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IIpuka3s MunucrepcrBa 3apasooxpanenus Poccuiickoii @enepanuu ot 10 anpeas 2025 r. N 180u
"O0 yTBep:K/IeHNH NMOPAIKA CO3IAHNS U JIeITeJbHOCTH Bpa4e0HOil KOMUCCHU MeIUIMHCKOM

oprapmsanun'

Eﬂ TAPAHT:

Cwm. cpasnumenvubvii _ananuz Ilopsadka coz0anus u OesamenbHOCMU 6paA4eOHOU KOMUCCUU
meouyunckou opeanuzayuu 2012 u 2025 2e.

B cootBerctBuM ¢ myHKTOM 4 yactu 2 crateu 14 PenepanbHOro 3akoHa ot 21 Hosops 2011 r.
N 323-®3 "OO6 ocHOBax OXpaHbl 30pOBbsl TpaxaaH B Poccuiickoit denepanuu" u noamyHkTom 5.2.16
nyHkra S Ilomoxenus o MunucrtepcTBe 3apaBooxpaHeHus Poccuiickonn denepanuu, yTBEPKICHHOIO
nocraHoBienueM [IpaButensctBa Poccuiickoit @eneparuu ot 19 urons 2012 r. N 608, npuka3piBaro:

1. YTBepauTh mpuiaraeMblii MOPAIOK CO3MaHUS U JIEATEIBHOCTH BpaueOHOM KOoMHCCHUU
MEIHUIIMHCKON OpraHu3alnH.

2. IIpu3HaTh yTpaTUBIIMMU CHILY:

puka3 MUHHUCTEPCTBA 3PAaBOOXPAHEHUS U COLMAIBHOTO pasButusa Poccuiickon Penepannu oT 5
mas 2012r1. N 5020 "OO yTBepkKIEHUU MOpSAIAKA CO3MAAHUA M JEATENbHOCTH BpadyeOHON KOMHCCHUU
MEAUIMHCKONW opraHu3auuu” (3apeructpupoBaH MuHucTepcTBOM toctunuu Poccuiickoit ®@enepanyu 9
utonsa 2012 r., peructpaunoHusii N 24516);

npuka3 MunuctepcTBa 31paBooxpanenust Poccuiickoin @enepanuu ot 2 aexadbps 2013 r. N 886H
"O BHeceHMH u3MeHeHUH B [lopsnok co3maHMs M AEATENbHOCTH BpaueOHONH KOMHCCHU MEAMLIMHCKON
OpraHM3aliy, YTBEp:KIEHHBIM NpukazoM MUHHCTEpPCTBA 3/paBOOXPAHEHHUS U COLUAIBHOTO Pa3BUTHUS
Poccuiickoii ®@eneparuun ot 5 mas 2012r. N 502H, u B Ilopsgok Ha3HAaYeHUs U BBIKUCHIBAHUSA
JIEKapCTBEHHBIX NpPENapaToB, YTBEPKACHHBIN MpPHUKa30M MuHUCTEpCTBa 3ApaBOOXpaHeHUs: Poccuiickoin
@Oenepamnu ot 20 nekadps 2012 r. N 11751" (3apeructpupoBan MuHHCTEPCTBOM FocTULIMU Poccuiickoit
Oenepanuu 23 nexkadbps 2013 r., peructparmonnsiii N 30714).

3. HacTosmmii mpuka3 BcrynaeT B cunty ¢ 1 centsiops 2025 r. u neiictByet a0 1 centsiops 2031 r.

Munuctp M.A. Mypauiko

3apeructpupoBaHo B Munrocre Poccun 15 mas 2025 r.
Perucrpanuonnsiii N 82196

YTBEPX/EH npukazom Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®@egepanuu ot 10
anpeJs 2025 r. N 180u

[Hopsaok co3xaHus U 1eITEJbHOCTH BPa4eOHOH KOMUCCHH MEIUIIUHCKOH OpraHu3alun

1. BpaueOHasi koMHCCHSI METUITMHCKOW OpraHU3aluu (Janee - BpauyeOHass KOMUCCHS) CO3JaeTcs B
MEIHUIIMHCKOW OpraHr3alyy B LEISAX COBEPUICHCTBOBAHUS OpraHU3allid OKa3aHUs MEIUIIMHCKOW TOMOIILIH,
NPUHATUS pPElIeHU B Hauboyiee CIO0XKHBIX W KOH(DIUKTHBIX CIydasx IO BOIMpoOcaM MPOQUIAKTUKH,
JUATHOCTHKY, JICYCHUS W MEIUIIMHCKOW peaOWINTalny, ONpeAeNCHUs TPYIOCTIOCOOHOCTH TpakKIaH H
npodhecCHoHaNbHOM MPUTOTHOCTH HEKOTOPBIX KaTeropuil pabOTHUKOB, OCYIIECTBICHHS OIIEHKH KayecTBa,
000CHOBaHHOCTH H ()()EKTHBHOCTH JICUCOHO-THATHOCTUICCKUX MEPOIPHUSITHI, B TOM YHCJIC Ha3HAYCHUS
JIEKapCTBEHHBIX MpENapaToB A MEIUIIMHCKOTO MPHUMEHEHHUs (llajee - JIeKapCTBEHHBIE Mpenaparhl),
obecrieueHrs] Ha3HAUYCHHSI U KOPPEKIIMU JICUCHUS B IEISAX ydeTa JaHHBIX MAIMEHTOB MpU 0OecreueHnun
JIEKapCTBEHHBIMU TIperaparaMu, TpaHCIUIaHTanuud (mepecajkyd) OpraHoB W TKaHEd denoBeka,
MEIUIMHCKON PeabUINTALMH, A TAKXKE IPUHATHS PELIEHHS 110 MHBIM MEIUIMHCKIM BOIIPOCaMm .

2. B cBoeii gedrenbHOCTH BpaueOHas KoMHUCCHs pykoBoicTtByercss Koncturymmeit Poccuiickoii
Oenepannn, (QenepanbHBIME 3aKOHAMH, YKa3aMH | pacnopsbkeHumsmu [Ipesumenta Poccuiickoit
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@enepanny, IOCTAHOBICHUSMH M pacnopsbkeHussMu  IIpaButensctBa Poccuiickoin  ®@enepanuu,
HOPMATHUBHBIMHM TPABOBBIMU aKTaMH (elepalibHbIX OpPraHOB HWCHOJHUTENBHOM BIACTH, BKIIOYas
Hacrosimuii [lopsimok, 3akoHaMH ¥ MHBIMH HOPMAaTHUBHBIMHU INIPABOBBIMU aKTaMHU CyOBEeKTOB Poccuiickoii
®denepanuu, a TaK)ke MyHUIUIATLHBIMU TPABOBBIMU aKTaMHU.

3. BpaueOHast KOMHCCHS CO3[aeTCs HAa OCHOBAaHWHM TIPHKa3a PYKOBOAUTENS METUIIMHCKOM
OpraHH3aIliH.

4. Tlo pelieHHIO PYKOBOJIUTENS MEIUIIMHCKOM OpraHU3allid B COCTaBE BpaueOHON KOMHUCCHUU
MOTYT (POPMHUPOBATHCS MOJKOMUCCUM BpaueOHOM KOMUCCHUH.

5. Ilonmoxenne o BpaueOHOM  KOMHCCHMM  (ITOAKOMHUCCHUM  BpaueOHOM  KOMMCCHN),
permamMeHTupymoliee menu, 3agaud W GyHKIUM BpadeOHOM Komuccuu (TOJKOMHCCHM BpadyeOHOM
KOMHUCCHH), TIOPSIIOK paboOThl, yueTa U MPEeACTaBICHUS OTYETHOCTU IO MTOTaM JAESTEIbHOCTH, U COCTaB
BpaueOHON KoMuccuu (MOJKOMHCCHI  BpadyeOHOM  KOMHCCHM)  YTBEpPXKAAIOTCI  PYKOBOJIUTEIEM
MEIUIIMHCKON OpraHu3alnH.

6. Bpauebnas komuccus (moJIKOMUCCHS BpadyeOHON KOMUCCUHM) COCTOUT U3 MpeCcenaTesl, OJTHOTO
WIM JBYX 3aMECTHUTENel MpejcenaTesss U UHBIX YWIEHOB KOMHUCCHMHM. MUHMMalbHOE KOJIMYECTBO UJICHOB
BpaueOHOW KOMHCCUU (TIOJKOMHCCHM BpayeOHOM KOMMCCHH) COCTaBiIsieT 3 YeloBeKa C Y4YeTOM
npejceaaTesns U 3aMECTUTENS PECce1aTes.

7. llpencenareneM BpaueOHOM KOMHCCHM Ha3HA4YaeTcs PYKOBOAMTETh METUIIMHCKON OpraHU3aIiu
WIM 3aMECTUTENb PYKOBOJUTENS MEIUIMHCKOM OpPraHM3allud, B JIOJDKHOCTHBIE OOS3aHHOCTH KOTOPOIO
BXOJIUT PElIeHHE BOIIPOCOB, OTHECEHHBIX K KOMITETEHIMH BpauyeOHOI KOMHCCHUU.

8. IIpencenarenemM NoJIKOMUCCUM BpaueOHON KOMUCCUHM Ha3HAYAETCs PYKOBOJUTENb METUIIMHCKON
OpraHM3alfy, WIH 3aMECTUTENb PYKOBOAMTENS MEIUIMHCKON OpraHu3alud, WId PYKOBOJIUTENb
CTPYKTYpPHOT'O TOAPA3JEICHUs MEIUIMHCKOM OpraHu3alud, B JIOJDKHOCTHBIE OOSI3aHHOCTU KOTOPOIO
BXOJIUT PElIeHHE BOIIPOCOB, OTHECEHHBIX K KOMITETEHIMH MOAKOMHUCCUN BpaueOHOW KOMHUCCHH.

9. B cocraB BpaueOHOW KOMHCCHM W TOJKOMHCCHM BpaueOHOM KOMHUCCHMH MOTYT BKJIIOYaThCS
PYKOBOJUTENU CTPYKTYPHBIX MOApa3AeIeHII MEAUIIMHCKONW OpraHu3allii, BpauKl U3 YUClia MEIUIIUHCKUX
paOOTHUKOB METUIIMHCKON OpraHM3aluu, B KOTOPOW CO3JaeTcs BpaueOHash KOMHCCHS, a TaKkKe Bpau W3
qrciia MEIULIMHCKUX paOOTHUKOB MHBIX MEIULIMHCKUX OPTaHU3aIINMA.

10. OpraHuzanvoHHOe oOOecreueHue JEeSATENbHOCTH BpaueOHOM KOMHCCUHM  (ITOJKOMHUCCUU
BpaueOHOW KOMHCCHUHM) OCYIIECTBISECTCS MEAMIMHCKUM paOOTHUKOM WM HMHBIM pPaOOTHUKOM
MEIUIMHCKONW OpraHu3aluu (Jajee - CeKpeTapb BpaueOHOW KOMHUCCHU (TIOAKOMHCCHU BpaueOHOM
KOMHCCHH).

11. Cekperapp BpaucOHON KOMHUCCHM (IIOAKOMHCCHU BpadeOHOW KOMHCCHH) OCYIICCTBIISCT
cienyoomue QyHKIUH:

1) cocraBneHue MIAaHOB-TPAQHUKOB 3aceqaHUil BpadeOHOW KOMECCHU (ITOAKOMHCCHUU BpadeOHOM
KOMHCCHH);

2) moJAroTOBKAa MaTepUaloB JJI 3aceldaHus BpaueOHOM KOMHUCCHM (ITOJKOMHUCCUHU BpayeOHOMN
KOMHCCHH);

3) yBeIOMJICHHE YIICHOB BpaueOHONH KOMHUCCHH (ITOJKOMUCCHU BpaueOHOW KOMHUCCHM) O Jare U
BpPEMEHH MPOBEICHUS 3aceaHusl BpauyeOHO KoMuccun (IOJKOMUCCHH BpadyeOHO KOMHCCHN);

4) oopMIiIeHHE TTPOTOKOJIOB BpaueOHON KOMUCCHH (TIOJTKOMUCCHH BpauyeOHON KOMHICCHN);

5) BHECEHHE pelIeHUs BpauyeOHOM KOMHCCHH (TIOJKOMHCCHHM BpadyeOHOM KOMHCCHH) B
MEUIMHCKYIO IOKyMEHTALMIO MAallUEHTAa,

6) BeleHME KypHaia BpaueOHONH KOMHCCHH (TIOJKOMHCCHHM BpayeOHONH KOMHCCHH) Ha OYMa)KHOM
HocuTene U (Win) B (popMe IEKTPOHHOTO IOKYMEHTa, B KOTOPOM YKa3bIBAIOTCS JlaTa, BpeMsl IIPOBEICHHS
1 GUKCHUPYIOTCS MPUHSATHIE pelieHus BpauyeOHOI Komuccuu (TTIOJKOMUCCHH BpadyeOHOI KOMHCCHN);

7) opraHu3anusi XpaHEHHs MaTEepPHajOB JEATEIIFHOCTH BpadyeOHON KOMHCCHU (IIOJKOMHCCHH
BpaueOHOW KOMHCCHH).

12. 3acenanus BpaueOHON KoMuccHH (TIOAKOMUCCHH BpaueOHON KOMHCCHHU) MPOBOASTCS HE peke
OJIHOTO pa3za B MecsI| Ha OCHOBAHUHU IUIAHOB-TPaUKOB, YTBEP)KIAEMBIX PYKOBOJIUTEIEM MEIUIIMHCKON
OpraHH3alHH.
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13. Tlo pemenuto mpenceaarens BpadyeOHONW KoMHUCCHH (ITOJKOMHUCCHUH BpauyeOHON KOMHCCHH),
COTJIACOBAaHHOMY C PYKOBOJUTENEM MEAUIMHCKON opraHu3anuu (yHmOJHOMOYEHHBIM 3aMECTUTENIeM
PYKOBOJIUTENS] MEIUIIMHCKOW OpTaHU3alllK), MOTYT TPOBOAMTHCS BHEIUIAHOBBIC 3aceaHusl BpaueOHOM
KOMHCCHH (ITOJKOMUCCHN BpauyeOHOW KOMHUCCHH).

14. 3acenanme BpayeOHOW KOMHCCHMHU (ITOJKOMHCCHH BpaueOHONH KOMHCCHHM) CUHTAETCS
MIPAaBOMOYHBIM MPHU HAJUYMUU KBOPYMa, KOTOPBII COCTaBJIseT HE MEHEe IBYX TpPeTel cocTaBa BpaueOHOMU
KOMHCCHH (TTOJKOMHUCCUN BpauyeOHOU KOMHUCCHH).

Pemenne BpaueOHOI KoMUCCHH (TTOJAKOMUCCUU BpaueOHOM KOMHCCHUHN) CUUTACTCS IPUHATHIM, €CITU
ero TMOoAJepk allo HE MeHee ABYX TpeTed UICHOB BpauyeOHOW KOMHCCHHU (TTOJAKOMHCCHU BpadeOHOM
KOMHUCCHH), TPUCYTCTBYIOIIMX Ha 3acellaHud BpauyeOHON KomHccUU (TIOAKOMHCCHU BpaueOHOU
KOMHCCHH).

15. Pemenue BpadyeOHON KoMUCCHU (TIONKOMHCCHHM BpadeOHOW KOMHUCCHUH) odopmiseTcs
MPOTOKOJIOM Ha OyMa)KHOM HOCHTENE, MOJNMCHIBAEMOM IMPUCYTCTBOBABIIMMH Ha 3aCEAaHWUU UJICHAMH
BpayeOHONW KOMHCCHH (TIOJKOMHUCCHH BpaueOHON KOMHUCCHH), WM (GOopMHUPYETCS B (popMe AIEKTPOHHOTO
JIOKYMEHTa, TOANMCAHHOTO YCHJICHHBIMH KBaJU(UIIMPOBAHHBIMU DJICKTPOHHBIMH MOINUCIMHU yKa3aHHBIX
JIUII, B CPOK, HE MPEBBIIIAIOMINN TpeX pabouynx JHEH co JHS MpOBEeHHs 3aceaHns BpauyeOHONH KOMUCCHH
(mogxomuccuy BpaueOHOM KOMUCCUH), KOTOPBIM COIEPIKUT CIETYIOIINE CBEICHUS:

1) nara mpoBeneHuUs 3aceaanus BpaueOHOM KoMHucchu (TIOJKOMUCCUH BpaueOHOM KOMUCCHUN);

2) CHHCOK WIEHOB BpaueOHOW  KoMuccHH  (TIOAKOMHUCCHHM  BpadyeOHON  KOMHCCHH),
MPUCYTCTBOBABIINX Ha 3acelaHUU BpaueOHON KOMUCCHH (TTOJIKOMUCCUH BpauyeOHON KOMHICCHH);

3) mepeueHb OOCYXIABIIMXCS Ha 3acellaHUM BpPAaueOHON KOMHUCCHH (TIOJKOMHCCHH BpadeOHOMN
KOMHUCCHH) BOIIPOCOB;

4) perienne BpadyeOHONH KOMHCCUH (TTOJJKOMHCCUH BpaueOHOH KOMUCCHH) M €r0 000CHOBAHKE;

5) cBeaeHus o0 MHAMBHUIYATbHOM HEMEPEHOCHMOCTH B3aWMO3aMEHSEMBIX JIEKAPCTBEHHBIX
npenaparoB (IpU MPUHATAM BpayeOHOM KomMuccHed (MOJKOMHCCHEW BpauyeOHOM KOMHCCHM) DPEIICHUS,
YKa3aHHOTO B moJnyHkTe 8 myHkTa 20 Hacrosmero [lopsaka.

16. Beinucka U3 npoTokosa BpaueOHOM koMHuccuu (IIOJKOMUCCUN BpaueOHOM KOMHUCCUM) BBIACTCS
MaUeHTy U (WIKM) ero 3aKOHHOMY IPEJICTaBUTENIO MO0 HHOMY JIMIy, YKa3aHHOMY MallMeHTOM WU €ro
3aKOHHBIM TPEACTaBUTEIEM B MHCbBMEHHOM COIVIACMM Ha pasMIallieHUE CBEIEHUM, COCTaBIISIFOIIMX
BpaueOHYI0 TaiiHy, Uiau WHGOPMUPOBAHHOM JOOPOBOJIHHOM COTJIACHHM HAa MEIUIIMHCKOE BMEIIATEIbCTBO
(manee - MHOE JHIIO), MO 3aMPOCy, HANPABIEHHOMY B TOM YHCJE B AJIEKTPOHHOH (hopme, Ha OymMakHOM
HocuTese U (uiau) B opMe dIEKTPOHHOTO TOKYMEHTa B CPOK, HE MPEBBIMIAIONINN Tpex pabounx IHEH co
JTHS TIOCTYTJICHUS] B MEIULIMHCKYIO OpraHU3alii0 YKa3aHHOTO 3ampoca.

17. IlpoTokomsl BpaueOHOM KoMHCcCHU (TTOJIKOMUCCHH BpaueOHONW KOMUCCHH) MOJIEKAT XPAHEHUIO
B T€UEHUE JIECSTH JIET.

18. Ilpeacenatens BpaueOHOM KOMUCCHH €KEKBAPTAIBbHO, a TAKXKeE 110 UTOTaM Trojia MpeACTaBIseT
PYKOBOJIUTEIIO METUIIMHCKON OpraHu3allii MUCHbMEHHBIA OTYET O JeSITeIbHOCTH BpauyeOHOW KOMUCCHH U
MOJIKOMHUCCHH BpaueOHON KOMHCCHH.

19. KoHTpoJsib 3a AEATEIHHOCTHIO BpauyeOHON KOMHUCCHHM M TIOJKOMHUCCHI BPauyeOHON KOMUCCHH
OCYUIECTBIISIET PYKOBOJUTEIb METUITMHCKON OpraHu3aIuu.

20. BpauebHast KoMHCCHS MOXKET OCYIIECTBIIATH ClEAYOMmUe QyHKIUH:

1) mpuHATHE pELIeHUI MO BOMPOCAM COBEPIICHCTBOBAHUS OPraHU3allMU OKa3aHUS MEIULUHCKOMN
MTOMOIIY HACEJIEHHUIO Ha OCHOBE BHEJIPEHUS CUCTEMbI MEHEP)KMEHTA KaueCTBa;

2) mpuHATHE pEUIeHH MO BOIMpPOCaM OMpEIENICHUs IMOAXOA0B K BHEAPEHUIO B MEAULIMHCKOMN
OpraHu3allii TEXHOJIOTWH, HANpaBJICHHBIX HA pPALMOHAIBHOE HCIIOJb30BAaHHE BPEMEHH MalMeHTa |
MEAHUIIMHCKOro paboTHHKA, oOecrieueHNs] KOM(POPTHOCTH YCIOBHM MPEIOCTABICHUS MEAUIIMHCKUX YCIIYT;

3) mpuHATHE peUIeHWH Mo BompocaMm MNPO(WIAKTUKU, JUATHOCTUKHU, JIEYCHUS, MEIUIIMHCKOU
peabunUTalMyd, B TOM YHWCJIE€ CAHATOPHO-KYPOPTHOTO JIEYCHHsSI, MPOBEACHHS METUIIMHCKUX HKCIEPTH3,
MEIUIUHCKIX OCMOTPOB M MEIUIIMHCKUX OCBHJIETEILCTBOBAHUM, OINpeneneHuss MnpodeccHoHaIbHOM
MPUTOTHOCTH HEKOTOPBIX KaTeropuii pabOTHUKOB M CBS3M 3a0oJjeBaHUS C mpodeccueid B ciydasx,
YCTaHOBJICHHBIX 3aKOHOJATeNbcTBOM Poccuiickoit ®enepaiuy, B HauOOIEE CI0XKHBIX M KOH(IMKTHBIX
ClIy4asx, TpeOYIOIUX KOMUCCHOHHOTO PACCMOTPEHUS;
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4) ompeneneHue TPYAOCHOCOOHOCTH Tpa)KIaH B CIy4asiX, YCTaHOBJIGHHBIX 3aKOHOIATEIECTBOM
Poccuiickoit deneparuu;

5) mpojJieHue JHMCTKOB HETPYAOCIOCOOHOCTH B CiydasiX, YCTaHOBJIEHHBIX 3aKOHOJATEILCTBOM
Poccuiickoit deneparuu;

6) NpUHATHE pELIEHUS O HaIpaBJI€HWU [allUEHTAa HA MEIUKO-COLHUAIbHYI0 JKCIEpTU3Y B
COOTBETCTBHH C 3aKOHOMaTenbcTBOM Poccuiickoit @enepanny;

7) oOIeHKa KauecTBa, OOOCHOBAaHHOCTH M  J(PQPEKTHUBHOCTH JICUEOHO-TUATHOCTUIECKUX
MEpPOIPUITHIA, B TOM YHCIIe HA3HAYEHUS JIEKAPCTBEHHBIX MIPENapaToB;

8) mpuHATHE PELICHUs] O Ha3HAYCHUHM U NMPUMEHEHHMH JIEKaPCTBEHHBIX MpPEnapaToB, MEIUIUHCKUX
U3JIENUA U CIIeHUANTU3UPOBAHHBIX MPOAYKTOB JIEUeOHOrO MUTAHUS, HE BXOSIIMX B COOTBETCTBYIOIIUN
CTaHIAPT MEIUIIMHCKOW IOMOIIM WM HE MPEIyCMOTPEHHBIX COOTBETCTBYIOIIEH KJIMHUYECKOU
pekoMeHaanuend, JuG0 MO TOProBbIM HAMMEHOBAHUSAM TMPU HAIMYUU MEIULIUHCKUX TOKa3aHHM
(MHIMBUYaJIbHOW HENEPEHOCUMOCTH, 10 )KU3HEHHBIM MIOKa3aHUSIM);

9) BhIHECEHHE 3aKIIOYEHHS O HEOOXOAMMOCTH HE3aMeIUTUTENLHOr0 OoOecredeHHs] KOHKPETHOTO
rpaXJaHWHA C TSDKENBIM JKU3HEYTPOXKAIOUIMM M XPOHMYECKHM 3a00JIeBaHHEM, B TOM 4YHCIE PEAKUM
(opdannbIM) 3a007€BaHUEM, KOTOPBIN MOJIyYald MOJACPKKY B pamMKax AeareabHocTH PoHIa MOIICPKKU
JeTeN C TSDKEIBIMU KU3HEYTPOXKAIOUIMMH M XPOHUYECKUMHU 3a00JIEBAHUSMHU, B TOM YHCIE DPEIKUMHU
(opdannbiMu) 3a6oneBanusmu, "Kpyr noopa" (nanee - @onm) 10 HocTXeHUS UM 18-1eTHET0 Bo3pacTa u
ofecrieueHne OKa3aHMs MOJJEPKKHU KOTOpoMy ocyluecTBisieTcss POHIOM B TEUEHHE OJHOIO roja Iocie
JOCTHXKEHHUST MM 18-eTHero Bo3pacTa, NUOO TPYyNN TakuX TpaxknaaH (najgee - AeTd ¢ ophaHHBIMH
3a00JIeBaHUsIMHU) JIEKAPCTBEHHBIM INPENapaToM M3 pe3epBa JEKapCTBEHHBIX IPENapaTroB, BKIOYEHHBIX B
MEpPEeYHu U1 3aKYyMOK, B IENSAX He3aMeIMTEIbHOro oOecredeHHs HEeOoNpeAeNieHHOW TpYyMIbl JeTeil ¢
ophaHHBIMH 3200JICBAaHUSIMH;

10) npuHsATHE petieHus] 0 He0OOXOUMOCTH HA3HAYCHHUSI JIEKAPCTBEHHBIX MPENapaToB, HE BXOISAIINX
B IEpeYeHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IpenaparoB (MpU OKa3aHUU
MEIHMIIMHCKOW TOMOIIM B paMKaxX OPOrpaMMbl TOCYJIApPCTBEHHBIX TapaHTHHl OECIIaTHOTO OKa3aHUS
rpa)xaiaHaM MEIUIMHCKON ITOMOLIN);

11) B ciyyae mpuUHATHUA pELIEHUS O HAa3HAUYEHWU HE 3apeructpupoBaHHOro B Poccuiickoi
denepanyy JEKapCTBEHHOTO IIpenapara, OnpeesieHue IopsaKa €ro IPUMEHEHHs] Ha OCHOBE UJIU C YYETOM
MHCTPYKLHUU IO NMPUMEHEHUIO (JO3UPOBKH, CIOCOOa BBEIEHUS U TMPUMEHEHHs, PeKMMa JT03UPOBaHUS,
IIPOJODKUTEIBHOCTH JIEUeHUS W OOOCHOBAHMS Ha3HAUEHUS JIEKapCTBEHHOTO IIpernapara), BKIIOuas
HaOII0/IeHUE 32 MAIIMeHTOM, IPUMEHSIONINM TaKO! Mpernapar;

12) npunsTHE pelnleHHs O Ha3HAUYEHUM He3aperucTpupoBaHHbIX B Poccuiickoit ®enepanuun
MEAUIMHCKUX U3JENUNA MPU HAJTMUYUU MEAUIIMHCKUX TTOKa3aHUH (110 )KU3HEHHBIM MOKa3aHHIM);

13) mpunsiTHE penieHust 0 HanpaBiieHuu cooOieHuit B denepanbHyo ciyx0y 1mo Haa3opy chepe
3/IPaBOOXPAHEHHS B LIEISAX OCYIIECTBICHHS MOHUTOPHHIa O€30MaCHOCTU JIEKAPCTBEHHBIX MPENaparoB O
BBISIBIICHHBIX ~CIy4yasiX TIOOOYHBIX JCWCTBUI, HE YKa3aHHBIX B MHCTPYKIHH TIO TPUMEHEHHIO
JIEKapCTBEHHOT'O TpernapaTa, Cepbe3HbIX HEKeIaTeIbHBIX PEaKIMid U HENpeIBUICHHBIX HEKeIaTeIbHBIX
peakuuil npyu NPUMEHEHUH JIEKApCTBEHHBIX MPENapaToB, B TOM YHUCIIE MOCITYKHUBIIUX OCHOBAHHUEM MJIs
Ha3HAYCHMsI JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUH C MOAMYHKTOM 8 HACTOSIIETO MMyHKTA;

14) npuHsATHE pelIeHys 10 BONPOCAM HAa3HAYEHUS M KOPPEKIUH JICYEHHs B LIEIAX ydeTa JaHHbBIX
MAIMeHTOB MPH OOECTEeUeHUHU JIeKApCTBEHHBIMH IpenapataMd B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Poccuiickoit denepanuu;

15) npuHsATHE pelleHHs O Ha3HAYCHHM JIEKapCTBEHHBIX IpEnapaToB B CIy4asX U B TOpSIKE,
KOTOpBIE YCTaHOBJIEHbl HOpPMAaTHBHBIMU IpaBOBBIMM akTamu Poccuiickoii denepauuum U CyObEKTOB
Poccuiickoii @enepanuu, ycTaHABIMBAIOUIMMH IOPSIOK HA3HAUYEHWS U BBIUCHIBAHUS JIEKAPCTBEHHBIX
[IpenapaToB, BKIIOYAas HAPKOTHMUECKHUE JIEKApCTBEHHBIE MpenapaTrbl M INCUXOTPOIHBIE JIEKApPCTBEHHBIE
mpemapaTbl, a TakKe JIGKApCTBEHHBIX TMpenaparoB, oOecleyeHHe KOTOPBIMH OCYIIECTBISETCS B
COOTBETCTBHH CO CTaHIAPTAMU MEAHMIIMHCKOW MOMOIIM IO perentam Bpada ((denpamepa) mpu OKazaHUH
roCy/IapCTBEHHOM COLIMaIbHON MOMOIIH B BHIe HA0Opa COIMABHBIX YCIYT;

16) npuHsATHE pelleHHs O HAa3HAUYEHUU OTICIbHOMY MAlMEHTY OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa, TPeTHA3HAYEHHOTO [JIs HWCIOJHEHUS WHIWBUIAYaJbHOTO MEAMIIMHCKOTO Ha3HA4YeHUs
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OMOMEIMIIMHCKOIO KJIETOYHOTO MPOAYKTa, CIELUUAIbHO IPOU3BEIEHHOTO JIi OTAEIbHOTO MalMeHTa
HEMOCPEJACTBEHHO B MEIUIIMHCKOW OpraHu3alii, B KOTOPOM MpHUMEHSeTCS TaHHBIA OWOMEIUIIUHCKUN
KJICTOYHBIA TPOAYKT (Hanee - MHIUBUAYalbHBIH OMOMEIMIIMHCKUN KJIETOYHBIH MPOIYKT), U KOTOPOM
MPEIOCTABICHO pa3pellieHue Ha MPOU3BOACTBO U TNPUMEHEHHE WHIAMUBUAYAIbHOTO OMOMEIMIIMHCKOTO
KJIETOYHOTO MPOJIyKTa;

17) npuHsATHE pelIeHHs O MNPUMEHEHHH OMOTEXHOJIOTHMYECKOro JIEKapCTBEHHOTO Ipemnapara,
IIpeIHa3HaYeHHOI 0 JJIs IPUMEHEHHUsS] B COOTBETCTBUU C MHAMBHIyaIbHBIM MEIUIIMHCKUM Ha3HAUYEHUEM U
CHEIUAIbHO H3TOTOBJIEHHOTO JJisi KOHKPETHOTO TNAIMEHTa HENOCPEICTBEHHO B MEIUIMHCKOU
OpraHu3aIiy, B KOTOPOI MPUMEHSETCS TaKOW OMOTEXHOJIOTHYECKHUH JIEKapCTBEHHBIH Mperapar, MMEIOIHA
B CBOEM COCTaB€ COCIMHEHHS, CHHTE3UPOBAHHBIE 110 PE3yJbTaTaM TE€HETHUYECKUX HCCIEIOBaHUMN
MaTepuaia, IOJIY4eHHOIO OT MAalMeHTa, /A KOTOPOTrO M3rOTOBJIEH TaKOHM OHOTEXHOJIOTMYECKUN
JIEKapCTBEHHBIN MpemnapaT (Aajee - WHAMBHUIYaAIbHbIN OMOTEXHOJIOTMUECKUN JIEKapCTBEHHBIN Mpemnapar),
IIpY HAJMYUU Yy YKa3aHHOM MEIMIMHCKON OpraHM3alMM pa3pelleHus Ha MPUMEHEHHE WHIUBUAYaIbHOIO
OMOTEXHOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpernapara;

18) mpoBegeHue oTOOpa MAIMEHTOB B COOTBETCTBHU C HOPSAIKOM OpraHU3allid OKa3aHUS
BBICOKOTEXHOJIOTUYHOM  MEIMIIMHCKOM TMOMOIIM C TNPUMEHEHHEM €JIMHOM  TOCYJapCTBEHHOU
MH(POPMALMOHHON CUCTEMBI B Chepe 31paBoOXpaHeH s %

19) BpIaua 3aKJIIOUEHHUsI O HYX/IaeMOCTH BeTepaHa B OOecleyeHUH MpoTe3amMH (Kpome 3yOHBIX
IIPOTE30B), MPOTE3HO-OPTONEAUUYECKUMH H3AEIUsAIMU B cooTBeTcTBUM ¢ [lpaBunamu obecrieueHust
WHBAJIUJIOB TEXHUYECKHUMH CPEICTBAMU pPEaOWIUTAIMU W OTIEIbHBIX KAaTeropuil TpakJaH M3 YHUCIla
BETEpAaHOB  NpoTe3aMu  (KpoMme 3yOHBIX MPOTE30B), MPOTE3HO-OPTONEIUYESCKUMHU  H3JCIHAMH,
YTBEPKJICHHbIMU nocTaHoBJIeHHeM [IpaButenscTBa Poccuiickoit @enepanuu ot 7 anpens 2008 . N 240;

20) ocylIecTBICHHE MEIUIIMHCKOTO OCBHUACTEIHCTBOBAHUS IMOJ03PEBAEMBIX WM OOBHUHSIEMBIX B
COBEpIICHUN NPECTYIUICHUH, B OTHOIIEHUU KOTOPHIX M30paHa Mepa MpecedeHHs B BUE 3aKIIOUEHUS MO
CTpaxy, Ha MpeIMET HaJW4Msl y HHUX TSDKEIOro 3a00JieBaHUs, BKIIOYEHHOTO B IEPEUYEHb TSKENIBIX
3a00NIeBaHUM, MPEMATCTBYIONIMX COACPKAHUIO TOJ CTpaKeH MOJ03peBaeMbIX WJIM OOBUHSEMBIX B
COBEpUICHUH MPECTYIUICHUM, YTBEPKICHHbIA moctaHoBieHueM [IpaButensctBa Poccuiickoit denepaunu
ot 14 auBaps 2011 r. N 3;

21) npoBeneHne 0043aTEIBLHOTO ICUXUATPUIECKOTO OCBUAETEIBCTBOBAHMS;

22) BbIJa4Ya COpaBKA OO0 OTCYTCTBUM MEIUIIMHCKUX MPOTUBOMOKA3aHUM [isi paboThl C
MCIIOJIb30BAaHUEM CBEACHUMN, COCTABIISIOUINX TOCYIapCTBEHHYIO TalHY;

23) BBIHECEHHE MEIUIIMHCKOTO 3aKJIIOUEHHUS O TOM, YTO MPH W3BATUU OPTaHOB M TKaHEH s
TpaHCIJIaHTAlMU (IEPECaKN) Y )KUBOTO JOHOPA €ro 3/I0pPOBBIO HE OyAET NIPUUNHEH 3HAUUTEIbHBINA BpET;

24) B3auMoelicTBrE B paboTe 1Mo BOMpOcaM, OTHOCSIIMMCS K KOMIIETEHIIUN BpaueOHOW KOMUCCHH,
C TEeppPUTOpUANBHBIMUA (OHIAMH 0053aTEIFHOTO MEIUIIMHCKOTO cTpaxoBaHus, MOHIOM NMEHCHOHHOTO U
conManbHOro crpaxoBanus Poccuiickoit ®enepanuu, TeppUTOpUAIbHBIMH oOpraHamMu PenepanbHON
CITy>KOBI TIO Haa30py B cdepe 3apaBooxpaHeHuss u DenepaiabHOM CIy>KObI IO HAA30py B cepe 3amuThl
npaB moTpeduTeneld W Onaronoiydus dYeloBeka, (efepaibHbIMU YUPEKICHUSIMH MeIUKO-COLUaIbHON
AKCIEPTU3BI, CO CTPAXOBBIMU MEAUIIMHCKMMH OpPraHU3alUsIMU, UHBIMU OPTaHaMU U OPTaHU3aLUSIMY;

25) unHble QYHKIUH, MPEAyCMOTpeHHbIE (efepaibHbIMU 3aKOHAMHU, HOPMATHUBHBIMU MPAaBOBBIMHU
aktamu [lpesunenta Poccuiickoit @enepannu, IlpaButenscrBa Poccuiickoit denepanuu, denepaabHbIX
OpraHOB HCIIOJIHUTEIbHOM BIACTH M OPraHOB TOCYAAapCTBEHHOW BlacTH CcyOBbekToB Poccuiickoit
denepanun.

21. Ilo pemieHUIO PYKOBOAMUTENS MEIUIIMHCKOM OpraHu3anuu BpauyeOHAas KOMHUCCHUS MOKET
OCYILECTBIISATH CIEAYIOMNEe GYHKINU:

1) pazpaboTka U BHeApEHHE MEPONPUATHN, HANPABICHHBIX Ha TOBBIIMICHUE KauyecTBa JeueOHO-
JMarHOCTHYECKON pPaldOThl, B TOM YHUCIIE TPEAYyNpEKICHHE M YCTpaHEHUE HapyLIeHWH B Ipoliecce
JTUATHOCTHKH U JIEYeHHs MAI[MeHTOB, CHIKEHHE MoKa3aTesel 3a001eBaeMOCTH, CMEPTHOCTH, OOJIBHIUYHOM
JIETAIbHOCTH U MHBAJIMIHOCTH;

2) ompexneneHHE TMOAXOJOB M BO3MOXKHOCTH MPHUMEHEHHS B MEIUIMHCKON OpraHu3aluu
COBPEMEHHBIX METOAOB NMPO(UIAKTUKH, TUATHOCTUKY, JCUCHUS ¥ MEIUIIMHCKON peadMInTallui ¢ Y4eTOM
MEXIYHAPOAHOW MEIUIIMHCKON MPAKTHUKU;
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3) ouleHKa NpPOBEACHHS MEAUIMHCKUMHM paOOTHUKAaMU KOHCYJIbTAallUd C HIPUMEHEHUEM
TEJIEMEIUIUHCKNAX TEXHOJIOTUH, aHAaJIN3 CBOEBPEMEHHOCTH U Ka4eCTBa X IIPOBEICHMS,

4) ananmu3 3a00J€Ba€MOCTH, B TOM YHCIIE MaTepel W HOBOPOXKIEHHBIX, BHYTPHOOIHLHHYHBIMHU
UHQEeKIUsIMH, pa3paboTka M pealu3alus MepolnpHuiATHd 1o npoduiIakTUKe 3a00J1€BaeMOCTH
BHYTPHOOJIFHIUYHBIMU MH(EKIHAMHY;

5) opraHuzanus U MpOBEJCHUE BHYTPEHHEIO KOHTPOJIA KauyecTBa M O€30IacCHOCTU MEIUIIMHCKOM
JIeSITENIbHOCTH;

6) OpraHM3allMOHHO-METOAMYECKas MOJAEP)KKAa YydeTa HeXeNaTelIbHbIX COOBITMH  IpH
OCYILIECTBIICHUN MEIUIIMHCKON NesTeIbHOCTH METUIIMHCKON opranu3amnueil ((pakToB m 0OCTOATENLCTB,
CO3/IAalOIUX YIpO3y NPUUYMHEHUS WIM IOBJICKIIMX NMPUYMHEHUE BpENa JKU3HU U 30POBBIO TPaKIaH U
(MM) MEIMUMHCKUX pa0OTHUKOB, a TAaKKe MPUBEAIINX K yIJIMHEHHIO CPOKOB OKa3aHUS MEAMIIMHCKOMN
TTOMOIIIN);

7) pa3paboTka OpraHU3alMOHHO-METOJAMYECKHX MaTepHajioB IO paboTe MeIULIUHCKON
OpraHu3aliK U JOBEACHUE UX JI0 CBEACHUSA MEIUIMHCKUX PAaOOTHHUKOB;

8) opranuzainus HHHOPMAITMOHHO-00Pa30BaATEIbHBIX MEPOIIPUATUHN TSI MEAUIIMHCKUX PAOOTHUKOB
10 BEJICHUIO (hOPM CTATHCTUYECKOT0 Y4eTa U OTYETHOCTH B chepe 3ApaBOOXPaHEHUS;

9) unble QyHKIMH, HE MPOTHBOPEUAILUE 3aKOHOAATeNBLCTBY Poccuiickoii Denepariui.

22. BpaueOHast KOMUCCHSI MEJUIIMHCKOM OpraHu3alny, MoABEJOMCTBEHHOH (eiepaIbHOMY OpraHy
UCTIOJIHUTENILHOW BJACTH, U BpadeOHash KOMUCCHS KpaeBOH (pecryOarMKaHCKOH, 0OIacTHOM, OKpY>KHOM)
OOJIbHUIIBI, SBISIOLICHCA Beaylled MHOronpo(uIbHON MEIUIMHCKOM OpraHu3alueil Ha TeppUTOpHUU
cyobekta Poccuiickoit deneparyu, Mo BeIOMCTBEHHOW HCIIOTHUTEIBHOMY Oprany cyobekta Poccuiickoit
denepanyu B cepe 0XpaHbl 310pOBbsl, HTOMUMO OCYILECTBICHUS (PYHKIUI, yKka3aHHbIX B MyHKTax 20 n 21
Hacrosiero llopsaka, mMpUHUMAaeT pelleHWe O HAa3HAYEHMHM HE 3aperucTpUpoOBaHHBIX B Poccuiickon
Denepanyy J€KapCTBEHHBIX NIPENAPATOB B CIyYasx:

1) otcyrcTBUsS 3aperucTpupoBaHHbIX B Poccuiickoit ®denepanuyi aHaIOTOB JIEKAPCTBEHHBIX
[IPEnaparTos;

2) orcytcTBus 3 deKTa OT MPOBOJUMON TEparuu M MPOTPECCUPYIOIIEM YXYIIIEHHUH COCTOSHUS
3I0pOBBS NALIMECHTA;

3) OTCYTCTBHUS QJbTEPHATUBHBIX (HEMEIMKAMEHTO3HBIX) METOJIOB NPOMUIAKTHUKH, JICUCHUS U
MEJIUIUHCKON peabuINTaluy;

4) HanMU4Ms UHAMBUIyaJIbHOM HEMEPEHOCUMOCTH 3aperucTpupoBaHHbIX B Poccuiickoit @enepanumn
aHAJIOTOB JIEKAPCTBEHHBIX IPENapaToB.

' Yacts 2 crateu 48 denepanbHoro 3akona ot 21 HostOps 2011 r. N 323-®3 "O6 ocHOBax 0XpaHbl 30POBbs TPaXIaH B
Poccuiickoit ®eneparun'.

2Yacrs 8 crareu 34 ®enepansioro 3akona ot 21 Hosops 2011 r. N 323-®3 "O6 0cHOBax 0XpaHBbI 310POBbS TPAXK/IAH B
Poccwuiickoit @eneparun’.
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