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ErHCTPAUHOHHOTO YIOCTOBEPEHHS: :

ara nouTBe;iilmenuﬂ perucTpauHHt
nepeperuc'rpaunn)

aTa BHECEHNS H3MeHeHUi
epeo(opmIeHHs) B pernCTPALHOHHOE
0CTOBEpPEHHE:

aTa peructpa unu B peq)epeHTHom
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_Bepm,uaeT YTO JIEKAPCTBEHHbIi Mpenapat 3aperHcTpUPOBAH H paspellieH K MBI[HL[HHCKOM)! trpnm

Poccuiickoli ®enepanmnn

(rocynapcmo — uneH EBpasuiickoro s3KkoHOMHUECKOro CoK3a)

E/Imbopmauusr 0 3apemc1"pup03aﬂﬂom JIeKapCTBEHHOM npenapa-m

TOpI"q !306 . I{aHMEHOBaHHe JIBKSPCTBEHHBI‘O TE3CHHPE A

‘ 'Teaenenymaé_ =S

pacTeop ans ﬁonkom'hbroﬁ;éseﬁEgﬁx

N L MI"fMﬂ

pacTBOp 1% MOAKOKHOTO BBeNeHNA, 110 Mn’M
(umpnu) 1.91 ma x T (nauka KapToHHas); =
PACTBOP [UTA NOJIKOXHOT0 BBeAeH A, 110 Mr/ma
(umnpun-pyuxa) 1.91 ma x | (nauka kapronyas.
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13 CocTas nekapcTBenHoro npenapara:

=Crpannna) pes '%?EE?““?HHE{P’X%QE?E%QP@HH%—_3‘.{_!?;_91._.[*_:—._3?‘?(,0,02%?,3-;);:(;Pl.“;_-.ﬂ_.li):'., =

Tesenenymab 210 Mr, BcnoMorare/ibHbie BelllecTBa
(L-nponun, ykcycHas kuca0Ta NeasaHas, nonucopoar 80,
Hatpus rHAPOKCHI, BOIA NSl HHBEKLH)
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Cpok rogHoCTH:

3 rona

YHacTBYIOUIMX B POLIECCE NPOM3BO/CTRA JIEKAPCTBEHHOTO Npenapara)

o

HH(})OpMaL{HH O NNPOXU3BOAUTENIE JIEKAPCTBEHHOrO Mpenapara (HaSBaHHﬂ " aapeca NpoU3BONCTBCHHbIX ILIOLAA0K, 1

Ne

CTaaus npoM3BOACTBA
(BCe Y4aCTHHKH
NpPOH3BOACTBEHHOIO
npouecca)

Hazpanue OpraHv3auMH

Azpec NPOH3BOACTBEHHOH IIOIIALKH

Hpou3BoACTBO rOTOBO#
NeKapcTBeHHOH dopMbl

AMaKed MaHBHO(MIKIYPHHT
Jumuten, TlyapTo-Puko /
Amgen Manufacturing Limited,
Puerto Rico

Poyn PR-31, KM. 24,6, JlxxaHkoc,
[Tyspro-Puko /

Road PR-31, KM. 24,6, Juncos, Puerto
Rico

2 | IlepBuuHas ynakoBka Ammxen MaHBIOGIKUYPHHT Poyn PR-31, KM. 24,6, lxkaHkoc,
Jlumures, Ilyapto-Puko / [Tyspto-Puko /
Amgen Manufacturing Limited, Road PR-31, KM. 24.6, Juncos, Puerto
Puerto Rico Rico

3 | BropuuHas ynakopka Makemxunr Koopauxeiitopc, 3001 Pen Jlaiion Poya, @unanensdus,
2n3aCwu, CIIA / wrat [Nencunbeanusg 19114, CILIA /
Packaging Coordinators, LLC, USA [3001 Red Lion Road, Philadelphia,

Pennsylvania 19114, USA
4 | Beinyckarwolui Actpa3eneka AB, Llienus / I'aptyHaearen, 151 85 Conepranse,

KOHTPOJIb Ka4ueCTBa

AstraZeneca AB, Sweden

Hlseuus /
Gartunavagen, 151 85 Sodertalje, Sweden

3amectuTeas Munucrpa

C.B. I'1aroaes
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