CEPTHUOUKAT COOTBETCTBMA

HA IPOAYKIIHIO, BKAIOYEHHYIO B €AHHbII NepedeHb IPOAYKIHH,
noaaeskamei 00513aTeAbHON CepTHYHKALHY

Ne POCC RU C-CH.0M11.A.00588/19

Cpoxk aeficreusi ¢ 30.10.2019 o

OPT'AH ITO CEPTHO®HKAIIUHA Ne 0072983

RA.RU.11®MII OPITAH 11O CEPTHOHKALIFH ITPOLVKIIHH OBL{ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBH "POPMAT KAYECTBA", adpec apeanuzayuu : 109428, 2. Mockea, 1-v1ii Bazosckui npoesd, d. 5,

A cmp. 1, adpec opzana no cepmugpurayuu: 129626, 2. Mockea, 1-asn Mueimuwunckan, 9. 25, men. (495) 783-19-08

3ASIBUTEAD

AO "Pow-Mocksa",

HHH: 7728055569, Adpec 107045, 2. Mockea, Tpybuas rwou;adb 0. 2, nom.I, smavoic 1, komuama 42.
Tenepon: 8§(495)229-29-99,

H3TOTOBUTEAD

Bemmep Papma-Depmuzyre ImoX u Ko KT, Vetter Pharma-Fertigung GmbH & Co.KG, Schutzenstrasse 87 und 99-101,
88212 Ravensburg, Germany, lepmanus / © Xoghhmarn-JIs Powe Jimd., F Hoffmann-La Roche Lid., Wurmisweg, 4303
Kaiseraugst, Switzerland, Llsedyapus

kop OK

[MPOAYKIIHA OK 034-2014 (KITEC

Lol Mekapemeennoe cpedemeo: Axmempa®, pacmeop dis nodkoscnozo esedenus, 162 mz/0.9 ma 2008) (OKITH2):

(wnpuy-mobuk) * 4 (nauka kapmoutasi), 21.20.10.214
koa TH B3A

w - PY Ne JITT-003186 om 08.09.2015 (0ama enecenws usmenenuti 6 PY 12.09.2017) sotoano
- @ Xogpmann-JIg Pow Jimo., [lsetiyapus,

" cepus BI116B15, napmus 1400 ynaxoéox, 200en do 14.05.2021, 3002190000
koHmpaim Ne 756/29434630/10007 om 23.11.2006, ungoiic Ne 1220305615 om 29.08.2019

| COOTBETCTBYET TPEBOBAHUSIM HOPMATHBHbBIX AOKYMEHTOB
| JIT1-003186-120917

: CEPTHO®HKAT BbIAAH HA OCHOBAHHH

npomorkon ucnetmanuti Ne 843 om 29.10.2019 HIT omdena skcnepmusel, KORMPOAs w usydenus kavecmsa, agigpexmuserocmu,
2 GezonacHocmu cpedeme mpancgysuonnon u urgysuonnol mepanuu GIBY "HMHIL] zemamonozuu” Munzdpasa Poccuu,
~ammecmam axkpedumayuu POCC RU.0001.21®J124, Cepmugbuxam coomeememeus cucmemv: Menedrcmenma Kauecmea &
Cucmeme dobposonerot cepmudpuxayuu "CAPM-PECHCTP" Ne POCC CH.@XK0.K.00212, cpok deticmeus ¢ 23.04.2019 2.
00 23.04.2022 2., OO0 "OkpyoicHoil yenmp konmpons kavecmaa” (000 "OLKK"), 115280, 2. Mocksa, yn. Macmeprosa, 0.4,
am. 5, nom.], xom. I '

Spomenko MLA,

TOUALIMAALY, §AMItASLE

Ileqens T.B.

MOULLHIALL, PIMHARA




Cepmudgpurkam ons MNompebumens %
02163597

AkTempa npe/iB.3anofiHeHHble Wnp.-T+06. 0,9 Mn 162 mr (B
3awuTHoM Kopnyce) Ned

Mavepuan Ne: 10141809
Cepun Ne: B1116B15 Bara ebinycka: 27 asrycra 2019
OTmeTku Ha ynakoBke: 05 2021
B1116B15
05 2019
Konuuecreo: 1400 ynak.

WUndopmauus o Noxynatene:

Haumenosauue opranmaaynu: AO «Pow-Mocksan

Fopop: Mockea, Poccuiickan Penepayun YBegomnesne o nocraeke: 1210321345
Mopsigkoseii Ne 3akala: 6900002580 Hava 3akasa: 31 uions 2019
Pernctpauuonioe yaoctoseperue N2: NIN-003186

Cepmucpukam Ha cepuro Roche
02163597

AKTempa npepB.3anonHeHHsie Wnp.-1+06. 0,9 mn 162 mr (B
3awuMTHOM Kopnyce) Ned

Hosuposka: 162mr/0,9Mn Kon-so/Yn-ka: 4 npeas.3anonueHHLIX wnp.-1106. ¢
Wrnamu, NGMEWEHHbIC B 3aUTHBLIA Kopnyc

MaTepuan Ne: 10141809
Cepun Ne: B1116B15 fava BuInycka: 27 asrycra 2019

fara np-sa: 14 man 2019

Fopex po: 14 man 2021
Crpana-umnoprep: Poccuiickan ®egepauuns PerucTpaunouHoe ygocrosepenne Ne: INM-003186
YnakoBauo:

. Xodhchmanu-Jin Poww AT, Biopmucser ,4303 Kaisepayrer, Weefyapus
NinueHavs Ha npouzBoacTso No: 504489

K paunomy QokyMeHTY NpUNomeHsi:
Ceprudhukat Ha cepuro: 02163597 (1 cTpaHuua)

YTBEPHACHHBIE KOMIOHEHTLI

10135446 AxTempa p-p anA n/k esegerna 162mr/0.9mn
Cepus Ne: B1116
MpouseegeHo:

Betrep ®apma-®eprurynr Mm6X & Ko.KT, Wyrcenwrpacce 87, 88212 PaeencBypr, Mepmanus
Nuuen3aus va npowascacTeo Ne: DE_BW_01_MIA_2015_ 0040/DE_BW_01 <nzn?mn:caﬁnwuwuuam
EudraGMP ceptudpurar Ne: DE_BW_01_GMP_2018_0067 \

ACN: 0000041538 KoutpakT Ne 756/29434630/10007
Waabenne Kounpo

PykosoauTens mMobansHOro ynpasnexus LeniMn nocTasok

3TOT ACKYMEHT RBNAETCA KOMNBIOTEPHON PACNEUATKOR I NOITOMY HE NOANUCAH BRYSHYI,

fl. HACTOAWMM NOATBEPXASI0, UTO BLILUEYKAIAHHAR WHDOPMALKA NOANUHHAS ¥ TOUHAL, W-m :qusn v
npoaykta Gbina npow3eeseHa, BKMIOMAN  ynaKoBKY/MApKAPOBKY W KOHTPONb | | KavecTsa, - Ha
BLILICYK23aHHOM(-HbIX) CcaiTe(-ax) B nonHoMm cooTBEeTCTBMM ¢ GMP TpeGOBAHMAMKM  NOKANLHOro
PETYNATOPHOrO OpraHa # B COOTBETCTEMM CO CMEeuMdUKALMER PErvCTPAUMOHHOID AOCLE B CTpaHe-
umnoprepe. COOTBETCTBYIOWMUE ADKYMEHTBI HA 3Ty Cepwia (NPOK3BOACTRO, YyNakoeka ¥ aHanua) Gbinu
npoeepeHsl, 4 GbIN0 YCTaHOBAEHO, YTO OHY CcooTeeTCTaYT TpeGoBanusm GMP,

16 asrycra 2019
O-p Bephp Kenneno
OTBETCTBEHHLIA COTPYAHWK

@. Xotdmann-Ia Pow Nvn MNogpasnenenve dapua Tel: +41-61688 11 11 Crpanuya 1 wa 3 Srer LOKYMENKT AIBMACTCA xona:cgmhznu: ﬁmnmozquo: W ND3TOMY HE noanucaH BRYYHYHR
CH-4G70 Bazens Fax: +41-61-668 80 20 @, Xodiprann-fln Pow Nirg. Nospalgenerua Gapua Tel: +41-61-688 11 11 Cypannya 2 w3 3
CH-4070 Baseris Fax: +41-61-606 60 20




Cepmucpukam aHasnusa
AxTtempa 162 mr /0,9 mn

=

Mavepuan Ne: 10135446 Hava Buinycka: 22 asrycra 2019
Cepun Ne: B1116 Aara np-oa: 14 man 2019
Ananua Ne: 70017385
Wen. cneyntpuwayma: SAM-0101205 V13.0
Tect Pesynsrar
KowntenHep
Twn cooTeeTcTByeT
Mpo3pauHocte! OnanecyenTHoCTL
Onucasme OMENecUMpyKILLIAR HMAKOCTL
OnanecyeHtHoCTs NO wiane Espon, ®apm. (FTU) 14,4 FTU
Brewnuit g, WMOAKOCTE
User
Onucenue CRErka XenTosaTsin
Mo uxane ysetHocTH EBponerickon Dapmaronen Y5
Wasnekaemuid ofuem (coote. Espon, @apu., ®apm. CLUA, JP) cooTBercIayeY
Buaumbte yacTiys! MPAKTHYECKH OTCYTCTBYIOT
Hesujumble YacTuub! (8 CNErka SaTemMHexHoM none)
NacTHYL>=10 Mkm/chn 34
“qacTaLp>=25 mm/din 0
pH 6.1
COOTHOWEHHE 0CMOTHYECKOTO A8BNEHUA 11

HWnentudmuyppyowmii Tect ana Toumnuaymatba

Wonnoobmenwan BIXKX BPEMA YASPMAHKUA OCHOBHOTC NKKa Ha
XPOMATOrPEMME COOTBETCTBYET BpEMEHK
YAGPHEHWA OCHOBHOTO NUXA KA XpOMaToTpaMme
CTaHAAPTHOrO pacTeopa
Buononecxuit metoa crneyudiieckan BHONorMueckan aKTHBHOCTL
noATBEpNAEHa
Hucrora (axcrknosvonHan BIXX)
Monomep 100%
Numep 0.4%
Npoune 0,0%
Yucrora (MoHooimenHan BIMWX)
Mpe-nux 20%
OcHOBHOM Nk 81%
Apyrwe 1%
Copepxanue Genka (YO-CDM) 1B3 mrimn
Cneywdudieckan aKmvBHoOCTL
Buonanaecknia meTog 1.9 ES Elmn
Baktepuansusie 3HA0TOKCHHBI <040 3E/mn

Crepunshocts

DitHansHbiil KOHTEAHEP B COOTBETCTBIMU ¢ EBponefickoin

®apmzroneeit, Papmaroneen CUIA, Sin. Gapu. COCTBETCTRYeY
TepMeTHiHOCTS KoHTeiiHEpa
TecT Ha yreuxy renus COCTBETCTBYET

372 napTus GLina NpoaHANMIMPoBaHa 1 esinywexa 11 wona 2019 Hawwkm ynonHomoueHbim OTaenom
Kontpons Kavectea u cepus cooTeeTcTeyeT CneLHbHKaLUAM, CooTBETCTBYIOWME [OKYMEHTL! Ha 3TY
CepHIo (NPOU3BOACTBO YNEKOBKM 1 NPOLECC YNaKosKkK) BuiNi NPOBEPErE! 1 HARAEHB B COOTRETCTRNM C

NP2sUNamMin NEoaa.

@. Xotppmann-Na Pow firg
lepxapa Kennep

Menegmwep obecneyouwmn kadectea
Fotosan npoaykuma

nodnuce

22 merycra 2018

®. Xoddmann-Na Pow Ira, Ovaen ravecTea
EBiopumuceer
CH-4303 Kaiuepayrcr

Tel: +41-51-688 11 11 Crpammya 3ma &




