dapesa Ambyas paniwe mas Hazsy [Ndansep Ni.Axi.Em.

Ceprudikar ananizy

Ha3zsa npoaykry: Biarpa® Ilpr3nauecHus: Ykpaina
Kopn npoaykry: 3480UKR [lepexnan
Cepin No: B523710
Cneundikauin: BORS07278(25-07-2013)
Jara supobusuTEA: 05.2020
Tepmin npugaTioCTi: 04.2025
Jlara teerysanns 11.06.2020
Teern JonycTumi Mmexi PelyabTatn
[rentudivanis - Bizyaneno TabneTku, BRpHT ITIBKOBOIO 060n0nK010, G1akuTHero xonLopy, |Bianosinae sumoram Tecry
y (hOpMI JIAMAHTY i3 3A0KPYIJIEHUMH KPaAMH, 3 THCHEHHAM
"Pfizer" 3 omioro Soky Ta "VGR 100" 3 inworo.
Bona W 1.51 Makcumym 4 % 2,9%
[newrndikaiis cunnenadina (I4) EkeTpaxTt Tabnerok IGMOHTPYE CNEKTP IMeHTHYHUH CTIEKTPY Bifnoeigae BUMOray TECTY
13.973 CTAIIAPTY cuiacHAMGINY LMTPATY NPH NPATOTYRANI B ONHAKOBHX
YMOBaxX
Posunrenns D 27.81 Bianosigac BAMOrasm, SKio KiUbKICTs cuneHaliny, 1e 97%
pozunkunacs 3a 30 X8, BIANOCBIAAC BUMOTaM, BKAZAHUM HIDK'E, A€
Q=80 %. Slkulo pesynsTar He Gys OTpUMAHHI Ha cTamii S1
HCOGX U0 MPOOBKYBATH AOCHKEHA 10 APYroi cTafdii.
Q — xinekicts cunacnadginy, WO POIMUHUACA, 3A3HAUCHE Y
BIJICOTKAX BIM 34ABJIEHOT KiJIBKOCTI.
Cranis 1. Kinpkicts gocnixens - 6. Kpurepiit npuilHATHOCTI:
KOMCLA OMWHHLA - He MeHe Hbx Q+5 %.
Cranis 2. Kinbxicre gocnimkeits - 6. Kpurepiii npuiteatHocT:
Cepejie 3uaqenns 1 beix 12 pocnimwess (S1+ 52)
eKBIBAIEHTHO W Ginblue HbK Q, Ta e Mac KOOI 31AYeHnd,
Menuie 2k Q-15 %
Kintkicue pusHaucHH (BEPX) Cepemie 3rauenin amst 10 okpemux TalNeToK CTaHOBHTL 98,6 mr
S 189.1 95,0 -105,0 mr/TadneTky (95-105 % ij 3asBncHOl KINBKOCTI)
QnuopinHicTs 103CRARHX ONMUMLE | Bianopinac eumoram Crp.dapmakonei 4,5
[Kinsxics nponykTy s cepii [20860

CepTdirar sikocri

Kpaita npusnaucnns - Ykpaita

apesa AmbByas,

Jone Iupacrpiane, 29 poyT aec Ingacrpic, 37530 IMoce-ciop-Cic, dpanuis

[1pumitka: Hasra Bynnui Mosie GyTr 3a3navena sk "Poce-sur-Cisse" abo "Pocé-sur-Cisse" na YIIAKOBL, 3A/IeKHO Bifl TOrO, AK

3231AYSHO B PeECTPALIHNOMY NOCBIAMCHHI Kpainu,

Jiyenzia na supobruymso - Ne M 17/091
Cepmuhivam GMP No: 201 9/HPF/FR/115
Peecmpayiiine nocsiduenns: UA/0313/01/03
Hioua pevosuna: canaenaginy uutpar

Kinvxicmes: 140,450 se/mabremiy, wio exgisanermuo 100 mz/mabremxy cundenaginy
Jixapeska popya:; TaGIETRY, BKPHTI rirkosoio oGonorxor 100 Mr
Po3smip naxysarnsa: | tabneTka y 6mictepi, | Gnicrep y kapToHHilt kopobui

KinbkicTs mpoaykTy B cepii BUp@Kena AueiIOM TOTOROTO IPOAYKTY, MO 3ANAKOBAHHH B KOPOOKH

ZokyMerTauif POITASAAETLCA AK BIACHICTS Ta NpH3naseHHi na Sisnec onepanii Ta uis posriamy cnigpobiTHKAaM U KoMnan]
Ta perynatoprumu oprasami. Hagaus TpeTiii croponi Ge3 rionepeansoro 103861y 3abopoHeno.

D st 1 4093 @j 5744 AOAD

Ap

Mapena Ambyas

29 poyT gec lngacrpic

37530 MNoce-ciop-Cic, @pania
Ten: [+33) 2.47.23.77.78
hake: (+33) 2.47.23.79.80




dapeBa AmbByas paHile mas Ha3sey lNdaizep Mi.AxkiEm.

Ceprudikar anaily

Ha3zsa npoaykTy: Biarpa®, tabneTku BKpHTI 1U1IBKOBO10 000M0HKCI0, TI0 100 Mmr Ipusnavenis: Yxpaina
Kon npoayxry: 3480UKR INepexnan
Cepist Ne; B523710

Cnenndiraris: O0RS07278(25-07-2013)

JlaTa BUpoGHHUTRA: 05.2020

Tepmin npugaTHOCTI: 04.2025

Jlara tectysanus 11.06,2020

Mixpotionoziuna yycnioma: NOTYCTHMI MCKI - BLINOBIAaE RuMoram €p.apmakonei 5.1.4 (BIMOrK 0 HEBOANUX NPSIAPATIS JUISI
1ICpOpaNb oo 3acTocysanes). TeCT He BUKOHYETEES 1A KOXKHII cepil; pesysibTaT BIANCRIJAE BHMOTAM TCCTY NPH MPOBCICHH]
TecTypatma. Slkio B cepTudikaTi aganizy 1€ BKa3adi pe3ynLTaTH Mo J2alOMY TECTY, 1IC 03HAYAE, 10 TECTYBAHIA [e NPOBOAHIOCEH.

Twmarry dioxcud (E171): nonycrami Mexi - no3uTuaHO. Lieil TecT e BUKONYETECA PYTHHHO, DE3YIILTAT BiNIOBILAC BUMOTAM TECTY
npu nposegen TecTysanag. ko B ceprndikari aHanizy He 3a3Haucti pesynsTaT No AAHOMY TCCTY, L€ O3HAYAE, LLO TECTYBaILIY
TIC NIPOBOAHUNOCE.

Induzerapsiny anomiticsuii aax (£132): nonyernmi mexi -uo3utrero. LIei TECT He BHKONYCTLCE PYTHIIO, PC3YNBTAT BiANOBIIAC
BUMOTaM TECTY TpH nporcaend TeeTysants. Sxio B ceprudikari ananily ne 3a3HaUcHi PE3yALTATH MO IAOMY TECTY, UE 03HAYAC,
L0 TCCTYBAHIIA HE NPOBOJIMNOCE.

Homep cepTudiraty ne kombiHanis novepy cepii Ta koay npoaykry. Enexrponimil nignpe sizeanifosane sianosiaso g0 EU GMP
ta US CGMP. [IponyxT BUreToRICHO Binosiaso ao gitouoi HBIT Ta saTeepmrenoro peecrpaiiinero aecke.

L{uM 3acRimuyro, mE HaBeACHA Bulle IKpopManis € OCTOBIPHOI § ToH11010. Lt napTia Gyna Burotosiesa (RIIoMaouy ctanii
MAKYBAIHL T2 KOHTPOMO SIKOCTT) ¥ NoBlii piznosimiocti oo suvor HBT MicueBHX perynsSTOPHHX OPrasis Ta y BiAnosiauocti i3
cnenuiixaiieio, 3aTRep/HKEHCIO Y Kpaikl npasnauchys. Jliloda peuornna Syna BUroTosnena is aoTpumatiam samor HBIL
TexHenoriunuii Npouce, NAKYSaHHE TA 3BIT TeCTyBauia Gylu NCPErNgNyTi Ta BU3HANI TAKMMH, 110 RiANOBiAA0TE BuMoraM HBIL
Vel 10CHiIKeHEA, BIIXHICHHS Ta po30iKHOCTI TOroIkeHo.

Lleii cepTudikat 6yp cTROpCHHIT BIABANINOBANOIO CHCTEMOIO Ta € AfficHum §cs nianucy.

BinviTky Yooenopaxkenoi ocobu

Encirponunii mianwe: Kosoxc Beatpic BiamiTki npo wac sunyeky cepii: 12-11-2020 10:46:04

JIoKyMeNTALIS PO3FNAAAETECA AK BIACKICTS Ta IpHINAYCHIH /it Gi3nec onepaliit Ta uts posrisgy cnispoSitHnKaym i koMaaHil
Ta perynatopnuyy oprauasu. Haganns tpetiii croposi 6e3 nonepemsuoro fosrony saboponeno.

Qapera AMGyaz

29 poyT nec Inpactpic

37530 Moce-ciop-Cic, Ppannin
Ten.: (+33) 2.47.23.77.78
Maxc: (+33) 2.47.23.79.80




JIEPYJIIKCITYXXBA
NEPKABHA CJYKBA 3 JIKAPCbKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIN OBJACTI

npocnexkt Banepis JlobaHosebkoro, 51, M. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €/IPTIOY 37078774

BUCHOBOK
Nnpo SAIKiCTH BBE3eHOro B YKpaiHy JIiKapchKOro 3acoly

18.01.2021 Ne 74105/21/10

BIATPA®

(HaiiMeHyBaHHs TiKapeLKOTo 3acofy 3riiHo 3 peecTpailiiHUM MOCBIIYEHHAM)
TafJIeTKH, BKPHTI IL1iBKOBOIO 00010HK010, 110 100 Mr mo 1 Ta6aerui y 6aicrepi; mo 1 dJicrepy
B KAPTOHHIil KopoOui

(hopMa BUIYCKY, 103yBAHHA, BIIL 11Ky BaHHS JIIKapCLKOTO 3acoby)

Homep peectpauiiitoro nocsimienns UA/0313/01/03 crpox aii peccTpauiiiHoro nocsinuenss 01.01.2099

Cepin nikapcbkoro 3acody Ne BS23710 KinbKicTh BBE3eHOT0 Jikapchkoro 3acody 2040
BHpoGHIK dapesa AMOya3, paHilis
(HaiMeHyBaHH: BUPOOHHKA 1iKapchKoro 3acody, KpaiHa NOX0MKEHHH)
Bee3seHo B Ykpainy CrijibHe YyKpaTHChbKO-eCTOHChKe MANPHEMCTBO Y ¢dopmMi TOBapHCTBa
3 oGMeskenoi0 BinnosizaapHicTio "OnrivMa-Dapm, JITA", inent. kox:
21642228

(naiimerypanns Ta koa 3a €JIPTIOY opuaniHoi ocobu abo npizsuiie, iM'g, no GarbkoBi (izHHHOT
0co0M - NANPHEMLA, Ti MiCLIE MPOAHBAHHA TA peectpauifiniii Homep 001iKOBOT KapTKH MIATHHKA
nojiatkie abo cepis TA HOMEP Nacnopra)

Mpotokoa BisyansHoro kontposo sin 18.01.2021 Ne 4721/2.

3a pe3yibTaraMH JIEPKABHOIrO  KOHTPONO  BCTAHOBJICHO, LIO nikapcekuii  3acid  BBe3eHO B YKpaihy 3

AOTPHMAHHSIM BHMOT 3aKOHOJABCTBA ILOJ0 3abe3nedeHHs gKOCTI JIIKapCLKUX 3ac00iB.
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