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iﬂcbakaep M®T Beavrus H.B., Benbrus /
Pfizer MFG Belgium N.V., Belgjum

Rijksweg 12, 2870 Puurs

Mepeuynas ynakoexa

Tipaiisep MO Bebrus H.B., Benorus /
| Pfizer MFG Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs

Bmopuunan/nompebumensckan ynaxosxa

Tpaiisep MOT" Besrua H.B., Beanrom /
|Pfizer MFG Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs

Mpoussodumens (Buinyckarowuii KOHMPOIb Kauecmea) Nopaiizep MOT" Benbrua H.B., Beabrus /

Pfizer MFG Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs
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Mcx. Ne:178CSP1/2024 AO «P-®apm»
oT «20» HoRbBpa 2024 .

YBamaemsbie Konneru,

B orser Ha Baw 3anpoc oTHocuTenbHO PY Ha nekapcTseHHble npenapatel (ganee — M)
TPASUMEPA® (Tpactysyma6) nmod. a/npur. kKowu-ta a/npur. p-pa ans uHdysui 150 mr Nel (drakow) u
TPASUMEPA® (Tpacty3ymab) nuod. a/npur. KoHU-Ta 4/npur. p-pa ana nHdy3snii 440 mr Nel (dnakor) + p-
nb 20 mn N2l (pnakon) 000 «Naitzep NHHOBaUUmM» (anee — Komnanua) coobuaer cheayioLuee:

B cootsercteum c lMoctanvoenenuem lMpasutenscrea Poccuiickoi Pepepaunm ot 23 aekabpa
2023 ropa Ne 2269 «O sHecenun usmeHeHuin B MNocraHosnenue Poccuiickon Pegepaunu ot 12 mapra
2023 ropga Ne353»

* Mpoanesaerca Ha 12 mecaues AeNCTBUE PErvCTPALMOHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX
npenapatos AnA MeAMUMHCKOTO NPUMEHEHWA, CPOKW AeWCTBMA KOTOPbIX ucTekawT 8 2024 ropy.
CeegeHun 0 NpoaNeHUU AeiCTBUA PerucTPauMOHHbIX YA0CTOBEPEHUI N1eKAPCTBEHHbIX NpenapaTos A
MeANLMHCKOrO NPUMEHEHWUA BHOCATCA B FOCYAapPCTBEHHbIN PEeCcTp NeKapCTBEHHbIX CPeACTB B TeyeHue 3
pabouux AHeN co AHA BCTYNNEHWUA B CUAy aaHHoro MoctaHosnenus MNpasuTtenscrsa PO.

B cBA3M C BbIWeEW3N0KEeHHbIM KOMNaHUA NOATBEPKAAET, 4TO CPOK AeicTemna PY Ne JIN-005920 ot
18.11.2019 npoanen ao 18.11.2025, uto oTpameHo B MP/IC.

Mpwu peanusauun /11, BBe3eHHbIX Ha TeppuTopuio Poccuiickon ®eaepaumu no PY Ne 1M-005920
ot 18.11.2019, Heobxoanmo pykoBoACTBOBaTbcA nyHkTom 180 Pewewna Coseta Espa3suiickow
IKOHOMUUYECKOW Komuccun ot 03.11.2016 Ne78 (pep. or 29.05.2024) «O Mpasunax perucrpaumu w
IKCNEPTU3bI NEKAPCTBEHHbIX CPeACTB ANA MEAULMHCKOTO NPUMEHEHUAN:

Mocne NpuBEAEHWUA PEruCTPaLMOHHOrO AOCLE NEKapCTBEHHOrO npenapata B COOTBETCTBME C
Tpebosanuammn Coto3a A0NYCKAIOTCA NPOU3BO/ACTBO NEKAPCTBEHHOMO Npenaparta B rocy4apcrsa-yneHax v
TPeTbMX CTpaHax C PEerucTpauMoHHbIM  YAOCTOBEPEHWMEM, BblAaHHBIM B COOTBETCTBMM C
3aKOHOAATeNLCTBOM TOCYAapcTBa-yuneHa, B Tedenune 180 KaneHfapHbIXx QHEW C AaThl NPWBEAEHUA
perucTpaLmMoHHOrD A0Cke B cooTBeTcTeue C Tpebosannamu Coro3a (AaTOR NpUBEAEHMA CUMTAETCA AaTta
BHECEHWA COOTBETCTBYIOLMX CBEAEHUIA B 4UHbINA peecTp).

HonyckaTca BBO3, 0AHOBPEMEHHaA peanm3auma U MeAULUHCKOE NPUMEHEHWE NeKapCTBEHHbIX
npenapaTtos, yka3aHHbix B ab3aue TpeTbeM HACTOALLEro NYHKTA, 40 OKOHYAHUA CPOKA MX FOAHOCTM (CpoKa
XpaHeHus), COOTBETCTBYIOWMX AOKYMEHTaM W CBEAEGHUAM PErMCTPALMOHHOIO A0Chbe, YTBEePKAEHHOIO B
COOTBETCTBMM C 3aKOHOAATENIbCTBOM rOCYAapPCTB-Y/IEHOB, U PErMCTPaLMOHHOIO A0CLe, NPUBEAEHHOro B
coorseTcTeue ¢ TpebosaHmamu Coio3a.

C yBaxeHuem,

Kommepueckuit gupekTop s
000 «Ndanzep UHHOBaLMMY € 74 Byukuit B. C.

Hen. Egmmon AB.
Ten. 8495 287 58 16

MNepenosbie pelleHns, MEHRIOWMWE Xu3HK nauuenTos® www.pfizer.com



