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

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUACKOWU ®EQEPALINA

NMPUKA3
ot 10 anpensa 2025 r. N 180H

OB YTBEPXXOEHWN NOPAOKA
CO3AAHUA N OEATENBHOCTU BPAHEBHOU KOMUCCUMN
MEAWLUNHCKOWU OPTAHU3ALIUN

B cooTtBercTBHM ¢ myHKTOM 4 yactu 2 ctaThu 14 ®denepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-@3 "OO6 ocHOBax OXpaHBI 310pOBbs TpakaaH B Poccuiickoit @enepauuun" u noamyHkrom 5.2.16
nyHkta S5 Ilonoxxenuss o MunucrepctBe 3apaBooxpaHeHuss Poccuiickoir denepannu, yTBEPKIECHHOTO
nocraHoBieHueM [lpaButensctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608, npuka3spiBarto:

1. VTBepauTh mpWIaraeMblii TOPSJAOK CO3JaHUA € JCATEIBHOCTH BpayeOHOW KOMHUCCUHU
MEIMIMHCKON OpraHu3aluH.

2. [Ipu3HaTh yTpaTUBIIMMHU CUITY:

npuka3 MuHuCTEpCTBa 31paBOOXpPAaHEHUs U COLMAILHOTO pa3Butus Poccuiickonn Penepauuu or 5
Masg 2012 1. N 5025 "OO yTBepKICHHMH TOPSAKA CO3JAHUS MU JIEATCTLHOCTH BpaueOHONW KOMUCCHH
MEUIIMHCKONW opraHu3anuu’ (3apeructpupoBad MuHucrepcTBoM roctuiuu Poccuiickoit @enepanuu 9
utoHs 2012 r., peructpanuonsbiii N 24516);

npuka3 MunuctepcTsa 3apaBooxpanenus Poccuiickoit @enepaunu ot 2 nexkabpsa 2013 r. N 886n
"O BHeceHuu u3MeHeHUH B [lopsaok co3maHus W JACSATEILHOCTH BpPadeOHOW KOMHCCHUU MEAWIIMHCKOU
OpraHu3alllK, YTBEPKACHHBI NMpPHKa30M MMHHHCTEpCTBA 3APaBOOXPAHEHUS] U COLUAIBHOTO Pa3BUTHUSA
Poccuiickoit @eneparun ot 5 mas 2012 r. N 502H, u B Ilopsnok Ha3HaueHUs M BBITUCBHIBAHUS
JIEKApCTBEHHBIX IMPENapaToB, YTBEPKACHHBIA NMpHKa3oM MUHHCTEPCTBA 3[paBooXpaHeHusi Poccuiickoi
®enepannu ot 20 nexadps 2012 r. N 11751" (3apeructpupoBan MuHHCTEpCTBOM focTulinu Poccuiickoi
Oeneparuu 23 nexabdbps 2013 r., peructpaunonusiii N 30714).

3. HacTosmmii npukas Bcrynaet B cuiy ¢ 1 centsopsa 2025 r. u aeiictByet 1o 1 centsiops 2031 r.

Munuctp
M.A.MVYPAIIIKO

Yr1BEepxIcH
MpUKa3zoM MuHHCTEPCTBA 31paBOOXPAHEHHUS
Poccuiickoit denepanun
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ot 10 anpenst 2025 r. N 180n

NOPAAOK 5
CO30AHUA N OEATENBbHOCTU BPAYEBEHOU KOMUCCUU
MEOMUMNHCKOU OPTAHU3ALIUUN

1. BpauebHass koMuccHs MEIULIMHCKOW opraHM3aunuu (najnee - BpayeOHas KOMHCCHUS) CO37aeTcsl B
MEJUIIMHCKOW OpraHu3allid B LEJIAX COBEPUICHCTBOBAHUS OpraHM3allMd OKa3aHUS MEIUIMHCKOU
[IOMOIIM, TPHHATUS pEHIeHHH B Hamboiee CIOXKHBIX M KOHQUIMKTHBIX CcIy4asxXx II0 BOIpocam
NpoQUIAKTUKKA,  JUArHOCTHKHM,  JIEYEHUS W MEIUIMHCKOW  peadWiuTaluu,  OIpeneieHUs
TPYAOCHOCOOHOCTH T'paxkaH U Mpo(ecCHOHAIBHOW MPUIOJHOCTH HEKOTOPHIX KaTeropuil paOOTHHUKOB,
OCYIIECTBIICHHUSI OLIEHKHA KadecTBa, OOOCHOBAaHHOCTH U 3((PEeKTHBHOCTH J€UeOHO-TUATHOCTUIECKUX
MEpPONPUATHIA, B TOM YHCJI€ Ha3HAYEHUs JICKAPCTBEHHBIX MPENapaTroB i MEIULHUHCKOTO MPUMEHEHUS
(manee - JieKapCTBEHHBIE Mpenaparthbl), 0OeceyeHNs] Ha3HaYCHUsI U KOPPEKLMHU JICYEHHs B LIEIAX y4yeTa
JAHHBIX MAallMEHTOB NPH O0ECIEeYeHUH JIEKAPCTBEHHBIMU IpernaparaMy, TPAHCIUIAHTAlMU (Iepecaiku)
OpPTraHOB W TKaHEW 4YeJOBEKa, MEIUIIMHCKON peabWiIuTaliu, a TakKe NPUHITHS PEHICHHS 10 WHBIM
MEIUIIMHCKUM BOIIpocam <]>.

<1> Yactp 2 cratbu 48 PenepanbHoro 3akoHa or 21 HosOps 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 3710pOBbs rpakaH B Poccuiickoit ®denepauun”.

2. B cBoell gesrenpHOCTH BpaueOHasi Komuccus pykoBojcTByeTcss Koncrutyumen Poccuiickoit
@enepanun, (QenepanbHBIMM 3aKOHAMH, YKa3aMu U pacnopsbkeHusMmu [Ipesunenta Poccuiickoit
@enepanyy, TMOCTAHOBICHHAMM U pacnopsbkeHusmMu  [IpaButensctBa  Poccumiickoit  @enepanuu,
HOPMAaTHBHBIMU MPAaBOBBIMU aKTaMH (heAepalibHbIX OPraHOB HCIOJHUTENIBHOW BJIACTH, BKIIIOYAs
HacTosaumi [lopsaok, 3akoOHaMy U MHBIMH HOPMAaTUBHBIMU IIPABOBBIMU akTaMu cyObekToB Poccuiickoit
®denepanyi, a TAaKKe MyHULUIAIBHBIMHI IPAaBOBBIMH aKTaMH.

3. BpaueOHasi KOMHCCHS CO3/aeTCs Ha OCHOBAaHMM TIPUKa3a PYKOBOAUTENS MEIUIUHCKON
OpraHU3alIHH.

4. Tlo pemieHuIo pyKOBOIUTENS METUIITHCKON OPTaHU3alllH B COCTaBE BPaueOHON KOMUCCHH MOTYT
(bopMHpPOBATHCS TOAKOMUCCUH Bpau€OHON KOMUCCHH.

5. IMonoxxenne o BpaueOHOM KOMUCCHU (TIOJJKOMHUCCHH BpauyeOHON KOMHUCCHH ), PETIIAMEHTHPYIOIICe
LeNH, 3a/1a4i 1 QYHKIMH BpadyeOHOI KoMuccut (MTOJKOMUCCUI BpaueOHONW KOMUCCHH), TOPAIOK padOTHI,
ydera W TPEACTABICHUS OTYETHOCTH TI0 WTOTaM JESITEIBHOCTH, W COCTaB BpavyeOHONH KOMHUCCHHU
(momxkoMuccHii BpaueOHOM KOMUCCHHI) YTBEPKAAIOTCS PYKOBOAUTENEM MEIUIIMHCKONW OpraHu3aIiH.

6. BpaueOnast komuccus (MogKOMUCCHsI BpaueOHON KOMUCCHHU) COCTOUT W3 MPECeaaTeNsl, OJJHOTO
WIN JBYX 3aMECTHUTeNed mpejcenaTenss U UHbIX YWIEHOB KOMUCCUU. MUHMMaIbHOE KOJIMYECTBO UJICHOB
BpaueOHOM KOMHCCHM (TOAKOMHCCHM BpauyeOHONW KOMMCCHUH) COCTaBIsI€T 3 4YEJIOBEKa C Y4YeTOM
npecenaTens U 3aMeCTUTENs IpeJice1aTels.

7. IlpencenartenemM BpaueOHOW KOMUCCUU Ha3HA4YaeTcs PyKOBOJIUTENb MEIUIMHCKOW OpraHu3aluu
WINA 3aMECTUTENIb PYKOBOJAUTEINSI MEIUILMHCKON OpraHM3aluy, B JOJKHOCTHbIE 00S3aHHOCTH KOTOPOIO
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BXOOUT PCUICHUEC BOIIPOCOB, OTHCCCHHBIX K KOMIICTCHIINN Bpaqe6H0171 KOMUCCHH.

8. IlpencenarenemM MOJKOMHUCCHH BpadyeOHOM KOMHCCHHM Ha3HA4YaeTCsl PyKOBOAMTENb MEIUIIMHCKOM
OpFaHI/I3aI_II/II/I, NJINn 3aMCECTUTCIIb pyKOBO,Z[I/ITe.HSI MGI[HL[HHCKOﬁ OpFaHI/I3aI_II/II/I, 1501051 pyKOBOI[I/ITeJIB
CTPYKTYPHOTO TOApA3ACICHUsT MEAUIIMHCKONW OpraHu3allui, B JTOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO
BXOOUT peH_ICHI/Ie BOHpOCOB, OTHECCHHBIX K KOMIICTCHIIUU ITIOAKOMUCCUHN BpaHGGHOﬁ KOMUCCHHU.

9. B coctaB BpaueOHOW KOMHUCCHUM M TIOJKOMHUCCHA BpadeOHONW KOMHMCCHH MOTYT BKIIFOYAThCS
PYKOBOAMTENIM CTPYKTYPHBIX IOAPA3LACICHUM MEIULMHCKOW OpraHu3alldM, Bpadyd M3 4UCIA
MEJIMIIMHCKUX PaOOTHUKOB MEIUIIMHCKOW OpraHu3allii, B KOTOPOW co3dacTcsi BpaueOHas KOMHUCCHSA, a
Tak)Ke Bpauu U3 YKclia MEAUIMHCKUX paOOTHUKOB MHBIX MEAUIIMHCKUX OpraHHU3aIlHil.

10. OpranuzanuonHoe oOecreueHue JeATebHOCTH BpadyeOHOW KOMHUCCUU  (TIOJKOMHCCUHU
BpaueOHOM KOMMCCHUU) OCYIIECTBISICTCS MEAWIMHCKUM paOOTHUKOM WM HHBIM PabOTHHUKOM
MEJUIIMHCKOW OpraHu3aluu (Jajee - CeKpeTapb BpadyeOHON KoMuccUU (IOJKOMHUCCUU BpadyeOHOM
KOMHMCCHH).

11. Cekperapp BpaueOHONW KOMUCCHHM (TTOJAKOMHUCCHUU BpadyeOHONW KOMHUCCHHU) OCYIIECTBISET
cnenyromue GyHKIUU:

1) cocraBieHue IUIAHOB-TPAPUKOB 3aceAaHWl BpaueOHOW KOMHCCHHU (IIOJKOMHCCHH BpavdeOHOM
KOMHCCHH);

2) TMOArOTOBKa MAaTepHalOB I 3acelaHus BpaueOHOM KoMHCCHM (TTOJKOMUCCUM BpadueOHOM
KOMHCCHH);

3) yBemOMJICHHE WIEHOB BpayeOHONH KOMHCCHU (TIOAKOMHCCHHM BpaueOHONW KOMHCCHH) O JaTe H
BpPEMEHH IPOBE/ICHUS 3aceAaHus BpaueOHONH KOMUCCUH (TIOAKOMHUCCUH BpauyeOHONH KOMHCCHUH);

4) odopMIICHHE TPOTOKOJIOB BPaueOHONH KOMUCCHH (TTOJIKOMHUCCUU BPaueOHONH KOMUCCHH);

5) BHeceHue pelieHUs BpauyeOHOW Komuccud (MOJKOMUCCHUU BpaueOHOW KOMHCCHH) B
MEIUIUHCKYIO JOKYMEHTAIMIO TTalleHTa;

6) BeleHHE XypHaja BpaueOHOW KOMHUCCHH (TIOJKOMHUCCHH BpaueOHOW KOMHCCHM) Ha OyMa)KHOM
HocuTeNe U (UiK) B (popmMe IEKTPOHHOTO IOKYMEHTA, B KOTOPOM YKa3bIBAIOTCS /1aTa, BpeMsl IIPOBEICHUS
U (PUKCUPYIOTCS IPHHATHIE PEIICHNS BpaueOHOW KOMUCCHU (TTOJJKOMUCCHUH BpaueOHONH KOMUCCHH);

7) opraHu3anys XpaHEHHWs MaTEpUANOB JEATEIBHOCTH BpauyeOHOW KOMHUCCHH (TIOAKOMHUCCHH
BpaueOHOM KOMHUCCHUHN).

12. 3acenanus BpaueOHOW KOMHUCCHH (ITOJKOMHCCUHU BpadyeOHOW KOMHCCHH) MPOBOJSTCS HE pexe
OJTHOTO pa3a B Mecsll Ha OCHOBaHHM IJIAHOB-TPA(UKOB, YTBEP)KIAEMbIX PYKOBOJIUTENEM MEIUIIMHCKON
OpraHU3alMH.

13. Ilo pemenuro mpencenatens BpadyeOHON KOMUCCHH (TIOAKOMHCCHHM BpauyeOHONW KOMHCCHUH),
COTJITACOBAaHHOMY C PYKOBOJUTEIEM MEAUIIMHCKON oOpraHu3anuu (yrmoJHOMOYEHHBIM 3aMECTUTETIEM
PYKOBOJUTENS MEAUIIMHCKOW OpraHH3aI[ii), MOTYT MPOBOJIUTHCS BHEIIAHOBBIC 3aceaHHs BpauyeOHOM
KOMHCCHH (ITOAKOMUCCHUN BpauyeOHOU KOMHUCCHH).
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14. 3acemanume BpaueOHOW KOMHUCCHHM (TIOJKOMHUCCHHM BpaueOHOW KOMHCCHU) CUYUTACTCA
MIPABOMOYHBIM NPU HAMYUHU KBOPYMa, KOTOPBIN COCTaBIISIET HE MEHEE ABYX TpETeil cocTaBa BpaueOHOM
KOMHCCHU (TTOJIKOMUCCHUU BpaueOHOM KOMHCCHUN).

Pemenue BpaueOHON KOMUCCHU (TTOJKOMUCCUN BpaueOHONW KOMUCCHHN) CUUTACTCS MPUHATHIM, €CITH
€ro MoAJep)KaJo HE MEHee [BYX TpeTed YJIeHOB BpadeOHOW KOMHUCCHH (TIOJKOMHCCHH BpadeOHOM
KOMHCCHH), TPUCYTCTBYIONIUX Ha 3acelaHUd BpadyeOHON KoMuccud (TMTOAKOMHUCCHU BpadyeOHOM
KOMUCCHH).

15. Pemenne BpadeOHON KomHCCHH (ITOJAKOMHCCHM BpadeOHOW KOMHICCHH) OQOpMIISICTCS
MIPOTOKOJIOM Ha OyMa)kKHOM HOCHUTEJNE, MOJAMUCHIBAEMOM IMPHCYTCTBOBABIIMMU Ha 3acCEeJaHUM UYJCHAMH
BpavueOHOW KOMUCCHH (TIOAKOMHUCCHH BpaueOHONW KOMHCCHN), WIH (GOPMUPYETCS B (OpMe IICKTPOHHOTO
JOKYMEHTA, MOJMICAHHOTO YCUJICHHBIMU KBaJM()UIIMPOBAHHBIMU 3JIEKTPOHHBIMU MOAMUCIMH YKa3aHHBIX
JUI, B CPOK, HE MPEBBbINAOMUNA Tpex padouyux AHEW cO JHS MNPOBEACHUS 3acelaHus BpauyeOHOMU
KOMUCCHUH (ITOJAKOMHUCCUU BpaueOHOW KOMUCCUH ), KOTOPBINA CONEPIKUT CIIETYIOINE CBECHUS:

1) nata nmpoBeneHHs 3aceaaHus BpadyeOHOW KOMHUCCUH (TTOJJKOMHCCUHU BpaueOHONH KOMUCCHH);

2) CHHCOK 4YJIEHOB  BpaueOHOW  KomHuccHHM  (TIOJKOMHUCCHMHM  BpayeOHOM  KOMHCCHHM),
MIPUCYTCTBOBABIIMX Ha 3acelaHuU BpaueOHONU KOMUCCHH (ITOJIKOMUCCUU Bpauye€OHON KOMUCCHH);

3) mepedyeHb OOCYXXIaBIIMXCS Ha 3aceJaHUMM BpaueOHONW KoMHCCHU (IIOJKOMHUCCUHM BpadeOHOMN
KOMUCCHUH) BOIIPOCOB;

4) peuienue BpaueOHONW KOMUCCHH (ITOJKOMUCCHHU BpaueOHONH KOMUCCHH) U €r0 00OCHOBaHHUE;

5) cBeneHuss 00 MHOUBUAYaJbHOW HENEPEHOCHMOCTH B3aUMO3aMEHSEMBIX JIEKaPCTBEHHBIX
npenaparoB (Ipu NPUHATHM BpauyeOHOM Komuccuel (MmoakoMHuccHed BpaueOHOW KOMMCCHUU) PELICHHMS,
yYKa3aHHOTO B nmoAnyHkTe 8 myHkra 20 Hacrosmero [lopsaxa.

16. Brinucka u3 npoTokoia BpaueOHONH KoMUCCHHU (TTOJKOMUCCUH BpauyeOHOW KOMHUCCHUHN) BbIIAETCS
MAUEHTY U (WIM) €ro 3aKOHHOMY INPEACTaBUTENIO JIMOO MHOMY JIMIy, YKa3aHHOMY HallMeHTOM WJIU €To
3aKOHHBIM IIPEJICTaBUTEIIEM B IUCBMEHHOM COIVIACMM Ha pasIJIallicHHE CBEACHUMN, COCTaBISAIOLIUX
BpaueOHyI0 TaiiHy, WM WHOPMHUPOBAHHOM JOOPOBOJIHHOM COTJIACHU HAa MEIUIIMHCKOE BMEIIATEIhCTBO
(anee - MHOE JMIIO), IO 3aMIPOCY, HANPABIEHHOMY B TOM YHCIIE B 3JIEKTPOHHOH (Qopme, Ha OyMaxHOM
HocuTene U (W) B (opMe dIIEKTPOHHOTO JOKYMEHTA B CPOK, HE MPEBBIAONINNA TpeX pabouux THEH co
JHS TIOCTYIIEHUS B MEAULMHCKYIO OPraHU3alMI0 YKa3aHHOTO 3a1poca.

17. IlpoTtokoisl BpaueOHOW KOMUCCHH (TIOAKOMHUCCHH Bpa4eOHONW KOMHUCCHH) MOJIEKAT XPAHEHUIO
B TEUEHHE JIECSTH JIET.

18. IIpeacenarens BpaueOHON KOMUCCHUU €KEKBApPTAIBHO, a TAK)KE IO MUTOraM Tojia MpeACTaBiIsSeT
PYKOBOJUTEIO0 METUIIUHCKOM OpraHn3aliy MMCbMEHHBIN OTYET O IeATeIbHOCTH BpaueOHOM KOMUCCUU U
MOJAKOMUCCUI BpaueOHONW KOMHUCCHH.

19. KoHTposb 3a JIeSTeTbHOCThIO BpaueOHONH KOMHCCHU U TOAKOMHUCCHH BpaueOHONW KOMHUCCHU
OCYIIECTBIISIET PyKOBOJIUTENb METUIIMHCKON OpraHU3aluu.
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20. BpaueOGHast KOMUCCHS MOKET OCYIIECTBIISITD CIEAYIONUINE (DYHKIHH:

1) npuHATHE peuIeHHi Mo BOMPOCaM COBEPIICHCTBOBAHUS OpPraHHU3alMM OKa3aHHs METUIIMHCKOM
MOMOIIIM HACEJIEHUIO Ha OCHOBE BHEJIPEHUSI CUCTEMbI MEHEPKMEHTA KaUeCTBa;

2) mpUHATHE peIHIeHUH MO BOMpPOCAM ONpeAeNieHUs MOAXOA0B K BHEAPEHUI0 B METUIIMHCKOM
OpraHM3aIli TEXHOJIOTH, HANpPaBICHHBIX HA PAlMOHAIBLHOE HCIOJIB30BAHHWE BPEMEHHU TMAIMCHTA H
MEIUIIMHCKOTO paboTHHUKA, 0OecrieueHus: KOM(GOPTHOCTH YCIOBUI MPEAOCTABICHHSI METUIIUHCKUX YCIIYT;

3) mpuHATHE pEImIeHWH MO BoOmpocaM NPOGUIAKTHUKH, TUATHOCTHKH, JICUEHUS, MEAUIIMHCKOU
peabmwiIHuTali, B TOM YHCIIE CAHATOPHO-KYPOPTHOTO JICYCHUS, MPOBEACHUSI MEIUIIMHCKUX SKCIEPTH3,
MEIUIIMHCKUX OCMOTPOB M MEIULMHCKUX OCBHJIETEIbCTBOBAHUHN, oOMpeAeNneHus: MmpodeccrnoHanbHOMI
MIPUTOTHOCTH HEKOTOPBIX KaTeropuii pabOTHHKOB W CBsI3U 3a0o0yieBaHHs C Tpodeccuedl B Cllydasx,
YCTaHOBJICHHBIX 3aKOHOAATENhCTBOM Poccuiickoii ®deneparu, B Hanbosee CIOXKHBIX U KOHPIUKTHBIX
ClIyqasiX, TpeOYIOIUX KOMUCCUOHHOTO PACCMOTPEHUS;

4) ompexneneHue TPYAOCMOCOOHOCTH TpaKAaH B CIydyasX, YCTAHOBIIEHHBIX 3aKOHOJATEILCTBOM
Poccuiickoit deneparnuu;

5) mpojjieHHe JHUCTKOB HETPYIOCHOCOOHOCTH B CIydasX, YCTaHOBJICHHBIX 3aKOHOJATEIbCTBOM
Poccuiickoit deneparuu;

6) MNpHUHATHE peIIeHUs O HaNpaBlICHUM IMalMeHTa Ha MEJUKO-COLHUAIBHYI0 HKCHEpTH3y B
COOTBETCTBHUU C 3aKOHOAATENBLCTBOM Poccuiickon denepanny;

7) oleHKa KadecTBa, OOOCHOBaHHOCTH U  3(G(EKTUBHOCTH  JIEYEOHO-IUArHOCTUYECKUX
MEPOIPUATHIA, B TOM YUCJIC HA3HAYCHHUSI JICKAPCTBECHHBIX MPETIApaTOB;

8) NPUHATHC PCIICHHUA O HAa3HAYCHHUU U IPUMCHCHHUU JICKAPCTBCHHLBIX MPETIApaTOB, MCAUIIUHCKUX
I/ISI[GJ'II/II\/JI " CICHHUATIU3UPOBAHHBIX MPOAYKTOB JIe4eOHOTO IIUTaHusg, HC BXOOAIIUX B COOTBGTCTBYIOIIII/Iﬁ
CTaHaapT MC,I[I/II_IHHCKOﬁ nmoMomun wWin HE MpPCAyCMOTPCHHBIX COOTBGTCTBYIOL[ICﬁ KIIMHUYECKOU
pGKOMeHI[aIIHGfI, b0 1o TOProBbIM HAMMCHOBAHUAM IIpU HAJIWYUKU MCOAULUHCKHUX IMOKa3aHMI
(HHﬂHBHHyaHLHOﬁ HENICPCHOCUMOCTH, I10 JKU3HCHHBIM HOKaSaHI/IHM);

9) BbIHECEHHUE 3aKIIOYEHUS O HEOOXOIMMOCTH HE3aMEUIMTEIILHOTO OOEeCIeUeHUs: KOHKPETHOTO
rpaXIaHWHA C TSDKEJIBIM JKHU3HEYTPOXKAIONIMM M XPOHUYECKMM 3a00JICBaHUEM, B TOM YHCJIC PEIKUM
(opdanuBIM) 32001€BaHIEM, KOTOPBIN MOTYYal TOJACPKKY B paMKax AesaTeabHocTH DOHIa MOAIEPKKH
JeTed C TSDKENBIMH JKM3HEYTPOXKAOIIUMH U XPOHHUYECKUMH 3a00JICBAHUSMHU, B TOM YHCIE PEIKUMHU
(opdannbiMK) 3a00neBanusMy, "Kpyr noopa" (manee - @onx) 10 A0CTHKEeHHUS UM 1 8-1€THEr0 Bo3pacTa
oOecrieyeHre OKa3aHUs TOJJICPKKA KOTOpPOMY ocymiecTBisieTcss GOHIOM B TEYCHUE OIHOTO rojia Mmociie
JNOCTHXKECHHSI UM 18-eTHero Bo3pacTa, JIMOO TPYIIT TaKUX TpaxkaaH (manee - JeTh ¢ OphaHHBIMH
3a00JICBaHUSMH) JICKAPCTBEHHBIM MPEMapaToM M3 pe3epBa JICKapCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B
MEPEYHU I 3aKyTOK, B IENIAX HE3aMeIUTEIBPHOTO 00ECIeUeHHs] HEONpeaeICHHON TPYIIBl JETeH C
ophaHHBIMH 3200JIEBAHUAMU;

10) npuHsATHE pelIeHus 0 HEOOXOAMMOCTH Ha3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOISIINX
B MEpPEYCHb >KU3HEHHO HEOOXOAMMBIX M BAXXKHEHMIIUX JIEKapCTBEHHBIX TMpenaparoB (IpU OKa3aHHUH
MEJIMIIMHCKOM TOMOIIM B paMKaxX MPOTpaMMbl TOCYAApPCTBEHHBIX TapaHTUN OECIIaTHOTO OKa3aHUS
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rpakJaHaM MeJIULIUHCKON MOMOIIIN);

11) B cnydyae mpuHATHS pEIICHHWS O Ha3HAYCHWM HE 3aperucTpUpoBaHHOTO B Poccwuiickoit
Qdenepannu JIEKapCTBEHHOTO Mpernapara, OIMpeAesieHHe MOpsiaKka ero NPUMEHEHUsT Ha OCHOBE WIIU C
Y4€TOM HWHCTPYKUMU MO TNPUMEHEHHUIO (J03MPOBKH, CHocoba BBEACHHUS M TNPUMEHEHHS, pexuma
AO3HUPOBaAHUSA, IMTPOAOJKUTCILHOCTHU JICUHCHUSA U O6OCHOBaHI/IH Ha3HA4YCHUSA JICKAPCTBCHHOI'O HpenapaTa),
BKJItOUasi HaOJI0/IEHUE 32 MAlMEHTOM, IPUMEHSIONINM TaKO Ipernapar;

12) npuHATHE pelleHHs O Ha3HAYEHUM He3aperucTpupoBaHHbIX B Poccuiickoit denepauyu
MEIUIMHCKUX U3JIEIUH MTPU HATMYUK MEAUIMHCKUX MTOKa3aHUH (110 )KM3HEHHBIM ITOKa3aHUsAM);

13) npuHsTHE pelIeHHs O HampaBieHuu cooOuieHnit B PenepanbHyto ciayk0y mo Haazopy cdepe
3/[paBOOXPAHEHUS B LEJSIX OCYLIECTBIEHUS MOHUTOPUHIa OE€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaTroB O
BBISIBIICHHBIX CIIy4asX TIOOOYHBIX JIeHCTBUH, HE YKa3aHHbIX B MHCTPYKUMH [0 TPUMEHEHUIO
JIEKapCTBEHHOI'O IpernapaTa, CEpPbe3HbIX HEKEIATEIbHBIX PEAKIUI M HENPEIBUACHHBIX HEXKEIAaTeIbHBIX
peakiuii Mpy NPUMEHEHUH JIEKAPCTBEHHBIX MPENaparoB, B TOM YHCJE MOCIY>KUBIIMX OCHOBaHHEM IS
Ha3HAa4YEeHUS JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUH C MOAIYHKTOM 8 HACTOSIIETO IMyHKTA;

14) npuHATHE pElIeHUs MO BOMPOCaM Ha3HAYECHHS M KOPPEKIMU JCUEHHUs B IENAX ydyeTa JaHHBIX
MAlUEHTOB TIPH 00ECTICUeHUH JICKAPCTBEHHBIMHU MperapaTaMyd B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuitckoit denepanuu;

15) mpuHATHE pelleHHs O HA3HAYEHWHU JIEKAPCTBEHHBIX IpENapaToB B CiIy4yasx U B TOPSIIKE,
KOTOpBIE yCTAaHOBJICHBl HOPMATHBHBIMU TPAaBOBBIMH akTamu Poccwuiickoii Denepanyii U CyOBEKTOB
Poccuiickoit @enepanuy, yCTaHABIMBAOIIMMH MOPSIAOK HA3HAYEHHS W BBINMCHIBAHUS JIEKAPCTBEHHBIX
MpernapaToB, BKIIOYas HAPKOTUYECKUE JIEKAPCTBEHHBIC MpernapaThl W NCUXOTPOMHBIC JIEKAPCTBEHHBIE
mpenaparsl, a TaKXKe JEKapCTBEHHBIX TIPEmapaTroB, OOECHEYeHHE KOTOPHIMU OCYIIECTBISIETCS B
COOTBETCTBUH CO CTaHAApTaMU MEIUIIMHCKOM MOMOIIM M0 perenTtaM Bpada (denbamiepa) npu OKa3aHUH
roCy/1apCTBEHHOW COLMAILHOM MMOMOIIM B BUI€ HA0Opa COLMANbHBIX YCIIYT;

16) mpuHATHE pelIeHHs O Ha3HAUYEHUU OTIEIHHOMY MAIMEHTY OMOMEIUIIMHCKOTO KIETOYHOTO
NPOAYKTa, MPEIHA3HAYCHHOTO ISl MCIOJHEHHUS WHIWBUAYAIBHOTO MEIUIMHCKOTO HA3HAYCHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, CIEHUATbHO MPOU3BEACHHOTO JIs OTAEIHHOTO MAalleHTa
HETMOCPEJCTBEHHO B MEIUIIMHCKOM OpraHu3allid, B KOTOPOW MPUMEHSETCS NaHHBIA OMOMEIUITMHCKUMA
KJICTOYHBIA MPOAYKT (Jaee - WHANBUAYATbHBIA OMOMETUIIMHCKUN KIIETOUHBIM MPOAYKT), U KOTOPOM
MPEAOCTABIICHO pa3pelieHue Ha MPOU3BOACTBO M MPUMEHEHUE WHAMBUIYAIBHOTO OWOMETUITMHCKOTO
KJIETOYHOTO MPOAYKTA;

17) npuHsTHE peUmIeHHSs O NPUMEHEHHH OHMOTEXHOJOTMYECKOTO JICKApCTBEHHOTO Ipernapara,
IIPEIHA3HAYEHHOTO JUIsl IPUMEHEHUS! B COOTBETCTBUY C MHANBHUYaJIbHBIM MEIULMHCKAM HAa3HAYECHUEM U
CHELUAJIbHO M3TOTOBIECHHOTO JUIsI KOHKPETHOTO IAIMEHTa HEMNOCPEACTBEHHO B MEIUIMHCKON
OpraHu3aly, B KOTOPOM NpUMEHsSeTCs Takol OMOTEeXHOJOTMYECKUH JIEKapCTBEHHBIH Mpemnapar,
MMEIOIIMM B CBOEM COCTAaBE COCAUHEHHUs, CHUHTE3UPOBAHHBIC II0 pe3yJbTaTaM TI'€HETHYECKUX
UCCIIEIOBAaHUM MaTepuana, IOJyYeHHOT0 OT MalueHTa, M KOTOPOro M3rOTOBJIIEH TaKOW
OMOTEXHOJIOTMYECKUI JICKApCTBEHHBIM Mpenapar (nanee - WHAMBHIYATbHBIH OHMOTEXHOJIOTHYECKUI
JIEKapCTBEHHbIN Mpernapar), Npyu HAJIUMYUU y yKa3aHHOW MEIUIMHCKOM OpraHu3aluy pas3pellieHus Ha
MIPUMEHEHNE UHANBHUIYAIbHOIO OMOTEXHOJIOIMUECKOI0 JIEKAPCTBEHHOTO Mpenapara;
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18) mpoBeneHue oTOOpa MALMEHTOB B COOTBETCTBHM C TOPSJIKOM OpraHU3AlMM OKa3aHUs
BBICOKOTEXHOJIOTUYHOM ~ MEIMIIMHCKOM TOMOIIM € TNPUMEHEHHEM €IUHOW TOCYyJapCTBEHHOM
MH(POPMAIIMOHHOM CUCTEMBI B c(hepe 3ApaBOOXpaHeHHS <2>;

<2> Yactp 8§ crathu 34 ®enepanbHoro 3akoHa oT 21 nostOpst 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 310pOBbs Tpaxkiad B Poccuiickoii denepaunn’.

19) BBImaua 3aKIIOYEHHUS O HYKJAEMOCTH BeTepaHa B OOECHeueHHH IMpoTe3aMH (Kpome 3yOHBIX
NPOTE30B), MPOTE3HO-OPTONEANYSCKUMH HU3JCTHsIMU B COOTBeTCTBUHM ¢ [IpaBmiamm oOecrnedeHus
WHBAJINIOB TEXHUYECKHUMHU CpPEICTBAMU DPEAOMIUTALMK M OTACIBHBIX KAaTErOpHid TpakIaH W3 YHCIa
BETEPaHOB TMpoTe3aMH (KpoMe 3YyOHBIX MPOTE30B), MPOTE3HO-OPTONECIMUCCKHUMHU  H3CIUSIMH,
yTBEpKIEHHbIMU NlocTaHoBIIeHHEM [IpaBurenscTBa Poccuiickoit @enepanuu ot 7 anpenst 2008 r. N 240;

20) ocyIecTBIEHUE MEAMLUHCKOTO OCBUIETEIbCTBOBAHMS IOJO3PEBACMbIX WM OOBHHSEMBIX B
COBEpUIEHUH MPECTYIJICHUH, B OTHOILIEHUU KOTOPBIX N30paHa Mepa MpeceueHus B BUJIE 3aKJIIOUEHUS 110]1
CTpaxKy, Ha MpeIMeT HaJIM4yusl y HUX TKEIoro 3a0o0sieBaHMs, BKJIIOYEHHOTO B MEPEUYECHb TSKEIBIX
3a00JIeBaHNH, TPEIMATCTBYIONIMX COJEPKAHHUIO TIOJ] CTPaKeW IOJ03PEBAEMBIX WM OOBHHSIEMBIX B
COBEpLICHUHU NPECTYIUICHUH, YTBEPKIACHHBIN nocraHoBiaeHuem [IpasurenscrBa Poccuiickon Penepaunu
ot 14 suBaps 2011 1. N 3;

21) IMPOBCACHUC 00513aTEILHOIO MNCUXUATPHUICCKOI'0 OCBUACTCIILCTBOBAHUS,

22) BblIaya cOpaBKM 00 OTCYTCTBUM MEAMIMHCKMX IPOTHBONOKA3aHUM [uid paboTel C
UCIOJIb30BAaHUEM CBEJICHUMN, COCTABISAIOIIMX IOCY1apCTBEHHYIO TaliHYy;

23) BBIHCCCHUC MCIUIMHCKOI'0 3aKIIOYCHHA O TOM, YTO IIPU HU3BATUH OPraHoOB U TKaHEH JJIs
TPAaHCIIaHTalluN (nepecaﬂKI/I) Y KUBOT'O JOHOpA €ro 3J0pOBbIO HE 6y,[[eT IIPUYNHCH 3HAYUTEIILHBIN BpCA;

24) B3aumo/eiicTBre B paboTe 1Mo BOPOCcaM, OTHOCSAIIIMMCS K KOMITIETCHIINY BpaueOHON KOMHCCHUH,
C TeppUTOPHATBLHBIMU (OHIAMH 00s3aTEIBHOI0 MEIUIUHCKOIO CTpaxoBaHUs, POHIOM MEHCHOHHOTO U
COLIMAIIBHOTO cTpaxoBaHus Poccuiickon @enepanuu, TEPpUTOPUAIBHBIMA oOpraHamMu denepaibHOU
ciIy>k0Bl IO HaJ30py B chepe 3apaBooxpaHeHus U denepanbHoil ciryk0bl IO HAA30py B cepe 3amuThl
IpaB noTpedurteneil U Oyaronoyyuyus 4yeiaoBeka, (eaepalbHbIMU YUPEXKIECHUSIMU MEIUKO-COLAIbHOM
9KCIEPTU3BI, CO CTPAXOBBIMU MEAUIIMHCKMMH OpPraHU3alUsIMU, HHBIMU OPTaHaMU U OPTaHU3ALMIMY;

25) uHBIe (QYHKIUH, TPETyCMOTPEHHBIC (elepaTbHbIMA 3aKOHAMH, HOPMATHBHBIMU ITPABOBBIMH
aktamu [Ipesunenra Poccuiickoit @enepanuu, [IpaBurensctBa Poccuiickoit @enepanuu, gpenepanbHbIX
OpPTraHOB WCIIOJIHUTENIFHOW BIIACTH M OPTaHOB TOCYIApCTBEHHOM BiacTH CyOBeKTOB Poccuiickoit
denepauuu.

21. Tlo pemieHHI0O PYKOBOJIWTENS MEIUIIMHCKON OpraHu3aliid BpayeOHasi KOMHCCHS MOXET
OCYIIECTBIISITH ClIeAyomne QyHKIUH:

1) pa3paboTka U BHEIpPEHHE MEPOIPHUITHH, HANpaBICHHBIX Ha TIIOBBIIIEHUE KadyecTBa
Je4eOHO-TMarHOCTUYECKOM paboThl, B TOM YMHCIE MNpEeAyNpexIeHHEe M YCTpaHCHHE HapylIeHUH B
Ipolecce TUarHOCTUKU M JICYEHUs MalMeHTOB, CHIKEHHE IOKa3arenel 3a00J1eBa€MOCTH, CMEPTHOCTH,
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OOJILHUYHO JIETAIBHOCTH U HWHBAJIMAHOCTH,

2) ompeAeieHHe TOIXOI0B M BO3MOXKHOCTH TPUMEHEHHS B MEAMIIMHCKON OpraHu3aIiu
COBpCMCHHLIX METOA0B HpO(I)I/IJIaKTI/IKI/I, JUArdHOCTUKH, JICUCHUA U MGHHHHHCKOﬁ peaGI/IHI/ITaI_[I/II/I C y‘IeTOM
MEXIYHAPOIHON MEUIIMHCKON MPAKTUKH;

3) oOueHKa TMPOBEIACHHUS MEAULIUHCKUMH pPAOOTHUKAMHU KOHCYJbTAMH C MpPUMEHECHHEM
TEJIEMEIULIUHCKAX TEXHOJIOTUM, AaHAJIN3 CBOCBPEMEHHOCTH U Ka4€CTBa X IIPOBEICHMS;

4) ananu3 3a00J€Ba€MOCTH, B TOM YHCJIE€ Mareped W HOBOPOXKACHHBIX, BHYTPUOOIbHUYHBIMH
UHQEeKIMSAMH, pa3paboTKa W peaju3alus MEpONpUSATHA 1o NpodMIakTUKe 3a00JIeBaeMOCTH
BHYTPUOOJIEHUYHBIMH HH(EKINIMHU;

5) opraHmM3anmsi U MPOBEJCHUE BHYTPCHHETO KOHTPOJS KAa4ecTBa W OE30MACHOCTH METUITMHCKOM
NEATEIIbHOCTH;

6) OpraHu3alMOHHO-METOJWYECKas TMOJJCpKKa ydeTa HEKENIATeNbHBIX COOBITHHA  TpH
OCYILECTBJICHUM MEAULUHCKON NEATEIbHOCTH MEIUIMHCKOM opranuzanueil (pakToB M 0OCTOATENHCTB,
CO3JIAIOIINX YTPO3y NMPUUMHEHHS WIN TOBJICKIINX NPUYMHEHHE Bpela JKU3HU M 370POBBIO0 TPaXKIaH U
(MIM) METUIMHCKUX PaOOTHUKOB, a TAaKKe NMPHUBEALIMX K YJUIMHEHHIO CPOKOB OKa3aHMs MEIUIMHCKON
MIOMOLIN);

7) pa3paboTka OpraHM3allMOHHO-METOJIMYECKHX MaTepuajoB Mo paboTe MeAMLUHCKON
OpraHM3aliy U JOBEJICHUE UX J0 CBEJACHHS MEIUIUHCKUX PAOOTHUKOB;

8) opranu3zaius HHGOPMALMOHHO-00pa30BaTEIbHBIX MEPOIIPUATUH I MEIUIIMHCKUX PaOOTHUKOB
0 BEZICHUIO ()OPM CTaTUCTUIECKOTO y4eTa M OTUETHOCTH B cepe 3apaBOOXPAHCHHUS;

9) nnble QyHKIMH, HE TPOTUBOpEUaIlre 3aK0OHoAaTeNNbCTBY Poccuiickoit @enepannu.

22. BpaueOHast KOMHCCHSI MEIUIIMHCKON OpraHu3aliuy, MoJBEeJOMCTBEHHON (efepaTbHOMYy OpraHy
WCIIOJTHUTENILHOM BJAacTH, U BpadeOHas KOMHCCUS KpaeBoH (pecrmyOmuKaHCKON, 0071acTHOM, OKPY>KHOM)
OOJIBHUIIBI, SIBISIOIICHCS Bemymeil MHOTONPO(QHIFHOW MEIWIIMHCKOW OpraHu3allieil Ha TEpPUTOPUHU
cyorekta Poccuiickoii ®enepanuu, TOABEJOMCTBEHHON HCHOJIHUTEIRHOMY OpraHy CcyObekTa
Poccwuiickoit ®enepanmu B chepe OXpaHbI 3I0POBbs, IOMUMO OCYIICCTBICHUS (DYHKIUH, YKa3aHHBIX B
nyHkrax 20 u 21 Hacrosimero Ilopsnka, mpuHUMAaET pellleHHe O Ha3HAYEHUH HE 3apEerUCTPUPOBAHHBIX B
Poccniickoit denepanuy JIEKapCTBEHHBIX MIPENApaTOB B CIIydasx:

1) orcyrcTBHs 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu aHalOroB JEKapCTBEHHBIX
[IpenapaTos;

2) orcytcTBUS 3PdeKTa OT MPOBOAMMON Tepanuu U MPOTrPECCUPYIOIEM YXYIIEHUH COCTOSHHS
3/10pOBbS MAIIUECHTA,

3) OTCYTCTBUSI AallbTEPHATUBHBIX (HEMEIWKAMEHTO3HBIX) METOJIOB MNPO(PHUIAKTUKH, JICYCHUS U
MEJIMIIMHCKOW peabuiInTaIny;

4) HanM4Ms MHAWBUAYAIbHOM HENEpEeHOCUMOCTH 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu
aHAJIOTOB JIEKAPCTBEHHBIX IPENapaToB.
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