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HEKJAPALIMSL O COOTBETCTBHUH

JAEKJIAPAHT, IPHHIM AIOLHH AEKJAPAIHIO O COOTBETCTBUH

Q00 "MCH Papmacsomuranc”

Caedenun o peaucmpayuu opeanusanuu: Mexcpationnas wienexyus Dedepansnoti narozoaati cnyscu Ao 46 no
2. Mockse 20.11.2008, OI'Pi 508 7746440843, dama npucaocenus OFPH 20.11.2008.

Adpec: 119049, 2 Mockesa. YalllaGorosxa, 0.10, xopn, 2. Tenedhon:8 (495) 916-71-00

B auye; Feneparvnsiii oupexmop Axap Mapean

Hosepennoe auyo: Cmamioii JI.B., goaepernocmy Ne 77/659-w/77-2019-4-873 om 16.04.2019 ¢

SAJIBJISIET, UYTO
KERAPCMBEnHOE Cpedemso; Qnend®, kancyn nabop, ynaxoexu Aueixoarie koumypusie (2) /o Habope kancynu 2-x audos: |
1 kancyna no 125 me (1-0 Gaviemep), 2 xancyner no 80 sz (2-i Gnucmep), ctnoxcky kapmotitivie (1), navku kapmornie,
PY Ne JIC-000587 am 09.06.2010 (Oama samenwr PY 22.06.20] 7) awidano Mepr Ulapn u Hoym B.B., cepun S030868,
napmus 18770 ynaxosox, coden do 01.04.2023, npoussodemaa Aaxepmec Gapma Hpaanoun Jimd, Hpaanous, Alkermes
Pharma lreland Lid, Monksland, Athlone, Co. Westmeath, lreland, / Mepi Lfapn u [joyss B.B,, Hudepnanos:, Merck
Sharp & Dohme B, V., Waarderweg 39, 2031 BN, Haarlem, the Netherlands, koo OKIT/2 21.20.10.239. k00 TH B3T
3004900002, Konmparm Ne D01T/2011 om 15,04, 2011, unsoitc Ne 90435219 (I8 om 16,10.2019 ‘

COOTBETCTBYET TPEEOBAHHAM
JIC-000587-22061 7

ALKJTAPALLMSA ITPHHSITA HA OCHOBAHHUH -
ApomoKox ucnbimanud Ne FI19-04825 om 25.10.2019 000 "HIIC "Buomexuonozsus " ammecmam

arkpedumayuu RA.RU.2] PA), Cepmuduram POCC NL. OMI5.C 88766 om 25.10.2019

AATA DPHHATUS JEKIAPALLUH 26. 70,2019
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CBEJAEHUS O PETUCTPAIIMU

OPTAH ITO CEPTHOUKALIMN, 3APEFHCTPHPOBA BIIIIA JAEKJIAPALIHIIO
POCC RU.0001.11DMI5 OPTAH 110 CEPTHOHKALHH [TPONYVILHH OFIIECTBO C

Ol PAHHYEHHOH QTQEZ.‘Q’IMHHQCM_"QKPM_HOEHEEME.KOHI}?QJW»KA YECTRA oo ||

' cepmucpuxayuu: 143581, Mocroackan obaacmy, Hempunciuwit paion, dep. Jewroso, 0. 248, cmp. 1, men.;

adpec opeamuzayun; 115280, 2, Mockaa, ya. Macmeproea, 9. 4, am, 3, noan I xone. I, adpec opzaria no

(495)640-9-, (495)787-92-78 ge6-caiim; OURR. P,
-,ﬁf_:wr QOTBETCTBHM 3APETUCTPUPOBAHA A POCC RU A-NL.®M15.4,26135/19

R 26.70.2019
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CHCTEMA CEPTHOURAIIMU TOCT P
APEIEPAILHOE ATEHTCTBO 110 TEXHHYECROMY PEIYIHPOBAHMIO 1 METPOIOTHM |

CEPTUDUKAT COOTBETCTBUS

N¢ poce NL.oM15.C88768

Cpox peficteng ¢ 25.102019 oo ...

|| OPTAH I1O CEPTUOUKALIIH

| POCC RU.0001.1IDMIS OPIAH [10 CEPTHOHRKALIHE ITPONTYVKLHA OBLUECTBO C O PAHHYEHHOH

- OTBETCTBEHHOC T510 "OKPYIKHOMA LEHTP KOHTPQIIA KAYECTBA", adpec opzanuzayquu: 115280, a.
Mocwraa, ya. Macmepiosa, d. 4, am. 3, now. |, kot 1., adpec opeana no cepminghuxayuu: 143581, Mocrkogeras o6a.,

| Hempuncxuii paiion, dep. Jlewxoao, 0. 248, emp. 1, men.; (495)640-96-69, (495)787-92-78

TPOAYKIIUA
- fexapemaeeunoe cpedenisn: Duend®, kancya nabop, ynaxoeku A4eiroase wonmypusie (1) /e nabope koa OK 034-2014
; _Kancyme 2-x eudos: I xancysa no 125 mz (1-ii Grucmep), 2 kancyaw no 80 me (2-i Gmiemep), = .
obnoxcxu xapmonnste (1), nauxu kapmonnuie, gfl;s{i 32‘;? (OKTIz2):

CPY N2 JTC_'-OOM&? om 09.06.2010 (dama saseny PY 22,06 201 7) andana Mepk [lapn u Hoyu B.1.,
cepus S030868, napmus 18770 ynaxesax, 20den do 01,04.2023, :
koumparn Ne 001772011 om 15.04. 2011, wnaoiic No 90435219 (I78) om 16.10.2019

COOTBETCTBYET TPEBOBAHHAM HOPMATHBHBIX AOKYMEHTOB
CJIC-000587-220617 oo

koA THBDA
3004900002

- U3TOTOBHUTEAD
Asxepuec apwa Hprandia lmo, Alkermes Pharma Ireland Lid, Monksland, Athlone, Co. Westmeath, Ireland, Hpianoun /
Mepx Ulapn u Jloym B.5., Merck Sharp & Dolme B.V, Baarderwey 39, 2031 BN, Haarlem, the Netherlands, Hudepnandw

CEPTH®UKAT BBIAAH
QOO "MCT dapvaceiomukaae”, HHH. 7706701593, adpec: 119049, &. Mocxea. yn. Iaborvera, 8.10, xopn. 2. Terepon:8

(495) 916-71-00

HA OCHOBAHUU _
© cepmudicam anaza npowieodumaes om 08.10.2019, npomowko uchwmertuit Ne [119-04825 om 25.10.2019 QOO "HL/C

"Buomexnonoeur”, ammecmam axkpedumanuu RA.RU.21cbMO4
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= O RAMAROOYE(NPC) (80 MI) -~ | oGy ETana e SANpeIITanTa OATAEPRIEHD — [COOTBETCTay T Tpolen

&9 MSD
CEPTHOUKAT HA CEPUID

CEPTUDGUKAT AHANUIA/COOTBETCTBMS
Mepx [apn n Joym B3,
Waarderweg 39, 2021 BN Haarlem

The Netherlands

Howmep cepuu; 5030868 Pacnonoxetune

MepBu4HLIA HOMep 0001033042 Qpnobpeno

YNaKoBKK 0001041182

Homep cepun 6anka 0000093208 M.Pexsepc 08-ovrAbpna-2019 10:49:59 EST

0000099324 SNeKTPoHHAA NOANKTH

Marepuan 1006318 VTREPAACHO NOA PYKOROJSTEON HCIVILLTEIBIOTO IHpeKTopa
onepapit Kavecrra! knaniicsrpobaEore cremumcra K.
Nacrianesa [api w Jloys BB, Xaapien, Hynepnamr

Homep npoayxra: 3862

Haspatue npenapara:  3meng 125mr +2x80mr
Jkanc. Poceun

Rara npoussogcrtea 26 anpens 2019
Fogen go 04 -2023
7 - Mpowen/ He
Xapakre UK c 1]
p pHETHKA 1 neuvpukayun Peaynerar ko
ToepAbie MenaTUHoBHE Kancynsl Ne2 ¢ [powen
HeNpO3payuHol kpLiwe ot Senoro useta v
Onucatne - 80 mr HenpoapayreiM Koprycom Benoro ygera ¢ CooTeerctayer
HaAnUCAMI "461" 1 "80mMg", HaHeCeHHEIMYU
HepHEIMU YepHUNAMH, s
KonudecTBentoe onpeaenetue; 95,0 - 105.0% ot 2assreHHoro cofepkanus MNpowen
Anpenutant (B3KX) (80 wr) 3ansnexHoe cofepxanue = 80 mr/kanc. 101.0 %
[focTopolHue npumecu: nioBoi Mpowen
HeupaeHTHMUMpOBAHHOW NpiMecy  [Makcunym 0.1% 0.0 %
(80 mr) =
Moctoportme npumecu: cymma Mpowen
nph A@ow) Makcunmym 0.2% 0.0 %
. MuHamyM B5% oT 3a58N8HHOr COA @ PXaHUA i Mpowen
Pacteopenne: 20 munyT - 80 par wapes 20 MM 102 %%
Pﬂmﬂope"“e (BB}KX) 20 MUHYT CDUTEETCTBYST 1 npULUEﬂ
(cTagus) (80 mr) CGQTEeTt.:TByeT Anrn.@apn./Anep.dap, craguu
NoannkHocTs (BIXX) (80 mr) Bpeuma yaepxuaaniia 0CHOBHOTO NkKa Ha CocoTaercreyer Mpowen
XPOMATOrPaMMe MChsiTyarore pacTeopa
HONXHO COOTBETCTBORATL BPeMEHU
YABPHUBAHWA NWKa Ha XpoMaTorpamme
CTaHfapTHore pacTaopa (8 npegenax £ 2,5
%)

cpasHeHuemM crexTpa ofpasyac
BUBMHOTEYHBIM CNEKTPOM.

Mpowe
OnxoponrocTL fosnpoeanus (80 Mr)|CooteeTcrayer Amep.@apt./ Esp. @apm. CeareercreyeT e
MipoussoncTao He Ankepmec ®apma  |[Ipolen
pacdpacoBannore npogykra (80 Wpnawaus Nra,
Mr) Athlone, MpriaHgus
Teepaeie xenaTuHoBRE Kancyns Net ¢ MNpo o
HEMNpoIpaLHoN KPbILWevKon po3oBoro LBeTa 4 Wb ";"3” 45y e b
Onucanmne - 125 mr HENpaipaqHsIM Kopnycom Genero yeera ¢ CooTeeTcrayeT & 1k T & 50
HAANKCAMM 462" 1 "125mg", HaHeCeHHBIMK PR UGB,
YEPHWMM YEpHUNaMH. i Nt
KonuyecteeHuoe onpeaenerme: 95.0 - 105.0% oT aananeHHora copepxanns  100,0 % olOpa =~ gl
An Ta 83*,;;”25 mr) 3ansnerHoe copepKatue = 125 Mmr/kane, @ % shfoph & fu.; ;
bretar 122 % £e
‘9){:" ., {\b -
5 < ~ 0



.9 MSD

CEPTUGUKAT HA CEPUID

CEPTHUOUKAT AHANUIA/COOTBETCTEBU S
Mepx [Hapn u oy B.B.
Waarderweg 39, 2031 BN Haarlem
The Netherlands

Homep cepun: S030868 PacnonoxeHnue ]

MepsuyHbIi HoMep 0001039042 Opnobpeno

YrakoBkM 0001041182

Homep cepuu Banka 4000099208 M.Pexokepe 08-oKTABpa-2019 10:49:59 EST
0000099324 3JIEKTPOHHARA NOANUCH

MaTepnan 1006315 YIBEPARIEHO TIOA PYKOBOICTIOM HCIIDTHHTOMNI010 Jypextopa

arepmudl k1ecTsy KewMGHIPOBAHIOra crewaTieTa K.
Nacrramesa Wapr i Jloym BB, Xaapries, Hiugepnaas
Homep npogyxkra; 3862
Haszsanue npenapara: Ameng 125mr +2x80mMr
3kanc. Poccua

Hava npouagopcrea 26 anpeng 2019
Fogen po 04 - 2023
A o Mpowen/ He
XapakrepucTtuka Cneumnthuraly e
PakTep 5 umhHKa LN PesynuTar npowen
MocToponnKe npumecu: noGoin Mpowen
HEMABHTHDHLMPOBaHHON npumMeck | Markeusym 0.1% 0.0%
125 mr) .
NocToporuue npumecu: cymma Mpowen
npnmeced (125 wr) Maicumym 0.2% 0.0%
< . Murinyis 85% o1 3ananessor coge piaiing Mpowen

Pactropenue: 20 MuHyT - 125 mr !qepea S 101%
PacTBopeHine BIXX 20 mMunyr CooTaaTcrayeT 1 Mpowen
{cTanua) (125 mr) CooraercTayer AHrn.dapM./Auep. Dapu, cranui
NopnuHHoCT, (125 Mr): BpeMa yaepxuoal us 0CHOBHOMO NWKa Ha CootBeTeTRyeT Npowen
Anpenutant (B3XX) XpoMaterpaMMe HCnkiTyeMmora pacteopa

AOMNKHO COOTBETCTIOBATL BPEMEHH

YABPKMBEHUA NUKa Ha XpomMaATOrpamMme

craKgapTHoro pacysopa (B npegenax + 2,5

%). o
MopnuuHocTs (MBC) (125 mr) FpucytcTane anpenuTtakTa noATaspxgero CoctaercTayeT

cpaBHeH1em cnekTpa oSpaaia ¢

EnBnuoTeUHBIM CBKTPOM.
Sgﬂoponnocm Aupopanun (125 Cooteercreyat Amep.®apm ./ Epp.@apm. CootneTcreyeTr (power
MpoussopcTee o Ankepmec ®apma |(1powen
HepacgracoBaHHOro npoaykra Wpnarana Iirg,
{125 wr) — _ (Athlone, Vipnawams | . .| "
H oMEp——Hp CHe kM- —~CHCTeMBI] 27 Mpotwen
Kayecrsa (80 mr) i
Homep  nposepkn  cucTemsl 27 Mpowen
kavecrna (125 mr) _ L o

A HaCToAWMM NOATBEPXAAIO, YTO UHOPMALNS, AGHHAR BLILLE, noAnuHHa U Bepra. [aHHasn cepua
MPOAYKTA, BK/IIOHEA BCHOMOTATENLHbI® W AKTHBHLIG WHIPEANEHTL, BLiNa NpouaBegeHa, BKIOYHS
YNaKoBKy/MEPKMPOBKY W KOHTDOJTb KEYECTRA, HA BbiLLEYKA3AHHBIX NOLYAAKEX B NOMHOM COOTBETCTBUN C g9 ]
TpeboBanusMu GMP nokankHeix perynaTopHLIX 6praHoB H B COOTBETCTEHN C 3aperncTpupoBaHHon
cneuuukaynei CTpaHLI-IMNOPTepa. [okyMeHTalLusa no NPOU3BOACTBY, YNSKOBKe W aHanmuay cephn Guyfy ®,
Npesapersl u cooteeTcTayioT GMP, HanHsie pesynsTaTel Gbinu NORNYYHSE! HeNOCPOACTBEHHO 10CNe g,
npeu3BofCTEa. 31a cepus Guina oqolpena K Bbinycky cormacHo EC Aupektuss 2001/83/EC n GMP. ]

cepaiiquar nokadeiBaeT Tpebosanna cneyuduxkalmi.

Proprictary



€9 MSD
CEPTUOUKAT HA CEPUIO

CEPTUOUKAT AHANW3A/COOTBETCTBUS
Mepx Hlapmu Jloym B.B
Waarderweg 39, 2031 BN Haarlem
The Netherlands

Homep cepun: 5030868
MepBryHbLI HoMep 0001039042
ynaKoBku 0001041182
Homep cepuu Ganxa 0000098208
0000099324
Marepuan 1006315
Homep npoayicra: 3862

Hassanue npenapara:  3menp 125mr +2x80Mr
Jkanc. Poceun

Pacnonoxenue
OnobGpeno
M. Penoxepe 0B-oKtabpa-2019 10:49:59 EST
ANEKTPOHHAA NOANUCE

YTOEPHEAECHO 10/l PYKOBOJICTBOM HCMOMGITCTLHOTO JupexTopa
onepaii XayeeTsn/ KB MIDIDOBANIOIO criemiarHer K.
[acuanesa apn i [Joym BB, Xaapiea, FMisepasyu

Hata npoussoncraa 26 anpens 2019
Moaen no 04 -2023
XapakrepucTuxa CNEUMOUKALINA PE3YNbLTAT nﬁ:':::;’nﬂe
Howmep npouaa, Homep
Paspew. cepmudpuiama
MCL B.B. Hugepnans, Xaapnem,
YNakoswnk HigepriaHaw 108958 F NUH 17/2002429
MCJ B.B. Hugepnanasl, Xaapnem,
Mepauynan ynakoska Huaepnango 108958 F NLH 1772002429
MponasogcTao He Antkepmec dapma WMpnanams Nra, Athione,
pacdacosarHoro NpoaykTa Wpnangua
" MCL b.B. Hupepnangs, Xaapnen,
BoinyckanoLyui koHTposs Hugepnanan 108958 F NLU/H 17/2002429

CTpaHa HasHaweHun

MNepesoy sepew.
CransHon 4.B. 17.10.2019

Poccuiickas degepayus

Bava nevaru: 10-0kTadpa-2019 05:55:10 EST

APruprleﬂary
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