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| JEKJIAPAHT, [IPUHUMAIOLIIHAIA AEKJIAPAIMIO O COOTBETCTBUU

' 1 340 "AHTEMC CKIAIBI"

Cgedenua o peaucmpayuu op2anusayul. Meoicpationnasn UHCHERYU. Dedepanvroll nanozogoii caysedor N 46 no

2 Mockee 12.10.2008, OT'PH 102 7700142480, oama npucsoenus OT'PH 03.09.2002.
Aodpec: 1 21059, 2. Mocxea, yn. bpanckas 0. 12. Teaepon: 8(495)729-40-04.

B nuye: Tenepanoitvlil Qupexmop Hsomos C.H.

Josepennoe nuyo: Kowenesa E. 10., dogepennocns Ned-1 5/01-18 om 09.01.18

3ASIBJSIET, UTO

nexapcmeenioe cpeacmeo: Kunpoauc, anounsant 018 NpUSOMOGAEHUA PACBopa onn wnghysuit 60 e, (haaroist (1),

11038154, napmus 2153 ynako6ox, 200en do 31.08.2021, npousgodcmed Hameon Mawwiogakuypune Cepsucic HAC,
ClLIA, Patheon Manufacturing Services LLC, 3900 Martin Luther King Jr. Highway, Greenville, North Carolina (NC),
27834, USA / Amoorcen Eapona B.B., Hudepaatdvl, Amgen Europe BV, Minervum 7061, 4817 ZK Breda, The
Netherlands, ko0 OKII[2 21.20.10.211, %00 TH B3I 3004900009, konmparm NeJlucmpubsiomopekuit 002060p ¢
OEPAHUMEHHDIM PUCKOM ARU/AGmbH/03/2017 om 13.03.2017, ungotic Ne 994099241 om 02.05.2019

COOTBETCTBYET TPEEOBAHMSIM
JI1-003538-290316 uzm.Nel-5
JIEKJAPALLUSL IIPHHSITA HA OCHOBAHWH

npomoKo wensimanuti Ne 25740 om 22.05.201 9 Jlabopamopnuiit yenmp 000 "LIKK OHL", ammecnam
\ axxpedumayuu POCC RU. 0001.21PK75
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JATA Il}’l{iiﬁg W51 JIEKJIAPALIMHA 23.05.2019
SR CTBATEJILHA O 31.08. 2021

W Kowenesa E.IO.
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CBEJEHUS O PErUCTPALINH

i OPTAH 11O CEPTUO®UKAIMH, BAPEFMCTPHPOBABﬂlﬂﬁ JIEKJIAPALIHIO

' RA.RU.11®MI1I OPTAH IO CEPTH®HKALMH ITPOI VKLHH OBL{ECTBO C OF PAHHYEHHOU
OTBETCTBEHHOCTBIO " OPMAT KAYECTBA", adpec opeanusayutl - 109428, 2. Mockea, 1-vtil Basoeexu
npoesd, 0. 3, cmp. 1, adpec opeaiida no cepmucpuxayuu: 1 20626, 2. Mockea, 1-as MeinmuuuHeras, Q. 25, mex.

(495) 783-19-08
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i JEKJAPALLHSL O COOTBETCTBHUHU 3APEI'MICTPUPOBAHA M POCC RU JI-NL.@MI11.4.24 700/19
| | JATA PEFUCTPALVHN 23.05.2019
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navxu kapmonnuie, pez Ne JIT-003538 om 29.03.2016 (Gama samenvl 26.02.2018) evidano Amdocen Espona b.B., cepus




CepTiduKaT aHaania
BpinycKaioiee tectrpoBatne D i Poccui
[poaykKT: JlekapcTBeHHbli  npenapar, kapunzomud A unvekumit, 00 Mr/(paaKkoH,
nﬂocpnnmnpoaaunmﬁ

CneuupuKauns: PRDS-002244 sepeus 15.0

Toprosoe HAHMECHOBAHHE: Kunponsuc 60 Mr ¢nakoH

Howmep cepun: 00 10362095 Homep cepui roToBoii 03U pOBAHHOI 1103815A
dopmbi:
JlaTa npoN3BOACTBA: 20 asrycra 2018r Cpok rogHocTH roTOBOIl A03HPOBAHHON 31 asrycra 2021r.
dopmel:

Pasmemene [ateon Manydaxieputr Cepaucns 000 (TTAHT) 1 AMIKEH Espona b.B. (ABP)
npomnomrrsa:l'lAHT: 5900 Maprun Jliotep Kunr M. Xaitseif, [pHHBHILIE, CK 27834, CLUA;

AEP: MunepsyM 7061, 4817 ZK, Bpena, Hunepnatbl
TTAHT: 252-758-3436; ABP: +31 765 732000

COOTBETCTBYET CIl ELUOUKALIHA

Ne mMeTO0Ja aHAJIH3A HauMmeHOBAHHE KOMITOHEHTA

BusyanbHbli

Esp.®.
Hsmepenne
BPEMEHH,
BH3YanpHOE
Esp.P.

BOXX AOM/YD
1 OD-BOXKX
BOKX
Enp.(b.!(b.C]_UA
Macca
/H3meHeHHe Beca

B2XX
(nnowanu%e)

Onucanue - amo(uAH3HPOBAHHBIH

OnucaHue -BOCCTAHOBJICHHDBIH

OnucaHHe — neppHyHad ynakoBKa

pH BOCCTAaHOBJICHHBIH

Bu3yasbHO - BpeMs BOCCTaHOBICHMA

QcMONANBHOCTD
Hpentnduranua

KonuuecTBEHHOE ONpEAeneHHE

OIIHO[JOJIHOCT!: eMHHLL 103HPOBaHHA

npu kosnebaHuAX Beca

QBuiHe POACTBCHHBIC IPUMECH

Tlpyrue WHAWBHAYAIbHbIC
POJCTBEHHbIE NPUMECH Nel
JlpyrHe HHIHBHIYATIBHbIE
POZCTBEHHbIE NPUMECH Nel RRT
Jipyrue WHAHBHAY JIbHBIC
POLCTBEHHBIE MPUMECH Ne2
JIpyrue HBAHBHIYILHBIE
POLCTBEHHBIE MPHMECH No2 RRT

Cospan; adeback 02 mas 20 19 10:16:35 GMT

Crpannua 1 132

Crneundurauus

Benplii, GnH3KO K TpA3HO-
oenomy

JloMnM3aT MK NOPOLLIOK, N0
cyty ceoGoaubiil OT
3arpA3HEHUs HEBHAMMBIMA
[10CTOPOHHUMM HACTHLAMH
TMpo3paunblil

BeclBeTHBIH, OAH3KO K CBETIO-
JENTOMY, PAcTBOP

[To cyt# cBOGOAHbIH OT
BHIMMBIX YACTHLL
[Mpo3paunbiil CTeKJIAHHbBIH
{(hnaxkoH, saneuaTaHHbiil cepoi
pe3HHOBOH npobKoii 1
JOMOMHHTEbHLIM KONNAHKOM C
OTPLIBHOH HaKnanKoi

HeT BHAMMOro NOBPEKACHHA
JWIH HAPYLLEHHUs COACPKUMOTO
{nakona Mau yKyTopKH

32-38
<= 10 MHH.
310 +/-45 MOcm/Kr

CoOTBETCTBYET CTAHAAPTY

95,0 — 105,0% ot 3asBIEHHOTO
CooTBeTCTBYET TpeOOBAHHAM
(dapmakoneu CUIA/EBp.@
s n=10, npremIeMoe
anauenne <=15,0%

<=3,0%

<=0,24%
RRT
<=0,24%

RRT

PesyipTaT anaIn3a
Benbiii

CooTBETCTBYET

Tpospaubiit
BecuseTHbIH

CooTBeTCTBYET

TMpo3pauHbli CTeKNIAHHbIH
dmnakoH, 3aneyaTanHbl ii cepoii
pe3uHOBON npo0Koii H
ROHOHHHTGHLHHM KONnaukoM
OTpLIBHOH HaiaaKko

HeT BHIHMOTO MOBPEKASHHUA
WK HapyWeHHs
colepKUMOro (iaxona UIH
yKyTOpPKH

3

4 MUH.

291 MOcM/Kr
CooTBETCTBYET CTAHAAPTY
102,6%

CoorpercTyeT TpeboBaiiiM
Qapmaxoren CILA/Ep.®@

2,2%
0.31%

<=0,10%
<=0,10
<=0,10%

<=0,10

[Tposepentiblii 01T - ARRS CofA v1.0 (PROD)




Ceprnpukar aHanu3a
Beinyckaioniee TeCTUPOBAHHE D nns Poccuu

[poaykr: JlexapcrBeHHblif  Npenapar, xapduuzomMud  ans wpbekuui, 60  Mr/djaxon,
AHOHANZHPOBAHHbIH
Cneunduranus: PRDS-002244 sepcusa 15.0
Toprosoe HAHMEHOBAHHE: Kunponuc 60 mr duiakon
Homep cepuu: 0010362095 Homep cepHi roToBoil A03HPOBAHHOM 1103815A
dhopmbl:
JlaTa npou3BOACTBA! 20 asrycra 2018r CpoK rogHoCTH roToBOii Jo3upoBanHoii 31 asrycra 2021r.

dhopmbl:

Pasmemenue [Tateod Many(pakyepiHr Cepsuens 000 (TTAHT) u Amvker EBpona B.B. (ABP)

npomsoacma:l‘lAHT: 5900 Maprus Jliotep Kunr M. Xaitpe#l, [pHHBHI

ABP: Munepsym 7061, 4817 ZK, Bpena, Hupepnanasi
[TAHT: 252-758-3436; ABP: +31 76 5 732000

COOTBETCTBYET CIl EUUPUKAIIUHU

Ne merona ananusa HauMenoBanue KOMIoNeNTa Cnenudurauns
Jipyrue HHAMBHAYATbHbBIC <=0,24%
POACTBEHHbIE NPUMECH Ne3
Jlpyrue HHIHBHAYANbHBIC RRT
POACTBEHHbIE NPUMECH No3 RRT
WHanBHOyaNbHbIE POACTBEHHbIE <=0,33%
npumeci: D1
MHauBrAYyaIbHbIE POACTBEHHBIE <=0,33%
npumeci: D2
UHANBH/YAIbHbIE POJCTBEHHbIC <=0,33%
npumec: D3
MHaMBHAY&IbHbIE POJACTBEHHBIE <=(),40%
npumecu: PR-519
W HAMBHLyalbHbIE POJCTBEHHbIE <=0,33%
npumecu: D4
WHAMBHAYaNbHbIE POACTBEHHDIE <=(,33%
npumeck: PR-059428
W HAMBHAYaATbHbIE POACTBEHHDIE <=0.50%

npumecu: PR-187/ PR-059462

Esp.®. Cojiepianne BOJIbi <=2,0% (Bec %)
BOKX/D.CLIA. Tpepabie YACTHLbI CooTBETCTBYET TPeOOBaHHAM
MeToa cBeTOTEHH dapmakoneu CL A/Esp.®
<= 6000 yacTHLL Ha KOHTEHHEP
>=10MKM
<= 600 yacTHLL HA KOHTelHHep=
=25MKM
BOXX/DCILUA CrepHnbHOCTD CrepunbHblii
memOpanHas
(unbTpaumus
BYXX/ OCILA BaxTtepHanbHble IHN0TOKCHHDI <=28 EJl/mr
KHHETHYECKas

TypOuaAUTETPHA

16, CK 27834, CLUA;

Pe3y/ibTaT aHAIN3A
<=0,10%

=0,10
<=0,10%
0,14%
<=0,10%
0,17%
<=0,10%
<=0,10%
<=0,10%
0,4%
CooTBETCTBYET
cneuuhuKaHm
20 yacTHL Ha EMKOCTb

() yacTHLb! Ha EMKOCTh

CooTBeTCTBYET

<2,0 EI/mMr

PesynbTarhl 0TOOPAKAIOTCA TOJILKO nocie apTopH3aldi B noGansHoii Cucteme OKK LIMS win
YTBEPIHACHUSA HA OCHOBAHHH NPOU3BOACTBEHHOTO EKTPOHHOTO NpOTOKONA HA CepHIO.

Kourponaep ciyx0bl odecrnedenns kauecrsa: fu Bunken
Nlata nposepku: 30 noaGps 2018r.
Konrpons KauecTsa
o o >
Gnli St
TDpp fdiedgsy
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