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‘fMMHVICTEPC]‘BO'BuJIPABOOXPAHEHHH W
- POCCHHCKON OEAEPALIUM |\

Pemc*rpaunonuoe ynoc"ronepenne

I

Aupec nepmarem pemcrpauuonnoro
YAOCTOBEPEHMUS: ‘

2L
66 Xancou Bymsaap I/Icr Huo-ﬁopxm;‘ /
wrrat Hero-Hopk 10001-2192, CLLIA /

66 Hudson Boulevard East, New York,

NY 10001-2192, USA i

Jata perucrpaunn:

YIRS 02 i

Jata ucreyenus cppic;i neﬁc’mnﬁ
PErHCTPALIHOHHOr0 YAOCTOBEPEHHS:

T 17.05.2028

JaTa NOATBEPKICHHS PErHCTPALAH

(mepeperucTpanuu):

JlaTa BHeCeHUs H3MEHeHUi 4
(nepeoopmiteHNs) B perucTpaAoHHOe
YAOCTOBepeHHe:

24.06.2024

Hara perucrpannu B pedpepeHTHOM
rocyaapcrse; -

17.052023

Ha TEPPUTOPUH:

¥ TIOATBEPIKAAET, YTO. nexapcmeﬂnuﬁ TIpEnapar 3aperiCTpHpoBat u pa3pemeH K uenmﬂcxoruy npm\a

Poccni»icxoﬁ Denepanyuu

(rocyz(épmo — unieH Espaszuiickoro 3Ronoﬁmecxoro COK032)
I/Iqupmaunﬂ 0 3aPerHCTPHPOBAHHOM nexapcrseHHOM npenapa're

ToproBoe Hauuenoaanne JIeKapCTBEHHOT0
npemapara; :

s S

Mesmynaponnoe Henareumnannoe
HaHMEHOBaHHe (MHH}, Wi oﬁmenpnnn'roe
(rpynnupomuoe) ﬂan

q:apmauenmecmﬁ cyﬁcraﬂumi
(npu oTcyTeTBHN MHH}’ WG

VIMMy HOT0Gy THH AHTHTAMOIHTADHET HOMIA)

Jlexapcracnuaa tlmpMa.k |

Hﬂtbymﬁ

5(} MD’MII

Jdosuposka(-u): ||
®opma(-bl) BHINYCKA:

: Pl
UHOY3HH, sa‘\ur/m (amxyna) 5 M X 5 (1mads
KapTOHHAs)

CocTaB J1eKkapeTBEHHOro NpenapaTa:

MMMYHOTJIOGY THH ammm_\doxmraprmﬁ,ﬁém‘ ;
50 Mr/MI, BCoMOraTenbHbIe BELIECTBA (IIMIMH,

POK FOAHOCTH:

ZUIS MHBEKIMH) 5 5 35 )
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Crpanuia 2 perucrpauuonHoro yaocrosepenns Ne JITI-Ne(002362)-(PT-RU)

HHbopMmaLus 0 NpOU3BOAMTEIIE JIEKAPCTBEHHOTO Npenapata (Ha3BaHus M aapeca NPOM3BOJCTBEHHBIX MIIOMANOK,
YUacCTBYIOLIMX B MPOLECCE POM3BOICTBA TEKAPCTBEHHOIO periapara)

Ne | Cragust npou3BOACTBA
(BCE YYACTHHKH
NPOHU3BOACTBEHHOTO

npouecca)

HasBanne OpraHusalvH

A,upec l'lpOPBBOIlCTBeHHOﬁ IUVIOIaAKH

1 [TpoM3BOICTBO rOTOBOM
JIeKapCcTBeHHON GOpMBI

®Dapmanms ¥ Angkon KaMmnanu
On3nCu, CIIIA / Pharmacia &
Upjohn Company LLC, USA

7000 Topremx Poya, Kanamasy,
Muuuran (MH) 49001, CLLA /7000
Portage Road, Kalamazoo, Michigan
(MI) 49001, USA

2 | TlepuuHas ynakoBKa

@apmarys U AnkoH Kamnanu
AAnCuy, CIIA / Pharmacia &
Upjohn Company LLC, USA

7000 IMopremx Poya, Kanamasy,
Muuuran (MU) 49001, CILA /7000
Portage Road, Kalamazoo, Michigan
(MI) 49001, USA

3 | BropuyHasg ynakoBka

@apmanys U Anxon Kamnanu
Sn2nCu, CLIA / Pharmacia &
Upjohn Company LLC, USA

7000 Ioptemx Poyx, Kanamasy,
Muuuran (MH) 49001, CLLIA /7000
Portage Road, Kalamazoo, Michigan
(MI) 49001, USA

4 | Beimyckaromui
KOHTpOJIb KauecTa

Qapmaimi u Anyokon Kamnana
9n3nCuh, CLLUA / Pharmacia Kﬁw
Upjohn Company LL%._BQA.‘ e
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7000 TMopremx Poyn, Kanamazy,
Muuuran (M) 49001, CIlIA /i’jOOO

“Rortage Road, Kalamazoo, Michigan

3amecTuresib MuHHCTPa

| (M1).49001, USA
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