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@e4epalrnaa cny)K6a no HaA3opy B cQepe 3ApaBooxpaHeHlur Ha ocHoBaHr4r4
rpeAocraBJleHHbx (Dplmlanou ropoAa Pocrona-Ha-Aorry OfFy d{MIIgyAOCMnD
Poc:4panHaA3opa pe3yJlbraroB cpaBHr.rreJrbHofi extueprnsu 

"nsopnnrapy.r o
Heo6xoAuMocrl'I H3T,flTnfl' Sa-rrrcu$nqnpoBaHHoro neKapcrBeHHoro flpenapara (fepqenrlrH,
nuo0ruI'I3ar Mt rpnroroBJleHu.fl KoHIIeHTp ara Mfl npr,roroB neHufl, pacrBopa grs. uu$yzuir440 Mr (Qnaronn)/n KoMIrJIeKre c pacrBop"trn.r-6arrepuo.rur"..n* BoAa Arfl.zHtexqufi 20 v'tl>> cepntrB3455lB2039, na yraKoBKax Koroporo yKa3aHo <@.XoSQMaHH-
JIs Pour JIIA>, npor.r3BeAeno <.{NeHeHreK I4nr>>. CIIIA.

Lrsrxruto u yHnrrroxeHr,rrc B ycraHoBneHHoM rroprAKe rroAJrexaryrasanuof aeplau neKapcrBennoro [penapara, r4MeroIrllae orJraquTeJrbHbre
[epequcfleHHbre B rrpHJrox( eHuhr.

Oe4epanrHar crryx6a no HaA3opy n cQepe 3ApaBooxpaHeHu.,r npeAnaraer cy6rexrana
o6panleunx JIeKapcrBeHHhx cpeAcrB Id MeAr{rIrdHcKr.M opraH}r3arlurrM rrpoBecrr4 npoBepKy
HaJruqufr yrcasaHuofi cepl4n JleKapcrBeHHoro cpeAcrBa, o pe3yJrbrarax roropofi
np ouH QopMrrpoB arb reppr{ropua$nrrfi opraH p o cs4p an Ha,q3 Opa.

TeppraropltttrlbHblM opraHaM Pocr4panHaA3opa B coorBercrBprg c 6lpaazrauuyHuqroxeHruI ue4o6polcaqecrBeHHbx JIeKapcrBeHHbx cpeAcrB, Qanrcn$zq"po"*r"oJleKapcrBeHHbrx cpeAcrB u KoHTp_aSamHrx JleKapcrBeHHbrx cpeAcrB)), yrBepxAeHHbrMr{
tIocraHoBJIeHI4eM flpanurenbcrBa Poccuftcxofi Oe.qepargan or 03.09.20f 0 lsOZ4, npo"..r"Mepollplltrl'It IIo KoHTpoJIIo 3a I{3bflTrIeM v yHutlToxeHr4eM BburBJreHHoro
sanncnszqupoBaHHoro neKapcrBeH'oro cpeAcrBa yKa3aHHofi cepnu.

o peynrrarax rpoBeAeHuofi pa6o*r nHsop*npoBarb pocsapanHaA3op.

llpunoNeHr4e: Ha 3 n. s I gxs.
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flpunoxeHue K nucbMy pocsApanHa.[3opa
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OTnu'II.IreJlbHble [pLI3HaKrI Sanrcu$uuvpoBaHHoro rpenapara <fepqeuruH,

ano0unra3ar AJIfl np?IroroBJIeHI{t KoHrIeHTpara /rtrfl, rrpnroroBJreH}r.s pacrBopa ana laHQysufi
440 Mr (Qnaronrr)/n KoMnrleKre c pacrBoplrreJreM-6axrepuoriur""..** BoAa Nrfl,
nrruerqufi 2Q un/>> ceplru 83455182039:

HassaHr.re

npu3HaKa
OpnrnnanrHrrfi nperapar @anrcuQrirr{upoBaHuufi upenapar

Maprnponra
emuKemKa

Qnarcoua c
nuodwtusamoM

-AATA OKOHqaHr,r.n cpoKa roAHocTu B

peAaxrllru <03.201 5 r.>
-AATa OKOHqaHulr cpoKa roAHocTr{ B

peAaKqr4r{ <<02.201 5 r.>>

Vnaronra
Llucmpyxqur no
uedur4uucKoMy
npun eHeHuto

j€llMepbr 734x260 um; -pa3Mepbr 697x256 twr:
Otltn.Ius B TeKcre

<<Cocras
... aKmugHoe eet4ecmso:
rpacry3yMa6 - 440 trrr1'

aCaOMO ?AmelbHbte eeule cmea : L-
rncru4prna rnApoxJroplu -9.9 ur, L-
rr4crraAr,rH - 6.4 Mr, orcr,-TperaJro3br

AlrruApar - 400.0 Mr, rroJrr{cop6ar
20-1.8 rvr.
Pacrnopurelr
(6arrepnocrarralrecK€ur BoAa AJrt
nnrerqnfi 20 utr, coAeplKaTrlas, l.I%o
6ensr.rnonoro c[lrpra B KaqecrBe
aHTuMr4Kpo6soro xoucepnanra) :

6ensuronrrfi cuupr -229.9 Mr, BoAa
Anf, rrHbeKrluft -20.9 Mr. ...D
<<OapvrarorepaneBTnqecKafl
fpyrra
flporunoolyxoJreBoe cpeAcrBo -
MOHOKJIOH€LIIbHbIE AHTI,ITCJIA. ))

<<Cocran
,., aKmu8Hoe 6et4ecm8o:
rpacry3yMa6 440 vr^;
aCnOMO?AmerbHde eet4ecmea: L-
rr{cTr{Ar{Ha rr.rApoxJropll4, L-
THcTHAI4H, Ct, Ct -Tperarlo3a
(gurn4par), nolncop6n 20.

PacrnopnreJrb : 6axrepuocrarrzrrecKajl
BoAa AJI' r.rHbexquft 20 ul,
coAepxaq as, | .loh 6eHsuronoro
cnupra B KarrecrBe aHTr,rMrlKpo6noro
KOHCepBaHTa ...))

<<@a pu a rcore pa rre BTrr q ec Kafl
rpyrna
MI{EII (l,re4nqrancrue
uuuyuo6r{oflornrrecKue npenaparur)
_ AHTUTEJIA MOHOKJIOHIUIbHbIC

nporlrBoonlD(oJreBoro Aefi crnvs. . . .>>
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Hasnanne
nplI3HaKa

Opurnnanrurrfi nperapar Oa-nrcnQurlupoBaHnufi npenapar

VnaxosKa
I,Iucmpyrcqun no
ueduquucKoMy
npuMeHeHuto

<<B.na4ereq PerncrpaqrroHHoro
yAocroBepeHufl
O. XoQQMaHH - IIn Pour JIIA.,
IIInefiqapur
F. Hoffmann-La Roche Ltd,
Grenzacherstrasse 124. 407 0 Basel.
Switzerland>

<<Ilponr noAureJr b .nno{u.n urara
[xeHeurex I,Inr., CIUA
Genentech Inc, South San Francisco,
cA 94080, USA)

<<[pournoArrreJr b pacrBopuTeJrfl
O. XoQQMaHH - IIAPour JIIA.,
IIIneftqapz.a
F. Hoffmann-La Roche Ltd,
Grenzacherstrasse 724, 407 0 Basel,
Switzerland>

<<llperenr nr rr orpe6nre.nefi
HarpaBrqTb IIo aApecy
Ifpe4crannre.nrcrna @.
XoQQuanH-JIq Poru JIrq.: 10703 l,
Poccux, r. Mocrsa, Tpy6Haa
nnou{aAr, A. 2
rer. (495) 22929 99, Qarc (495)229
79 99>>

<<BraAe.neq PerncrpaqnoHnoro
yAocroBepeHr{fl
O. XoQQMaHH - JIs Poru JIIA.,
fpeHsaxepurpacce 124, 407 0
Easem, Illneftuaprar
F.Hoffmann-La Roche Ltd,
Grenzacherstrasse 124, 407 0 Basel,
Switzerland>
<<IIpournoAHTeJrb

.{xeneHrex Irlnx., CaH <DpanqucKo,
CA 94080, CIIIA
Genentech Inc, South San Francisco,
CA 94080. USA)

<Ilpe.qcraB[TeJrbcrso n Mocrne:
107031, Tpy6naa ulou1a4r,4. 2
ren*7 (495)22929 99, garc:
+7 (49s)2297999
P exn a.rrr aqur.r ( up ere H3yrrr

uorpe6ure.rrefi ) Ha rperapar
HarrpaBJrrrb B aApec HarluonanbHoro
opraHa KoHrponr MIIEII O|YH
|I4CK uu. JI.A. Tapaceonua
Pocnorpe6ua,usopa, | 19002,
Mocxna, Cunqee Bpaxex,4.41, rel.
(499) 24r-39-22, Sarc: (499) 241-
92-38 r.r B aApec llpe4cranr{reJrbcrBa
s MocKBe.)
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HassaHr,re

upr{3HaKa
OpnrunanrHrrfi npenapar OanrcuQurlupoBaHHrrfi upenapar

Ynaxonxa
IrIucmpyrcUun no
uedut4uucKoMy
npu"MeHeHuto

<<B cnyuae yrraKoBnrr Ha 3AO
(OPTAT) rpereH3rrn
uorpedurenefi HarrpaBJrflTb rro
aApecy: | 57 092, Poccr.r.a,

Kocrpoucxar o61., Cycanuncxufi
p-H, c. CenepHoe, MKp-H

Xapnrouono ren./Saxc (4942) 650-
806)

<<Cnoco6 rrprrMeHeHnfl rr Ao3br
Hnctpyxqur rro npuroroBJreHr.rrc
KOHqeHTpaTD)

<<B c.nY'lae YTIaK'BK'' Ha 3AO
(OPTATD rpereH3urr rrorpe6ure.nefi
HarpaBJrflTb rro a,qpecy: 157 092,
Poccna, Kocrporracrar o61.,
CycaHuncxufi p-H, c. Cenepnoe, MKp'
H XapuroHoBo ren./Qaxc (4942) 650-
806
H B aApec HaqnoualbHoro opraHa
KoHrpoJUr MI4EII OfyH I*I4CK urrr.
JI.A. TapaceBr4qa Pocuorpe6Ha4sopa,
119002, Mocxna, Cusqen BpaNex,
A.41, rer. (499) 241-39-22, Qaxc:
(499)241-92-38>

<<Cnoco6 [pr{MeHeH[s H Ao3br
I4ncrpyxq r4s rro npnroro BJreHLrro

KOHUeHTOaTa))

pH coorBercrnyer rpe6oBaHlrrM
HopMarr,rBnofi AoxpeHrarlr{tr

He cooTBeTcTByeT TpeooBaHlrrM
HopMarr{Bsofi AoryMeHTarlutr

OcMonf,mHocrb coorB ercrnyer rpe6oBaHr,r.rrM
HopM arr{Bnofi AoxyrvreHTaur,rr4

He coorBercrByer rpe6onaHuxv
HopMarr.rBHofi 4oryMeHTarlutr


