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OO0 yTBep:KIeHUH NOPSIKA CO3JaHHS U 1eITeILHOCTH BpaueOHOi KOMHCCUHH
MEIAHUHMHCKOH OPraHUu3aluu

B cooTtBercTBUM ¢ myHKTOM 4 yacTu 2 cTaThi 14 PenepanbHOro 3akoHa oT 21 HOsOps
2011 r. Ne 323-®@3 «O06 ocHOBax oXpaHbI 310pOBbs rpaxaaH B Poccutickoit denepannny
U noiamyHKToM 5.2.16 nynkra 5 IlonoxeHus o MUHUCTEPCTBE 3/IpaBOOXpPAHEHUS
Poccuiickont ®enepauuu, yTBepaeHHOro nocraHoienuemM llpaButenscTBa Poccuiickoit
Oenepaunu oT 19 mrons 2012 r. Noe 608, mp ¥ K a 3 bI B A 10:

l. YTBepauTe mnpuiaraeMblii IMOPSAOK CO3/aHUS M JI€ATEIBHOCTH BpadeOHOH
KOMHMCCUU MEIUILIMHCKON OpraHu3alluu.

2. Ilpu3HaTh yTpaTUMBILIUMHU CHIY:

IpuKka3 MUHHCTEpPCTBA 3APaBOOXPAHEHUS U COLMAIBHOrO pa3Butusi Poccuiickoi
Qepeparun ot 5 Mas 2012 r. Ne 502 «OO0 yTBepXIeHWH TMOpsAIKa CO3IAAHHS
U JIESITEJIBHOCTA BpauyeOHOM KOMHUCCHUU MEIMILHHCKOH OpraHu3anun» (3aperucTpupoBaH
MunuctepctBoM roctuuuu Poccuiickoit @enepanuu 9 uroHsa 2012 r., perucTpalluOHHBINR
Ne 24516);

npukaz MunuctepcTBa 3apaBooxpanenuss Poccuiickoit @enepanuu ot 2 nexadps
2013 r. Ne 886H «O BHeceHnu u3mMeHeHUH B [lopsiiok coznanus 1 1esTenbHOCTH BpaueOHOM
KOMHUCCHHM MEIMIMHCKOM OpraHu3alyd, YTBEPXKIAEHHBIM TNpHKa3oM MUHUCTEPCTBA
31paBOOXpaHEHUs U couuaibHoro passutus Poccuiickoin ®@enepanuu ot 5 mas 2012 r.
Ne 502H, u B Ilopsinok HasHauyeHHs W BBINUCHIBAHHUS JIEKAPCTBEHHBIX IMpeNaparosB,
YTBEPXKIECHHBIH IIpHKa3zoM MuHucrTepersa 3apaBooxpaHeHus Poccuiickoit ®enepauuu
or 20 nmexabps 2012 r. Ne 11758» (3apeructpupoBaH MUHHCTEPCTBOM FOCTHUIIMU
Poccuiickoit @enepaunu 23 nexadbps 2013 r., peructpaunoHusrii Ne 30714).

3. Hacrosmuii npukas BcTynaeT B cuiny ¢ | ceHtsOps 2025 r. u pmelcTByer
1o 1 centsibps 2031 r.

Mmunuctp M.A. Myparmiko




VYTBEPXEH
npuKasoM MuHHCTEpCTBA 3paBOOXpAHEHUS
Poccuiickoit @eneparun

OT «/O» Qeesep 52025 1. No /L Fy,

Ilopsfok Co3AaHHS H AESTEILHOCTH BpPaueOHOI KOMHCCHH
MEJHIHHCKOH OpraHu3anuu

1. BpaueGuas kOMUCCHS MeIMIIMHCKOM OpraHu3any (aee — BpadeGHas KOMUCCHS)
CO3aeTCA B MEIMUMHCKOH OpraHW3alvd B LENAX COBEPIICHCTBOBAHUSA OPraHHU3aLHH
OKa3aHMsi MEJUUMHCKOM IIOMOINM, IPHHATHS pENIeHUH B HaWOoJiee CI0XKHBIX
M KOHQHKTHBIX CIly4asX 1O BONpPOCaM MpPOMUIAKTHKH, JUATHOCTHKH, JICUeHHS
M MEJMLUMHCKOH  peaOMiIMTauMM,  ONpeNENeHHs  TPYOCIOCOOHOCTH  IpaXIaH
¥ IIPO)eCCHOHATBHOM MPHUTOJHOCTH HEKOTOPBIX KAaTErOpHii paGOTHHKOB, OCYUIECTBIICHUS
OLICHKH Ka4ecTBa, OOOCHOBAHHOCTH H 3()PEKTUBHOCTH JIe4eGHO-IHATHOCTHYCCKHX
MEpPONpPUATHH, B TOM YHCJIe HA3HAYEHHS JTeKaPCTBEHHBIX NPEMNapaToB Uil MeIUIMHCKOTO
NpUMEHEHUs. (Hanee — JIEKapCTBEHHBIE IIpemapaThl), o0ecreveHds HA3HAYCHHS
M KOpDpEKUHHM JIEYCHHA B NEJIX Y4YeTa JaHHBIX IAIHEHTOB MpH OOecleYeHHn
JICKapCTBCHHBIMU NIpENIapaTaMy, TPaHCIUIAHTAUMK (TIepecaiku) OpraHoB W TKaHeil
4CJIOBEKa, MEIULHMHCKOH peaOWiIMTaluW, a TaKkKe IPUHATHA pelleHHs II0 HHBIM
MEIUIIMHCKHEM Borpocam..

2. B cBoell mesTenbHOCTH BpayeOHAs KOMUCCHs pykoBojactByercs KoHcTuTyiuei
Poccniickoli  @enmepanmy, QenepanbHBIMM 3aKOHAMH, yKa3aMH U pacIopsKeHUSIMH
Ilpesunenta Poccuiickoit @Demepaluy, IOCTAHOBIEHHMSMH U pacropsHKeHUSIMHU
IlpaButensctea  Poccmiickoit  ®enepaunn, HOPMATHBHBIMH IIPABOBBIMH  aKTaMH
(efiepanbHBIX  OPraHOB HCHOJHUTENBHOM BIACTH, BKJIIOYAS HACTOSIIUIA ITopsinok,
3aKOHAaMH M WHBIMH HOPMaTHBHBIMH IIPaBOBBIMM aKTaMH CyOBeKTOB Poccumiickoii
Depepanny, a TakKe MyHULUIATBHEIMU IPABOBBIMH aKTAMH.

3. BpauyeOHas KoMHCCHUS CO37JaeTCs Ha OCHOBAHHH IIpHKa3a pPyKOBOIUTENS
MEIULUHMHCKON OpraHu3aliy.

4. Tlo pemmenyio pyKOBOIUTENS MEANLMHCKON OPraHU3aL|H B COCTABE BpaueOHOI
KOMHUCCHH MOTYT ()OPMHPOBATECS TOAKOMUCCHH BPaueOGHON KOMUCCHH.

5. lonoxenne o Bpa4eGHON KOMHCCHMH (IIOZKOMUCCHH BpauyeOHOH KOMHCCHU),
PeTyIaMEHTUPYIOIIEE LIeMH, 3afadd M (YHKUUM BpadeOHOM KOMHCCHH (IIOZKOMHCCHIA
Bpa4eOHON KOMHCCHH), TIOPSAOK PaGOTHI, y4eTa H MPeICTaBlIeHIs OTIETHOCTH 110 HTOraM
ACATENBHOCTH, W COCTaB BPauyeOHONH KOMHCCHM (IOAKOMUCCHUH BpaueGHOi KOMECCHH)
YTBEPKAAIOTCS PYKOBOAUTENEM MEIUIIMHCKON OpraHU3aLiy.

6. Bpauebnas komuccus (mOmKoMHccHs — BpadeGHOM KOMHUCCHH) COCTOHMT
U3 IIpefceiaTels, OAHOIO MIIM JBYX 3aMeCTUTeNell Mpeacefarens W HWHBIX WICHOB

! Yacts 2 crateu 48 ®emepansHoro 3akoma ot 21 HOAOps 2011 1. Ne 323-®3 «OG 0CHOBAaX OXpaHBI 3JOPOBBA rpaxkaaH
B Poccuiickoii ®enepanum.




KOMHCCHHM. MHHHMAaJIbHOE KOJUYEeCTBO WIEHOB BpadyeOHONM KOMHCCHM (ITOJKOMHCCHH
BpaueOHOM KOMHCCHM) COCTaBJIS€T 3 4eloBeKa C y4eTOM IpeAcenareliss M 3aMeCTHTEs
npencenaresns.

7. llpencenmaterieM  BpaueOHOH  KOMHCCHM  Ha3HA4aeTcsi  pPyKOBOAMTEINb
MEIUIIMHCKON OpraHU3alliy WM 3aMeCTUTENb pPyKOBOIUTEN MEAUIIMHCKON OpraHu3alluHy,
B JIOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO BXOIHT pelIeHHEe BOIPOCOB, OTHECEHHBIX
K KOMITETEHIINH Bpa4eOHOW KOMUCCHHU.

8. IlpencenmaremeM  MOAKOMHUCCHM = BpaueOHOH  KOMHMCCHM  Ha3HA4YaeTcs
PYKOBOIUTEIb  MEIOWIMHCKOM  OpraHM3alli¥, WM  3aMeCTHTeNb  PYKOBOAMTEJS
MEIMIHMHCKON OpraHW3allii, WINM pPYKOBOAUTENb CTPYKTYPHOIO IOApa3feicHHs
MEIUIMHCKONA OpraHu3aldy, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOI'O BXOIUT peELICHHE
BOIIPOCOB, OTHECEHHBIX K KOMIIETEHIIUH ITOJKOMUCCHU BpaueOHOH KOMUCCHH.

9. B coctaB BpaueOHOW KOMHCCUUA M MOAKOMHUCCUH BpaueOHOW KOMHCCHHM MOTYT
BKJIFOYATBECS PYKOBOIUTENM CTPYKTYPHBIX MHOJApa3feleHHu MEeIUIMHCKON OpraHu3allvH,
BpaYd M3 YHCIA MEIUIMHCKUX paOOTHUKOB MEAMIMHCKOM OpraHu3alud, B KOTOpPOM
co3maercs BpaueOHass KOMHCCHS, a TakXKe Bpa4y U3 YUC/Ia MEAULMHCKHAX paOOTHUKOB UHBIX
MEIUIIMHCKIX OpraHU3alui.

10. OpranmzaiioHHOe  ofecledeHHe JEATeIbHOCTH  BpaueOHOH  KOMHCCHUH
(TTomKOMHUCCHH BpadeOHON KOMHCCHH) OCYIIECTBIAETCS MEIULUMHCKMM paOOTHMKOM MM
HMHBIM paOOTHUKOM MEIUIIMHCKON OpraHu3alui (Janee — ceKkpeTapb BpaueOHOH KoOMUCCHU
(mogKoMHCCHU BpaueOHON KOMMCCHH).

11. Cekperapp BpaueOHO KOMHUCCHHM (IIOJKOMHMCCHH BpadeOHOH KOMMCCHH)
OCYILIECTBIIAET ClAeAyIolHe QPyHKIUU:

1) cocraBieHHe  IUTaHOB-TpaQUKOB  3acelaHWii  BpauyeOHOH  KOMHUCCHHM
(mogkoMuccuu BpaueOHONH KOMUCCHH);

2) TOArOTOBKAa  MaTepualoB  JJid  3acelaHus  BpaueOHOH  KOMHCCHH
(moAKOMHCCHH BpaueOHONH KOMHCCHH);

3) yBemOMJICHHME UYJICHOB BpaueOHOH KOMHCCHM (IIOJKOMHUCCHUH BpadeOHOH
KOMHCCHM) O JlaTeé ¥ BpeMeHHM [pOBeIeHHUs 3acefaHus BpadyeOHOW KOMHUCCHH
(mogxkoMuccuu BpadyeOHONH KOMUCCHN);

4) opopmiteHHE TPOTOKOJOB BpadeOHONH KOMHUCCHM (IIOAKOMHUCCHU BpadeOHOH
KOMHCCHH);

5) BHeceHHe pellleHHs BpaueOHONH KOMHCCHHU (TOAKOMHUCCHH BpaueOHOW KOMHCCHH)
B MEJMIIMHCKYIO JOKYMEHTAlHIO NaleHTa;

6) BeleHHE XypHaJla BpadeOHOU KOMHUCCUHU (ITOAKOMHCCHH BpayeOHONH KOMMCCHH)
Ha OyMaXHOM HocuTene U (wid) B ¢GopMe JJIEKTPOHHOIO JOKyMEHTa, B KOTOPOM
YKa3bIBAIOTCS JlaTa, BpeMs MpoBeleHUs U GUKCUPYIOTCS IPUHATHIE pelleHUs BpadyeOHOM
KOMHCCUY (IOJKOMUCCHH BpaueOHONH KOMUCCUN);

7) opraHu3alUs XpaHEHHS MAaTepUaJ OB IeATeJIbHOCTH BpadyeOHOH KOMHCCUU
(moaxoMuccHU BpaueOHOH KOMHICCHH).

12. 3acenanus BpadeOHOH KOMHCCHH (IOJAKOMHCCUM BpaueOHOH KOMMCCHH)
IPOBOIATCS HE peXe OJHOro pa3a B Mecdll Ha OCHOBaHHHM IUIaHOB-TPaQHKOB,



YTBEPXKIaeMbIX PYKOBOJUTEIEM MEAULMHCKON OpraHHu3aliH.

13. Tlo pemeHuio npeacenareis BpaueOHOH KoMUccHHU (TIOAKOMHUCCUH BpadeOHOM
KOMHCCHH), COTJIaCOBaHHOMY C  pPYKOBOIUTENEM  MEAMLMHCKOH  OpraHH3aluH
(YIIOTHOMOYEHHBIM 3aMEeCTUTENeM PYKOBOAMTENS MEAMIHHCKOH OpraHU3alldd), MOTYT
IIPOBOIUTHCSA BHEIUIAaHOBBIE 3ace/laHHs BpadeOHOW KOMHCCUM (ITOJKOMHCCHH BpadeOHOMN
KOMHCCHH).

14. 3acemanue BpayeOHOM KOMHCCHU (TIOAKOMHUCCHUH BpadyeOHOH KOMHCCHHM)
CYMTAETCS MPABOMOYHBIM NPH HAJMYHMU KBOpYMa, KOTOpPBIM COCTaBIsAeT HE MeHee IBYyX
TpeTel cocraBa BpaueOHONH KOMUCCHH (TIOKOMUCCHH BpaueOHOH KOMUCCHH).

Peirenne BpaueOHONW KOMHCCHH (ITOJKOMHUCCHHM BpadeOHON KOMMCCHH) cUUTaeTcs
IPUHATBIM, €CIIH ero MoJAJepKallo He MeHee BYX TpeTell 4iIeHOB BpaueOHOW KOMHCCHH
(HOJKOMHCCHH BpadeOHOH KOMHCCHH), NPHCYTCTBYIOIUMX HA 3acelaHdd BpadyeOHOM
KOMHCCHH (IIOJJKOMHCCHH BpaueOHOW KOMHCCHN).

15. Pemrenne BpayeOHOM KOMHUCCHMHM (OOKOMHUCCHMM BpaueOHOW KOMMCCHH)
oopmiisercs IPOTOKOJIOM Ha OyMa)KHOM HOCHUTeJIe, HOJIICHIBAEMOM
IPUCYTCTBOBAaBUIMMH HAa 3aceJaHMH 4WIEHAMH BpaueOHOM Komuccuu (IOIKOMHUCCHH
BpaueOHONH KOMHUCCHHM), WiIu (opMHpyeTci B ¢opMe DJIEKTPOHHOIO JOKYMEHTa,
TONMUCAHHOTO  YCUJIEHHBIMU KBaIM(ULIHMPOBAHHBIMH  3JEKTPOHHBIMH  IIOANHCIMH
yKa3aHHBIX JIAI, B CPOK, HE NPEBBINAIONINI TpexX pabouux AHEeH cO AHS INpOoBeIeHH
3acelaHWs BpaueOHON KOMHCCHH (IOJKOMUCCHM BpaueOHOW KOMHUCCHM), KOTOPBIH
COAEPXKUT CIIEAYIOIINe CBeIeHH:

1) mara mpoBeneHHs 3acefaHHs BpaueOHOM KOMHCCHUM (IIOAKOMHCCUU BpadyeOHOMN
KOMMCCHH); ' '

2) CIHMCOK 4YIEHOB BpadyeOHONH KOMHCCHHM (TMOAKOMUCCHHU BpadeOHOH KOMHUCCHH),
TIPUCYTCTBOBABIIMNX Ha 3acelaHUU BpaueOHONH KoMUCCHM (TIOAKOMHCCUU BpadeOHOMN
KOMHUCCHH); ‘

3) nepeyeHs 0OCYXHABIIUXCS Ha 3acelaHHUH BpauyeOHOH KOMHUCCHH (TIOAKOMHUCCUHU
Bpa4yeOHOI KOMHCCHH) BOIIPOCOB;

4) pelieHue BpaueOHON KOMHCCHHM (IIOAKOMUCCHUU BpauyeOHOM KOMHCCHM) U €ro
000CHOBAHHE,;

5) cBegeHus o0 HHAMBUAYyaJbHOH HENEPEHOCHMMOCTH B3aMMO3aMEHSAEMBIX
JIEKapCTBEHHBIX IMpernapaToB (IpH MPUHATHH BpadeOHON Komuccued (IOJKOMHCCHeH
BpayeOHOM KOMMCCHM) pelIeHMs, YKa3aHHOTO B MOANMYyHKTe § myHkTa 20 HacTosIero
Iopsanxa.

16. Breimucka u3 MpoTOKOJNIa BpadyeOHOM KOMHCCHU (IOOKOMHMCCHH BpaueOHOH
KOMHCCHM) BBIaeTcs MalMeHTy M (Wiu) ero 3aKOHHOMY MpeACTaBUTEINIO
au00 WHOMY JMIYy, yKa3aHHOMY HalMeHTOM WIM ero 3aKOHHBIM IpeJCTaBUTENIeM
B IIMCHbMEHHOM COTJIaCHH Ha pasrjallleHue CBeIeHWH, COCTaBISIOMMUX BpadyeOHYyIO TaiiHy,
WM HHQOPMHPOBAHHOM JOOpPOBOJIBHOM COIJacCMM Ha MEIUUUHCKOE BMEIIATEeNbCTBO
(manee — UHOE JHUIIO), 11O 3alPOCy, HANpPaBIEHHOMY B TOM YHCIE B JEKTPOHHOH ¢opMe,
Ha OyMaxxHoM Hocutene u (wim) B QopMe BJIEKTPOHHOIO JOKYMEHTa B CpOK,
He TpeBBIIAIOMUN Tpex paboumx JHed co [OHA MOCTYIUIGHHS B MEIULUHCKYIO



OpraHU3alUI0 YKa3aHHOI'O 3aIpoca.

17. Tlpotokonsl BpaueGHOH KOMHCCHH (ITOJKOMHCCHM BpaueOHOH KOMHCCHH)
MOJJIEXXAT XPaHEHUIO B T€YEHHE JECATH JIeT.

18. Ilpencenatens BpaueOHOM KOMHCCHUU €XEKBapTaIbHO, a TaKKe I10 UTOraM roja
OpeICTaBIsSeT PYKOBOAUTENIO MEOWLIMHCKOM  OpraHM3alMd [UCBMEHHBIH  OTYET
0 JIeSTeNbHOCTH BpaueOHOH KOMUCCHH H MTOAKOMUCCHH BpaueOHONH KOMHUCCHH.

19. KoHTpoub 3a 1eSTeIbHOCThIO BpaueOHOH KOMUCCUU ¥ TTOJKOMHCCHH BpaueOHON
KOMHCCHH OCYILIECTBIISET PYKOBOAUTENb MEIMLIMHCKON OpraHu3alyHy.

20. BpaueGHast KOMHCCHS MOXET OCYILECTBIIATh CIIEAYIOIINE PYHKIHUU:

1) npuHATHE pelleHuil 10 BOIpPOCaM COBEPLICHCTBOBAHUS OpraHM3allud OKa3aHW]
MEIUIIMHCKOA TIOMOINM HAaCeJIeHWI0 Ha OCHOBE BHEJPEHHS CHCTEMBl MEHEI)KMEHTa
Ka4yecTBa;

2) TpHHATHE pELIEHW IO BoOIpocaM OIpeAeNIeHUs IOAXOAOB K BHEIPEHHIO
B MEIHUIIMHCKOH  OpraHW3alldd TEXHOJOTWM, HalpaBlIeHHBIX Ha  palMOoHAIbHOE
UCIIONB30BaHNE BpEeMEHH MaldeHTa W MEJUIMHCKOro paboTHHMKa, obOecledeHus
KOMGOPTHOCTH yCIIOBHH MPelOCTaBIeHNs MEAUIIMHCKUX YCIIYT;

3) OpuUHATHE peIleHWi MO BompocaM MNPOGUIAKTUKH, NUArHOCTHKH, JIEYECHHH,
MEIUIMHCKON peabriuTaliy, B TOM YHCJIe CAHATOPHO-KYpPOPTHOIO JICYEHHUs, IPOBEICHHU
MEeIUIUHCKUX DKCIIePTH3, MEAULUHCKHUX OCMOTpOB u MeAULAHCKHUX
OCBHIETENIbCTBOBAHMM, oOIpeneleHUss NpOPEeCcCHOHAIBHON NPUIOAHOCTH HEKOTOPBIX
KaTeropuil pabOTHUKOB U CBsA3M 3a0oneBaHus ¢ Ipodeccued B clydasX, yCTAaHOBIECHHBIX
3akoHOHarenbcTBOM Poccuiickoit ®Penepanuu, B HauOosee CIOXKHBIX M KOHQIUKTHBIX
clIydasx, TpeOyouuX KOMACCHOHHOTO pacCMOTPEHHUS;

4) omnpeaeaeHHe TPYAOCHOCOOHOCTH TpaXAaH B ClydasX, YCTAaHOBJIEHHBIX
3aKoHoHaTenbcTBOM Poccuiickoit ®enepauny;

5) mpojieHHe JHCTKOB HETPYAOCHOCOOHOCTH B Cilyd4asX, YCTaHOBJICHHBIX
3aKOHOJATeNbCTBOM Poccuiickoit ®enepanuu;

6) TpHHATHE pelIeHHs O HalpaBleHHH [alMeHTa Ha MEAHKO-COLMAIBbHYIO
SKCIIEPTU3Y B COOTBETCTBHHU € 3aKOHOAaTeNnbCcTBOM Poccuiickoit denepanuy;

7) ouleHKa KadecTBa, 000CHOBAaHHOCTH U 3()(PeKTUBHOCTH JIe4e€OHO-TUATHOCTHIECKHUX
MEPOIPUATHH, B TOM YHCJIe Ha3HAYEHHUS JIEKapCTBEHHBIX IIpenapaTos;

8) mpuHATHE pellleHUs O Ha3HAUYeHUU U MPUMEHEHHUH JIEKapCTBEHHBIX IIpenapaTos,
MEOUIIMHCKUX M3AENUd H CHEUAIA3HPOBAHHBIX MPOAYKTOB JIeYeOHOTO TNHTaHuA,
HE BXONAIIMX B COOTBETCTBYIOIIUMM CTaHAApT MEIUUUHCKOM IIOMOIIM WM HE
IIPedyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOH peKoMeHaluel, 1100 Mo TOproBbIM
HAaUMEHOBAaHUSM TpH HAIMYHH  MEJUIMHCKHX  IOKa3aHWNl  (MHAWBHIyaJbHOMH
HelepeHOCUMOCTH, 110 )KU3HEHHBIM II0Ka3aHUSIM);

9) BbIHeCeHHE 3aKIIOYEHHS O HEOOXOIHUMOCTH He3aMeMJIUTENIBHOTO obecled4eHus
KOHKPETHOTO TpaXIaHWHA C TOKENBIM JKA3HEYTpOXKAlomMM M XPOHHYECKHM
3a0o/leBaHuEM, B TOM 4Hcje penkuM (opdhaHHBIM) 3aboiieBaHHEM, KOTOPBIA IOJydanl
MOJIEPXKKY B paMkKax JestenbHocTH DoHIa TMOAJEpXKKH JeTeill C  TKEeIbIMH
KHU3HEYTPOXKAIOIIUMH M XPOHHYECKHMHU 3a00NeBaHUSAMHM, B TOM 4YHCIE pPEIKUMH




(opdpanusiMu) 3aboneBanusamu, «Kpyr mobpa» (manee — PoHI) A0 NOCTHXKEHHS MM
18-neTHEro Bo3pacTa U OOeCleYEeHUE OKa3aHHs MOANEPXKKH KOTOPOMY OCYILIECTBIACTCS
®oHIOM B TeUeHHE OJHOrO rojia Mmocie JOCTIKeHU UM 18-1eTHero Bo3pacrta, 1ub0 rpymnin
TaKMX IpakaaH (Janee — JeTH ¢ opdaHHBIMU 3a00€BaHHAMH) JIEKaPCTBEHHBIM IIpENapaToM
U3 pe3epBa JIEKAPCTBEHHBIX NpenaparoB, BKIIOYEHHBIX B NEPEYHHU I 3aKyIOK, B LEIX
He3aMeJINTENBHOr0 O0€ECIIeYeHrsT HEeOoNpeNeeHHOW TIpynmbel JeTed ¢ opdaHHBIMU
3a001€BaHUSIMH;

10) npuHsITHE pElIeHUs 0 HeOOXOMUMOCTH Ha3HAYEeHHUS JIEKapCTBEHHBIX IIPenaparos,
He BXOMAIIMX B IepedeHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHHIMX JIEKapCTBEHHBIX
npermaparoB  (Ipd OKa3aHWM MEAMUMHCKOM TIOMOIIM B paMKaX IpOrpaMMbl
rOCyIapCTBEHHBIX rapaHThil GeCIIaTHOrO OKa3aHMs rpaXIaHaM MeJULIMHCKON TOMOIIN);

11) B ciaydyae mNpHUHATHS pelleHHs O Ha3HauYeHUWH He 3apericTpUpPOBaHHOTO
B Poccuiickoii ®enepanuu JieKapCTBEHHOro IMpemapara, oOIpeAeleHHe MopslIKa
€ro MpMMEeHEHNs. Ha OCHOBE WJIM C Y4eTOM HHCTPYKIHMH IO NMPUMEHEHHIO (JO3MpPOBKH,
crioco0a BBeEHNS U IPUMEHEHHUS, peXUMa JO3UPOBaHUs, MPOAOCKATENBHOCTH JICUSHUS
¥ 00OCHOBaHHMS Ha3HaYeHHs JIEKapCTBEHHOIo IIpenapara), BKIo4Yas HaOIroaeHue
3a MalMeHTOM, IPUMEHSIOLINM TaKo! Ipenapar;

12) npuHATHe pelleHWs O Ha3HAUYeHUM He3aperucTpupoBaHHBIX B Poccuiickoit
Qdenepauiid  MEIWUIHHCKMX HW3ACTMH IpU HAIWYUM  MEJUIMHCKHAX IOKa3aHUH
(110 )KM3HEHHBIM II0KA3aHUAM);

13) npuHATHe peleHHs O HampaBieHMH cooOieHui B PepepanbpHyio ciIyXOy
10 Haa30py chepe 3ApaBOOXpaHeHHS B LEJIX OCYyIeCTBIEHH MOHUTOPHHIa 6€3011aCHOCTH
JIEKapCTBEHHBIX MIPENapaToB O BHIABIEHHBIX CITydasX MOOOYHBIX A€HCTBUM, HE YKa3aHHBIX
B MHCTPYKIMH IO MPHUMEHEHHIO JeKapCTBEHHOI O IIperapara, Cepbe3HbIX HEXKeNIaTeIbHbIX
peaknuii H HenpeABHIECHHBIX HeXelaTeIbHbIX peaklyil pH NpUMEeHEHUN JIeKapCTBEeHHbIX
IpenapaToB, B TOM YHUCIE IMOCTY)KHUBIIUX OCHOBaHHEM [UIsl Ha3HAUYEHUs JIeKapCTBEHHBIX
TIpENapaToB B COOTBETCTBUH C MOAIMYHKTOM 8 HACTOSIIEro ITyHKTa;

14) mnpuUHATHE peEUIeHUs MO BOMPOCaM Ha3HAUYeHWS M KOPPEeKLUUH JIeUeHUs
B IIeJAX y4eTa JaHHBIX IAllMEHTOB MpPU OOECIeYeHUHM IIeKapCTBEHHBIMH IpenapaTaMi
B COOTBETCTBHH C 3aKOHOAaTenbcTBOM Poccuiickoit ®enepanuy;

15) nmpuHATHE pelleHHs O Ha3HAUEHHMH  JIEKapCTBEHHBIX  IpenapaToB
B CllydasX U B IMOpPSOKE, KOTOpPble yCTaHOBJIEHHI HOPMATHMBHBIMU IIPAaBOBBIMH aKTaMU
Poccuiickoit @enepanun u cyorekToB Poccuiickoit ®enepanuy, ycraHaBIHBAIOIIUMH
HOPSNOK Ha3HAaYeHUS W BHINHCHIBAHUS JIEKAapCTBEHHBIX IIpenapaToB, BKJIIOYas
HApKOTHYECKHE JIEKApCTBEHHBIE MpenapaThl U ICHXOTPOITHEIE JIEKAPCTBEHHBIE Mpenaparsl,
a TaKKe JIEKAPCTBEHHBIX IIpenapaToB, oOecrnedeHHe KOTOPBHIMH OCYILECTBISETCS
B COOTBETCTBHH CO CTaHAapTaMH MeJIUIMHCKON TIOMOIIH IO pelenTaM Bpaya (¢enpamepa)
IIpU OKa3aHWHU TOCYIapCTBEHHOM COLMANTBbHOM MOMOIIHU B BUle Habopa COLMalbHBIX YCIYT;

16) npuHATHE pelleHHs O Ha3HauYeHHM OTHeNIbHOMY IMaleHTy OMOMeIHIHHCKOIO
KJIETOYHOTO MPOAYKTa, MpelHa3sHaYeHHOro JUISl HCIOJHEHUS HHIUMBUAYaJIbHOTO
MEAMLUHCKOTO Ha3HauYeHHs OHOMEIUIIMHCKOTO KIETOYHOTO HpPONyKTa, CHEelHanbHO
IPOU3BENEHHOTO ISl OTHENBHOrO ITallieHTa HENOCPEeACTBEHHO B MEAMLHUHCKOM



OpraHM3aliii, B KOTOpOH NpHMeHseTcs NaHHbIM OMOMEIMIMHCKUA KIETOYHBIA MPOIYKT
(mamee — WHIOWBHAYalbHBI OMOMENWLMHCKMHA KIE€TOYHBIA IPOAYKT), H KOTOPOWM
IpPEOCTABIEHO pa3pelleHHe Ha IMPOU3BOACTBO M IPUMEHEHHE HHIUBHIYalbHOTO
OMOMEANIIMHCKOTO KJIETOYHOT'O TIPOAYKTa;

17) npuHATHE pellleHHS O NPUMEHEHMH OHMOTEXHONOIMYECKOro JIEKapCTBEHHOIO
npernapara, NMpeAHa3HaueHHOIo I NPHMEHEHHs B COOTBETCTBHHM C HMHIWBHIYalbHBIM
MEQUIMHCKMM Ha3HaYeHHEeM U CIEIMaJbHO M3TOTOBICHHOIO AJI1 KOHKPETHOIO MalueHTa
HETMOCPEINCTBEHHO B MEAMLMHCKOM OpraHM3aldHd, B KOTOPOH IpUMEHSETCI TaKoi
OMOTEXHOJIOHYECKHI JIeKapCTBEHHBIH NpenapaT, UIMEIOLHi B CBOEM COCTaBE COCUHEHNS,
CHHTE3HpPOBaHHBIE IO  pe3ynbTaTaM TIE€HETHYECKHMX MCCIEJOBaHUN  MaTepHaa,
IIOJIyYEHHOTO OT TalWeHTa, JUIi KOTOPOro W3TOTOBJIEH TaKod OHOTEXHOJIOrHMYECKHH
JNeKapCTBEHHBI  mpemapaT (Ranee —  UHAUBHAYAIBHBIA  OHMOTEXHOJOTHYECKHH
JIeKapCTBEHHBII IIpemapar), NP HAJIWYMM y YKa3aHHOH MEAMLMHCKOW OpraHM3aluu
paspelleHns Ha NMpUMeHeHHe WHIMBUAYalbHOIO OMOTEXHOJIOrMYECKOro JEKapCTBEHHOIO
npernapara;

18) mpoBeseHue oTOOpa MALIEHTOB B COOTBETCTBUH C IIOPSJKOM OpraHM3allM{
OKa3aHUs BBICOKOTEXHOJOTHYHOW MENMIMHCKON IOMOINM C MNpHMEHEHHEM eIMHOM
rocynapcTBeHHON HHMOPMAUHOHHON CHCTEMBI B cepe 3APaBOOXPAHEHHS;

19) BBIDAYa 3aKIIOYEHUs O HY)XIAeMOCTH BeTepaHa B oOOecIeueHUH MpoTe3aMH
(kpoMe 3yOHBIX MpPOTE30B), IPOTE3HO-OPTOHNEIUYECKHMH H3JEIUAMH B COOTBETCTBHH
¢ IlpaBunamu obecredeHHs] MHBAIMAOB TEXHHYECKHMMH CpPEACTBAMHM pEaOMIMTaLUH
¥ OTHENBHBIX KaTEeTOpHUil Trpa[JaH W3 YHCIa BeTepaHOB IpoTe3aMu (KpoMme 3yOHBIX
IIPOTE30B), MPOTE3HO-OPTONEIUIECKUMU H3ACTHIMM, YTBEPKICHHBIMU IOCTAHOBIICHHEM
[paButenscTBa Poccuiickoit denepanuu ot 7 anpensd 2008 r. Ne 240;

20) ocyliecTBIeHHE MEIUIMHCKOTO OCBHIETENbCTBOBAHUA IOAO3PEBAEMBIX HIIH
OOBUHIEMEIX B COBEDIIEHHH IPECTYIUIEHWI, B OTHOIIEHUH KOTOpHIX H30paHa Mepa
IpeceYeHrss B BHJE 3aKIIOUEHUS IOJ CTpaxy, Ha IpeAMEeT Halu4Hs y HHX TAXKEIOro
3a00/1eBaHUsA, BKIIOYEHHOTO B IIEpeYeHb TSDKENBIX 3a00JeBaHUil, MPEHNATCTBYIOMIMX
COMEPXKAHHMIO TIOA CTpaXel IOJ03peBaeMbIX HMIM OOBHHSAEMBIX B COBEPIICHHH
IpEeCTYIUICHU , yTBep)XKAeHHbIi TocTaHoBneHueM IIpaButensctBa Poccuiickoii ®enepanun
ot 14 suBaps 2011 r. Ne 3;

21) mpoBeneHue 00s13aTEIHHOTO ICUXUATPUUECKOTO OCBUIETEIbCTBOBAHHS;

22) BbIaYa chOpaBKd 00 OTCYTCTBHHM MEAMLUMHCKHUX IPOTHUBOIOKA3aHUM
It paboTHI C UCIIOJIb30BaHUEM CBE/ICHUH, COCTaBIAIOIUX IOCYAapCTBEHHYIO TalHYy;

23) BBIHECEHHE MEXHIUHCKOTO 3aKIIOYeHHS O TOM, YTO IpU U3BATHH OPraHoB
H TKaHeld JiA TpaHCIUIaHTanuu (Tepecaikd) y JKHMBOTO JIOHOpa €ro 370pOBbIO
He OyzeT MpUYMHEH 3HAYUTENbHBIH Bpel;

24) BzaumopeilicTBue B paboTe MO BONpPOCaM, OTHOCAIIMMCA K KOMIIETECHIUH
Bpa4eOHOM KOMHCCHH, C TeppUTOpUANbHBIMH (OHAAMH 003aTeIbHOrO MEIHUIMHCKOro
cTpaxoBaHus, OHIOM MEHCHOHHOTO M CONMANbHOTO CTpaxoBaHus Poccuiickoii
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depepanyu, TEPPUTOPUATBEHBIMU opranamu DefepaiabHON CITyXKOBI II0 Han30py B cdepe
3apaBooxpaHeHuss u DenepanbHoH CioyxkObl IO Haa3opy B chepe 3alIMTH IIpaB
norpebuteneid u Onarononydus dYenoBeKa, (¢efepalbHBIMU YUYPEXKICHUAMH MEIHUKO-
COLMAJIBHOM OKCIEPTU3Bl, CO CTPAXOBHIMH MEAULUMHCKUMH OpraHu3aluusaMH, HHBIMH
opraHaMy ¥ OpraHU3alUsMy; /

25) uHble QYHKIUH, IPeIyCMOTPEHHbIE (eepaTbHbIMU 3aKOHaMU, HOPMAaTHBHEIMH
npaBoBbIMU akTaMu llpesunenta Poccuiickoit @enepauun, IlpaButenscTBa Poccuiickoi
Denepanun, GpeaeparbHBIX OPraHOB UCIIOIHUTEIBHON BIACTH M OPraHOB IOCYAapCTBEHHOM
BJIacTH CyObeKTOB Poccuiickoit Denepaunmu.

21. o peleHHI0 pyKOBOAMTENS MEAUIIMHCKONW OpraHu3allii BpaueOHas KOMHCCHUS
MOJKET OCYIIECTBIIATh CleAyIolie OYHKINH:

1) pa3pa6oTka i BHeZIpeHHE MEPONPUATHH, HATIPABIEHHBIX Ha TIOBBIUIEHHE KAYECTBa
ne4eOHO-IMarHOCTUYECKON paboTsl, B TOM qucle OpeaynpexIeHue
U yCTpaHeHHWe HapylleHWil B mpouecce MAUArHOCTUKM MW JICYEHHS IIalMEHTOB,
CHIDKEHME T[OoKasaTeneil 3abojeBaeMOCTH, CMEPTHOCTH, OOJIBHUYHOW JIETaJIbHOCTH
¥ MTHBAJIUJHOCTH;

2) ompeaeleHHe TOAXONOB M BO3MOXHOCTH IIPUMEHEHHS B MeEAMLMHCKOH
OpraHU3allii  COBPEMEHHBIX METOJOB IPOPHIAKTHKH, [AMAarHOCTHKH, JI€YEHHs
1 MEeIMIIHHCKOHN peabIIUTaIlK ¢ YYeTOM MEXAYHapOIHON MeAMIIMHCKOHN IPaKTHKH;

3) oueHKa TMpoBedeHHS  MEOUUUHCKAMH  pabOTHMKaMH  KOHCYJbTallMH
C IpHUMEHEHUEM TelIeMeIUIMHCKIX TE€XHOJIOIMH, aHalu3 CBOCBPEMEHHOCTH M KadecTBa
UX NPOBEACHUS;

4) anamu3 3a00yieBaeMOCTH, B TOM 4HCJIe MaTepedl M HOBOPOXICHHBIX,
BHYTPHOONBHUYHBIME ~ MH(MEKIUSMHM, pa3paboTKa M  peald3aldsi  MEPOIpPHATHIA
10 podUIIaKTHKe 3a00IeBaéMOCTH BHYTPUOOIBHUIHBIMA HHPEKIUAMH;

5) opraEmsamus WM TpOBelAeHHEe  BHYTPEHHEro  KOHTpoOJs  KadecTBa
1 0e30MacHOCTH MEANIMHCKOH eATeIbHOCTY;

6) opraHu3allHOHHO-METOoANYecKas IMOAAep)KKa ydeTa He)KeNaTelbHBIX COOBITHIA
IpU  OCYLIECTBIEHMM MEAMLIMHCKOH MesATeIbHOCTH MEAMLUMHCKOW OpraHu3anyen
(baxToB ¥ OOCTOATENBCTB, CO3AAOUIMX YIPO3y MIPUYNHEHUS WM MOBJIEKIINX IPHIHHEHHE
Bpeda XW3HH M 3HOPOBBIO Tpax/laH U (WIM) MeIAHUMHCKHMX pabOTHHUKOB, a TaKxke
HpUBEAIIUX K YIITMHEHHIO CPOKOB OKa3aHMs MEAULUHCKOM IOMOIIK);

7) pazpaboTKa  OpraHHW3allHOHHO-METONMYECKHMX  MaTepHajoB Mo  pabore
MEINILMHCKON OpraHU3ally U J0BeJeHHe UX 10 CBEleHUS MEIULIMHCKUX PaOOTHUKOB;

8) opranuzanus “H(}OPMAIMOHHO-00pa30BaTENbHBIX MepOTIPUATUI
JUISL MEAUIIMHCKAX PaOOTHUKOB MO BelleHHIO HOpPM CTATUCTUYECKOTO y4eTa U OTYETHOCTHU
B chepe 31paBOOXpaHEHNUS;

9) wuHBle (QYHKOWH, He TPOTHUBOpeUalllue 3aKoHoJaTeNnbcTBY Poccuiickoi
®enepatui.

22. BpayeOHas KOMHUCCHS MEOUIIMHCKOW OpraHu3alHy, I0JBEJOMCTBEHHON
beneparbHOMY OpraHy HCIOOJNHUTENBHON BIacTH, M BpadeOHas KOMHCCHS KpaeBoi
(pecnyOnukaHcKoOW, 0OJacTHON, OKpyXHOH) OONBHHLBIL, SBIAIOLIEHCA BeAylIeH



MHOTONPOGHIBHON MeIULIUHCKOW opraHuzalieii Ha Tepputopuu cyonexta Poccuiickoit
denepanuy, NTOABEIOMCTBEHHONH HCIONHUTENbHOMY oOpraHy cyobekra Poccuiickoi
Denepanun B chepe OXpaHBI 340POBBS, IOMUMO OCYINECTBIEHHUS (YHKIHUH, yKa3aHHBIX
B nynkrax 20 wu 21 Hacrosmero [lopsnka, NOpuHMMaeT pelleHHe O Ha3HAYCHHH
He 3apeructpupoBaHHbIX B Poccuiickoii ®enepalvu JeKapCTBEHHBIX IIpenapaTroB
B CIy4asXx:

1) orcyrcTBHs 3aperucTpupoBaHHBIX B Poccuiickoit PDenepauuu aHajIoros
JIeKapCTBEHHBIX NIpeIaparos;

2) orcytcTBHS 3¢ deKTa OT IPOBOJUMOM TEpANMK KU IIPOrPECCUPYIOILEM YXYALUIEHUH
COCTOSIHUS 3710pOBBS NALUEHTA;

3) OTCYTCTBHMSA aJbTEPHATHUBHBIX (HeMeIWKaMEHTO3HBIX) METONOB HpO(HUIaKTHKH,
JevYeHus] 1 MeAULMHCKON peaOuInTaLuy;

4) HanuuMd  UHAVMBUAYAIBHOM  HEIEPEHOCHMMOCTH  3aperHCTPHPOBAHHBIX
B Poccuiickoiit denepanny aHaI0roB JeKapCTBEHHBIX IIPENapaTos.



