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O6 yreepsxkaennn [loJioskeHHs] 0 MEKBEOMCTBEHHOH KOMHCCHH
no GOpMHPOBAHHIO NEePevHs JeKAPCTBEHHBIX NPENapaToB /s MeAHIIHHCKOrO
NpHMEHEHHs, B OTHOLIEHHH KOTOPLIX YCTAHABJIHBAKIOTCH TpeOOBaHNs K 00beMy
Tapbl, YIAKOBKE H KOMIUIEKTHOCTH, H NIEPEYHs JeKAPCTBEHHBIX NIPpenapaToB
/ISl BETEPHHAPHOI0 NPHMEHEeHHs!, B OTHOHICHHH KOTOPBIX YCTAHABJIHBAIOTCS
TpeGoBaHHsA K 00beMY Tapbl

B cootserctBuu ¢ mynkroMm 6 [IpaBun ¢popMUpoBaHMs NMEPEYHS JIEKAPCTBEHHBIX
npenaparoB  Uis ~ MEIUIHMHCKOrO  INPMMEHEHHs, B  OTHOIUIEHHH  KOTOPBIX
YCTaHABIUBAIOTCS TpeOOBaHUS K 00beMy Taphl, yIAaKOBKE M KOMIUIEKTHOCTH, NEpeUHs
JIEKAPCTBEHHBIX MPENaparoB sl BETEPUHAPHOTO MPUMEHEHHUS, B OTHOIIEHHH KOTOPBIX
YCTaHABIUBAOTCS TPEOOBAHMSA K 00BbeMy Tapel, M ONpeleNeHHs TakUX TpeOOBaHMUM,
YTBEpXIEHHBIX ocTanoBneHneM IIpaButensctba Poccuiickoit ®enepaiiii ot 23 OIS
2016 r. Ne 716 (CoGpaHue 3akoHomaTenscTBa Poccuiickoit ®@enepauun, 2016, Ne 31,
cT. 5030), npruKa3bIBalo:

' VY1Bepauts mnpunaraemoe IlonoxeHue O MeXBEIOMCTBEHHOH KOMMCCHH
Mo (DOPMHPOBAHMIO IepedHs JIEKAPCTBEHHBIX [PenaparoB s MEeIUIMHCKOro
NPUMEHEHHs], B OTHOLIEHHH KOTOPHIX YCTaHABIMBAIOTCA TPeOOBaHMS K 00BEMY Taphl,
yMmakoBKE€ W  KOMIUIEKTHOCTH, M II€peYHd JIeKapCTBeHHBIX npenaparoB
JUIi  BETEPUHADHOTO TIPUMEHEHHs, B OTHOIUEHHH  KOTOPBIX YCTaHaBIMBAIOTCS
TpeboBaHus K 00beMy Taphl.
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YTBEPXJIEHO
npukazoM MUHUCTEPCTBA 3/[paBOOXPAHEHUS
Poccuiickoit Oepepanuu

OT « f » M%/ 2016 1. No ﬁdé/

Honoxenne
0 MEKBEAOMCTBEHHONH KOMMCCHH 110 GOPMHPOBAHHIO MEPEYHs JIEKAPCTBEHHBIX
NpenaparoB IJ1si MEANIHHCKOT0 n»pnmeu’eﬂml,‘ B OTHoﬁIexmn KOTOPbIX
YCTAHABJIHBAIOTCH TPeOOBaAHNA K oﬁxemy Tapbl, yIAKOBKe H KOMILICKTHOCTH,
U NepevHs JeKAPCTBEHHBIX NPENapaTos /ISl BeTEPHHAPHOIO NpHMCEHEHHS,
B OTHOIICHHMH KOTOPBIX YCTAHABJINBAIOTCHA TPeOOBaHUS K 00beMY TAPBI

1. MexBeJOMCTBEHHAs KOMMCCHS 10 (OPMHMPOBAHMIO IIEPEYHS JIEKapCTBEHHBIX
mpenapatoB Uil MEIULHUHCKOIO anMeHch, B OTHOIICHHHM  KOTOPBIX
YCTaHABIUBAIOTCS TpeOOBaHUA K 00BeMy Taphl, yNAaKOBKE M KOMIUICKTHOCTH, U
TiepedHs JIEKAPCTBEHHBIX IIPENapaToB sl BETEPUHAPHOIO NMPUMEHEHNs, B OTHOIICHUN
KOTOPHIX YCTaHAaBIMBAIOTCA TpeGoBamus K obbemy Tapel (mamee — Kommccus),
obpazoBaHa B HeNiX (OpPMHpPOBaHHS IEPEYHs JIEKapCTBEHHBIX MPENaparoB Juis
MEJUIMHCKOrO [PUMEHEHHs, B OTHOMIEHUH KOTOPHIX yCTAHABIUBAIOTCS TPeGOBAHMS K
o6beMy Tapel, YIaKOBKE M KOMIUIEKTHOCTH  (Hanee — IepedeHb JIeKapCTBEHHBIX
IpenaparoB Ui MEAULHHCKOr0 IPUMEHEHH) M IEPEeYHs JIEKapCTBEHHBIX IpenapaToB
Inf BeTEPUHAPHOIO [pPUMEHEHWs, B OTHOIIGHHH KOTOPBIX YCTaHaBIMBAIOTCA
TpeGoBauuss K 00BeMy Taphbl (Jalee COOTBETCTBEHHO — I€peveHb JIeKapCTBeHng
HpEeNapaToB IS BETEpUHAPHOTO IPHMEHEHNs], IEPEYHH). o

2.Kommccuss B CBOeH  mesTeqbHOCTH pyKoBoacTByeTcs Koucrurynmein
Poccumiickoii  @enmepauun,  ¢enepalbHBIMU KOHCTI/IT}’I.II/IOHHI:IMH 3aKOHAMHU,
denepanbHpiMu  3akoHaMy, aktamu IIpesumenra Poccuitckonn  ®@enepanuu M
ITIpasurensctBa  Poccumiickoit  Denepanuy, BEIOMCTBEHHBIMH  HOPMATHBHBIMH
IIPaBOBBIMH aKTaMH, HACTOSIIHMM ITono>KeHHEM. '

3.Cocra Komuccuu ¢GopMmupyercss U3 IIpPEACTaBUTENIEH MHHHCTepCTBa,
3apaBooxpanenust Poccuiickoit @enepanyu (nanee — MuHUCTEPCTBO), MuHuCTEPCTBA
cenbckoro xossiicrea Poccuiickoit @emepanun, MuHACTEPCTBa INPOMBIIIIEHHOCTU H
toproeinu Poccuiickoit ®enepauun, DenepanbcHodt coyxObl 1Mo Haasopy B cdepe
3mpaBooxpanHeHus, DenepanbHO# CIyOBl 10 BeTEPHHAPHOMY H hHUTOCaHUTAPHOMY
‘Hamzopy, DenepanpHOM ciayxO6bl 1O PEryJMpOBaHMIO ~ AJIKOTOJBHOTO  PBIHKA,
defiepanbHO  AHTUMOHOIONBHON  CiyxOb1, DenepalbHON CiyXOH IO Haa30py

B cepe 3aUIMTHI TIPaB MOTpeGHUTENeH M ONAronoIydus JeNoBeKa, O6mepoccnncxoro s
obBenuHeHNs - paboTonareneit «Poccuiickuit cor03 l'IpOMI:IIIIJIeI-IHIrIK, B

" npe}mpnﬂnmal‘enen» O6mepoccnncxon OBIIECTBEHHOM OpraHu3anuu Manoro
M CpeIHero npenanHmaTenLCTBa «OIIOPA POCCHUM» u O6mepoccuiickoi
obmrecTBeRHOM opranusanuy «Jlenosas Poccusy. ‘
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4. KoMmuccust OCyLIECTBIISET Cleayonue QyHKIn:

a) paccMarpUBaeT HPEMIONEHUs O BKIIOYEHMH JIEKAapPCTBEHHBIX IpenapaToB B
TIEpeUHY W MPYHMMAET pellleHysl O BKJIIOYCHMH JIeKApCTBEHHBIX TIPENapaToB B MEPEYeHb
JNIeKApCTBEHHBIX TIPENapaToB Iyl MEIULMHCKOTO IpUMeHeHMs W (WiIM) DepeyeHb
JIEKapCTBEHHBIX IIPENapaToB AJIsl BETEpMHAPHOIO IPUMEHEHHS;

0) HampaBiseT B JlemtapTaMeHT JTeKapCTBEHHOTO OOECIIeYeH)s U PeryIupOBaHus
0OpallieHUs] MEUIIMHCKUX W3eMil MUHICTEPCTBA PEllleHus], TIPUHATHIC Ha 3aCeaHUIX
Komuccun. »

5.B cocras Kommccum BXOHsST mpejicedareiib, 3aMECTUTENb IIpefcenarels,
OTBETCTBEHHEI cekpeTaph U uieHsl Komuccun.

6. Ilpencenarens Kommccuu (B €ro OTCYTCTBHE 3aMECTUTENb IIpelicefaTelld
Komuccun) ocyiiecTBisier:

a) obIee PyKOBOJICTBO AEATENBHOCTEIO KoMuccHH M OpraHusyeT ee paboTy;

0) ompenenseT naThl 3aceqanuii Komuccuu,

B) yTBEp)KIaeT MMOBECTKY 3aceHaHus Komuccuy;

r) BezeT 3acenanusa Komuccuy, '

I) JaeT MOopyYeHns OTBETCTBEHHOMY ceKpeTapro u wieHaMm Komuccny;

€) MOIICHIBAET IPOTOKOIEI 3aceanuii Komuccuy.

7. OTBeTCTBEHHEIH cekpeTapb KOMUCCHH OCYIIECTBIISET:

a) OATOTOBKY MaTepualoB JUIS PacCMOTpeHMS Ha 3acelanusx Komwuccuu u ux
PAcCHLIKY BMECTE C TIPUTIIANICHHEM Ha sacejianme wieHam Komicenn;

0) BeJieHME TIPOTOKOJIOB 3acenaHuil Komuccun, HanpaBiieHre UX KONMHHA WieHaM
Komuccun 1 XxpaHeHue MpoTOKoII0B 3acefannii Komuccnw;

B) c6op U 00606mEeHne mpencTaBieHHoN 4ieHaMu Kommccud uHpopMauuu mo
BoIpocaM (popMUPOBaHHUS TIEPEUHEH.

8. Unens! KoMuccnn y4acTBYIOT B 3acefaHusix Komuccuu JMYHO, HalpaBisiOT
OTBETCTBEHHOMY cekpeTapro KoMuccuu mpennoXeHus II0 BOIPOcaM OpraHu3alUH
pa6otel Kommccuu, WMCHONHSIOT TmopydeHus npexcenarens Komuceuu (npu ero
OTCYTCTBHMH — 3aMeCTHUTENS IIpeficeaTes).

9. OpranusanuoHHoe obecriedeHne aesTensHocTH KoMmuccuu OCyIecTBIACT
JlenapraMeHT  JIeKapCTBEHHOTO  oOecriedeHMst ¥ = PerylIMpoBaHHs oOpareHus
MEJUIMHCKUX u3emii MuHucTepcTBa, KOTOPBIH B TOM YHCIIe o0ecrieunBacT:

a) pacCMOTpeHHe TOCTYNUBIIMX B ajpec MuHHCTepCTBa npezmo)xeﬁnﬁ 0
BKIIOYEHUHU JIEKapCTBEHHBIX TIPENApaTOB ANl MEAUIIHCKOTO NIPMMEHEHHUS B EpeIeHb
JNIEKAPCTBEHHBIX IIPENapaToB sl MEAULMHCKOTO NPMMEHEHMs, HANpaBlICHAC UX B
KoMmuccHio Ha pacCMOTpEHHE WM OTKIOHEHHE C YBEJOMICHMEM JIMIA, BHECIIETO
MpeUIoKEeHNe C yKa3aHUEM IIPHYMH 0TKa3a;

0) manpasnenue B Kommccurio npennoxcenpm 0 BKIIOYEHUH JIeKapCTBeHHBIX \
IIpenapaToB [l BETEPHHAPHOTO TPUMEHEHNUsS B [lepeueHb JEKapCTBEHHBIX TIPenapaToB
IUTsL BETEpHHAPHOTO TIPUMEHEHHS, noéTyrmanx 13 MHHICTEPCTBA CENBCKOTO X03SHCTBA
Poccuiickoii ®enepanyu;
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B) mpezcraBieHue B JlemapTamMeHT HH(MOPMALUOHHBIX TEXHOJOTHH W c1j3513p11
MHuHKCTEpCTBA HH(OPMAIIMM O TIPOBEACHMN 3aCe/iaHuil KOMACCHH U IIPUHSTHIX Ha HAX
pellleHdsX U pasMellleHHs Ha  OQHIMANBHOM  caiite  MuHHCTEpCTBa
B HH(}OPMAaMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTH «IHTepHETY. :

10. 3ace11aHH>1 Komucenn HpOBd,HHTCH IO Mepe HEOOXOAMMOCTH C YYETOM
TIOCTYIIIEHHS! TIPEIIOKEHNH O BKJIIO‘-IBHI/II/I TIeKAPCTBEHHBIX TIPENApaToB B MeEPeuHH U
YCTAHOBIIEHHOTO CPOKA MX PACCMOTPEHHS .

3acemanue Komuccuu cuutaercss IpaBOMOYHBIM, €CJIM Ha HEM HpPIC}’TCTBOBaJIO

He MeHee ByX Tpeteill uwieHoB Komuccnu oT ee cocTasa. ,

11. Ilpy BO3HMKHOBEHHH KOH(IUKTa HHTEPECOB COOTBETCTBYIOILHE YITeHBI
KoMuccur He y4acTBYIOT B IIpOLENypax IPHHATHS DPELUIeHHH IO KOHKPETHOMY
NPEIIOXKEHHIO. %

Untenst KOMHCCHH, TPENCTABHBIIME HENOCTOBEPHYIO HH(bopMaumo WIA He'
Npe/icTaBUBIIME (HECBOEBPEMEHHO IpencTaBuBiive) B Komuccnio mHOOpMAIHIO 0
HaIMYMM  OBCTOSTENLCTB, CMOCOOHBIX TIPMBECTH K KOH(IHKTY HHTEPECOB npn,
PacCMOTPEeHHH HPELIOXKEHNUI, 0 pemeHnto KoMICCHE OTCTPaHAIOTCA OT NalbHEHmero

YUacTHs B JeATeNbHOCTH 1O (POPMHPOBAHHIO TIEPEYHEH, & PelieHHe 10 npennomeﬂfﬁ@,ﬂ
npunstoe Komuccue Ipy UX y4acTUH, TIOAJIEXHUT IIEPECMOTPY. - ‘
12. Pemenus Komuccuu IPUHUMAIOTCS TIPH MOALEPKKE HE MEHee IBYX TpeTeH
OT uKcia TOJOCOB TIPUCYTCTBYIOIIMX Ha 3acefaHuu wieHoB Komuccuu 1myrem
OTKPBITOTO TOJIOCOBaHUS. | .
Unen Komuccun, orcyrctByrommi Ha 3acemanuu  Komwmccuw, Bnp'éBe
IIPEICTABUTh CBOE MHEHHE IO PaccMaTpUBAEMOMY BOIPOCY B HI/ICBMeHHOM Bpme
KOTOPOE TIOMIIEKUT 00513aTENHHOMY HpHO6IIIeHHIO K IPOTOKOJY 3aCeIaHusL KOMI/ICCI/II/I
13. Pemenns KoMuccuu ¢ yKa3aHueM MEpevHs BOIIPOCOB MOBECTKH 3aceJIaHI/pI B
TeueHHe Tpex pabouux JHEH co [Hs mpoBeneHHs 3acefanus Komuccnun O(I)OpMHSIIOTQH
IPOTOKOJIOM, KOTOpBIH IMOANMCBHIBAETCS JIMILIOM, IIPEACENaTehCTBOBABIIUM Ha
3acenanun Komuccuu. | |
Ynen Komuccuu, He cornacHbli ¢ pemenneM Komuccun, BIIpaBe B IMUCEMEHHON
GopMe H3IOKATH CBOE MHEHHE, KOTOPOE IMOIJIeKHUT 00513aTeTBHOMY npnoneHmo
K IPOTOKOMy 3acenanus Komuccun. e
14. JlenapTaMeHT JI€KapCTBEHHOIO OOECIEYeHNs] U PeryIUpOBaHUs o6pan1emm -
MEIMIMHCKUX U3fiennii MunucTepeTsa: . _
a) B TEYEHHE JeCATH pabounx IHeH cO [Hs IOCTYIUICHUS B HenameeHT/
TIPOTOKONA 3aCe/aHus KoMmuccuu OCYIIECTBISIET TIPU HEOOXOIUMOCTH HO,IIFOTOBKy
mpoekTa Tpukaza MuHHMCTepcTBa 00 YTBEPKICHHM HepedHs J'IeKapCTBeHHBIX :

! Hymc'r 11 Npasun q.‘)OpMI/IpOBaHHH TIepedHs IeKapCTBEHHBIX NIPENapaTos A MEAULMHCKOTO TIPUMEHEHNS, B OTHOIIEHHH
KOTOPBIX YCTaHAB/IMBAIOTCA  TPeOOBAHMA K OObEMY Taphl, YIakoBKe H KOMILIEKTHOCTH, ‘TIEPEUHS  JEKAPCTBEHHE X
TpenapaToB Ui BETCPUHAPHOrO NPUMEHEHHs!, B OTHOLIEHHH KOTODBIX YCTAHABIHMBAIOTCA Tpe6OBAHUS K 00Bemy Tapel, U
onpezieNieHNs TaKUX TpeOOBAHUH, YTBEPXKSHHBIX TIOCTaHOBIEHNEM [lpaBuTenbcTBa Poccuiickoii @enepaunn or 23 moml,
2016 r. Ne 716 (Colpanue 3akoHoxaTenbcTsa Poccutickol ®denepanmn, 2016, Ne 31, ¢r. 5030) :
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IIPeNapaToB JUls MEeIUIMHCKOTO IIPUMEHEHHUs UM O BHECEHMH M3MEHEHHH B NepevYeHb
JIEKapCTBEHHBIX TpenapaToB /sl MEIULIMHCKOTO TIPUMEHEHU;

6) B TeueHHe Tpex pabouyumx OHeH co JHA NOcTymieHus B JlemapTaMeHT
npoTokona 3acemaHus KoMHCCHM —OCYIIECTBISET HAlpaBICHUE €ro KOMHMH B
MHUHHCTEpCTBO CeNbcKoro Xo3siicTsa Poccuiickoit ®efiepallui B Cllydae, €Clid B HEM
collepikarTcs  BONPOCHI, Kacalomuecs (OpPMHMPOBaHUS TepeyHs JIeKapCTBEHHBIX
TIPETIapaToB I BETEPUHAPHOIO NPUMEHEHHU.




