NEKJTAPAIIMS O COOTBETCTBHMA

. TEKJIAPAHT, IPUHUMAIOIIMI JEKJIAPALIMIO O COOTBETCTBHHU
000 "llatizep”
| 3apezucmpuposano : MedcpationHai uHCHeKyus DHC Ne 46 no 2. Mockee OFPH 1077746269281 om
31.01.2007
Adpec:123112, & Mockea, llpeciencrad a6, 0. 10. Teaegpon.:8(495)287-50-00
B nuye:Tenepansuwili Qupekmop 3puk XKan dpancya llampyisipd
, Josepennoe awyo: XKapos A.H., dosepennoco 6/ om 08.12.20172.

| 3AABJIAET, UTO

aexkapemeennoe cpedcmso: Pesatjuo mabnemxu noxpeimuie naenouioi obonouxon 20 me 135 wm., ynakogru
auelixogole Konmypuwie (6), nauku Kupmoniie, PV No JIIT-000197 om 09.02.2011 (0ama nepeogoprirenu Py
L 10.02.2016) gwidano [lghaiisep Hnx, cepust B253506, napmus 3880 ynaroeok, 200et 00 31. 12,2022,
npouzgodcmea Papesa Ambyas, @panyus, Zone Industrielle, 29 route des Industries, 37330 Poce Sur Cisse,
France, xod OKTI2 21.20.10.140, koo TH B3/ 3004900002, konumpaxnt Ne 01-12/16 om 01.12.2016, uneotic
No 9771116861 om 26.06.2018

COOTBETCTBYET TPEBOBAHUSIM

JIIT 000197-090211 wzm. MNe -5

JEKJIAPALIVSI TPMHSATA HA OCHOBAHHMH

npomoxoa ucneimanuti N 1 8017 om 03.07.2018 Jla6opamopnwit yewmp 000 "UKK OHL", ammecmam
axkxpedumayuu POCC RU.0001.21PK 75, Cepmugpuxam POCC FR. @M1, C60257 om 03.07.2018

IHATHSL AEKJIAPALMH 05.07.208
UIEACTBUTEJBLHA [0 31.12.2022

Mapos A.H.
o.H1.0

NoANHChH

CBEJEHHS O PETHCTPALIAH

\, OPTAH 10 CEPTHOHKAILIMH, 3APETMCTPUPOBABILMI JEKJIAPAIIHIO

| POCC RU.0001.11®MI15 OPTAH 10 CEPTH®HKALIHH ITPOA VKILJHH OBIECTBO C

! OI'PAHHYEHHOH OTBETCTBEHHOCTLIO "OKPYIKHOH LEHTP KOHTPOJIA KAHECTBA",

| adpec opzanuzayuu: 115280, 2. Mockaa, yn. Macmeprosa, 0. 4, am. 5, nom. 1, kom. ., adpec opzana no

| cepmuchurayuu: 143581, Mockosckas obnacmy, Hempunckui paiion, dep. Jleutkoso, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 geb-catim: oYRK.pQh.

JEKJAPALHSI O COOTBETCTBMHA 3APECUCTPUPOBAHA Ne POCC FR.OMIS5. 46

JATA PE%PAHHH 05.07.2018 Y
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FAREVA AMBOISE paHee mapectnbin Kak dansep nrM

FAREVA

e A HBULSE

FAREVA Amboise
Zi de Pocé-sur-Clsse
29 Route dos Industries

37530 Pocé-sur-Cisse
TEL (+33) ¢ 247237778
FAX (+33) * 247237980
CEPTUOUKAT AHAJIU3A
HaumeHoBaHue NpoayKTa: PEBALIMO® TaGneTkH, MOKPLITHIE [nerouHoit o6onouKoi 20 Mr 90 wTyK
Koa npoaykra: ' 3414RUS
Cepusa: B253506
Cneumdurauma: 00RS83720 (06-08-2013)
[aTa npov3BoACTBa 01-2018
lopeH Ao 12-2022
[Jata UCNbITAHWN (QQ/MM/ITTT) 13.03.2018
Nokasatenb Meton Hopma Pe3ynbraTt
Onwcarue BuayanbHo Eenbie vt Benble C NPUMECHI0 CooTBeTCTBYET
[ApYroro CBETNOrO OTTeHkKA Kpyrnoie
[EOSKOBbINYK/bIE TAONETKM MOKPbLITHIE
nNEHOUHOM 0BON0UKOM, C TUCHEHNEM
«RVT 20» C OAHOM CTOPOHbI U «Pfizer»
C ApYro# CTOpPOHbI
CopepxaHue BoAbl W 1.51 He 6onee 4,0% 2,5%
peHTudrKauma 13.974 MonHoe coenasieHue nNonoc CooteeTcrByeT
cunaeradmna (VIK) NOrNOLLEHUS C NoN0CaMu nornoweHns

pedepeHc-cTaHAapTa cunpeHaduna

UWTpaTa, NpUroToBNEHHOO

aHanorn4Hbim o6pasoM
PacTBOpeH1e D 27.82 KonuuecTBo pacTBOpeHHOro 99 %

cunpeHaduna nocne 30 MUHYT

COOTBETCTBYET CTaHAapTY Q=80%
Konu4ecTBeHHoe S 189.12 CpepHuit nokasaTenb ASCATH 20 Mr
onpeaeneHue (BIHX) OTAENbHbBIX TECTOB AO/KEH 6bITb HE

MeHee, ueM 19 Mr Ha TabneTky v He

Bonee, 4eM 21 Mr Ha Tabnetky (95% -

105% OT 3aABNEHHOTO Ha 3TUKETKE)
OAHOPOAHOCTE PE CooTBeTcTByeT TPeboBaHUAM Ph. Eur. 46
A03UPOBAHUA

MpenapaT COOTBETCTBYET TpeBGoBaHusM creuuurkaum, NPOW3BEAEH W YNaKoBaH B CootBETCTBMM C npasunamu GMP.

OLEHKA BbINONHEHA YNONHOMOYEHHbBIM NULIOM.

JneKTpOHHaA NOANKUCh: AUGUSTE Alexandra, BbiNycK napTuit, MecTHoe BpeMA: 13.06.2018 rogs
7

[lokymeHTaums cuntaetca COBCT BEHHOCTHLIO u npeAocTasnaeTcs Ana [EenoBbIX onepaLly
COTPYAHWMKaMA U perynaTopHbIMH opraHamy. 3anpetleHo pacnpocTpaHerne TPETLUM CTOR
paspelueHus.

CrpaHuua 1 3 1

accMOTPERNENG
 EEhAiFE BapiEEibHOro

Sidge socla FAREVA Amboise 21 de Poca=-sur-Cisse 37530 Pocé-sur-Cissa Fiance ~reil+ad) 1247237778 - Fac: 247237980 hitp:/ fwrww.fare
§.A.S. associé uniqua ay capliial de 100000 euros - 708995386 - RCS Boblgny = N*TVA FR45799965385




