MHHHUCTEPCTBO JJJ,I ABOOXPAHEHHA
POCCUICKON ®F/IEPALIU

Perncrpannonnoe yiocroBepenne

ACKaApPCTBeHHOr0 npcnaEa}a Jlﬂ{!'\i!eEEgHI_lCKOI“O NPpUMECHCHHS
St 1 -

(mep_pérmmumnuom YAOCTOBEPEHHS JIEKapCTBEHHOTO Npenapara)

B coorsercTaumit ¢ [IpaBiiami perucTpainy i dKCNEpTH3bI JCKAPCTBEHHbIX CPEACTB A Menauuﬂcm'
NPHMEHEHNA, HACTOAUIEE PEIHCTPALMOHHOC YA0CTOBEPEHHE BLLIAHO: .

_ Halmenonauue AepKaTens Idaiizep Hux. / Pfizer Inc.
| perHcTpauMOHHOIO YA0CTOBEPEHUST:
| Alpec nepxaTensi perncTpauHoHHOro 66 Xancon bynbsap Her, Heto-Hopk, wrat Heto
YAOCTOBEPEHHS: 10001-2192, CLLA / 66 Hudson Boulevard East,
York, N.Y. 10001-2192, USA '

20.04.2023

Jdata perncrpannu:

JlaTa nerevenus cpoxa aeiicTBus
PErucTPAHOHHOTO YA0CTOBEPEHMUS:

JaTa NnoATBEPKIACHHS PerHCTPAUHH
(mepeperucTpanmn): _
Jlata BHeceHNs H3MEHeHHiT 06.11.2024
(nepeoopmiIeHns) B perucTpauHonHoe :
yaocToBepeHue:
Jlata peructpaund B pedepenTHOM
Z ‘| rocyaapcrBe:
¥ NOATBEPHKAALT, YTO AEKAPCTBEHHBIN MPENapaT 3aperucTPUPOBaH U paspellet K MeRLIMHCKOMY NPUMEHEH
“Ha TEPPHTOPHM: - '

20.04.2023

Poccuiickoii ®enepaunu

(rocyaapcTBo — uieH EBpasuiickoro 3K0HOMHYECKOTO Col03a)
Hudopmaiua o 3aperucTpupoBaHHOM JICKAPCTBEHHOM npenapare

ToproBoe HaHMEHOBAHHE JIEKAPCTBEHHOrO Kamnro® LIC
npenapara;
Meskaynapoanoe HenaTenToBaHHoe MpuuoTexan
nanmenosanne (MHH), nan oGmenpunsiroe
(rpynnupoBo4HOe) HAUMEHOBAHIE, HIIH
XHMH'UECKOE HAUMEHOBAHHE AKTHBHO#
dapmauesTHuecKoil cyGeTanumnn
(npu orcyTersin MHH): ==
JlexaperBennas gopma: KOHUCHTPAT /LAl APHIOTORICHHA PACTBOA /LA
Josnpoeka(-n): 20 mr/ma _
@opma(-bl) BhINYCKA: KOHLEHTPAT 115 NPHIOTOBJICHS PACTBOPA TS
Hudy3ni, 20 mr/vn (prakon) 5.0x 1 (mavka
_ KapTOHHAs) 3
CocTaB JIeKAPCTBEHHOTO NpenapaTa: HPHHOTEKAHA rNAPOXAOPUAA TPUIHAPAT 20“00'
BCTIOMOraTesbHble BEIECTBa (A-copOHTO, MOOY
KHCII0TA, HATPHS FHAPOKCHL, XI0PHCTOROAOPO

KHCI10Ta, BOAA JUTs KHWB 3




Crpanuua 2 peructpauuontoro yaoctosepenns No JIIN-Ne(002220)-(PI™-RU)

HUndopmauus 0 NPOM3BOANTENE JEKapCTBEHHOTO Npenapara (Ha3BaHus 1 afpeca MPOU3BOACTBEHHbIX NJIOIAIOK,

. YHacTBYHOLIHMX B NIPOULECCE NPOH3BOACTRA JCKAPCTBEHHOTO npenapaTa)

Ne | Crapust Hassanue Anpec nNpoH3BOACTBeHHOMN MI0IAAKH
| npousBoacTBAa OpraHH3aluH '

(BCE YHACTHURH
NPOH3BOACTBEHHO
ro npoiecca)

1 | IlpousBoacteo 3afinac Xocnupa VuacrokNe3, Ocobas DkoHOMHYECKas
roTOBOI Ounkononku st JlTa.; 3ona«Dapmesn, H. X . Ne8/A, Capxenk-
fleKapcTBEHHOH HH WA/ Zydus baenaPoya. JlepesuaMaroaa, MynuumnanurerCananz,
thopmbl Hospira Oncology Pvt. OkpyrAxmenaban — 382 213, IN'yxapar, UHJA S/

Ltd., INDIA PLOT No. 3, *PHARMEZ" — SPECIAL ECONOMIC

ZONE, N.H. No. 8/A, SARKHEJBAVLA ROAD,
VILLAGE - MATODA, TAL - SANAND, DIST -
AHMEDABAD - 382 213,

GUJARAT, INDIA

2 | TlepBuynas
YHaKoBKa

3aiinac Xocnupa
Onxonomku [T, JTA.;
HHJIWUS/ Zydus
Hospira Oncology Pvt.
Ltd., INDIA

VyactokNe3, Ocodas DxoOHOMHYECKAsA
3ona«Dapmesn, H.X . Ne8/A,Capxe k-
basnaPoyu,JlepepusaMaroaa, MyauunnanurerCanan,
OxpyrAxmenadan — 382 213, I'yuxapar, UHIU A/
PLOT No. 3, “PHARMEZ" - SPECIAL ECONOMIC
ZONE, N.H. No. 8/A, SARKHEIBAVLA ROAD,
VILLAGE - MATODA, TAL -~ SANAND, DIST -
AHMEDABAD — 382 213.

GUIJARAT, INDIA

3 | BropuuHas
' YIAKOBKA

3aiinac Xocrnupa
Onkonomiu et. Jita,;
UHIOWA/Zydus
Hospira Oncology Pvt.
Ltd., INDIA

YuacrokNe3, OcoGas DKOHOMMUECKAS
3ona«Papmesn, H. X . Ne8/A,Capxenk- _
basnaPoyan,/lepesnsMaroma,MyHuimnannrerCatana,
OkpyrAxmepaban — 382 213, N'ymxapar, UH WS/
PLOT No. 3, “PHARMEZ” -- SPECIAL ECONOMIC
ZONE, N.H. No. 8/A, SARKHEIBAVLA ROAD,
VILLAGE — MATODA, TAL — SANAND, DIST -
AHMEDABAD - 382 213,

GUJARAT, INDIA

4 | - Boinyckatowuii

3aiinac Xocnupa

VYyacrokNe3, Ocobas IKOHOMHYECKAS

- KOHTPOIIb Onkonomxu IeT. Jita.; | 3ona«@apmesyn,H.X.No8/A, Capxenx-
KauecTsa UHJIUA/ Zydus basnaPoyn, JlepesuaMarona, MyunuunannrerCanan,
Hospira Oncology Pvt. OxpyrAxmenaban — 382 213, I'yaxapar, MHHIHUA/
Ltd., INDIA PLOT No. 3, “PHARMEZ” — SPECIAL ECONOMIC
ZONE, N.H. No. 8/A; SARKHEJBAVLA ROAD,
VILLAGE - MATODA, TAL ~ SANAND DIST-
ﬂWEDABﬁQ 382213,
A CGUIARAT, INDW
3amecTuTeas MunucTpa " 3 /C.B. I'raroaen
“(roanucs) _ “ .;,17
-
M. FErmer s




