecTBieHNE MEAMLUUHCKOTO OCBUIETENbCTBOBAaHUA IMOJO03PEBAEMBIX WM
OOBHHSEMBIX B COBEPIICHMHM NPECTYIUICHWH, B OTHONIGHHWH KOTOPBIX H30paHa Mepa
IpeceYeHUs B BHJIE€ 3aKIIOUEHMs IOJ CTpaxy, Ha MpelMeT Hallu4us y HHUX TSKEJIOoro
3a0oeBaHys, BKJIIOYEHHOTO0 B IiepedeHb TKEIBIX 3aboJeBaHUH, NPENATCTBYIOMIMX
COJEpXKaHUIO II0J CTpaXeid MOAO3peBaeMbIX WM OOBHHSEMBIX B COBEpLICHHH
NpecTyIUIeHNH, yTBepXAeHHbI! nocTaHoBneHueM [IpaBurensctBa Poccuiickoit @eneparnm
ot 14 suBaps 2011 r. Ne 3;

21) npoBeneHue 003aTENHHOTO ICUXAATPUIECKOTO OCBUAECTEHCTBOBAHMS;

22) BblJA4a CHOpaBKH 00 OTCYTCTBHHM MEIMUMHCKUX TMPOTHUBOIOKA3aHHIA
J1s1 paboTHI ¢ UCITOJIB30BaHMEM CBEEHMUM, COCTABIAIOIUX TOCYIapCTBEHHYIO TalHY;

23) BbIHECEHHE MEOUIIMHCKOrO 3aKJIOYEeHHS O TOM, YTO IpPU HU3BATHH OpPraHOB
M TKaHel Jid TpaHCIUIaHTAUUU (Tepecalkd) y KHBOTO JOHOpa €ro 3J0POBBIO
He OyJeT NpUYUHEH 3HaYUTEIbHBIH Bpe.;

24) BzaumopeiicTBue B paboTe MHO BONpOCaM, OTHOCAINUMCS K KOMIETEHLHH
BpaueOHOH KOMHUCCHH, C TEPPUTOPHAIBLHBIMH (HOHAAMH OOS3aTeIbHOTO MEIUIHHCKOTO
cTpaxoBaHusi, MOHIOM IEHCHOHHOrO ¥ CONMANBHOrO CTpaXoBaHHs Poccmiickoil

2 Yacte 8 cratbu 34 ®emepansHoro zakona or 21 Hos6ps 2011 r. Ne 323-®3 «O6 ocHOBaX OXpaHbl 3A0POBbA IPakIaH
B Poccuiickoii ®enepanumy. '




depepanyu, TEPPUTOPUATEHBIMEA opranamu PenepanbHOll cinykObl 10 Haa30py B cdepe
sapaBooxpaHenuss u DenepanbHoi ciyx0bl MO Hag3opy B cdepe 3allUTHl IpaB
notpebuteneid u Onaronomydus dYelloBeKa, (elepalbHBIMU YYPEXKICHUIMH MEIUKO-
COLMAJIbHOH OKCIMEPTHU3Bl, CO CTPAXOBBIMH MEIWUMHCKAMHU OpraHU3alMsIMH, HHBIMH
OopraHaMU ¥ OpraHU3alusIMHU; /

25) uHble QYHKUIUH, IpeAyCMOTpeHHbIE (pelepalbHBIMU 3aKOHAMU, HOPMaTUBHBIMHU
npaBoBbiMU akTamu llpesunenta Poccuiickoit @enepauuu, IIpaBurenscrBa Poccuiickoi
®enepanyy, GpeaepaIbHBIX OPraHOB HCIIOTHUTEIBHON BIIACTH M OPraHOB roCyAapCTBEHHOM
BiacTu cyobekToB Poccuiickoit denepanumu.

21. o pellleHHI0 PYKOBOAMTENSI MEAULIIMHCKOW OpraHu3aliii BpayeOHas KOMUCCHS
MOYKET OCYIIECTBIATh cleyouue GyHKIun:

1) pa3paGoTka i BHEZpeHHE MEPONPHATHIL, HANPABIEHHBIX HA OBBIICHAE KAYECTBA
ne4eOHO-TUarHOCTUYEeCKON paboThl, B TOM qucle OpenynpexIeHue
U YyCTpaHeHHWe HapylleHWl B Ipouecce IUAarHOCTHKM M JICYCHHS IalUEHTOB,
CHIDKEHME TIoKaszaTellell 3ab0leBaeMOCTH, CMEpPTHOCTH, OOJbHUYHON JEeTaTbHOCTH
Y MHBAJIMHOCTY;

2) omnpeneieHHe TMOAXOAOB U BO3MOXHOCTH IPHUMEHEHHS B MEIHULHMHCKOH
OpraHu3allil  COBPEMEHHBIX METOAOB  INpPO(QUIAKTHKM, [JUArHOCTUKH, JICYCHHS
1 MEIUITNHCKON peabUIuTaluy ¢ y4eTOM MEXIYHApOIHON MEAUIIMHCKON IPAaKTHKH;

3) ouleHKa TMpOBeNeHHMs  MEIWLIUHCKAUMU  pabOTHUKaMH  KOHCYJIbTallUH
C IpHUMEHEHUEM TeJIeMeJUIMHCKUAX TEeXHOJOTHH, aHallu3 CBOEBPEMEHHOCTH M KadecTBa
VX NIPOBEACHUS;

4) aHamu3 3a0o0NeBaeMOCTH, B TOM 4YHCIEe MaTeped M HOBOPOXICHHBIX,
BHYTPHOONBHMYHBIME ~ MH(EKUMAMH, pa3paboTKa W  pealM3aluds  MepONpUSTHH
10 IpodHIIaKTHKe 3a00IeBaeMOCTH BHYTPUOOIbHUIHBIMHA HH(EKIUAMU;

5) opraHmsam@s W IpoBeleHHWe ~ BHYTpEHHEro  KOHTPOJs  KadecTBa
1 0e30MacHOCTH MEANIMHCKON AesTebHOCTH;

6) opraHU3allHOHHO-METOAMYEeCKas MOAAepKKa ydeTa HeXelaTelIbHBIX COOBITHIH
IpU OCYUISCTBICHUHM MEIUIMHCKOH [eATENbHOCTH MEIMIMHCKOM opraHu3aluei
(bakToB M OOCTOATENHCTB, CO3AAOIUX YTPO3y NPHUYNHEHHS UIIH MOBJIEKINUX IPUIYHHEHHE
BpelJa XW3HH M 3I0POBBIO Tpaxk[aH M (MIM) MEIUIMHCKHX pPabOTHUKOB, a TaKKe
IpUBEAIIUX K YIJTHHEHUIO CPOKOB OKa3aHH MEIUIMHCKOH IIOMOIIIH);

7) pazpaboTKa  OpraHM3allHOHHO-METOOUYECKUX  MarepuajioB 1o  pabote
MEINLMHCKON OpraHU3aluy U J0BeJeHNe UX 10 CBEICHN MEIULIMHCKIX PaOOTHHUKOB;

8) opranuzanus “H(OpMaIOHHO-00pa3oBaTeIbHbIX MepOoNpUATHN
JUISL METUIIMHCKAX PaOOTHUKOB IO BeACHHUIO (GOpM CTAaTUCTHUYECKOrO y4eTa U OTYETHOCTHU
B chepe 31paBOOXpaHEHUS;

9) wHBle QYHKUMH, He NPOTHBOpPeYalNNe 3aKOHOAATENbCTBY Poccuiickoit
®enepatui.

22. BpaueOHas KOMHUCCHS MEIMIUHCKOH OpraHu3allid, TOABEAOMCTBEHHON
(beneparbHOMY OpraHy HCIONHUTENFHON BIAcTH, M BpadeOHas KOMHCCHUS KpaeBoif
(pecnyOnMKaHCKOW, OOTAcCTHOM, OKpPYKHOH) OONBHHULIBIL, ABJAIOINECHCA  Bedylled



MHOTONPOGUIBHON MEeIUIUHCKOH opraHu3alyeil Ha TeppuTopuH cyobekTa Poccuiickoi
denepanuy, NOABEIOMCTBEHHON HCIONHUTENBHOMY oOpraHy cyOwekra Poccuiickoi
Menepanun B chepe OXpaHBl 3I0POBBS, TOMHUMO OCYIIECTBICHHUS (QYHKIHUH, yKa3aHHBIX
B nyHkrax 20 wu 21 Hacrosumero Ilopsnka, NpHHMMaeT pelleHHe O Ha3HAYCHHH
He 3aperucTpupoBaHHbIX B Poccuiickoi ®@enepalud JIEKapCTBEHHBIX IIpeNapaToB
B CIy4asXx:

1) orcyrcTBHs 3aperucTpupoBaHHbIX B Poccuiickoit ®Penepauuu aHajgoros
JIeKapCTBEHHBIX NIpeIaparos;

2) orcytcTBHS 3¢ deKTa OT IPOBOAUMOI Tepalluy U IPOrpecCUpPyIOLIEM yXyAUIEHHH
COCTOSIHUS 3710pOBBS NALUEHTA;

3) OTCYTCTBHSA JIbTEPHATHBHBIX (HeMeIUKaMEHTO3HBIX) METONOB MpO(HUIaKTHKH,
JevYeHus] 1 MeAUIMHCKON peaOuINTaLuH;

4) HanuuMd  UHIUBUAYAIbHOM  HENEPEHOCHMOCTH  3aperHCTPUPOBAHHBIX
B Poccuiickoii denepannu aHaIoroB JeKapCTBEHHBIX IIPENapaToB.



