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®APEBA Ambyas,
3l Moce-ciop-Cic
29 PoyT gec Inpacrpic
37530 Moce-crop-Cic
Ten.: {(+33) 247237778
Pakc: (333) 247237980
Ceprtudikar AHanisy
Hazra nponyrry: Pesauuo
Koa npoaykty: 2414UKR
Cepin Nu: B599114
Cnemudrixauia: O0RS83720 (06-08-2013)
Jata BupoGunTBA: 01-2022
Tepain npuaarioeri: 12-2026
Hata nposegennn 09.09.2027
aHamizy
Tecr Merog  Aimir Pesynbtar
Boda W1.51  Makcumym 4 % 2,6%
10enmuchirayin 1.3.974  EKCTparT TabneToK SemOHCTPpYE CNexTp, iAeHTUYHKE 40 cnekTpy Bianosi-
cundeHadiny {14) CTaHAapTy cunpeHadiay unTpaTy, NPUIOTOBAEHOMY aHA/ OTIMH UM gae
cnocobom
Bianosigae sumoram, Ak kinbKicTb cunperadiny, Wo po3vMHMNaca 3a
PosunnenHn D 27.82  30xs, Bignosisae kputepism, HaBegeHUM B Tabnuui Hkue, e Q=80 %.
TecTyBaHHA CNif NPOAOBKYBATH vy 2 eTany, SKWO HEOBXiAHMX
pe3ynbTaTie He 6yno A0CArHYTO Ha cragil S1. Q — KifbKicTb cungenaciny, 100%
L0 PO3YMHWAACA, BUPAMeHa ¥ NPOLUEHTAX Big 3aAB8/1eHOT KibKocT].
Cmadia Kine-me Kpumepii npuiivamHocmi
docnidne
0d.
51 6 PesynbTaT #nA KOMHOT OAMHULE CTAHOBWTL He MeH e
HixX Q+5 %
52 6 CepegaHiii pesynetat ana 12 oauknues (S, +S,)
€KBIBANEHTHWIA abo BIILMIA Hixk Q, Ta Hi 04HOIO
3HAYEHHA MEHLUIE HiXK
Q-15%
Kinvricne CepepsHe 3HaueHHs gna 10 okpemux TabAeToK CTaHoBUTb 95-105 % Big
BUBHOULHHA 518912 sasBneHoro BmicTy 20 mr
(19-21 mr/ TaBnetry)
OdHopidHicme ED Bianosinae Bumoram €.@. 3,9
do3ceanux 00uHLLbL
Onuc Bisyans-  Kpyrai, ABOONYKAI, BKPUTI NNIBKOBOK 060M0HKOI TaBneTku Big Binoro Bignogi-
HO £10 Makxe 6iN0ro KoNbLOpPY, 3 TMCHEeHHAM «RVT 20» 3 oAHOoro Boky | [aE
«Pfizer» —3 iHworo
Kinskicme ynakosox  n/a 3riaHo 3BiTY 306
8 cepii
Boryrsedt & BAACHICTIO Ta gocrynnuil ans saieneria Bi3nec onepadil, Ta pozeaagy CRiBpOBITHRK @MY KOMABRE T2 PEryARTO D Mt ORIBHAMIL
Nepepata ganoro soxymewry TpeTii CTORGHE 583 NONSPRAHBOID YETOEHHA 3 100 BARCHIKOH: IabopoHena,
CropiHka 13 3
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JNlorotun ®apesa Ambyas ®apesa Ambyas y muHynomy Maiizep M. Axi.Em.

PAPEBA Ambyas,

3i Noce-crop-Cic

29 PoyT gec IHaacrpic
37530 Noce-ciop-Cic
Ten.: {+33) 247237778
Paxc: (333) 247237980

CepTtndgixkat AHanisy

Hasna npogykry: Pesaumo

Kop nponyxry: 2414UKR

Cepist No: B699114

Coenndikanis: O0RS83720 {06-08-2013)
HaTa supoGimnnrsa: 01-2022

Tepmin npupatnoeri: 12-2026

Jata nposenennn 09.09.2022

auanizy

Ceprudikar gkocti:
Kpaina npussavenns: Yxpaiua

TAPEBA Ambyas

3one Innacrpiane,

29 poyT nec Inpactpic

37530 HNoce-crop-Cic

Dpanuis

IMpusiria: Hassa symmni moske Gy 3aznayena sk "Poce-sur-Cisse” a6o "Pocé-sur-Cisse" Ha yNaxoBLli, 3a1eKHO BIR TOTO, AK
383HAYLHO B peecTpalifiHOMy nocBiadenti kpaiui.

Jlinenzis na BupobuuLTRO - NeM 17/09]

Ceprugirkar GMP No 2021/HPF/FR/158

Peectpattiiine nocsiguenun: UA/6839/01/0]

Hitoua pevosuna: cungenadiny wwrpar

KinekicTs airouoi pevosnum: 28,09 mr/rabnerky (B nepepaxysanni Ha curaenabin 20 Mr/Tadm.)
Jlikapeeka dopuma: TabneTku, BKPUTI NIIBKOBOIO 060TOHKOIG 20MT

Poamip ta tun nakysanus: 15 tafnerox y Gricrepi, 6 Gnictepis B kapTORHIi KopoBU
Kinekicts npoaykty n cepii Bupaxena 9HeAOM roTOBOMO NPOAYKTY, IO 3aTIAKOBAHUIA B KOpobkH

Inenudikauis TuTaHy JiOKCUAY: HONYCTUMI MEXi - TOZHTUBHUE Ha Aiokeun Titany. Llelt TecT He BUKOHYETLCS PYTHHHO, PE3YNLTAT
BIIMOBIMAE BUMOraM TECTY NpH IPOBCAeHH] TecTyBanis. Skwo B ceptudikati avanizy He 3azHaveni PezYNBTATH N0 JAHOMY TecTy, 1g
O3MAYAE, HIO TECTYBAHHS HE NPOBOAMIIOCE,

MikpoGionoriyna uncroTa: nonycTami mesxi - Mae pinmosizaTi BiMoran €np.Papmaxonei (5.1.4, BAMOTM [0 HEBOIHHUX TIperapaTis
SR MEPOPanbHOro 3acTocyBanHs ) TeCT He BUKOHYETHCH HA KOMHI cepil; pesyaeTar Biznorizae BuMoram TECTY IIPH [POBEACHHI
TeCTyBaHHA. Skino B ceptudicari ananizy He rxasaui peaynprats no AaHOMY TECTY, e O3HAYAE, WO TECTYBAHHA HE IPOBOIUIOCH.

Howmep ceptixaty ne xombinawis HOMepY cepii Ta koay npoaykTy. Enewrpomsuii nianuc nigsaninosano BiAnoBizHo ao EU GMP
Ta US CGMP.

[Mum 3aceiguyio, wo HareeHa BuLe iHopManis € gocToBipHoOw | Touro0. Lin napTia GyJia BUTOTOBMEHA (BRNEOYAIOUN Crai]
NAKYBAHHA/MAPKYBAHHA T2 KOHTPOAIO AKOCTI) Y NOBHII BinropimHocT Ao semor HBIT micueBnx perynsropuux oprauie ta ¥
BEAMOBIAHOCTI i3 cnenwmdikauiero, 34TBEPAKEHOK Y KpalHi npusnavenus. Jliroda pedosusa Gya BUTOTORNESHA i3 JOTPUMAHHAM BHMOT
HBIT.

Texuomoriymuit ipouec, nakyeaxHs T4 38iT TECTyBaHHA Oynu MepersiaHyTi Ta BU3HAH] TAKMMH, LIO BiANORfai0Th Bumoram HBIT.

Yei pocninpkenia, BIAXUMEHHS Ta PO3BIKHOCTI MOFOIKEHO.
Lowyment e BAACHICTIO 1a socTynkui goas 2aific
ASKYMERTY Tpe

HA Biskec onepauiil, T2 pasma oy cnispoBit @MY Kamnanii 13 PErYARTOpHNMK Corzkami. fleps aas aanorm
11 623 NORENeAHL0I0 YIRS EHHA 3 HOFS BABCHKOM 3z50poHenEs,

CropiHka 23 3
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OAPEBA Ambyas,

3| Moce-crop-Cic

29 PayT pec IHaacTpic
37530 Noce-crop-Cic
Ten.: (+33) 247237778
Pakc: (333} 247237980

Ceptudikat AHanizy
ITaspa mpoaykry: Pesaymo
Kop npoaykry: 2414UKR
Cepin Ne: 8699114
Cneundinania: O0RS83720 (06-08-2013)
Hara pupodnunrna: 01-2022
Tepmin npugarnoeri; 12-2026
JaTa nposeaenns 09.09.2022
anajizy

el cepTudikat 3reHeposaHo BiaBaninoBaHoWw CUCTEMOIO Ta € AificHni Bes nianucy

Biamitku ynoBHoOBameHoi ocobu 3 aKocTi

Enekrponnunii nignuc: Dufrois Lauriane BigmiTka npo sunyck cepii: 09/09/2022 12:05:02

Howrymenr ¢ BAACHICTIO va aocrynnmii ans saifictera Gisnec ONEBALiR, 1a po3raALy crispobits
Flepegava ganoro goxymeHty Tpetilt cropout Ges non SPEAHBOID YEIOMNEHHA 3 &
CropiHka333

HAMM KOMIERE T3 DETyARTODMIMY OBraname.
0 BAACHK O 3alopoLana.
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