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HEKJIAPAIINS O COOTBETCTBUHA

AEKJIAPAHT, TIPHHAMATOUIAN TEKJIAPAIHIO O COOTBETCTBHH

340 "Pow-Mocksa”

3apezucmpuposano : Mesxpationnas uncnekyust MHC Poccuu Ne39 no 2. Mockse OI'PH 1027739007240 om
23.07.2002

Adpec:117246, 2. Mockea, Hayynwiii npoeso, 9. 8. Teneghon: 8(495)229-29-99.

B nuye.T'enepanvusiii dupexmop Henad Hasnemuy

Hosepennoe nuyo: Huxumuna H.B.

Hosepennocms: QA/1 om 01.04.16

SASIBJISIET, YTO

nekapcmeetinoe cpedcmeo. bowsusa, matnemiu noxpsimsie nienounot obonouxoti 150 me 1 uim., Ynarkoexu
Avetikogvle Kowmypuvie (1), nauxu kapmonnsie, pez Ne JIC-001348 om 20.07.2010 (dama nepeoghopmnenus
22.09.2015) , deticmeytowyee PY: JIC-001348 om 20.07.2010 (dama savensi 07.08.201 7), cepus B3022B29, napmus
314281 ynaxosox, 200en do 18.01.2022, npouzsodemsa . Xopdwmann-JTa Pow JImo, Llseiiyapus, FHoffmann-La
Roche Ltd., Grenzacherstrasse 124, 4070 Basel, Switzerland, kod OKIIJ2 21.20.10.227, ko0 TH B3I 3004900002,
xonmpaim Ne 756/29434630/10007 om 23.11.2006, uneoiic Ne 1220262630, 122026263 1, 1220262632 om 24.11.2017

COOTBETCTBYET TPEBOBAHHSIM
JIC-001348-220915

AEKJIAPAIIMS IPUHATA HA OCHOBAHUHA
rnpomoxkon ucnstmanuu Ne 17-009921 om 18.12.2017 000 "HLIJIC "Buomexronozus " ammecmam
axkpedumayuu RA.RU.21PM04, Cepmugpuxam POCC CH.®dMI1.C62537 om 18, R2.2017

JATA TIPUHSITAS JEKJIAPAIIAH 18.12.2017
JEKJIAPALIVSL AEACTBATEJLHA J10 18.01.2022

o /Q// Huxuruna 1B,

TIOITHCE O.H.0
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CBEJIEHMSI O PETUCTPAIINA

OPTAH 10O CEPTU®UKALIMHA, 3APETHCTPAPOBABILINI JEKJAPADMIIO
RA.RU.110M11 OPIAH 110 CEPTHOHKALIHH IIPOJYKIHMH OFLIEGTBO € OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu ;| 109428, 2. Mocxea, I-bui Basosckuii
npoeso, 0. 5, cmp. 1, adpec opeana no cepmugpuxayuu: 129626, Mockea, I-an Mewmuwunckan, -0, 25, men.

(495) 783-19-08

AEKJAPALIS O COOTBETCTBUM 3APETHCTPHPOBAHA Ve POCC CH, OM11,7703899
RATA PETHCTPALIH 18.12.2017
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Cepmucukam Ons Nompebumens %
01492339, 01492313, 01492330

BouBuBa TabneTku NoKpbITLIE NrieHoYHOW obonoukon 150 mr

Ne1

Homep matepuana: 10160276

Cepun No: B3022B29 Aata seinycka: 24 nonbpa 2017
OrmeTeu Ha ynakosxe: 01 2022 B3022829 01 2017

KornwuvecTtro: 104737 ynax,+104772 ynax.+104772 ynax.

Wuchopmaumn 0 nokynatene:
Haumenonauue opraumsaumn: 3A0 «Pow-Mocksar
r. Mockea, P® Yaenomnexune o nocrasxe: 1210278658, 1210278659, 1210278660
Nopapakossii Ne 3akasa: 6900002118, 6900002166, 6900002167
Oava aakasa: 21 asrycra 2017, 26 okrrbpna 2017

Cepmucgbukam Ha ceputo @
01492339, 01492313,01492330

mo:m:mmEm:mﬂxs_:axw.q__.,n_m_m:ww:o;:osomo:o;xowdmoz_ﬂ
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Hoauponka: 150 mr wbn.noﬁaaﬁﬂ.qmm. ninle Ea.\m. annom. nucrepe
Homep matepnana: “_.c._mcmwm . .
Cepun Ne: B3022829 Hata srinycka: 24 HorbpA 2017
\ ﬁﬂs _ﬂ_.asuwohnqmm" 18 siumapn 2017
N —..Qb@r no: 18 ansapn 2022
Crpana-nwmnoprep: _uoonssnnm.n Gepppauna 7 4

Ynakowawo:
©. Xocpmaun-Ia Pow Al, Bopmnceer, 4303 Kainaepayrcr, LLseauapun

NMuueHavwa wa npouasoacTeo Ne; 504489

K panHomy nokyMenTy NpruiomeHbn:
01492339, 01492313 (1 c1p.)
Ceprucuxar aHanuaa: 70006718 {1 c1p.)

Ceprudmear Ha cepuio:

ACN:0000024868 Kontparr Ne756/29434630/10007

Credano Bonoure
PykoBOAUTENS HANPABNEHUA YNPABNEHUA USNAMIK NOCTAROK

no pernony 3anagnan Espona/EEMEA

JATOT AOKYMEHT ABNAETCH KOMNLIOTEPHOR ﬁﬂonmzﬂa:o& # NOITOMY HE NOANUCAH BPYYHYIO.

YTBEPMOGHHBLIC KOMNOHEHTLI:

10143241 Bousuna rab. nin/o 150mr
Cepua Ne: B3022 Axanua Ne 70006718
Npousaeneno:

@. Xodepmanu-Na Pow A, Fpessaxepumpacce 124, 4070 Basens, Waeduapun
fNvuuenana sa nponasopcTeo Ne: 504489

KonTpone kauecTaa:

@ Xohhmann-Na Pow AT, Biopmucaer, 4303 Kaiaepayrer, tsenuapna
TNuuenawa Ha npouasoacTao Ne: 504489

©, Xoddmann-fNa Pow Nra. Noppasgenavne Gapna Tel: +41-61-688 11 11 Crpamwmua 1 v3 3
: CH-4070 Baszens Fax:  +41-61-688 B0 20

T

fl, HACTOALMM NDATBEPWAAID, YTO BLILLEYKA3AHHAA WMHMOPMALMA NOANUMHAR W TOuHan, 37a napTun
NPoAyKUMK Bbina NPONMIBEAEHE, BKNIOYAR YNaKoBKy/MAPKUPOBKY ¥ KOHTPOMb KAUECTBA HA yKalaHHOM
Buiwe caire («ax) B nonHom cooteercraun ¢ GMP TpeGopaHnAMK NOKANbHOTO PErYNATOPHOIO OPraHa v 8
COOTBETCTBAN €O cneundnkalmMen PerucTPAaUMOHHOTO foChe B cTpane-umnoptepe, CooTeeTtcTayioume
JIOKYMEHTB! Ha NPOM3BOACTEO, YNAKOBKY M aHANU3 avoin cepun Buinu nposepensl, w Boino ycranosneuo,
4TO oMU cooTeeTcTayoT Tpebosannsm GMP.

13 okrabpa 2017

[1-p Paxent Kenan-Paece, Pow Kaisepayret (Lpeduapusn)

OTBETCTBEHHBIA COTPYAHNK

OTOT AOKYMEHT ABNAETCH KOMNLITEPHON PACNEYATKOR 1 NOITOMY HE NOANKCAH BPYNHYI.

@, Xodchmann-Na Pow Nra. MNoapajaenenve Sapua Tel: +41-81-688 11 11 Crpanmya 2 va 3
CH-4070 Basem Fax: +41-61-688 80 20
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Cepmudghukam aHanu3sa

70006718

BouxBuBa TabneTku NOKPLITLIE NIEHOYHON o6GonoYkon 150 mr

MaTepwuan Ne: 10143241
Cepusn Ne: B3022
Ananua Ne: 700086718

Wen. meron: spm_gal002442 V.13.0

Hara awinycxa: 27 cdhespans 2017
[ara nponasoacrea: 18 aunapn 2017

Tecr Peaynurar
dopma npoponroparan
Anuna 14,2 mm
Wwpuna 7.1 mm
Tonwuna 5.2 MM

User Genbii
Mapxupogeka

Bepx BNVA

Hua 150

OAHOPOAHOCT MACCH)
OpAHOPOAHOCTL A0INPOBAHHBIX BANHNL

Bpems pacnaga
Pacnap 1epes 15 MuH. ¢ AucKammn
Bepxuee akauenne
Pacnap wepea 15 mun, 6ea auckons
BepxHee anauenne
WaexTudbuuupyowmi Tect
wbangporosan kucnota (TCX)
wbanaponosan kucnoTa (BEMX)

Copepxanve B tabneTtre wbaHapPoHOBOR KACHOTLI (BIMX)

cooTaeTcTeyeT EBpon, ®apmakonee
coote. dapmaxonee CLUA, Espon,
Dapmaxonee, fin. Gapm., pacuerso-
BECOBOW METOA

cooTBETCTRYET
430 cex.
cooTpeTCTayeT
360 cex.

aHavenue Rf cooteeTcTeyeT cranaapTy
anavenve RT cooTBercTByeT cTaHpapry
148,5 mr

Conepmanve B Tabnetke Na-monoruapata ubanaponoson (BIWX) 99%

NpopykTel pacnaga (TCX)

HewasecTHbie npuMecu <0.05%
Becero npumecen <0.05%
Mukpobuonoruueckue NUMATLI
Esp. ®apm, ®apm. CLUA, ®apm. RnoHum
ANA Cyxinx nepopansHbix Gopm COOTBETCTBYET

ra naptva Onina npoatanuanposaMa v esinywena 27 gespans 2017 HAWKUM YNONHOMOUEHHBIM
Orpenom Kontpons n OBecneuenns Kauecrea u Gbino yCTaHoBneHo, 4To oHa CoOOTeETCTRYeT
TpeBosanuam cneundnkauuu. COOTBETCTaYIOLME AOKYMEHTEI Ha Bark NPOUIBOACTEO ANA 3TOR CEPUM
Gbiniv NpoBepeHsl v BbIN0 YCTAHOBNENOD, YTO OHK COOTBRTCTBYIOT TPRBOBaHNAM

. Xothhmann-Nn Pow flta.
[-p Cyana Typxanosuy
Mewnenxep oTaena KOHTPONA KavecTea

PeaynbTats B AanHoM CepTuduxaTe Bbink YTEEPKASHB! INEXTPOHMO.

Peaynbiarw yraepxaens:: Cyana Typ 27 cheapann 2017 11:33:18 CET
©. Xodpdmann-TNa Pow Nra. Otpen Kowrpona Kavecrsa Tel.: +41-61-688 11 11 Crpavwya 3ua 3
Bopauceer

CH-4303 Kanzepayrer




