JNIEKJIAPALIMSI O COOTBETCTBUH

JEKJAPAHT, MPHHHEMAIONIHH JTEKJAPALIMIO O COOTBETCTBHH

000 "MCI ®apmacsromuxanc”

3apezucmpuposano  Hucnexyus Dedepaivoli nar02060t cayxeiot Ne 6 no 2. Mockee OFPH 5087746440843
om 20.11.2008

Adpec:119049, 2. Mockea. ya.lllaboaoska, .10, kopn. 2. Teneqpon:8 (493) 916-71-00

B auye :Teneparsuniir dupexmop Axap Mapsan

Josepennoe nuyo: Cenvenxo B.A., dosepernocnis 77/659-FH/77-2018-4-954 om 29.03.2015¢.

3ASIBJSIET, YTO

aexapemaennoe cpedcmeo: Kybuyun nuoduiusam O npu2omosienus pacmsopd QA BHYMPUSERHOE0 66€0CHUA
500 w2, gaaxonst (1), nauxu kapmonnste, PY Mo JICP-00506 7/09 om 26.06.2009 (dama samene: PY 13.06.2017)
emdano Q00 "M dapwaceromuxanc”, cepust R009728, napmus 7341 ynaxosox, zo0en 0o 30.11.2020,
npouseodcmea Hameon Hmanun Cn.A., Hmamn, Patheon Italia S.PA., Viale G.B. Stucchi, 110-20900 Monza
(MB), Taly, / Tafopamopuu Mepx Wapn u Jloym-1lnGpe, @panyus, Laboratoires Merck Sharp & Dohme-
Chibret, Route de Marsat, Riom, 63963 Clermont-Ferrand Cedex 9, France, koo OKITJ2 21.20.10,191, koo TH
B3 3004200002, xowmpaxm Ne 001172011 om 15. 04.2011, unsoiic Ne 90350069 (F8 om 07.05.2018

COOTBETCTBYET TPEBOBAHHAM

JICP-003067/09-260609 uzm. Ne 1-8

JIEKJTAPATIMSI [IPHHSITA HA OCHOBAHHH

npomoxon ucrvtmanuit Ne Hi 8-02853 om 30.05.2018 000 "HLC "Fuomexnonoeus", ammecmant
axxpedumayuu RA.RU.21@M04, Cepmudpurxam POCC FR. DM15.C58284 om 30.05.2018

/ //g il Cenuenro B.A.
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CBEJEHHS O PETUCTPALIMU

OPTrAH ITO CEPTUOHKALMH, 3APETHCTPHPOBABII M JIEKJIAPALHIO

POCC RU.0001. 11 PM135 OPTAH IO CEPTHOQHKALJHH TPOAVKIIHH OBLIECTBO C

| OFPAHH YEHHOH OTBETCTBEHHOCTRIO "OKPYKHOH LHEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocwea, y1. Macmepioea, 0. 4, sm. 5, nom. I, xou. 1., adpec opeana no
cepmupuxayuu: 143381, Mocxkosckan oGracne, Hempunckun paiton, dep. Jlewxoso, 0. 248, cmp. I, mea.:
(495)640-96-69, (495)787-92-78 sed-catim: O4KK.pE.

NEKJAPALMSA O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC FR.OM1 5.159020
JATA PE A i 30.05.2018
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CUCTEMA CEPTUOURAILUN TOCT P
®E/IEPATLHOE ATERTCTBO 110 TEXHIYECKOMY PEPYIHPOBAHIIO I METPOTOTHI

. CEPTUDUKAT COOTBETCTBUSA

N2 pocC ER ©M15.058284

CpoK ACHCTBHSL C 30052018 no i

Ne 0304408

L
vy Q’H‘s"“;’&

OPTAH IO CEPTUPHKALWH

POCC RU.0001.119M15 OPIAH 110 CEPTHOHKALIHH IPOIYVKIHH OBLLECTRO C OTPAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPVIKHOM LHEHTP KOHTPOIIA KAYECTBA", adpec opzanusayuu: 11 3280, 2
Mocksa, y1. Macmepkoaa, 0. 4, am. 5, nane. 1, ko 1., aopec op2ana no cepmudnucayuu: 143581, Mocrosckas 0bn,
Hempunexuit paion, oep. Hewkoeo, d. 248, cmp. 1, men.: (495)640-96-69, (495) 787-92-78

MPOAYKLIMS

Aexapemeeniioe cpedcmeo: Kybuun, auodrunisam 013 npuomosTenis pacmaopa 018 " koa OK034-2014
GHYMPUGEHNO20 BOEIERIA 300 mz, hraronst (1), nauki KapmMoORKLIE,

PY Ne JICP-00306 2/00 om 26.06.2009 (dama zavens: LY 13.06.2017) swidano QOO "MCA {gl?;%c; g 2{23) (UL

Gapwaceiomuxarc”, | i

cepun ROO9728, naprius 7341 ynaro6ox, 200en 00 30.11.2020,

waumparm Ne 00172011 om 15.04.201, unsotic N2 90330069 (F8) om 07.05.2018

COOTBETCTBVET TPEBOBAHUSIM HOPMATUBHBIX AOKYMEHTOB

JICP-005067/09-260609 s Ne 1-8 - koA TH B3A
3004200002

M3TOTOBHTEAD

fameon Hmams C.riA., Patheon ltalia S.PA., Viale G.B. Stucchi, 110-20900 Monza (MB), Traly, Hmaun / HaGopamopud
Mepx Llapn uﬂayu—ﬁluﬁpe, Laboratoires Merck Sharp & Dohme-Chibrer, Route de Marsal, Riom, 63963 Clermont-
Ferrand Cedex 9, France, Ppawyjust

CEPTH®MOUKAT BBIAAH

000 "MCI] Papvaceiomuxarc”, HHH. 7706701593, adpec: 119049, 2. Mockea. yi. laboroexa, &.10, kopn. 2. Tereon:§
(493) 916-71-00

HA OCHOBAHHH

cepmughuKant GRAIU3A NPOUIEOOUMERR oM 02.05.2018, npomoxoa ucnsimanuii Az H 18-02853 om 30.05.2018 000 "HLLIC
" BuomexHorozua”, ammecmant axxpedumayui RA.RU.21 QMO

AOIMOAHUTEABHASA HHOOPMALIMA
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MSD

1m2
Ceprudurar AHaau3a
Laboratories Merck Scharp & Dohme-Chibret,

Route de Marsat, RIOM, 63963
Clermont-Ferrand Cedex 9, France

Homep cepuu: R009728 OomxHocTs

Homep cepuu Ganka PA113 Onobpen

Marepuan 1035483 Jean-Michel Vidal 02-man-2018 10:11:17 EST
Homep npoaykra: 4243 3neKkTpoHHas NOANKCHL

Haisauue npenapara:

KySuuus 500 mr 10 mn
1 Ao3a naKkoHb!

YTBEPX/IEH NOA PYKOBOACTBOM
YNONHOMOYEHHOIO NMUUA HELENE MAZUEL

Fopgex po 11-2020
[ata npoussoacrsa 06 nexabpsa 2017
XapaxTeprUCTHUKH Cneundukauma Pesynetar Coote/
He
COOTR
MoanusHocTs MK - cnektpockonus | MK cniexTpsl UCNBITYEMOro pacTeopa 1 CooTeeTCTBYET
CTaHQapTHOrO  PacTBopa  AOMKHbI Coore
COOTBETCTBOBATHL
MoanuHHocTb WK - cniexTpockonua | YO criekTpst NCIKITYEMOTO pacTeopa W CootsercrayeT
CTaHA3pPTHOTO PacTBopa AOIKHb Coots
COOTBETCTBOBATL
pH 4.0-5.0 4.5 Coors
Bopa He Gonee 2.0% 0,6% Coots
Mex. Brnioderva, PPV >=10 mkm | Yactuy Bonee 10 Mkm He Gonee 6000 | 762 w/dn Coots
(HIAC)
Mex. Briouerus. PPV >=25 Mk YacTtuy Bonee 25 mxm He Bonee 600 8 u/chn Coots
(HIAC)
T T— Hukakux npusHakos MuxpoGHoro CoorsercreyeT o
P pocTa(USP G/ EP 2.6.14).
BakrepuansHbie 3HZOTOKCUHBI He Bonee 0.30 E3/mr CooTsercTBYET Coore
Onwucaxue CeeTno-¥enToro 4o ceetno- CootsercTeyet
kopuusesoro. JlnodunuanposaHHbin
napoluok, rakox us GesuseTHoro
CTEKNA, YKYNopEHHbINPE3nHOBOR Coots
npoBkoi, obraTaHHOR antMUHreBLIM
KONNaukom ¢ OTLLeNnKMBaueica
KpBILUKOR XenToro UeeTa
Bpems pacTBOpeHus He Gonee 16 MUHYT 14 MuH Coote
OaHOPOAHOCTD AO3MPOBAHNRA CooteercrayeT, (EBp.®a 2.8.40) CooTseTcTByeT Coots
Kunuqemaemioe onpegenesue Ot 200 ao 1025 mukpo rimr 963 MUKpO r/mr Coots
(BE3BOAHbLIV) Mukpo rimr
KonudecTeeHHoe onpeaengHne Ot 499 no 551 mr/dnaxoH 542 mr/cnaxoH CooTB
ansi nakora (Mr/hnakoH)
Cneundudeckie NpuMeci Macumym 2.5% 1.2% Coots
[lanTomuLime Ge3soarsIA
Creyucudeckue npumecy beta- Bera-uzomep. macumym 1.8% 1.0% Coote
nIomep
Craundudeckine npumecu Macumym 1.1% 0.4% Coots
OucHnaKkToH
Cneuncbryeckue npumecn RS-2 Macumym 0.5% 0.1% Coots
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MSD CepTHQHKAT AHAJIH3A

Laboratories Merck Scharp & Dohme-Chibret,
Route de Marsat, RIOM, 63963
Clermont-Ferrand Cedex 9, France

Homep cepum: R009728 JornxHocTh

Homep cepuu Ganka PA113 Opobpen

Marepuan 1035483 Jean-Michel Vidal 02-man-2018 10:11:17 EST

Homep npoaykra: 4243 AnekTpoHHan NOANKUCH

Haamauue npenapata:  KyGuuud 500 mr 10 mn  YTBEPXKAEH NoA PYKOBOJACTBOM

1 goza drrakoHb! YHONHOMOYEHHOTO NUUA HELENE MAZUEL

Fonen po 11-2020

[ara npou3BoacTBa 06 pexabpa 2017
Creundmueckue nprmecu RS-3 Macumym 0.4% 0.1% Coore
Cneuwnduueckne npumecy Jlioboi Macumym 0.15% 0.05% CooTs
€AUHUYHOM He uHaeheUnpoBaHHOR
npumecu
Cneuduueckue npumecu Cymma | Macumym 5.5% 4.6% CooTs
npumecei
CTaHaapT kayecTea CraHpapT KayecTea, HoMep Bepcitn 1 Coots
Bpems Bre XOnoaunbHO! CooreeTcTByeT 447 vyacos CooTs
yCTaHOBKH

[lanToMuUMH NHOGUNU3MpoBaHHSIK - napolok 350 Mr, amnynsl, Cranpapr kadectea Ad043

YnaxkoBaHo. NaBoparopun Mepk Lapn « Joym-LnGpe, ®paruma.
Homep npou3BOACTBEHHON NULIEH3NN HPFI/FRI173/2015
MNpouseopcTeo Banka: Marecn Wranua C.n.A. MoHsa, Utanus.

BinyCKaioluii KOHTPONb! NaBopatopuu Mepk Wapn v foym-LLnGpe, ®paruua.
Homep Npor3BOACTEEHHON NUUEH3NW P HPF/FR/M73/2015

Crpara HasHauerus: Poccuiickas ®eaepauvs
 NOATBEPKAAIO, YTO BCE 3Tantl NPOM3BOACTEA 3TOW NapTWK FOTOBOW MPOAYKLMA Bulnv OCYLLECTBNASHD! B

NONHOM cooTBeTCTBMM C Tpefomanuamu GMP EC v C a8TOpU3aLMOHHLIMM TpefosaHWAMK CTpaHkl
HasHaveHuA.

[leperoa:
CranbHoit [1.

fata neyaru: 03-mas-2018 08:37:48 EST




