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Dapera
Ambyas
Ceprudixar anamiay

Hasga npoayxry: Andarwran@ Mepexnag
Koa rpogyxry: 4860UKR
Cepis Ne; C002606
Crienndikagin; 12RS05404 (21-04-2009)
HAaTa supoGunTEa: 01-2024
Tepmin npupatnocri: 12-2028
Jlata nposegeHua aHaniay: 04/03/2024 Posuip cepil 36600
Tecrn MeTog, Adonycrumi Mexi PeayasTarn
Cnuc Bizyan. Teepal Henpozopi wenataoBl Kancyay (pozmip BianoBigae BumMoram TECTy

Kancyiu Nel), si caiTno-6ipraose-6aaxuTHow

KPHINERKOK T KOPNYCOM, 3 HAHECEH MM YOPHUM

HOPHRIOM AoroTHnoM Pfizer Ta nagnucom FLU-1 50,

W0 MiCTSTh 6L1MI TOpolIoK
Boga Kap#a ®iwepa Mawenmym 6,5 9% 3,5%

Wil0

lnentudixanias BEPX TM-01-0091A Bignosigae Bumoram TecTy Bianosigae Bumoram TecTy

Kinekicne susnauenns

BEPXTM-01- [142,5-157,5 Mr/kancyay (95-105% Bif 3anBseHOl 147,5 mr

00914 KiNbKoCTi)
Oanepignicrs BMiCTY £ 2.9.40 Bianosigae Bumoram TecTy Bigmosinae sMmoram TecTy
PosuyHeHun D.29.2 Kpurepiii Bignosignocri: 103%

Bignosisae BuMaram, AKLIO KLILKICTh po3unHenoro
Nica 3akiaveHHA 30 XB. AKTHBHOT O iHrpezienTa
criBmanac 3 AdHHUMY, HaBeJeH] HHKYe B Tabakui, ge
Q=75%. llepenipxa BMKoHyeThCH B 3 CTamnH, 10 Thx
ip, NOKH He byae ADCACHYTO BIANOBiAHICTE
pe3yAbTAaTIB 260 Ha S1, aGo Ha 52, Q- KinbKicTe
POIMHHEHOrO PLHOBHHM, BHPANEHOTO B 1poLieHTax
BlA BKAZAHOrO KilbKOCTI. Cragin 51 - Kinpxicrs
BUNPAGOBYBAHHX OJHHULE 6 - Kpurepii
NPHAHATHOCT; PesynrTar g8 koot OAHHHL
CTAHOBUTL He MEHIUe HixX ( + 5%, Crangina S2 -
Kinexicrs BunpoSony pammx OBMHHLEL; 6 - Kpurepii
npuiinsTHOCTI: Cepeaniii peayabraT Ana 12
OfIMHULE (S1 + 52) exBiBanenTHN a60 Giame Hix
Q, I2komHOT0 A% HES MeHI Hix Q-15%. Ctagia $3
Kinekicrs BURPOBOBYBAHMX OfHEHLE: 12 - Kpurepii
NpuAHATHOCTE: Cepegriit pe3y/abTaT st 24
OAMHHIL (51 + 52 + S3) exBiBatenTuuil abo 6inpuie
HiXK Q, ta He Binbiie goX 3HAYeHL MeHI Hivk Q-15%,
i o rOro 3HaMeHHA MenI Hix Q-25%.

Ceprudirar akocri

Hpranauenssa: Yrpaina
Dapera AM6yas,

3one [Hgactpiane, 29 PoyT Aec lngacrpic, 37530 [Toce-ciop-Cic, Ppanuia

Mpumitka: Hazsa syanni moxe ByTH 333Ha4eHa 7K "Poce-sur-Cisse” abo "Pocé-sur-Cisse” Ha ynakoBLy, sanexno Bl Toro, Ak
3a3HaYEHO B peeCTpaniiHoMy NoCBiAenki Kpaiuu.
Aiyensia na supobuuymeo: Ne n2023_327.1.2

Cepmugivam GMP No: 2023/HPE/FR/174

b 2907 U gs,




dapesa Ambyas

31, floce-ciop-Cicc

29 poyT Aec InpacTpic, 37530
Ten:(+33) 247237778

Qakce: [+33)47237980

Peecmpayidine noceidwenns: UA/5970/02/03

Aiwvia pewosuna: daykonazos; Cruna npoaykry: daykonason 150 mr/ua kancyny; Popma gosysanHA: Kancyau 150 mr
Tuni poamip ynaxosku: 1 kalicyna s 6ictepi, 1 6aictep y kapTouHii Kopo6ui

Kinbkicts npogykTy B cepil BHPaKaeTsea B 0AMHHIAX KUILKOCTI FOTOROrO OpOAYKTY 3aNaK0BAHOTO B KOPOBKH s cepil,

H,n

"Bianosigae BuMoram Tecty” nan Tecry "OpHopiagicTs BMicTy": KPHTepiii APHARATHOCTI He Binbie Hix 15,0"

"Bignosisae sumoram TecTy” gaa recty "laentudikania daykomazony” (BHCOKOedeKTHEBHA pifMHHa xpomMaTarpadin)” osHavae vyac
YTPHMaHHA OiKy BHNPOGOBYBaHOr0 POIHHY BIATIOBIAAE HaCy YTPHMAHHA NIKY CTAXGAPTHOO POZUHHY bAYKOHE30IY, KOS BOHK
OJHGYACHO XPOMATOrpady0ThCS. :

lnenrudikania aykonasony {BucokoedekTuBHA ToRKOWapOBa xpomaTorpadin) -aiMiT BignoBinaE BUMOramM BHNPOGYBaHb. JlaHHi TecT
HE € PyTHHHHUM, PE3YALTATH TECTY BIANOBIAANTE UPK TecTyBaHHI Ko B cepTndiraTi anailisy He BKAZaHO KOJHUX PESY/IbTATIE,
TECTYBAHHA HE POBOAUIOCH,

Tect "Jominrku" He € pytunnum. Jomyerumi mexi: UK-51.881 - marcumMym 0,6 %; UK-79.281- maxenmym 0,3 %; luausigyaiibui
HeBU3HAYEH] AOMIIKK - MakcumyM (0,1 %; 3aranbHa KiNBKICTB ZOMINIOK - MakcuMyM 1,5 %. PeayneraTr TecTy BiAnoBiAZ10TE npH
TecTysaHHI Akuo pesyabrark ne 3asdaieri B cepTHdiKaTi aHanisy, 1e 3HAYUTE 1o AaHe TECTYBaHHA He NPOBOANIOCH.

3arafibHa KiABKICTE Mikpoopranismis - < 1000 r; - Zpbxaxosi Ta naicHari rpuGu - £ 100 r; E. Coli - BigcyTna sa 1 r. PesyastaTu Tecty
BIANOBIAZI0TL MPH TecTyBaHHI. SIKio peayALTaTH He 3a3kayeni B ceprhikaTi aHanisy, ue 3HAYKTH 10 JaHEe TECTYBAHHA He
NPOBOAHROCH.

Homep ceprudikaty ue kom6inalia HoMepy cepii Ta koay npogykty. Enexrponnuit nianuc siasanigosano signosiguo Ao EU GMP 1a US
CGMP. [lpoayKT BEroTOBEHO BifMoBigHO RO Airovoi HBII Ta 3aTBEPAMKEHOTO PEECTPALiHHOIO A,0ChE,

Ly 3acBiguyio, o HapedeHa BHse iHdopMAaia ¢ AOCTOBIpHO0 | Touno0. st napTia 6y.1a BrroToB/eHa (BKIOYa0NM CTaail
NAKYBAHHA/MAPKYBAHHA Ta KOHTPOM0 AKOCTI) y noemii Bignosignocti A0 Bumor HBI MicuesHx pery/ARTOpHUX OpraHie Ta y
BiAmOBIAROCT] i3 cnenpdikauicro, 2aTepKeH 010 ¥ Kpaii npuaHatenns, Jiooua peH0BHHA 6y1a BUIOTOBJEHA 13 JOTPUMAHHAM BUMOT
HBII

Texacaoriukuit Ipouec, nakyBaHHA Ta 3BiT TecTyBaHHS 6yJIH neperasHyTi Ta BU3HAHI TAKHMM, WO BiAMOBiAa0TE BuMoram HBIL ¥Yzi
HAOCAIZHEHNH, BiIXMAEHHA 1A po36ixXHOCTI TOTOPKERO. ileit cepTrdrikar 6yB cTBOPEHU BiJBARIAOBAHOI0 CHCTEMOM0 TA € AiACHHM Bes
miAnUcy.

Ueit cepThdixar Bys cToopenni BlABaTiAOBAHOK CHETEMO Ta € QiilCHIM Gea THATHCY.

Bigmitky Yaosnosaxenol ocotu

Enextponuuii nignue: Manpoar Astope Jata BUTyCcky cepii: 04/03/2024 11:56:06




JEPKABHA CIYKBA 3 J’[I'KAPCLKIEIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBChLKIHA OBJIACTI

npos. Critapunct Haail, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.kodg@idls.gov.ua, Koa €APIIOY 37078774

BUCHOBOK
Npo AKICTh BBE3eHOr0 B YKpaiHy JiKapchKoro 3aco0y

05.08.2024 Na 38663/24/10

JHUDJIIOKAH®

{nailMeHyRatAA AiKapeeRoTo 3acoly TiZHO 3 peecTpPaLiiinHAL MoCRig eny M}
Kancysm no 156 ymr, mo 1 Rancyi B faicrepi, mo 1 6aicrepy B kapronuiii kopodui

(pupMa BIAYCRY, 03YBARHA, BUA MIKYBIHEA AIKAPCAROTD ac0dy)

Howmep peectpaniitszoro nocsiguenna UA/5970/02/03 crpox ail pecerpaniiinoro noceiavenns 01.01.2099

‘Cepist airaperroro 3aco6y Ne CO02606 Kinngicrs psezenoro sixapeskoro zacoby 1425
Bipoburk (apesa AMbya3, Opannis
{raitMcHyBanis nupoduixa Aikapeskoro 3acody, KpainL HOXDIKEHHR)
Baeseno B Yrpainy CrisibHe YKpPaiHCBKO-eCTOHChKE HMIINPHEMCTBO Y (hopati TOBapHCTEA
3 oOmMeskenton sianoBigaaenictio "Onrima-®apm, ITAY, inenr. won;
21642228

(raiimenyranna ta xox 3a CAPIIOY wopumnmol ocofn abo npissmue, s, o GaTEROBI Bizpod
peadi - mignpucsi, U Mice HpoxIBadng T pecerpaniiingi Bosep oGNiKOBOT KAPTKI MIATHHES
nogarkis afo cepis Ta HOMep naciopTa)

Hporoxoa sisyassuore kourpoemo six 02.08,2024 Na 2253/11.

3a  pesyabTaTaMM  HEPRABHOI0 KOHTPONC BCTAHOBIGHO, 10 JiKapeekdi  3acid  seeseno B Yepainy 3
AOTPHMAHHNAM BiMor 32KOHOARCTRA 11010 3afesnedeun sxocTi Aikapesknx sacobis,

//é : @J/ Bixtop CTEMKIBCHKUI
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HTPOAG) 7 (manuey” {iniwiany ta npizssge)
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