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| AEKJIAPATIMSI O COOTBETCTBUHA
|

AEKJAPAHT, TIPHHUMAIOUIUI JEKJIAPALIAIO O COOTBETCTBHU

000 "Hparizep”

| 3apezucmpuposano : Mexcpationnan uncnexyus @HC Ne 46 no 2. Mockee OT'PH 1077746269281 om
| 31.01.2007

! Aopec:123112, 2. Mocxkaa, Ipecnencras nad., o. 10. Terepon:8(495)287-50-00

. B nuye:I'enepanvnoini oupexmop Spux XKan Ppancya Mampyiiapd

]‘ Hosepennoe nuyo: XKapos A.H., dosepennocms 6/u om 08.12.20172,

y 3AABJSET, YTO
Aexapcmeennoe cpedcmeo. Peeayuo madnemxu noxpeintvie nienounol oborouxott 20 sz 15 wm., ynaxosku i
Avelixogvie Konmypivie (6), nauxu kapmonnvie, PY Ne JIT-000197 om 09.02.2011 (dama nepeoghopunenua PY
10.02.2016) evidano Ipatizsep Hux, cepus B253506, napmus 3880 ynaxosox, 200en do 31.12.2022,
npouzsodcmea Papesa Amoyas, @panyun, Zone Industrielle, 29 route des Industries, 37530 Poce Sur Cisse,
France, kod OKIT/J2 21.20.10.140, koo TH B3/ 3004900002, konmparm No 01-12/16 om 01.12.2016, uneotic
Ne 9771116861 om 26.06.2018

|
|
' COOTBETCTBYET TPEEOBAHHSIM

| JIIT 000197-090211 wsw. N 1-5

| JEKJIAPALIMSI MPUHSTA HA OCHOBAHHH

| npomoxon ucneimanuii Ne 18017 om 03.07.2018 Jlabopamopnwiii yenmp OO0 "LJKK OHL]", ammecmam
| axkxpedumayuu POCC RU.0001.21PK75, Cepmucpuxam POCC FR.®dM15.C60257 om 03.07.2018

|
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AATA-HPUHSITUS IEKJIAPALIMH 05.07.2018
(EKAAPAIHANIEA CTBHTEJBHA 10 31.12.2022

4 egy T | (:Z/ ___ Xapos A.H.
\ e “J'L'-w.-;-u;'q‘f:/:yin, nonmy ®.H1.0
CBEJEHHUS O PETHCTPALINHA

OPT'AH 1O CEPTHOHUKALIMH, BAPETHCTPUPOBABIIHI JAEKJIAPAITHIO

- POCC RU.0001.11®M15 OPTAH 110 CEPTH®HKALIHH ITPOLYKLHH OBIIECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH HUEHTP KOHTPOJISA KAUECTBA",

! aopec opeanuzayuu: 115280, 2. Mocxea, yr. Macmeproga, 0. 4, om. 5, nom. I, kom. 1., adpec opaana no

| cepmucpurayuu: 143581, Mocxoackas obracms, Hempunckuii pation, oep. Jlewroso, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 geb-caiim: oyrx.p.

AEKJAPALIMSTI O COOTBETCTBUM 3APETUCTPHPOBAHA At POCC FR.OMIS, J61E7
JATA PETUCTPALIMH 05.07.2018 TS
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FAREVA AMBOISE panee uaBecTHbIn Kak MNdpanzep MMM

FAREVA

AMBUISE

FAREVA Amboise
Zl de Pocé-sur-Cisse
29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) : 247237980
CEPTUOUKAT AHAJTU3A
HavmeHoBaHWe npoaykTa: PEBALIMO® TaGnetkn, nokpsiThie rieHouHoi o6onoukoi 20 Mr 90 wryk
Koa npoaykTa: _ 3414RUS
Cepwna: B253506
Cneundukaums: O0RS83720 (06-08-2013)
[fata npoussoacTsa 01-2018
logeH ao 12-2022
HAata mcneiranui (A4/MM/ITIT) 13.03.2018
MNokasatennb MeTop Hopma Pe3synbraTr
OnucaHve BusyanbHo Benbie unn 6enble ¢ NPUMECHI0 CooTBertcTayeT
APYroro CBeTNIOro OTTEHKa Kpyrnble
ABOAKOBbINYKbIE TAGNETKW NOKPbIThIE
NNEHOYHOH 060NOYKOM, C TUCHEHMEM
«RVT 20» ¢ oAHO# CTOPOHLI U «Pfizers
C APYroi CTOPOHLI
ConepxxaHue Boabl W 1.51 He Bonee 4,0% 2,9%
NaeHTudukayusn 13.974 MNonHoe cosnageHue nonoc CooTBeTcTBYET
cunaeHacuna (UK) MNOrNOWEeHUs ¢ NONOCaMmn NOrNOLEHMA

pecdepeHc-cTaHaapTa cunaeHaduna

uMTpaTa, NPUroTOBNEHHOIO

aHanorvyHsiM o6pazom
PacTeopeHue D 27.82 KonuuyecTso pacTBOpeHHOro 99 %

cungeHaduna nocne 30 MUHYT

COOTBETCTBYET cTanaapTy Q=80%
KonuyectseHHoe S 189.12 CpeaHuit nokaszaTtens AecsaTH 20 mr
onpegenexune (BIXX) OTAeNbHLIX TECTOB AOMKEH BbiTh He

MeHee, yeM 19 Mr Ha TabneTky U He

Gonee, yeMm 21 Mr Ha Tabnetky (95% -

105% ot 3asBNeHHOro Ha 3TUKETKe)
OpHopoaHOCTL PE Cooteetcreyet TpeboBaHusM Ph. Eur. 4,6
A03VPOBAHMA

Mpenapat cooTeeTcTBYET TPEBOBAHUAM CrEUMbHUKALIUMM, NPOU3BE/EH W YNAKOBaH B COOTBETCTBUM C npaeunaMu GMP,

OLIEHKA BBbINOJ/IHEHA YNOJAHOMOYEHHBLIM NIULIOM,

SneKTpoHHas noanuch: AUGUSTE Alexandra, Bbinyck napTuii. MecTHoe Bpems: 13.06.2018 roass a0,

AT ART A

AokymeHTauus cyutaetcs COBCTBEHHOCTBIO 1 npeaocTasnsetcs ans Aenosbix onepa <% ?%accmg‘r HA ;-'%
COTPYAHMKaMKU WU perynaTopHbIMU OpraHamMu. 3anpelueHo pacnpocTpaHeHne TpeTbUM CTo M 'Mms&saﬁ; bHOTO
paspelueHns. IR
CrpaHuua 1 u3 1 pfizer LLC /3

Slage socla FAREVA Amboise ZI do Poce-sur-Clsse 37530 Pocé-sur-Cisse France =Tal(+33) 1247237778 - Fax: 247237980 htip://www.lare
S.A.S. essocid unique au capllal de 100000 euros - 759995388 - RCS Bobigny - N'TVA ! FR45769G55385 ; o




