3apeructpupoBaHo B MuHtocte PO 30 Hoabpa 2010 r. N 19085

MWHUCTEPCTBO 31PABOOXPAHEHUA U COLLMANIBHOIO PA3BUTUA
POCCUMCKON GEAEPALIUN

MPUKA3
oT 2 HOA6pa 2010 r. N 951H

OB YTBEPXXAEHWUU ®OPMbI PEECTPA
BbIAAHHbIX PASPELLEHWIA (PELUEHWIA OB OTKA3E B BbIAAYE
PA3PELLEHWI) HA BBO3 HA TEPPUTOPUIO POCCUMCKON ®EAEPALIUMU
W BbIBO3 3A NPEAE/NbI TEPPUTOPUN POCCUNCKON GELEPALIUN
BMO/IOTMYECKMX MATEPUANIOB (OBPA3LIbl BUOJIOTMYECKUX YUOKOCTEW,

TKAHEWN, CEKPETOB U NPOAYKTOB }XU3HEAEATENIbHOCTU YE/IOBEKA,

®U3UONOTMYECKUX N NATO/IOTMYECKUX BbIAENEHWUIA, MA3KOB,

COCKOBOB, CMbIBOB, MMKPOOPIAHWU3MOB, BUOMNCUAHDBIA MATEPUAN),

MNOJTYYEHHbIX NPU NPOBEAEHUU KTUHUYECKOIO MCCNEOOBAHUA

NEKAPCTBEHHOTIO NMPENAPATA ANA MEANLUUHCKOIO NPMMEHEHUA

B cooTtBeTcTBMM Cc nyHKTOM 8 [paBu/s BBO3a Ha Tepputoputo Poccuiickoit deaepaumnm 1 BbiBo3a 3a
npeaenbl Tepputopum Poccuiickonn ®depepaumm BGUONOTMUYECKUX MaTepuanos, MNOAYYEHHbIX NpU
NpoBeAeHUU  KJAMHUYECKOTO WUCCNedoBaHWA  NIeKapCTBEHHOro npenapata  Ans  MeguLMHCKOro
npMMeHeHus, yTeepKaeHHbIX MNoctaHoBneHMem MpaBuTtenscTBa Poccuiickoit ®egepaumm ot 3 ceHTAOPSA
2010 r. N 673 (CobpaHue 3akoHopaTenbcTBa Poccuitickoit ®depepaumm, 2010, N 37, cr. 4688),
NnpwKasblBalo:

YTBepanTb GopMy peecTpa BbiAaHHbIX paspelleHnit (pelieHunii 06 oTKase B BblAaue paspeLleHnii)
Ha BBO3 Ha Tepputopuio Poccuitickoli deaepaumm M BbIBO3 3a nNpeaenbl Tepputopum Poccuiickoit
depepaunn 6monormyecknx matepmanos (06pasubl GMONOrMUYECKUX KUAKOCTEN, TKAHEWN, CEKPETOB U
NPOAYKTOB KU3HEAEeATebHOCTN YenioBeKa, PU3IMONOTMYECKUX U NATONIOMMUYECKUX BblAENEHUI, Ma3KOoB,
COCKOBOB, CMbIBOB, MWKPOOPraHM3MOB, OWONCUIHBLINA MaTepuan), MOJYYEHHbIX MPU MNpoBeAeHUU
KNMHUYECKOrO UCCNe0BaHUA IEKAaPCTBEHHOrO npenapaTa Al1a MeAULMHCKOro NPUMEHEHMUA, COMTacHo
NPUNOXKEHMUIO.

MwuHuctp
T.A.TO/IMKOBA



Peectp
BblAaHHbIX pa3pelueHuit (peweHnii 06 oTkase B Bblgaue

paspeLueHunit) Ha BBO3 Ha Tepputopuio Poccuiickoii Pegepauum

1 BbIBO3 3a Npeaenbl Tepputopumn Poccuiickoii Pepepauum

6uonormyecknx matepuanos (06pasubl 6MONOrMUECKUX XKUAKOCTEN,
TKaHel, CEKPeTOB M NPOAYKTOB }KU3HeAeATe/IbHOCTU Ye/I0BEKa,

¢M3MOI10I'M‘-IECKMX U NAaTONOrM4YeCKnx BbIAEHEHMVI, Ma3KoB,

COCKO60B, CMbIBOB, MMKPOOPraHU3MOB, 6MONCUIiHDbI MmaTepuan),

NONIy4EeHHbIX NpU nposeaeHnn KJIMHN4YeCKoro nccnegoBaHuA

NleKapCcTBEeHHOro npenaparta aNa MegUuUMHCKOro NnpuMmeHeHua

MpunnoxkeHue

K Mpukasy

MWHUCTEPCTBA 34paBOOXPAHEHMS
M COLMANBHOIO Pa3BUTUA
Poccuiickoin Peaepaumn

OT 2 HoAb6pAa 2010 r. N 951H

NN | daTa HanmeHoBaHue HanmeHoBaHue Homep Homep v pata Pe3ynbTaTbl paccMOTpPEHUA 3aABAEHMUA
perucrpauum opraHusauum- NIeKapCTBEHHOIO npoToKONa pa3peLleHmnsa Ha 0 Bblgaye pa3peLlleHnsa Ha BBO3
3asABNEHUA 3aaBuTENA npenapara anA K/IMHWUYECKOro nposeneHue (BbIBO3) BMONOTNYECKUX MaTepPUaNoB
0 BBO3e MeaMLMHCKOro nccnenoBaHus KJIMHUYECKOro paspelleHme Ha OTKa3 B Bblgaye
(BbIBO3E) NpPMMeHeHUA NIeKapCTBEHHOIO nccnenoBaHuA BBO3 (BbIBO3) paspeleHmns Ha
6uonoru- npenapara AnA NleKapCTBEeHHOro 6ronormyeckmx BBO3 (BbIBO3)
yeckoro MeANLMHCKOro npenapaTa 4.4 MaTepmanos, 61010rMYECKNX
maTtepuana npUMeHeHuA MEeANLMHCKOro 4aTa, Homep MaTepuanos,

npMMeHeHuA AaTa, Homep
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Cpok Bug, Konunyectso Llenn BBO3a Buna ynakoBku HanmeHoBaHue
aenctens BBO3MMOIO eAnHuL, (sbIBO3A) ONA Kaxkaoro rocyaapcTBa,
paspelleHus (BbIBO3MMOrO) Karkaoro Bmaa 6uonoru- BMAa MeCTOHaXoXKaeHue u
Ha BBO3 6uonornyec- BBO3MMOTO Yyeckoro BBO3MMOTO nosiHoe opumumManbHoe
(BbIBO3) Koro (BbIBO3MMOTO) maTtepmana (BbIBO3MMOTO) HaMMmeHoBaHue
buonorunyec- mMmaTepuana 6uonorunyec- 6uonornyeckoro opraHusaumm, B agpec
KUX KOro maTepuana KOTOpPOI4 NaaHupyeTca
MmaTepuanos maTepuana OCYLLEeCTB/IATb BBO3

(BbIBO3) BMONIOrMYECKNX

maTepuanos
8 9 10 11 12 13
[arta Pe3ynbTaTthl paccmoTpeHuna Bug Konunyectso Buna ynakoBku HanmeHoBaHue
pervcrTpauum 3anBAeHUA 0 BBO3e (BbIBO3E) AOMNOJIHUTENBHO eaMHUL, Kaxkaoro ON1A Kaxgoro rocyaapcrsa,
3aAB/EHMA O OOMNOJIHATENBHOIO KOJIMYeCTBa BBO3MMOTO BMAa BMAa MEeCTOHaxoXKaeHue 1
BBO3e (BblBO3E) 61010rMYECKNX MaTepunanos (BbIBO3MMOTO) AONONHUTENIbHO AONONHUTENIbHO nonHoe odpuumanbHoe
AONONHUTENb- OOMNoJIHEeHUe OTKas3 B Bblgaye 6uonornyeckoro BBO3MMOTO BBO3MMOTO HaMMeHOBaHMWe
Horo K paHee AONONHEHUA K maTepuana (BbIBO3MMOTO) (BbIBO3MMOTO) opraHM3aumu, B agpec
KoamnyecTtsa BblAaHHOMY paHee BblAaHHOMY 61onorMyeckoro B6uonornyecko- KOTOpPOM naaHupyeTca
610N0rNYecKnx paspelleHunto, | paspelleHuio, maTtepuana ro matepuana OCYLLECTB/ATL BBO3
maTepuanos fAata, Homep Aarta, Homep (BbIBO3) BMONOTMYECKUX

maTepuanos

14 15 16 17 18 19 20
PeweHue o PeweHune o
npuocTaHoB/e- npeKpaweHnm
HUKW AencTBma nencremn

paspelleHus Ha
BBO3 (BbIBO3)

paspelleHuns Ha
BBO3 (BbIBO3)

buonornyecko- bunonornyeckoro
ro matepuana maTepuana
21 22







