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dcmeo: Kancudac®, nuogpuausam ona npuzomoenrenus pacmeopa oaa ungyzuii 50 me,
, nauxu kapmownvie, PY No IT N014909/01 om 31.03.2008 (Oama samenst PY 13.06.2018)

Bopamopuu Mepx llapn u Hoym-UTubpe, Opanyun, Laboratoires Merck Sharp & Dohme-
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002; konmpaxm Ne 001772011 om 15.04.2011, unsoiic Ne 90433054 (F8) om 03.10.2019
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: CUCTEMA CEPTH(DHRAILI/IH rOCT P
!BE}IEPAHBHOE ATEHTCTBO 110 TEYLHWIECBOMY PETY/IIPOBAHMIO 1 METPOTIOTHI

CEPTUOUKAT COOTBETCTBUS

Ne pocc FR oM15.C88287 -

Cpox AeHCTBHS € 22 10.2019 I § £y B

Ne 0589149
- OPTAH IO CEPTU®UKAIIMH

POCC RU.0001.11OM15 OPTAH 11O CEPTHOHKALIHH HPOHYK[IPIH OBI[IEC?“B{J C OI PAHHYEHHOH

‘OTBETCTBEHHOCTRIO "OKPYIKHOH LEHTP KOHTPOJIA KAYECTBA", adpec opzanusayuu: 115280, 2

Mocxea, yn. Macmepkosa, 0. 4, om. 3, nom. I xom. 1., adpec opzana no cepmucpuxayuu: 143581, Macxoecxax otn.,
- Hempuncuii pation, dep. Jlewxeso, 0. 248, cmp. 1, men.: (495)640- -96-69, (495)787-92-78

TIPOAYKLIUSA

- Jlekapcmeennoe cpedcmeo: Kancudac®, nuogninuzam dns npuzomosnenus pacmeopa ons F'eo A OK 034-2014
- unghysuti 50 w2, guaxonst 10 mn (1), nauxu kapmonnsie, ; 200 KIII2):
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- BB, P
cepun §029079, napmus 8998 ynaxosox, 20dex do 18.06.2021,
- Kowmpakm Ne 001T/2611 om 15.04.2011, unsoiic Ne 90433054 (F8) om 03.10.2019
COOTBETCTBYET TPEBOBAHHSM HOPMATHUBHBIX AOKYMEHTOB _
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Clermont- Ferrand Cedex 9, France, @panyus
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Cepruduxar cepun

Ceprudrrar ananu3sa/CooTBeTcTBHS
Jlaboparopuu Mepx Llapn u Jloyw - linGpe

Route de Marsat Riom 63963, Clermont-Ferrand cedex 9, Opanuus

Homep Cepun 5029079 Pacnonoxenne:
Homep cepuu Ganka 0000993333 Brimryck
Marepuan 1010267 KnemeHT Muneppu 26-ceHTAbpa-2019 03:10:35 EST
Homep npoaykTa 3822
Tun npoaykTa Kancugac 50mr dnak. Poccua
Snexmponnan nodnucs

Hata npoussoacTea

18-uoHa-2019

YIBEpAUICHO KBANH(UIMPOBARHBIM COTPYARHKOM 1101 PYKOBOACTROM
JAHPEKTOPA No ofecnewennr kauectsa. Xeaen Mazyams

Cpor rogHocTH 18-06-2021
XapakrepHcTHKa Crneundurauns PesyawTar Mpowen/He
npoiuen
Bremuuli sun Teepasit, ot Genoro 4o noyTH GeN0T0 1BSTA Macca, Cootsercreyer  [lpowen
Komuuecrrennoe onpegenenne:  103.0 — 114.0 % ot 3assrennoro (3a9BI8HO Ha 3THRETKE 107.2 % Tlpotwen
Kacnodyrrus (B2KX) 50 mr/thnakon)
Baxrepnatesie 5RA0TOKCHEE Maxcimym 5.0 ED/MT (JKBHBAICHT K MakcuMyMy 25.0 Cootsercteyer [lpowen
(LAL Tect) ED/™a nna 50 mr/¢pnaxon)
Ipospaunocts pactsopa TIpHroTOBACHHMIA PACTBOD HE MEHEE NPO3paveH Coorsercreyer  [Ipowen
AHANOTHYHOTO 06BeMa PACTBOPHTE/NS HIH BOAB!
OUHILCHHOH, COAePKAMMICA B TAKOM Xe pIaKoHe H
2HANOIHYHOM H3Y4YeHHOMY
3aBepieHnOCTh pacTBOpa TMopowok NOAHOCTEIO PACTBOPALTCE, (E3 BHARMOro Cootsereryer  [lpowen
OCT&TKA HEPaCTBOPEHHOTO BEIIECTBa
OAHOPOAHOCTS A03HPOBAHKA Coorsercrayer Esp. ®apm. n ®aps. CIIIA Cootsereryer  [lpoen
PonctBesnsie npumecs: Lo Maxcumym 0.1 % 0.0 % [Mpomen
799717 (%)
Popcrrestnbie npumecu: L- Maxcumy 0.9 % 0.2% [Tpomen
747969 (%)
Pojcrsennsie npumecn: Maxcumym 0.1 % 0.0 % Hpowen
Eaunmsniii npoaykr
Poxctsennsie mpuvecu: Cymma Maxenvym 1.0 % 0.2 % MNpowen
BCEX NpHMeceR
HMHTEHCHBHOCTE OKPAcKY Maxreumym ¢TanaapTHOTO pactsopa B9 Cooteerctryer Ilpomen
Bpema pacTropenus < 60 cexynn Coortserctayer  [lpomen
Moxmmunocts: Kacnodyvarns Bpemera ynepauBanua NHka kacnodyrrusa sa Cootperctayer  Tlpouren
(BOAKX) xpoMarorpammax 08pasua i CTAHIAPTA CONOCTABHMET
[Toanunnocts: Kacnodyrrus HMK-criexTp 0Bpasua conocTagum ¢ TakuM e H3 Cootserersyer  [lpomen
(UK) YCTAHOBACHHOH Dasst AaHHEIX M0 106HbX o6pasuos.
MEXaHHICCKHE BRIIOYCHUY (> Maxcumym 6000 gacTit Ha daakon > 10 Mxp. Ecis 123 yacruw/ [pomen
10 mxm) pesyabTaTe! Merona HIAC noa sonpocom, Henoisayior dinaxon
METO1 MHKPOCKOIIHH
Mexanuueckue BRinoverns (> Maxermvym 600 yacrny Ha draxon > 25 mxp. Ecau 3 wacraw/ Hpomen
25 MEM) pesynerars: Metona HIAC nox sonpocom, uenonssyior draxor

METOL MHKDOCKOITHH -

Mexanudeckue BrIOYeHHS
(BH3YAIBHO)

pH

Crepuasnocts

Boaa

Homep nposepky kouTpO1s
KauecTna

BosmoxHoe Bpena sue
XOMOAHIBHHKE

llpHroTosaesnsii pacTBOP He COUSPKUT BHINMBIX

MEXZHHYECKHX BICTHOUECHHH.

5.0-7.0

MukpoGnstit pect He Habmoaaercs.
Maxcumym 1.0 %

Homep npoBepxs KOHTPOIA Ka4ecTsa

loarsepuaeno

154 qac

CTpousen,
Tlpoite

!.'Tpa)_méﬁ.
[ponires;




Cepruduxar cepun

6 Cepruduxar anam3za/CooTBeTcTBIS

JlaGoparopnu Mepx Lllapn 1 Jloym - 1luGpe
Route de Marsat Riom 63963, Clermont-Ferrand cedex 9, Dpanums

Homep Cepun $025079 Pacnonoxenue:

Homep cepum Banka 0000993333 Brimyck

Marepuan 1010267 KnemeHt Nueppu  26-centabpa-2019 03:10:35 EST
Homep npoaykra 3822

Tun npoaykTa Kancupac 50mr dnak. Poccun e e

[Lara npoussogcrea 18-uioHa-2019 VTBEpKICHO KBATHHIHPOBAHHEM COTPYIHHKOM N0 PYKOBOACTROM

AupexTopa no oSecneueHAIO KayecTsa. Xenen Masyans
Cpok rogHocTH 18-06-2021

71 HACTOAIIHM TIOATBEPHK AL, HTO BHIICH3IOKEHHAS HHPOPMALIA OMTHHHA U BepHa. [laHHAA Cepia mpoxykTa
Obina npow3BeieHa, BKMOYAA YIIAKOBKY/MAPKHPOBKY M KOHTPO/Ib KAa4eCTBa, Ha BHIIIEYKA3aHHAIX [TOMLAIKAX B
TOHOM COOTBETCTBHH ¢ TpeGoBaniaMu GMP NOKATbHEIX PETyIATOPHBIX OPraHOs H CIICIH(HKALEH,
conepKamelics B MADKETHHTOBOM Pa3pellieHUH CTPaHbI-UMIIOpTEpa

Kacrodyrrrna averar 70 Mr THOQUIH3AT NNT HHBEKIMH, raxoH, cTaHIapT KavecTra 992140071

Homep npouss. Homep
Pazpem, ceprudnkraTa
VY nakosnmmk MCJ lubpe Mupabens, Clermont-Ferrand, 2019/HPF/FR/176
Dpanuna
IMpouseoactao e MC]I HIuGpe Mupabens, Clermont-Ferrand, 2019/HPF/FR/176
pacgacoBaHHOrO DpaHuHS
MPOIyKTa
Brimyckatonmit MCJI 1lInGpe Mupabeis, Clermont-Ferrand, 2019/HPF/FR/176
KOHTPOITh Ppaxis
Tecrupytoman ctopona MCJI llu6pe Mupabers, Clermont-Ferrand,
Dpanus
Crpana HasHadenus: Poccuiickas Qenepamms
Crnemndraxamns cepun PCR:
MB-80-2011-0006S/MB-80-2008-0003

[Teperon Bepen:
Cranssolt 1.B. 07.10.2019

fara newaru: 26-cenTadpa-2019 03:15:04 EST




