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O seo6xo.qr.rMocrl,I tr3bflTug
Q aarcu (f r.rqupoBaHHo ro
neKapcTBeHHoro npenapaTa

Cy6rexru o6parqeHrar
neKapcTBeHHbx cpeAcTB

VnparneHr,rr Poc3ApaBHaA3opa

IIo cy6beKTaM
Poccuficrofi Oeaepa\uvr

Opranusar{Hr.r, ocyulecrBnrroqae
SKCnepTLr3y KaqecTBa

ireKapcTBeHHbrx cpeAcTB

MeAurIraHcKHe opraHr{3 arlutr

Oprauu ynpaBneHr{r 3ApaBooxpaHeHr.reM
cy6beKros PoccuficKoff OeAepar[H:a

@egepanrHax cnyxoa tro HaA3opy B cQepe 3ApaBooxpaHeHrr{ Ha ocHoBaHr.pr
p$yJlbraroB cpaBH[TenbHofi 3Kcneprl{3bl, npeAocraBJreHubx Or.rJru€uroM ropoAa Pocroaa-
Ha-AoHy ofFy (HMtISyAOCMrb Pocs4panHaA3opa, nHQoprr,rapyer o nio6xo.qzMocrrr
Lr3bflTl/,fl SanrcusuqrpoBaHHoro neKapcrBeHHoro npetraparu i l.pql.rtr", nnoQunns er Ans
[puroroBJIeHHiI KOHIIeHTpara AJrr [pr4roroBJreHr,rr pacrBopa Anfl nuQyrnfi 440 Mr
(QlaroHrr)/n xorrauJleKTe c pacrBopuTeJreM-6aKTeplrocrarr.rqecKarr BoAa Anfl Lr1'exuuit 20
un/> cepnr 83455182039, Ha ynaKoBKax Koroporo yKa3aHo <@.Xo$SMaHH-JIg polr JI1A>,
rrporcBeAeHo <.{xeHeHreK I4Hr>, CIUA.

vrstsruto u yHuqroxeHrrlo B ycraHoBJreHHoM [op.rrAKe noAJrexar y[aKoBKH
yxasaHHofi cepl{I4 neKapcrBeHHoro [penapara, rrMerolrlue orJrHr{ureJrbHbre [pr43'aKlr,
[eperrHcneHHbre B rrpnJroxeHHH.

@egepanrHat cJryx(6a uo Ha.q3opy n csepe 34paBooxpaHeHg, npeAJraraer cyfirexravr
o6parrlgHut JIeKapcrBeHHbIX cpeAcrB H MeAHTIT4HcKHM opraHH3arIHrM [poBecrr4 [poBepKy
Harrv'tnfl, yxasaHHoft cepun JreKapcrBeHHofo cpeAcrBa, o pe3ynbrarax xoropofi
nponnsopMr.rpoBarb reppnropnaft urrfi opraH pocs4panuaA3opa.

TeppHropHarlbHhrM opraHaM PocsgpannaA3opa B coorBercrBr.r4 c <Ilpanulauu
yHr.rrrroxeHurr He4o6poraqecrBeHnbrx JreKapcrBeuHbrx cpeAcrB, Qanrcu$nq"io"un""r*
rleKapcrBeHHbrx cpeAcrB H KoHTpaQaxrnrx JleKapcrBeHHbrx cpeAcrB), yrBepxAeHHbrMH
rrocraHoBJreHueM llpanurenbcrBa poccuftcrofi @eaep arJuar or 03.09.2010 ltnOZ+, npoBecra
Mepo[pll{THf, no KoHTponrc 3a r{3brrHeM H yHHr{TOXeH[eM srHnreHHoro
Qanrcu$uqupoBaHnoro neKapcrBeHHoro cpeAcrBa yKa3aHHofi cepraa.

o pesynmarrx npoBe4euHoft pa6orrr uHQoprr.rnpoB arb pocgapan'aA3 op.

llpranoxeHue: Ha 3 n. e I srs.

Bpuo pyKoBoAr.rren.rr
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rJroxeHl4e K nrlcbMy PocrlpanHals.oPa

Lc 0.a /0//. Ne. ni , {(1'/Z

OrnuqHteJlbHble rpII3HtlKI'I Sanrcu$uqupoBaHHoro npe[apara <fepUelrun'

nraoQranr,rs aT Nrfl,npllroToBJreHl/tf, KOHIIeHTpaTa AJI' npl{roToBlrcifli:gls' pacTBopa ana l{IrQysuft

440 rurr (Qnaxonu)/n KoMrrJreKTe c pacrBopr{reneu-6arrep[ocrarr'rlrecKru BoAa Nrfl'

untexquft 20 wrl>> cepllu 83455/82039:

@ anrcnQullnpoB aHtrrtfi npenaparOpurnuanrnufi [PenaPar

-AaTa OKOHTIaHI4f, CpOKa |OAHOCTLI

B peAaKIrHn <02.2015 r.>
-AaTa oKoHrraHH.fl CpoKa ToAHOCTI4 B

peAaKuLIH <03.2015 r,>

Mapxuponra
SmuKemKa

Qnarcona c

nuobunusamoJvl

s 697x256 uu;734v'26Q uu;
Vnaxonxa
I'Iucmpyxt4r'tr. no

uedutluucKoMY
npui4eHeHuto

Ornu.rug B TeKcre

<<Coctan
... aKmuSHOe

6 el4ecm6o;rpacTy3yrraa6 440 ur;
6 C nO 14O e Am erbHb, e e et4e cme a : L-
rr,IcruHa rl4ApoxJlopug, L-rncrnH'

c{,,c(-TperaJloau (AI'rrulPar),

uonucoP6 n 20.

PacrnoPurenr:
6arrepuocrarllllecKat BoAa AJII

ngterurafi 20 un, cogePxarrl,al

l,lYo 6engulonoro cruIPra B

KaqecrBe aHTI4M[KPo6soro

KOHCepBaHTa ...))

<Oa pm arcoreParIeBTrIqecKas

rpyrra
MI4E[ (ueAnunHcxue
urr,Il"ryno 6 LI on o rHrI e CKI'I e

rrpelrapamt) - aHrurela
MOHOKJIOHAJIbHbIE

rlporuBoo[YxoJreBoro Aefi crsns

. . .))

.;*
... aKrnuSHOe 6e14ecm6o :

rpacry3yMa6 - 440 ur;
lcnoMoeamenbHde eet4ecmea : L'
ruIcrl{Ha rI{APoxnoPI4A - 9,9 ur, L-

fr4cruH - 6,4 MF, ct,ct-Tpefano3bl

ArrrllApar - 400,0 Mr, [oJIHcoP6ar

20-1,8 ur.
Pacrnopure.nr
(6 axrepuocrarl'IqecKarl BoAa Anfl

laHrerqufi 20 ul, coAePxauax l,lo/o

6engunoeoro cnI{PTa B KarrecrBe

aHTIrMEKpo6Horo roucePeanra) :

6ensltnonuft cnuPr -229,9 Mr, BoAa

AJrg fiHberqufi -20,9 Mr. .. ')
<<@ a p ru anore P a n e BTH q ec Kafl

rpynra
llporunoorYxoneBoe cpeAcrBo -
MOHOI(NOHAIIbI{bIE AHTUTEJIA. ))



Oanr cnQplqupoBaHnufi nPenaP arOpnrunanrHrtfi rpenapar

<<B.naAe.neu PemcrpaquoHHoro
yAocroBepeHHq
A. Xo$SMaH - JLs Pou JIIA.,
fpensoceplurpacce 124, 407 0

Easem, Illnefiqapur
F.Hoffinan-La Roche Ltd,
Grenzacherstrasse 124, 407 0

Basel, Switzerland>
<<IIpournoArreJrb

,{Neneurer I4m., Can
(DpaHqucro, CA 94080, CIIIA
Genentech Inc, South San

Francisco, CA 94080, USA))

<<IlpeqcraBnTeJrbcrBo B

Mocxne: 107031, Poccul, r.
Mocxna, Tpy6nax uloulaAr, 4.2
ren.(495)229 29 99, $axc (495)

229 79 99
peKJlaMauun (npereH3llll
uorpe6urenefi ) Ha rlPeraPar

HanpaBnsTb B aApec

HaquonalbHoro oPrana KoHTPoJrf,

MI4E[ @fYH |I'ICK uu.
JI.A.TapaceBl{qa
Pocnorpe6na4soPa, 1 I 9002,

Mocrna, Cnnqen BPaxex, 8.41,
ren. (499)241 -39 -22, Qaxc:
(499)241-92-38I{ B aAPec :
llpegcrau{TeJlbcrBa a MocKBe.))

<<B.naAe.neq PerH crpalluoHHoro
yAocroBepeHHfl
@.XoQQuaH - JLs Pou JIIA.,
IIIaeftqapux
F.Hoffman-La Roche Ltd,
Grenzacherstrasse 124, 407 0 Basel,

Switzerland>

<<IIp onsnoArlTeJrb lnoQn.n nrara
,{xenentetr Hm., CIIIA
Genentech Inc, South San Francisco,
CA 94080, USA))

<<flpournoA[TeJlb pacrBopnreJlfl
O.XoQQuas - JIs Pour JIIA.,
IIIneftqapu.a
F.Hoffman-La Roche Ltd,
Grenzacherstrasse I24, 407 0 Basel,

Switzerland>

<flpereH3urr rtorpe6ure.nefi
HanpaBJrflTb rIO aApecy
npeAcraBrlTeJrbcrBa O.XoQQMaH-
JIs Poru JIrl.:107031, Poccl'tx,

r. Mocrna, Tpy6nax moulaAr, A.2

ren. (495)22929 99, Qaxc (495)229
79 99>>

Yuarogxa
I.Incmpyrcqun no

uedw,luucKoMy
npuiveHeHun



Qanrcu$IdrlplpoBaHuufi upenaparOpnruuanurufi rpenapar

<<B c.nyvae ynaKoBKn Ha 3AO
(OPTAT>) rpereH3lrlr
norpedure.nefi HarIPaBJIsrb no
aApecy: 1 57 092, Poccnl,
Kocrpor"rcxax o6n., CYcanuHcxu[
p-u, c.CeaepHoe, MKP-H

Xapnronono ren./Qaxc
(4942)6s0-806
Lr B aApec HaqnonalbHoro oPraHa

KoHrporrt MI'IEII O|YH ru{CK
nr"r. JI.A.TaPaceBHqa
Pocnorpe6na4soPa, 1 1 9002,

Mocrna, Cusqes BPaxer, r,.41,
ren. (499)241 -39 -22, Sarc:
(499)241-92-38r>

<<Cnoco6u nplrMeHeHuq lI Ao3bI

Hncrpyxullf, no [PI{MeHeHHIo

KOHHEHTOATA))

<<B c.rryuae yraKoBKH Ha 3AO
(OPTAT)> rpereH3lrrl
norpe6ure.neft Ha[PaBrsrb rlo
aApecy: L57092, Poccm,
Koctpor"rcrar o61., CYcauuHcxzfi
p-lt, c.Cenepuoe, MKP-H XaPuronoao
ren./$axc (49 42)650-806)

<<Cnoco6r'I rIpHMeHeHHs lr Ao3bl

I4Hcrpyxulls ro rPI{MeHeHHIo

KOHIIeHTpaTa))

Yuaxosra
Llucmpyxqun no

ueduryuucKoMy
npuMeHeHup

He coorBercrByer rPe6onanuru
HoDMarllBnofi Ao

coorBercrnyer rPe6oB aHLI{M

HopMarrEeHoft
He coorBercrByer rPe6onauuxv

HopMarl{Bnoil Aox
coorBercrnyet rPe6oBaHlIlM

AOKyMeHTA\HVT


