MHHHUCTEPCTBO 3/IPABOOXPAHEHUS
POCCHICKOI ®E/IEPALIU
Perncrpannonnoe yrocropepenue
JAEKAPCTBEHHOIO NPENapara it MeAHUMHCKOTO IPHMEHEHHS

JIT1-Ne(004873)-(PT'-RU)

(HOMEp PeriCTPALIOHHOTO YI0CTOBEEHHS JEKAPCTBEHHOTO NPENapara)

B coorserctain ¢ [Npaunamm perueTpain 1 Hkcrneprissl JIEKAPCTBEHHBIX CPEICTB sl uennunm'
NPHUMEHEHHA, HACTOALLEE PEIHCTPALIMOHHOE YAOCTOBEPEHHE BhIAAHO: i

HaumenoBanue nepxatens daiizep Uuk., CILIA

PETHCTPALHOHHOTO YI0CTOBEPEHHs: Pfizer Inc., USA

AJlpec iepikaTensi perucTpanHonHOro 66 Xancon bynssap Uer, Huo-Hopk, wrat He i

YA0CTOBEPEHHN: 10001-2192, CILIA

66 Hudson Boulevard East, New York, N.Y. 1
2192, USA

Jata perucrpaunu: 15.03.2024

Jata ncrevenns cpoxa feiicTBus - 15.03.2029
PETHCTPALIHOHHOTO Y0CTOBEPEHNS:

MaTa noaTBepmaenHns perncTpauny
(nepeperncrpauun);

JlaTta BHeceHNs H3MeHeHuii 15.03.2024
(mepeopopmaenns) B perueTpaunonnoe
YAOCTOBEpEHHE:

Jara perncrpaumu B pedepenTHOM 15.03.2024
rocyjaperse: .
H TIOATBEPIKAIACT, YTO JIEKAPCTBEHHDIH Mpenapar 3aperucTpHpoBaH 1 paspelleH K Menuurmcxomy npuuc
Ha TEPPUTOPHH;

Poccniickoit ®enepaunn

(rocynapetpo — unen EBpasHiickoro 5K0HOMH4ECKOro €ol03a)
Hudopmais o saperueTpupoBanHoM NekapeTBeHHOM npenapare

Toprosoe nanmenoBanue jiexkapeTsentoro HAxsinyc
npenapara; TGS
| Mexaynapoanoe nenarentosanoe Todaunrunu
Haumenoanne (MHH), nan obmenpunsitoe
(rpynnupoBo4Hoe) HANMEHOBAKME, WITH
AHMHYECKOe HAHMEHOBAHHE AKTHBHOM
apmanesTiyeckoii cyberanunn

(npu oreyrerBnn MHH):

JlekaperBennas gopma: TabIeTKH, NOKPHITBIE TIEHOUHOH 060H0UKOH =

Jlosuposka(-n): S mr: 10 mr

@®opma(-bi) BbINycKa: TabNeTKH, NOKPHITHIE MICHOUHONH 060I0uKOMH 5/
(6smctep) 14 x 4 (nayka KapToHHas)

Cocras JeKapeTBeHHOT0 Npenapara; ToaunTuunG 5/10 MP, BCIIOMOIaTENbHBIE BE
(uennono3a  MHKPOKPHCTAMIHYECKAs
JIAKTO3bI  MOHOTWAPAT, — KpOCKapmeosa

martus creapat, Onaapail % 1€
THTaHa nuonccun, JIAKTO3bI 2
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Crpanuiia 2 perdeTpalHoHHoro yaoctoseperis Ne JI1-Ne(004873)-(PI'-RU)

TPHALIETHH,
MHAMIOKAPMUHA, ANIOMHHUEBLIA  AaK
OpHILIHAHTOBOTO CHHEro])

aniOMHHHEBBI JIaK Ha OCHOBEC

Ha OCHOBE

14 | Cpox roanocri:

4 roaa

Wndopmaliis 0 MPOH3BOANTENE TEKAPCTBEHHOTO Npenapara (Ha3saHuA 1 aapeca NpOM3BOACTBEHHBIX MIOLIAOK,
yUACTBYIOLIMX B NIPOLECCE POM3BOICTRA IEKAPCTBEHHOTO Npenapara)

No | Crapusi npoH3BOACTBA
(BCe y4aCTHHKH
NPOH3BOJACTBEHHOIO
mpouecca)

Ha3Banue opraHnsainuu

Aapec NPoH3BOACTBEHHON NIOWALKHA

I | TpowmseoxncTso roToBoit
fieKapcTBeHHO# (opmbl

[dpaiizep MaHOQIKIYpHHT
Ho#unena I'm6X/ Pfizer
Manufacturing Deutschland
GmbH

Moocsansaannee |, @paiibypr, 79090,
lepmanns / Mooswaldallee 1, 79090,
Freiburg, Germany

2 | Tlpou3BOACTBO rOTOBOI
siekapcTeeHHoit (opMbl

O61uecTBO ¢ OrpaHNUEHHOH
OTBETCTBEHHOCTHIO "HayuHo-
TEXHOJOrHYCCKan
dapmauesTHueckas pupma
"[MOJIMCAH"

r. Caukt-IetepOypr, yn. Canosa, a. 72
kopn.2, nut. A, Poccus

3 | llepsuunas ynakoska

[aiizep MaHOQIKIYpHHT
Jottunena FmoX/ Pfizer
Manufacturing Deutschland
GmbH

Mooceanbaannee 1, @paiibypr, 79090."_
lepmanns / Mooswaldallee 1, 79090,
Freiburg, Germany

4 | TepBuunas ynakoska

()011eCcTBO € OrpaHU4eHHOM
OTBETCTBEHHOCTHIO "HayuHo-
TeXHONOrH4ecKas
(dapmauesTHueckan (pupma
"TIONTUCAH"

r. Canxr-TlerepOypr, yn. Canosa, a. 72
kopn.2, nuT. A, Poccust

5 | Bropuunas ynakoBka

[daiizep M3niodIKUypHHT
Jloiunena [mOX/ Pfizer
Manufacturing Deutschland
GmbH

Moocsansaannee |, @paiibypr, 79090,
lepmanus / Mooswaldallee 1, 79090,
Freiburg, Germany

6 | Bropuunas ynakoBka

OOLIeCTBO C OrPAHHUEHHOH
oTBeTCTBeHHOCTHIO "HayuHo-
TexHoJIorHyeckas
¢apmauesTHyeckan hupma
"TIOJIMCAH"

r. Caukr-TTerepGypr, ya. Canosa, . 72
kopn.2, auT. A, Poccus

7 | Beinyckatowmii
KOHTPOTb Ka4yecTBa

Tdaiizep Mantoakuypuur
Jotiunenn 'M6X/ Pfizer
Manufacturing Deutschland
GmbH

Moocpansaanee 1, dpaiibypr, 79090,
Tepmanus / Mooswaldallee 1, 79090,
Freiburg, Germany

8 | Buinyckatowui
KOHTPOJb KayecTBa

OO61ECTRO ¢ OrpaHHYEHHOH
OTBETCTBEHHOCTHIO "HayuHo-
TEXHOJIOTHYECKast
¢apmaterTHieckan hupma
"[1OJIMCAH"

3amecrureas MunucTpa

r. Canxt-Ilerepbypr, yn. Canosa, a. 72
kopn.2, aut, A, Poccus
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