Pepakuus Becrynaet B cuity 1 ceHt 2025

ITpukas Munsgpasa Poccuu ot 10.04.2025 Ne 180H

OO0 yTBep)XAeHHHU MOPsiiKa CO3JaHMs U JesATe/IbHOCTU BpaueOHOU
KOMMCCUM MeJULIMHCKON OpraHu3alum

B cootBeTcTBUM € IYHKTOM 4 yacTu 2 cTaThi 14 PegepanbHoro 3akoHa ot 21 Hosops 2011 r. Ne 323-P3
"O6 _ocHOBax OXpaHbI 3/10pOBbsI_rpaxkaaH B Poccuiickori Pepeparuu” ¥ moAnyHKTOM 5.2.16 myHKTa 5
[Monoxkenuss o MuwuHucrepcTBe  3apaBooxpaHeHus  Poccuiickor — ®Depepany,  YTBEP)KJEHHOTO
roctaHoBaeHueM I1paButenbctBa Poccniickont @epepanmu ot 19 mroHsa 2012 1. Ne 608,

TPUKa3bIBalo:

1. YTBep,E[I/ITL HpHHaFHEMBIﬁ IIopAaA0K CO3[1dHWA W AedTe/IbHOCTHU Bpaqe6H01‘/’1 KOMUCCHUU _MeIULIMHCKOMN
Opraduv3aliyvu.

2. [Ipy3HaTh yTpaTUBLLINUMU CUTY:

IIpYKa3 MUHUCTEePCTBA 3pAaBO0XPAaHeHN 1 COlMaNIbHOro pa3ssutusg Poccuiickor @enepaimu ot 5 Mag 2012
r. No 5024 "OO6 yTBepKIeHUU IOpsKa CO3LAHUA U AeaTeIbHOCTA BpaueOHOH KOMUCCUH MeQULMHCKON
opranusaiuu” (3aperucTpyupoBaH MUHHCTEPCTBOM IOCTULIMM Poccuiickoit @epepauyu 9 utons 2012 r.,
perucTpatioHHbId Ne 24516);

nprka3 MuHHcTepcTBa 37paBooxpaHeHus Poccuiickori @Pegepaiun oT 2 mekabpss 2013 r. Ne 886H "O
BHECEHUU W3MeHeHWH B TIOpsAZOK CO3[aHWA WM JIeATeIbHOCTH BpaueOHOW KOMMCCHU MeAMIIMHCKOU
OpraHM3alvy, YTBEeDXKAEHHbIN MpuKa3oM MUHUCTeDCTBA 3[paBOOXDAHEHWs UM COLMAAbHOrO pa3BUTHS
Poccutickori @epepatm oT 5 masi 2012 1. Ne 502H, ¥ B TlopsAgoK Ha3HAaueHWs W BBINUCHIBAHUS
JIeKapCTBEHHBIX TpenapaToB, YTBepXKJeHHbIM MpuKa3oM MUHHUCTepCTBa 3[paBooxpaHeHus Poccuiickoit
®epepauun ot 20 mekabps 2012 r. Ne 1175H" (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHLIMM PoCCHIICKOM
deneparyu 23 fekabpst 2013 1., perucTpaiiioHHbIA Ne 30714).

3. Hacrostuuii riprika3 Bctymnaet B cuiy ¢ 1 ceHtsiopst 2025 r. u petictByeT 10 1 cenTsiops 2031 1.

MwuHucTp
M.A.Mypatiko
3aperucTpupoBaHo
B MuHuUCTepCTBe HOCTULIMU
Poccutickoii @egepaiiuu
15 mas 2025 ropa,
pervcTpaloHHbId Ne 82196
YTBEP)XIEH

MIPUKa3oM
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MuHMCTepCTBa 3[jpaBOOXPAHeHHs
Poccutickoii @egeparyumn
ot 10 anpesist 2025 roga Ne 180H
[TopsiIoK Co3/jaHus U /1eATeIbHOCTH BpaueOHON KOMUCCUHM MEAMIIMHCKOW OpraHu3al[uu

1. BpaueOHasi KOMHCCHS MeAWIIMHCKON OpraHu3aiuu (ganee - BpaueOHasi KOMHCCHSI) CO3/IaeTcsi B
MeAUWLIMHCKOW OpraHu3al[iu B 1ie/IsiX COBepILeHCTBOBAHUS OpPraHM3alluyd OKa3aHUsI MeJWLMHCKON TTOMOIIIH,
TIDUHATHUS pellleHWd B Haubojiee C/IOKHBIX U KOHQUIMKTHBIX C/Iydasx TI0 BOIPOCaM TPOQUIaKTHKH,
JUArHOCTUKH, JIEUeHUS W MEeJUIIMHCKOW peabuuTal[uM, Orpe/ie/ieHHs TPYAOCIOCOOHOCTH TpaXkaaH |
nipodecCHOHaMBHOMN TPUTOJHOCTH HEKOTOPLIX KaTeropuil pabOTHUKOB, OCYILeCTB/IEHUsS OLIeHKU KauecTBa,
000CHOBAaHHOCTH U 3(PPEKTUBHOCTU JieueOHO-TUAarHOCTUUYECKUX MEpOIPUATHH, B TOM UKMC/e Ha3HauyeHUs
JIeKapCTBeHHBbIX TperapaToB /s MeAWULMHCKOTO TIpUMeHeHHUsi (Jasee - JieKapCTBeHHbIe TIperaparhbi),
obecrieueHrs] Ha3HAUeHUs] U KOPPEKLUU JIeUeHUs B 1[eJIAX yueTa [JaHHBIX MalMeHTOB TPH 00ecrieueHuu
JIeKapCTBeHHbIMU TIperiapaTamMH, TPaHCIJIaHTal[uy (Tlepecajiki) OpraHOB U TKaHeM uejioBeKa, MeIULIMHCKOU

1
pea6I/IfII/ITaL[I/II/I, d TakK>Ke MMPUHATHSA pelleHrs 110 MHBIM MeIULIMHCKHWM BOIIPpOCAM

1
Yacts 2 cratbi 48 ®enepanbHoro 3akoHa ot 21 Hog0psa 2011 r. Ne 323-®3 "O6 ocHOBax 0XpaHbl 3J0DOBbS
rpaxkaad B Poccutickoni epeparun'.

2. B cBoeii fesitennbHOCTH BpaueOHast KOMUCCHsST pyKoBoAcTByeTcst KoHcrutynmeit Poccmiickoii ®epeparuu,
(efepalbHBIMU  3aKOHaMM, yKasaMu U pacriopsbkeHussimu  Ilpesugenta Poccuiickor  @epepauuu,
TIOCTAaHOBJIEHHWSIMU U pacriopsbkeHusiMu  [lpaBuTenbctBa Poccubickot  ®Pepepauyy, HOPMaTUBHBIMU
NIpaBOBbIMU aKTaMH (pe/iepa/ibHbIX OPraHOB WCIIO/HWUTE/ILHOW B/acTH, BK/IOYas Hacroswui [lopspjok,
3aKOHaMM ¥ WHBIMA HOPMAaTHBHBIMHM TIPAaBOBBIMH akTamu CcyOBekToB Poccuiickoit dezepauym, a Takke
MYHULMIa/IbHBIMU [1PABOBBIMU aKTaMH.

3. BpauebGHasi KOMHCCHsI CO3/jaeTCsl HA OCHOBAaHWH MPHUKAa3a PYKOBOAUTESI MeIUIIMHCKOW OpraHH3aliH.

4. Tlo pellleHUIO PYKOBOAUTENsT MeAMLIMHCKOW OpraHM3alid B COCTaBe BpaueOHONW KOMHMCCHUM MOTYT
(hopMHPOBATbLCS MOJKOMUCCHY BpaueOHOM KOMUCCHH.

5. ITonoxeHne o BpaueOHON KOMHCCHH (ITOAKOMHCCHHU BpaueOHOM KOMMCCHH), perjiaMeHTHpYIOLee LieJiH,
3a7iau U QyHKIUM BpaueOHOW KOMUCCHM (TTOJKOMHUCCHN BpaueOHON KOMHCCHH), TIOPSIIOK PaboThI, ydyeTa U
Tpe/icTaB/ieHHs] OTUETHOCTU IO UTOraM /[iesiTeJIbHOCTH, U COCTaB BpaueOHON KoMHCCHHU (TIOAKOMHCCHMA
BpaueOHOI KOMUCCHN) YTBEP>KAAIOTCS PYKOBOAWTE/IEM MeJULIMHCKOW OpraHH3aliu.

6. BpaueOHast komuccus (TOJKOMUCCHSI BpaueOHOM KOMHUCCHM) COCTOUT W3 Mpe/iceiaTesis, OJHOTO UM JIBYX
3amMecTuTesiel TIpefcesaTeNisi U WHBIX UJIEHOB KOMUCCHUH. MUHHMaibHOE KOJMYeCTBO UJIeHOB BpaueOHOM
KOMMCCHU (TTOIKOMUCCHM BpauebHOM KOMHCCHUM) COCTaB/isieT 3 4YejioBeKa C yueTOM TipeZicefiaTenss U
3aMeCTuTesIs rpejiceaaTeris.

7. TlpencenatesieM BpaueOHOM KOMHCCUM Ha3HAavyaeTCsl PYKOBOJWTEIb MEIUIIMHCKON OpraHu3al[ud WId
3aMeCTUTe/lb PYKOBOZAUTENST MeJUI[MHCKON OpraHM3alliy, B JO/DKHOCTHBIE 0053aHHOCTH KOTOPOTO BXOJUT
pellieHre BOMPOCOB, OTHECEHHBIX K KOMIETEHIMY BpaueOHOW KOMUCCHH.

8. IlpencenmaTtesieM TIOAKOMHUCCHM BpaueOHONW KOMMCCHU Ha3HAuaeTCsl PYKOBOAWUTENIb MeIULIMHCKOU
OpraHu3ali¥, WIA 3aMeCTUTe/lb pPYKOBOAUTENS MeAULMHCKOW OpraHu3alyd, WIA pPyKOBOAUTEb
CTPYKTYPHOTO TO/ipa3zie/ieHusi MeAULIMHCKOW OpraHu3aliiy, B O/DKHOCTHBIE 00s13aHHOCTU KOTOPOT'O BXOJUT
pellieHre BOMPOCOB, OTHECEHHBIX K KOMITETEHITMY TI0JKOMUCCHUU BpaueOHON KOMHUCCHHU.
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9. B coctaB BpaueOHOM KOMHCCHHU ¥ TIOAKOMUCCHIM BpaueOHON KOMUCCHU MOTYT BK/TFOUAaThCSI PYKOBOJUTE/TH
CTPYKTYPHBIX TOZpa3Zie/ieHi MeAUI[UHCKON OpraHu3aliy, Bpaud W3 YHKC/Ia MeJUIIMHCKUX pabOTHHUKOB
Me/IMI[UHCKOM OpraHM3allii, B KOTOPOM CO3/jaeTcsi BpaueOHas KOMHCCHs, a Takke Bpaud W3 4YUC/IA
MeIUI[UHCKUX PaOOTHUKOB UHBIX MEAULIMHCKUX OpraHU3al[|i.

10. OpraHu3anpoHHOe obecrieueHre [IeATebHOCTH BpaueOHOM KOMUCCHU (TIOJKOMHCCHHM BpaueOHOMN
KOMMCCHH) OCYIIIeCTBISETCS MEAUIUHCKUM pabOTHUKOM W/IM UWHBIM DPAOOTHUKOM  MEMIIMHCKOM
opraHu3anuy (fanee - ceKkpeTapb BpaueOHOM KOMUCCHH (TTOJAKOMUCCHY BpaueOHOM KOMUCCHH).

11. Cexperapp BpaueOHOW KOMHCCHH (TTOJKOMMCCHM BpayeOHOW KOMHCCHH) OCYLECTB/sieT CeAyoLie
dbyHKUMN:

1) coctaBneHue M1aHOB-TPA(UKOB 3ace/laHui BpaueOHOH KOMUCCHM (TIOAKOMHUCCHM BpaueOHOM KOMUCCUN);
2) TIOJITOTOBKA MaTepHasioB /i 3ace/jaHus BpaueOHON KoMUCCHU (TIOJKOMHUCCHM BpauebHOM KOMUCCHN);

3) yBezioM/ieHHe WIEHOB BpaueOHOW KOMHCCHUHM (TTOJKOMHCCHU BpaueOHOM KOMHUCCHM) O JlaTeé U BPeMeHHU
TIPOBe/IeHUs 3ace/laHysl BpaueOHOM KOMUCCHH (TTOAKOMUCCHY BpaueOHOM KOMUCCHH);

4) ohopmMeHre MPOTOKOJIOB BpaueOHOM KOMUCCUH (TTOIKOMUCCUN BpauebHOM KOMHUCCHN);

5) BHeceHHWe pellleHUs BpaueOHONW KOMMCCHU (TIOJKOMHCCHM BpaueOHOW KOMHCCHUH) B MeJULIMHCKYIO
JNOKYMEHTAI[UIO TIalieHTa;

6) BezileHHe )KypHasia BpaueOHOM KOMUCCUM (TTIOJKOMUCCHH BpaueOHOM KOMUCCUM) Ha OyMa)kKHOM HOCUTese U
() B dopMe 3JIEKTPOHHOTO [JOKyMeHTa, B KOTOPOM VKa3bIBAlOTCSA [laTa, BpeMs TIPOBE/IEHUS U
(bUKCUPYIOTCS TIPUHSATHIE pellleHrsl BpaueOHOM KOMUCCHU (TTOJKOMUCCHU BpaueOHON KOMUCCUN);

7) opraHu3alysi XpaHeHUs MaTepUasioB JesTelbHOCTH BpaueOHOW KOMHMCCHU (TTOJKOMHCCHU BpaueOHOMH
KOMUCCUM).

12. 3acemanust BpauebHOM KOMUCCHM (TIOAKOMHUCCHU BpaueOHOM KOMHCCHM) TPOBOJSATCS He PEXe OZHOTO
pa3a B Mecsl] Ha OCHOBAaHUM TIUJIaHOB-TPA(PMKOB, YTBEP)KJAaeMbIX pYKOBOAUTENEM MeAULIMHCKOMN
OpraHu3aLuu.

13. Tlo pemeHvto mpezcenatenss BpaueOHONW KoMUCCHU (TIOJKOMHUCCHMM BpaueOHOW KOMUCCHH),
COTJIaCOBaHHOMY C DPYKOBOAWUTEeIeM MeJULIMHCKONW oOpraHus3aluu (yrno/JHOMOYEHHbIM 3aMeCTUTe/eM
PYKOBOJUTE/ST MEIUIIMHCKON OpraHu3aliy), MOTYT IIPOBOJUTHCS BHEIUIAHOBBIE 3ace[aHus BpaueOHOM
KOMHCCHH (TTOJJKOMHCCHY BpaueOHON KOMUCCHUH).

14. 3aceganue BpaueOHOV KOMUCCHU (TTOJKOMHCCHY BpaueOHOW KOMUCCHM) CUMTAETCs] TIPABOMOYHBIM TIPH
HaJIMUMM KBODYMa, KOTOPBIM COCTaB/sieT He MeHee [BYX TpeTell cocTaBa BpaueOHOW KOMHCCHUU
(mogKoMuCCHUY BpaueOHOV KOMUCCHH).

Pemenue BpaueOHON KoMuccHM (TIOAKOMHUCCHUM BpaueOHOM KOMHUCCHM) CUWTAETCSl TPUHSTHIM, €C/Id ero
To/iiepykajzio He MeHee [IBYX TpeTel ujieHOB BpaueOHOW KOMHCCUU (TTOAKOMUCCHUM BpauebHON KOMUCCHM),
MIPUCYTCTBYIOLIUX Ha 3aceZlaHny BpaueOHOM KOMUCCHH (TTOJJKOMUCCHH BpaueOHON KOMUCCHH).

15. Pemenne BpaueOHOM KoMuCCHU (TTOJKOMHCCUM BpaueOHONW KOMHCCHHU) O0(OpPMIISETCs TIPOTOKOJIOM Ha
OymMaXHOM HOcCHTeJIe, TO/MMChIBAEMOM TMPHUCYTCTBOBABIIMMY Ha 3ace/JaHWU 4eHaMH BpaueOHOW KOMHUCCUU
(mogkoMuccuy  BpaueOHOW KOMHCCHHM), WM ¢opMupyeTcsi B (oOpMe 3/eKTPOHHOTO JOKyMEHTa,
MOJIMCAHHOIO YCU/IEHHBIMU KBaIU(PULIMPOBaHHBIMU 3/IeKTPOHHBIMM IOJNUCAMY YKa3aHHbBIX JIML], B CPOK,



He MPEBBIIIAIUN TpexX pabounx AHel Co JHS MPOBeJeHUs 3acefaHusl BpaueOHOW KOMUCCHU (TIOZKOMUCCHU
BpaueOHOM KOMUCCHH), KOTOPBIA CO/IEPXKUT C/IeIYIOIHE CBE/IeHMS:

1) maTa mpoBeieHUs 3acejaHKUs BpaueOHON KOMUCCHUH (TIOJKOMHUCCHH BpaueOHOM KOMUCCHN);

2) CITMCOK U/IeHOB BpaueOHOW KOMHCCHU (TTOJKOMHMCCHU BpaueOHON KOMMCCHH), MPUCYTCTBOBABIIMX Ha
3acejaHUM BpaueOHOM KOMUCCHH (TIOAKOMHCCUY BpaueOHOM KOMHCCHH);

3) nepeueHb 00OCYK/IABIIMXCS HA 3ace/laHUM BpaueOHONW KOMUCCHM (TIOAKOMHUCCHM BpaueOHOW KOMMCCHM)
BOMPOCOB;

4) perieHre BpaueOHOM KOMUCCUM (TIOJJKOMUCCUM BpaueOHOM KOMHUCCHU) U €T0 000CHOBaHUE;
5) cBesieHust 00 UHAVBUYaTbHOM HellepeHOCMMOCTU B3auMO3aMeHsieMbIX JIeKapCTBeHHBIX MperapaToB (Tpy

TIPUHSATUM BpaueOHOM Komuccued (MOJKOMHMCCHEeH BpaueOHONM KOMHCCHM) peIleHHus, yKa3aHHOTO B
noanyHkTe 8 nynkra 20 Hacrosuero Ilopszka.

16. Brimucka W3 TIPOTOKOJIAa BpaueOHON KOMHUCCHU (TTOJKOMHCCHU BpaueOHOW KOMHCCHU) BBIIAeTCS
nalyeHTy U (WIM) ero 3aKOHHOMY TIpe/ICTaBUTeM0 MO0 MHOMY JIMIlY, YKa3aHHOMY TMalieHTOM WU ero
3aKOHHBIM TIpeJiCTaBUTe/ieM B TMUCbMEHHOM COTJIaCMM Ha pasrviallleHue CBe/leHHH, COCTaBJISIOIIUX
BpaueOHyI0 TaliHy, WM MH()OPMHUPOBAHHOM [0OPOBOJILHOM COTJIaCMM Ha MeJUIIMHCKOe BMeIlaTelbCTBO
(mamee - WHOe /WIIO), TIO 3aMpPOCy, HANPABJIEHHOMY B TOM UHCJIe B 3/IEKTPOHHOW (opme, Ha OyMakKHOM
Hocutesie ¥ (UH) B (hopMe 37IeKTPOHHOTO JJOKYMeHTa B CPOK, He TIPEBBIIIAIOIINKA TpeX pabounx AHel co JHS
MIOCTYIUIEHWS] B MeZIMLIMHCKYIO OpraHu3aliyio yKa3aHHOrO 3ampoca.

17. TIpotokosibl BpauebHOM KoMHUCCUM (TIOAKOMHUCCUMA BpauebOHOM KOMHCCHHM) TIO/JIE)KaT XPaHEeHWI0 B
TeUeHHue JIeCSTH JIeT.

18. Tlpencenatens BpaueOHON KOMMCCHMM e)KeKBapTalbHO, a TakKXe II0 WTOraM roja IpefCTaBJiseT
DPYKOBOJUTE/TF0 MEJWLIMHCKOW OpraHU3al[i¥l MMUChbMEHHBI OTYeT O [esiTe/IbHOCTH BpaueOHOW KOMHCCUU U
TOIKOMHCCHI BpaueOHONH KOMUCCHUU.

19. KoHTpomb 3a [JesTenbHOCTHIO BpaueOHOM KOMHMCCHMM ¥ TOJKOMHCCHN BpaueOHOW KOMHCCHH
OCYILIeCTBJISIET PyKOBOJUTE/Ib MeJULIMHCKOW OpraHu3aLuu.

20. BpaueOHasi KOMUCCHSI MOYKET OCYLL[ECTBIATh C/eyIoiie QyHKIUH:

1) MpUHATHE pELLIeHI/Iﬁ M0 BOIIpOCaM COBEPLIEHCTBOBAHHA OPrdaHHU3dlIMH OKd3dHHUA MEAHHHHCKOﬁ oMo
HdCe/JIeHUIO Ha OCHOBE BHeAPEeHUA CUCTEMbBI MEHEI)KMEHTA KAY€CTBA,

2) MpUHATHE pelleHrH M0 BOIpOCcaM Ompejie/ieHusl MOAX0J0B K BHeJPEHUI0 B MeJUL[MHCKOM OpraHu3alyuu
TeXHOJIOTWM, HarpaB/eHHbIX Ha palMOHaJbHOE WCIO/Ib30BaHWEe BpEMEHM TMalueHTa U MeJULMHCKOTO
paboTHUKa, obecrieueHusi KOMGOPTHOCTH YCIOBUM MPeA0CTaBIeHUs MeJUITUHCKUX YCIIYT;

3) NMpUHATHE PelleHUH 110 BOMpocaM MPOodUIaKTHKH, JUATHOCTUKH, JIeUeHHs], MeJIMLIMHCKON peabuTUTar|H,
B TOM YKC/Je CaHATOPHO-KYPOPTHOTO JieueHUs, TPOBe/eHUs MeAULMHCKUX SKCIepTU3, MeJUI[MHCKUX
OCMOTPOB ¥ MeJUIMHCKUX OCBUZETebCTBOBAHUM, OrfpeJesieHuss TpodeCcCMoHa/bHOW TIPUTOAHOCTH
HEKOTOPBIX KaTeropuii pabOTHMKOB WM CBsi3U 3abosieBaHUs C mpodeccueil B ciydasiX, yCTaHOBJ/IEHHBIX
3aKOHOJaTenbCTBOM Poccuiickoii Peznepaiiy, B Haubosiee CII0XKHBIX M KOHGIUKTHBIX CTydasx, TpeOyromux
KOMHCCUOHHOTO pacCMOTPEeHMUS;

4) oripefiesieHNe TPYAOCIIOCOOHOCTU TPaXKJAH B CIyuasiX, YCTAaHOBJIEHHBIX 3aKOHOATeNbCTBOM Poccuiickoit
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®eneparuy;

5) MpojyieHre JTMCTKOB HETPYAOCIOCOOHOCTH B C/IydasiX, YCTaHOBJIEHHBIX 3aKOHO/ATeIbCTBOM Poccuiickou
®eneparuy;

6) mpuHATHE pellleHUs] O HarpaB/eHWU TaljMeHTa Ha MeUKO-COLMa/bHYI0 3KCIePTU3y B COOTBETCTBUM C
3aKOHO/IaTeTbCTBOM Poccuiickoli @eznepaiiyiu;

7) OlleHKa KauecTBa, 000CHOBAaHHOCTH U 3((HEKTUBHOCTH JieUeOHO-IMarHOCTUUECKUX MEpOTIPUSITUH, B TOM
yuC/ie Ha3HaueHUs JIeKapCTBeHHbIX MpernapaTos;

8) npuHATHe pellleHUs1 O Ha3HAYeHUU U TIPUMEeHEeHHH JIeKapCTBeHHBIX TpernapaToB, MeJAULIMHCKUX U3[e/ul U
CreLMaM3UPOBaHHBIX TPOJYKTOB JieueOHOrO0 MUTaHWs, He BXOJSMIIUX B COOTBETCTBYIOUIMM CTaHAApT
Me/IUI[UHCKOM TTOMOIIM WK He MpeyCMOTPEHHBIX COOTBETCTBYIOIEN KIMHUUECKOW peKOMeHzalvel, mbo
10 TOProBbIM HAaUMEHOBAHWUSAM T[PU  HAJIWYUM  MEJULMHCKUX  T[IOKa3aHWWh  (MHAWBUYa/TbHOMN
HerepeHOCUMOCTH, T10 )KU3HEeHHBIM TTOKa3aHUsIM);

9) BbIHECEeHHe 3aK/II0UeHHsl 0 He00X0IMMOCTH He3aMe/JTUTeTbHOT0 obecrieueHsi KOHKPETHOTO IpaXkJaHHUHA
C TsDKEJBIM JKU3HEYTPOKAIOIIMM W XPOHWUUECKUM 3ab0/ieBaHHWEM, B TOM 4YHC/Ie peakuM (opdaHHbLIM)
3aboneBaHreM, KOTOPBIA Tojiyyan TOAJEPXKKY B paMKax jesiTeibHOCTH DoHAA TOAJEepXKKH JeTel C
TSDKEJTBIMU JKM3HEYTPOKAIOIIMMH U XPOHUYECKMMU 3a00/IeBaHUSIMUA, B TOM UMC/Ie PeJKUMH (opdaHHBIMK)
3abosieBanusMu, "Kpyr mobpa" (mamee - @oHJ) A0 AOCTHKeHHs UM 18-meTHero Bo3pacta v obecrieueHue
OKa3aHUs TIOJ/IEP>)KKA KOTOPOMY ocyiiecTBiisieTcss POHIOM B TeueHHe OJHOTO TOfia TIOC/Ie JOCTH)KEHUS UM
18-neTHero Bo3pacTta, JUOO TPyNNn TakKUX TpaxkaaH (mamee - geTH C opdaHHBIMH 3a00JieBaHUSIMU)
JIeKapCTBEHHBIM TIperapaToM W3 pe3epBa JIeKapCTBEHHBIX TIPENapaToB, BK/IIOUEHHBIX B TI€PEUHM JIJIs
3aKyTOK, B Lie/isiX He3aMeAJuTeNbHOro obecrieueHUsi Heorpe/ie/leHHOW Tpynmbl AeTell ¢ opdaHHBIMU
3a00/1eBaHUSMY;

10) mpuHsATHe pellleHHsi O HeoOXOAMMOCTH Ha3HAaUeHHsl JIeKapCTBEHHBIX TperiapaToB, He BXOJSIIUX B
repeyeHb JKU3HEHHO HeoOXOAWMBbIX U BaKHEMIIMX JIeKapCTBEHHBbIX TMperapaTtoB (TpU  OKa3aHUH
Me/IML[UHCKOM TIOMOIIM B paMKaX IpOrpaMMbl T'OCY/apCTBEHHBIX TapaHTHUN OecrylaTHOTO OKa3aHWS
rpakJjaHaM MeJULMHCKOW TOMOILIN);

11) B ciyuae MpUHSATHS pellieHWss O Ha3HaueHWH He 3apervcTpupoBaHHOro B Poccuiickoit Pepepauyu
JIeKapCTBEHHOTO TIperapara, orpe/ie/ieHre TIOpsi/ika ero MpUMeHeHHsT Ha OCHOBE WM C YUYeTOM MHCTPYKI[UH
1Mo TpUMeHeHWIO  ([J03UPOBKHM, cCIriocoba BBeJeHUS W TPUMEHeHUus, peXumMa J03UpPOBaHUs,
TIPO/IO/DKUTEIbHOCTH  JIeUeHUsT W OOOCHOBAaHWSI Ha3HA4yeHWsl JIeKapCTBEHHOTO TIperiapara), BKJIIOYast
HabJro/ieHue 3a MaleHToM, TIPUMEHSIIOILMM TaKo# Mperapar;

12) mpuHsATHE pelleHUs O Ha3HAUeHUM He3aperucTpupoBaHHbIX B Poccuiickorn ®Pefepanuu MeIULIMHCKUAX
W3/leJIUi NPU HaIMYUK MeIMLIMHCKUX TI0Ka3aHuH (10 )KU3HeHHBIM [T0Ka3aHWsM);

13) npuHsATHe pelieHUsT O HarpaB/ieHUM coobieHnii B PezpepanbHyto cnyk0y 10 Hazazopy cdepe
3/]paBOOXpaHeHUsi B 1[eJiIX OCYIeCTBIeHHsI MOHUTODUHIa 0e30racHOCTH JieKapCTBEHHBIX IIperaparoB O
BBISIBJIEHHBIX C/Tydasix TOOOUHBIX [IeMCTBUM, He YKa3aHHBIX B MHCTPYKLIMH T10 TIPUMEHEHHIO JIeKapCTBEHHOTO
rperiapaTa, Cepbe3HbIX He)KelaTelbHbIX peakLUd W HelpeJBUJeHHBbIX He)KelaTelbHbIX peakLui Ipu
NIPUMEHEHNY JIeKapCTBEHHBIX [IperapaTtoB, B TOM YHCJIe IIOCAYKUBIIMX OCHOBaHUEM [/l Ha3HaueHUs
JIeKapCTBeHHBIX MperapaToB B COOTBETCTBUY C IIOAIYHKTOM 8 HACTOAILero NyHKTa;

14) npuHATHe pellieHHs MO BONPOCaM Ha3HAaUeHUs] U KOPPEKLIUY JIeUeHUsI B Le/IsIX yueTa JaHHbIX MaljueHTOB
npu obecrieyeHUH JIeKApCTBEHHBIMU TIperiapaTaMd B COOTBETCTBUM C 3aKOHOZATeNLCTBOM Poccuiickoit
Depeparyy;
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15) mpuHATHe pellleHUs] O Ha3HAUeHWW JIeKapCTBEHHBIX TIperapaToB B C/IyyasiX U B TOpsiiKe, KOTOpbIe
yCTaHOBJIEHbl HOPDMATHMBHLIMH TIPaBOBBIMU akTamu Poccuiickoi @ezepaiiu U CcyObekToB Poccuiickoi
desepalii, yCTaHAB/IMBAIOL[MMU TIOPSZOK Ha3HAueHUsl W BBINUCHIBAHUSI JIeKapCTBEHHBIX IIperapaTos,
BKJ/IFOUasi HADKOTUUeCKHe JileKapCTBeHHbIe TIpernapaTthl U TICUXOTPOMHbIe JieKapCTBeHHbIe MperapaThbl, a TakKe
JIeKapCTBeHHBIX TIperapartoB, obecrieueHre KOTOPBIMH OCYIIIECTB/ISIETCS B COOTBETCTBHUU CO CTaHJAPTaMU
MeJULMHCKOW TIOMOLLM MO peLienTamM Bpaya ((esb/iiepa) Npy OKa3aHUM TOCYJapCTBEHHOM COL[MabHOU
TIOMOILY B BH/le Habopa COLMabHbIX YCIyT;

16) npuHsTHe pellleHHs O Ha3HAUEHUM OT/|eIbHOMY MalieHTy OMOMeJMLIMHCKOTO K/IeTOYHOTO MPOJYKTa,
npe/IHa3HAUEHHOTO /IS WCIIOJHEeHUs] WH/AWBU/YaJbHOTO MeJULIMHCKOTO HasHaueHWsi OMOMeguIMHCKOTO
KJIETOYHOIO TPOAYKTa, CIeLyaJbHO IPOW3BEJEHHOT0 [/ OT[E/NbHOr0 IMalyeHTa HeroCpe/iCTBEHHO B
Me/IMI[UHCKOW OpraHu3allid, B KOTOPOW TMPUMEHSIeTCS AAHHBIM OWOMEeIMLIMHCKWN K/IETOUHBIA MPOYKT
(manee - MHAVBUAYaTBHBINA OMOMETUIIMHCKUIA KJIETOUHBIN MPOAYKT), ¥ KOTOPOU MPeA0CTaBIeHO pa3pelieHre
Ha MPOU3BOZCTBO U MPUMeHeHHe WH/MBH/yaTbHOr0 OMOMeIUIITHCKOTO K/IeTOYHOTO MPO/IyKTa;

17) npuHATHE pellleHUsT O TIpUMEeHeHWH OHOTeXHOJIOTHYEeCKOTO JIeKapCTBEHHOTrO — TperapaTa,
TipeJiHa3HAueHHOTO [ijisi TIPUMEeHeHHs] B COOTBETCTBUU C WH/UBUAYa/JIbHBIM MeJUIIMHCKUM Ha3HaueHWeM U
CrelaJbHO U3rOTOB/IEHHOTO [/ KOHKPeTHOTO Tal[ieHTa HeroCcpeICTBEHHO B MeAULIMHCKON OpraHu3alivy,
B KOTOPOM MPHUMEHSIeTCS TaKoW OMOTeXHOJOTMYeCKWM JIeKapCTBEHHBLIM IIperapar, WMEIOIIUH B CBOEM
coCTaBe COeJMHEHUS, CUHTe3UpOBaHHbIe TI0 pe3y/JbTaTaM TeHeTHYeCKUX HCC/Ie/JoBaHUM MaTepuaa,
TIOJTly4YeHHOTO OT TIalleHTa, [Jii KOTOPOrO0 W3rOTOBJIEH TaKOW OMOTeXHOJOTMUeCKWM JieKapCTBeHHBIM
nipernapar (ganee - MHIWUBUAYa/TbHbIA OMOTEXHOJIOTMUECKUH JIeKapCTBEHHBIM TperapaT), NMpU HaJTUUUU Y
yKa3aHHOW  MeJUIMHCKOW  OpraHW3alid  pa3pelleHusi Ha  TpUMeHeHWe  WHAWBUIYATbHOTO
OMOTeXHOIOrMYeCKOro JIeKapCTBEHHOTO Tperapara;

18) nmnpoBegeHne orboOpa TAIMEHTOB B  COOTBETCTBUM C TIOPSJKOM  OpraHM3al[iM  OKa3aHUs
BBICOKOTEXHOJIOTUYHOM  MEJULIMHCKOM  TIOMOLIA C  TpPUMEHEeHWeM  eJWHOM  TOCyJapCTBEHHOM

o 2
H(bOPMaLMOHHON CUCTeMBI B Cpepe 3paBOOXPaHeHUs ~ ;

2
Yacts 8 crateu 34 @esepanbHoro 3akoHa ot 21 Hosgops 2011 r. Ne 323-®3 "O6 ocHOBaxX 0XpaHbI 3/10DOBbS
rpaxknad B Poccuiickont @eneparun'.

19) BbIlaua 3aK/IIOUEHUS] O HY>K/]JaeMOCTH BeTepaHa B o0ecrieueHUM MpoTe3amMu (Kpome 3yOHBIX MTPOTE30B),
MIPOTE3HO-OPTOTIeJUUECKUMHU M3/Ie/IMSIMA B COOTBETCTBUM C [IpaBwiamui obGecrieuyeHWs WHBAIUIOB
TeXHUYECKMMU _CpeJICTBAMU _peabWIUTALIMKM U OTAeNbHBIX KAaTeropui TIpakJaH M3 UKC/Ia BeTepaHOB
npoTe3aMy  (KpoMe 3YOHBIX TIPOTE30B), TPOTE3HO-OPTOMEANUECKUMH _U3IETUIMH, YTBEP>KIEHHBIMU
roctaHoBieHreM I1paBurenscTBa Poccuiickoit ®@egepanmu ot 7 anpess 2008 . Ne 240;

20) ocyiiecTBieHHe MEJUIMHCKOTO OCBH/I€TE/bCTBOBAHUS TI0/I03P€BaeMbIX WM OOBHHSEMBIX B
COBepIlIeHUU TPeCcTyIUIeHU, B OTHOLLIEHWU KOTOPbIX M30paHa Mepa IpeceuyeHUs! B BUJE 3aK/IOUYEHUs TIOf
CTPaXKy, Ha TIpeJMeT Haluuusi y HHUX TsDKeJIoro 3abosieBaHUs], BK/IIOUEHHOTO B IepeueHb TsDKe/bIX
3abosieBaHWM, TIPENATCTBYIOLIMX COJEpP)KaHUIO 110 CTpakell 10ji03peBaeMblX W/IM _0OBHMHSEMBbIX B
COBEpILLIEHNY NPeCTYNJIEHW, YTBeP>KAEeHHbIM NocTaHoBieHWeM [IpaBuTenbcTBa Poccuiickort ®epepanvy 0T
14 auBapsa 2011 r. Ne 3;

21) mpoBezieHre 00sI3aTeNIBHOTO MICUXUATPUUECKOTO OCBUZIETE/TbCTBOBAHMS;

22) BbiJlaua CMpaBKU 00 OTCYTCTBUM MeAWLMHCKUX TPOTUBOIOKAa3aHUW /151 paboThl C UCI0/Ib30BaHUEM
CBeJleHWH, COCTABJISIOLIMX FOCY/JapCTBEHHYIO TaWHY;

23) BbIHeCeHHWEe MeJMLMHCKOrO 3aK/IOYeHUs] O TOM, 4YTO [IPU M3BATUM OPraHOB U TKaHeu s
TPaHCIIAHTALMH (Tlepecaiki) Y )KUBOTO JOHOpA ero 3/10pOBbI0 He Oy/leT MpUYMHEeH 3HaunTe TbHbIA Bpef;
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24) B3auMogelicTBHe B paboTe MO BOMpOCaM, OTHOCSIIMMCS K KOMIIETeHI[MM BpaueOHOW KOMHCCHH, C
TEePPUTOpPHATbHBIMUA (OHZAMH 00sI3aTe/IbHOT0 MEMLIMHCKOTO CTpaxoBaHMs, (POHOM TEHCHOHHOTO U
COL[Ma/ILHOTO CTpaxoBaHusi Poccuiickoit ®esepaliiu, TeppuTOpHaIbHBIMU OpraHaMu PeziepasbHON CTyKObI
no Haza3opy B cdepe 31paBooxpaHeHuss u PesepanbHON C/1yKObl 10 HaA30py B cdepe 3alUThI MpaB
norpebutesielt u Osaromonyuust ueyioBeKa, (eJepanbHBIMUA  yUPEXXAEHUSIMH  MeJUKO-COLIMATbHOM
9KCIEePTU3bl, CO CTPAXOBBIMU MeULIMHCKUMU OpTaHU3al[UsiIMU, UHBIMU OpraHaMUy U OpraHu3alyisMu;

25) uHble (GYyHKLUM, TIpelyCMOTpPeHHble (e/lepa/ibHbIMU 3aKOHaM{, HOPMAaTUBHBIMU MPaBOBLIMU aKTaMU
[Mpe3upenta Poccuiickoit ®epepariuu, [lpaBuTtenbctBa Poccuiickoit ®enepaiiuy, ¢efepanbHbIX OpraHOB
WCTIO/THATE/IbHOU B/IACTH W OPTaHOB I'OCY/IapCTBEHHOM BIacTH cyobekToB Poccuiickoit @esepaiiyu.

21. Tlo pelieHWIO PYKOBOJUTENS MeAULIMHCKOM OpraHM3alii BpaueOHasi KOMUCCHUST MOXKET OCYIIeCTBJISTh
cnenyroiye GyHKIUN:

1) pa3paboTka ¥ BHeJpeHWe MepONPUSITHN, HarpaB/leHHbIX Ha T[IOBBIMIEHWE KauecTBa JieueOHO-
JMarHocTuueckord paboTel, B TOM uKC/e TIpeiyrpeXk/ieHre U yCTpaHeHWe HapylleHWid B TIporjecce
JVIarHOCTUKHU U JIeueHHs TAl[MeHTOB, CHIWKeHHe ToKa3aTesieid 3a00/ieBaeMOCTH, CMEPTHOCTH, OOMbHUYHOMN
J1eTabHOCTU Y UHBaIMHOCTH;

2) ormpejenieHWe TIOAXOJOB M BO3MOXXHOCTHM TMPHUMEHEeHWs] B MeJULMHCKOW OpraHu3alid COBPEeMeHHbBIX
METO/IOB TIPO(MUIAKTHUKH, AUATHOCTUKH, JIEUeHUs U MeJUI[UHCKON peabM/IUTAI[UH C YUeTOM MEeXKIYHapO[HOM
MeJULMHCKOW MPaKTUKWY;

3) orleHKa TIPOBeZIeHUs] MeAULMHCKUMU PabOTHUKAaMU KOHCYJIbTAl[UM C MPUMEHEHHeM TejleMeANLIMHCKUX
TEeXHOJIOTUM, aHa/Ii3 CBOEBPEMEHHOCTU U KaueCTBa UX MPOBeJeHUS;

4) aHanmu3 3a00/1eBaeMOCTH, B TOM UHMCJIe MaTepel U HOBOPO’K/JeHHBIX, BHyTPUOO/IbHUUHBIMIA UH(DEKLIMSIMHY,
pa3paboTKa ¥ peanu3ariis MEPOTPUATHA TI0 TIPOGHUIAKTHKE 3a00/IeBa€MOCTH BHYTPHUOOTbHUUHBIMU
vHDeKUsAMY;

5) opraHu3aiys U TIPOBeZieHHe BHYTPEHHETO KOHTPO/S KaueCcTBa M 0€30MacHOCTH MeAUI[UHCKON
JesITe/IbHOCTY;

6) OpraHM3alMOHHO-METOZAMUEeCKas: TIOJJIeP)KKA yueTa HeXesaTebHBIX COOBITUN TPH OCYIeCTB/IEHUH
MeIULUHCKON [IesiTeJTbHOCTH MeJULMHCKON opraHu3alyeii (pakToB U 0OCTOSITENBCTB, CO3JAIOIIUX YIPO3Y
MIPUUMHEHUs] WK TIOBJIEKIIMX TIPUUMHEHWe BpeJia >KU3HU U 3[J0POBbI0 TpaKjaH U (WIM) MeAULIMHCKUX
pabOTHHKOB, a TaK)Ke MPUBeALINX K Y/JTMHEHUIO CDOKOB OKa3aHUsl MeIUL[UHCKOW TIOMOLL[H);

7) pa3paboTKa OpraHW3alOHHO-MeTOJUUeCKMX MaTepuasioB Mo paboTe MeAWI[MHCKOW OpraHu3alul |
JloBeJieHHe UX /10 CBeJleHUs] MeULIMHCKUX PaOOTHUKOB;

8) opranuszanus MH(OPMALMOHHO-00pa30BaTe/bHbIX MEpONPUSATAN [/IsT MeJULMHCKUX DPabOTHUKOB I10
BeJIeHUI0 ()OpM CTaTUCTHUYECKOr0 yyeTa U OTYETHOCTH B cpepe 34paBOOXpaHEHMS;

9) uHble PyHKLMH, He IPOTHUBOpeYallle 3aKoHoAaTenbCTBy Poccuiickoil @esepaniyu.

22. BpaueOHass KOMWUCCHS MeAWIMHCKOW OpraHW3aluH, T0JBeJJOMCTBEHHON QeJepasbHOMY OpraHy
WCTIO/THATE/ILHOW BJIaCTH, W BpadyeOHass KOMHUCCHS KpaeBoW (pecrmyO/MKaHCKOW, 0071acTHOM, OKPY)KHOM)
OO/TBHULIBI, SIBJISIIOIIENCS BeAyllell MHOTONPOGWILHONM MeAUIMHCKOM OpraHu3alvell Ha TeppUTOpUHN
cyobekta Poccuiickoit ®Pezepaiiyu, 1o/ [BeZIOMCTBEHHOM HCIIOTHUTE/ILHOMY OpraHy cyOmekTa Poccuiickoi
@epepatiy B cepe 0XpaHbl 37,0POBbs], TIOMUMO OCYILIeCTBAeHUs (DYHKLIMHM, YKa3aHHbIX B ONyHKTax 20 u 21
HacTosulero Ilopsigka, NMpPUHUMaeT pellleHWe O Ha3HAUEHWM He 3aperucTpUpoBaHHbIX B Poccuiickoit
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deqepalivy 1eKapCTBEHHBIX MperapaToB B Cyuasix:
1) oTCyTCTBUS 3aperuCcTpUpOBaHHbIX B Poccuiickoli @eziepaliii aHa/IOTOB JIeKapCTBEHHBIX MperapaToB;

2) otcyTcTBUs 3(pdeKTa OT MPOBOAUMOM Teparnuyd U MPOrpecCUpyoieM yXyALIeHUU COCTOSTHUSI 3/10POBbS
TaluenTa;

3) OTCyTCTBUS anbTepHAaTUBHBIX (HeEMeAUKaMeHTO3HbIX) METOJ0B MPO(UIaKTHUKH, JTeUeHUs] U MeJULIMHCKON
peadbuuTalnuy;

4) Ha/IMuusl UHAWBUAYaTbHOM HerlepeHOCUMOCTH 3aperiCTpUpPOBaHHBIX B Poccuiickoit @eziepalii aHa/IOrOB
JIeKapCTBEeHHBIX TperapaToB.
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