Qapesa AMGyaz

31, Mloce-ciop-Cice

29 poyt aec [upacrpic, 37530
Ten: (+33) 2.47.23.77.78
Daxe: (+33) 2.47.23.79.80

Dapesa Papesa AmByaz pasime Mas nassy [ldaitzep Ii.,AxiEm.
Ambyaz
Ceprudikar ananizy

Haasa npogyxry: Audnokan® [lepexnan
Koa npoaykry: 4860UKR
Cepin Ne: B475513
Conenudikauia: 12R505404 (21-04-2009)
JlaTa Bupo6HunTEa: 12 -2019
Tepmin npugaraocTi: 11-2024
JlaTa npoeesenHs aranisy: 23.01.2020
Tectn MeToj Jdonycrumi mexxi PesyastaTu
Onue Bizyas. TeepAi Henpo3sopi :eaTUHOBI Kancyau (po3mip Bignosigae Bumoram Tecty

Kancysu Nel), 3i cgiTno-6iplosoBo-6AaKkHTHOW

KPHILEYKOIO Ta KOPMYCOM, 3 HAHECEHUM YOPHHM

HopHHIOM noroTHnoM Plizer ta magnwcom FLU-150,

e MicTATL 6iAMH nopomok
Boaa Kapaa Makcumym 6,5 % 4,0%

Dimrepa W 1.0

lrentndixaunia BEPX TM-01-0091A [ Bisnosigae BuMmoram TecTy Bignosinae sumoram tecty

KinbkicHe BU3HavyeHHs

BEPX TM-01- [142,5-157,5 Mr/kancyny (95-105% Big zassaeHol 148,9 mr

00914 KinbkocTi)
OaHopigHicT BMICTY ED 29.40 Bignosigae sumoram recry Bignosigae Bumoram Tecty
PozuuHeHHn D.29.2 Kpurepiii signosianocrTi: 98%

Bianosizae BUMoram, fKIO KifbKicTh PO3YHHEHOT O
nichs saxiHuenHs 30 XB. akTHBEOrO iHrpegienTa
CHiBRNajac 3 JaHUMH, HaBeAeH | HIMKue B Tabauui, ge
Q = 75%. [lepenipka BuKOHyeTbCA B 3 eTany, AD THX
nip, NOxy He GyAe JOCATHYTO BignosignicTs
pesynbTaris abo Ha §1, a60o ua $2.Q - kinekicTs
POIIHHEHOTC PeYOBHHH, BUPAXKEHOr0 B IPOIIEHTaX
Bi/l BKa3aHOro KifLKOCTI. Cragia S$1 - KinskicTs
BHIIDOBGOBYBAHHKX O/lHHUUD: 6 - Kpurepii
OpHAHATHOCTE: PesayabTar gis xomxuoi OJAMHHU L
CTaHOBHTDL He MeHIIe Hix Q + 5%. Cragis S2 -
KinekicTs BunpoGosysanux ogunumns: 6 - Kpurepii
npuiiHATHOCTI: Cepeaniii pesyapTaT Ans 12
oAHHULE (51 + S2) exBiBaseHTHUI ab0o Giabiue Hix
Q, 1 :K0AHOT0 3HAYEHHA MeH I Him Q-15%. Cragia S3
Kinbricrs BunpoGosysanux oauHuLb: 12 - KpuTepii
npuinaTHocti: Cepeguii pe3yabTaT Ans 24
OAMHUUL (S1 + S2 + S3) exksiBaneHTHHIT a0 6inbure
HiX Q, Ta He 6iIbuIe ABOX 3HAYRHD MeHIT HiK Q-15%,
1 KOAHOro 3HAYMEHHA MeHII Hix Q-25%.

KinekicTs ynakosok s cepii

27630

Ceprudikar skocri
llpnsnauensn: Ykpaina
Papesa AmByas,

3one Ingacrpiane, 29 poyr gec [Haactpic, 37530 Moce-crop-Cic, Dpanuia

llpumirka: Hazsa Byauni moxe 6yTH 3a3Hauena Ak "Poce-sur-Cisse" ago "Pocé-sur-Cisse” Ha YIaKOBL, 3a/I€XHO Rig TOrO, AK

3a3HAYCHO B peecTpauitnoMy noceiguenti kpaiu.
Aiyensia na supotnuymen: NeM 17/091
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®dapesa Ambyas
31, oce-crop-Cice
29 poyT aec [npacrpic, 37530
Ten: (+33) 2.47.23.77.78
Daxc: (+33) 2.47.23.79.80
Cepmudgbiam GMP No: 2019/ HPF/FR/115

Peecmpayiline noceiduenys: UA/5970/02/03

Aioua pesosuna: dbaykonason; Cuaa npoAyKTy: duiykonason 150 mMr/Ha kancyny; dopma AC3yBaHHA: Kancyau 150 mr
Tun i poamip ynaxoexu: 1 Kancysa B 6icrepi, 1 6aicrep y kapToHHiH kopobnui

Kinskicts mpofyxTy B cepii BHPAYKAETHLCA B 0JAUHEUIAX KIABKOCTI FOTOBOTO NPOAYKTY 3aNaK0BAHOT0 B KOpoBKu asa cepii,

"Bignosigae Bumoram Tecty" ans TecTy "OanopianicTs BMicTy": "KpHTepii NpUAHATHOCT] He Giabiue Hix 15,0"

"Bignosigae suMoram Tecty" qus Tecty "laenTudikania dpaykonazony” (sucokoedexkTUBHa pigniHa xpoMaTorpadin)” oznagae uac
YTPHMaHHS iKYy BANPoGOBYBAHOTO PO3UMHY BiANOBIdae Hacy yTPUMaHHA MKy CTaHAAPTHOTO Po3uMHY GIYKOHA30MY, KOMH BOHH
O/IHOHACHO XPOMATOrPAPYIOTLCH,

lperTHdikanin dayxonazony (BucOKoedexTHBHA TOHKOUaposa xpomaTorpadis) -aiMiT Bignosigae BuMoram BUNpOOyBaHb. [Januil Tect
HE € PYTHHHHM, Pe3yIbTaTH TeCTY BiAMOBIAAI0TEL NpU TecTyBaHHI. AKuo B cepTudikaTi ananisy He Brazano WOAHUX Pe3ySILTATIE,
TECTYBaHHA He IPOBOAHIOCE.

Tect "Aomimxr" we € pyTunuum, Jonyerumi mexi: UK-51.881 - Makcumym 0,6 %; UK-79.281- Mmaxcumym 0,3 %; InauBiAyaibHi
HeBHU3IHAYeHi AOMIlUKY - mMakcuMyM 0,1 %; 3aranbHa KinbKicTb AOMILIOK - MaKCHMyM 1,5 %. PesyabTaTi Tecry signosigaoTs npx
TECTYBAHKL SIKIIO pe3yAbTaTH He 3a3Hayen] B cepTudikari aHamisy, Le 3HAYUTE Li0 1aHe TeCTyBaHHA He NPOBOAHIOCH.

3aranbHa KiibkicTh Mikpooprasiamis - < 1000 r; - APiKAKOBI Ta NaicHaBi rpu6u - < 100 1; E. Coli - BigcyTHA Ha 1 r. PesynbTaTu Tecty
BIANOBIAAIOTE MPU TeCTYBAHHI. fkuio pesyasTaTH He 3a3HaveHi B ceprudikari ananisy, ue 3HAYHTL WO AaHe TeCTYBaHHA Hie
NpPOBOLHAOCH.

Homep ceprudirary ue Kom6iHalis HoMepy cepii Ta KoAy npoaykTy. EnexTpoHHuil nianuc sigpanigosano BignosigHo a0 EU GMP Ta US
CGMP. [lpoaykT BHroTORAEHO BiAnoBigHO A0 Aitouoi HBII Ta 3aTBEP/KEHOr 0 peecTpalifHOro 40CkE.

llum 3acsiguyo, wo nasegena BHIle iHdopMauia e gocToBipHOW | ToOYHOIW, s napris 6yaa RuroToBAEHa (exnmw4awum cTagii naxypamHsg
T2 KOHTPOMIO AKOCTI) y NoeHil BignosigxocTi 4o sumor HBN MICIeBIX PErYNIATOPHEX OpraHie Ta y BignosigHoCTi i3 cneungikanicro,
3aTBepAXeHO0 y kpaiti npusHavenns. /liloya peyopuna Gyn1a BHFOTOR/IEHA i3 JOTPUMaHHsIM BuMor HBIT.

Texnonoriunuii npouec, nakyeanus Ta 38iT TECTYBAHHA Sy/IH NEperasHyTi Ta BUIHAHI TaKMMH, o BignosigaTe sumoram HBII, Yci

AOCAiHKEeHHS, BIAXHIeHHS Ta posbixHocTi noromxeno. Leit ceptadikaT 6yB CTBOpeRKI BIABANIZOBAHOK CHCTEMOIO Ta € AificHuM Ges
nignucy.

Ue#t cepTudikar 6ye CTBOPEHUH BigBAMIA0BAHOIO CHCTEMOIO Ta € AivicHum Ge3 mignwcy.
BiaMiTKu YioBEOBaXkenOT 0c0BH

EnexTponuuii nianuc: Binna Ceronene Aata Bunycky cepii: 24/01/2020 15:36:01
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JAEPXIJIIKCIIY XBA
HEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCHKIMN OBJIACTI

npocnekt Banepis Jlo6anoBcekoro, S1, M. Kui, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3€HOr0 B YKpaiHy JlikapchbKoro 3aco0y

14.09.2020 Ne 46704/20/10

JUDITIOKAH®

(HaliMeHyBaHHS Jlikapchkoro 3aco0y 3rifHO 3 peecTpalifHUM MOCBiTYEHHSM)
kancyau no 150 mr, no 1 kancy.Ji y 6aicrepi; mo 1 6s1icTepy B KapToHHiil ynakoBui

(¢opma BHmyCcKy, 103yBaHHs, BUA NaKyBaHHS JIikapCbKOTo 3aco0y)

Homep peecrpauiitnoro nocsimuenns UA/5970/02/03 crpoxk nii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne B475513 KinbkicTb BBE3€HOTO Nikapcbkoro 3acoby 120
BupoGHuK ®dapesa AmOyas, Opaniis
(naliMeHyBaHHS BUPOOHMKA JIiKapChKOro 3ac00y, KpaiHa MOXOMKEHHS)
BgeseHo B YkpaiHy ChiibHe yKpaiHCHhK0-€CTOHChKE MiANPHEMCTBO Y (hopMi ToBapHCTBa
3 00MexxeHoI0 BiamoBiganabHicTIO "'OnTiMa-®apm, JITH", inent. koa:
21642228

(natimenyBanHs Ta ko 3a €JIPTIOY ropunu4Hoi ocobu abo npi3Bule, imM's, Mo 6aTbKoBi Gi3udHOT
0c0o0H - mianpueMLy, 1i MicLie NPOXXUBAHHS Ta PEECTPaLifiHUi HOMEP 00J1iKOBOT KAPTKH MJIaTHUKa
nozaatkiB abo cepist Ta HOMEp MacrnopTa)

IpoTokoa BisyanbHoro koutpoo Bix 09.09.2020 Ne 2941/12.

3a pe3ynbTaraMH Jep>KaBHOrO KOHTPOJIO BCT2HOBJIIEHO, ILIO JIikapChbKuii 3acid BBe3eHO B VYKpaiHy 3
JAOTPHMMAHHSM BUMOT 3aKOHOZIaBCTBA LIO/0 3a0€3MEUEHHs AKOCTI JiKapChKUX 3aC00iB.
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(dapeza
Ambyaz

Ha3sa npoayKTy: Judrokan®
Koa npoaykry: 4860UKR
Cepis Ne: B515810

Cnenudikanin:
04 -2020
03-2025
10.06.2020

JlaTa BUpO6GHHUITEA:
Tepmin npHAATHOCTI:
JlaTa npoBefeHHA aHanizy:

Qapesa AM6ya3 paHiure Mas Hassy [Ibaizep i dxi.Em.

Ceprudikar ananiay

12RS05404 (21-04-2009)

“

Qapesa AmOya3

31, Moce-crop-Cicc

29 poyT aec [kpactpic, 37530
Ten.: (+33) 2.47.23.77.78
Pakc: (+33) 2.47.23.79.80

[lepexnag

Tectu MeToz,

Jonyctumi mexi

PeayabTaTH

Onuc Bisyan.

Teepai Henpo3opi KeAaTUHOBI Kancyau (po3Mip
kancyau Nel), 3i ciTN10-6ipe30B0-61aKHTHOO
KPHILEYKOI0 Ta KOPNYCOM, 3 HaHeCEeHWM YOpHUM
qopHuAoM noroTunom Pfizer ta nagnucom FLU-150,
10 MicTATL 6inKi MopouIoK

Bignosifae BUMOraM TecTy

Boaa Kapaa

@imepa W 1.0

Makcumym™ 6,5 %

4,1%

[nenTudicauis BEPX TM-01-0091A

Bignosigae BuMoram Tecty

Bianogijae BUMoram TecTy

BEPX TM-01-
0091A

KinbkicHe BU3HAYeHHSA

142,5-157,5 mr/«ancyny (95-105% sij 3aseneHol
KiZbKOCT)

151,3 mr

OaropigHicTs BMiCTY €0 29.40

Bignoeigae Bumoram TecTy

Bianepigae BuMoram Tecty

PO3YHHEEHSA B.:29:2

KpuTepiii BignoBignocTi:

Bignogigae BuMoram, aK10 KiJLKICTE PO3UYMHEHOrO
nicns 3akinyedHsa 30 XB. aKTUBHOTO iHTpeJicHTa
crmiBnagac 3 JaHHUMHM, HaBeAeHi HIDKYe B TaGaHLi, Ae
Q = 75%. [lepesipka BUKOHYETHLCA B 3 €TAMH, A0 THX
nip, NIOKH He ByAe AOCATHYTO BiJIMOBIAHICTD
pe3yabTatis aGo Ha S1, abo wa S2. Q - kiAbKicTh
PC3YHHEHOTO PEYORHHY, BUPAXKEHOTO0 B MpoLUeHTaX
Big BkazaHoro kiawkocti. Crazia S1 - Kinekictn
BUNPOOOBYBAHUX OAWHHIL: 6 - Kpurepil
npuiHATHOCTI: PeayspraT 4415 KOWKHO! 0QKHHHUIL
CTAHOBHMTL He MeHIne Hix Q + 5%. Cragis S2 -
KiabxicTs Bunpo6oByBaHux oMHULE: 6 - KpuTepii
npuiHaTHocTi: Cepeadis pesyabTaT via 12
oAuHKUDL (S1 + S2) exBiBaneHTHHH abo Giablne Hixc
Q, i :xoAHOro 3HAYeHHA MeHII Hix Q-15%. Cragia S3
KinekicTs BunpotosyBaHux ognHub: 12 - Kpurepii
npriHATHCCTI: CepeaHiH pesynbTaT Ast 24
oauHKLE (S1 + S2 + S3) exBiBaJIeHTHUM abo Gisblue
Hix Q, Ta He BiAblUe ABOX 3HAYEHB MeHI HbK Q-15%,
i3KCAHOrO 3HAaYeHHs MeHII Hixk Q-25%.

100%

KinbxicTe ynakosox B cepil

27820

Ceprudikar akocri
[lpu3navenna: Ykpaina
®apeBa AMbyaz,

3oue IlupacTpiane, 29 poyT aec ligactpic, 37530 Moce-ciop-Cic, Ppanuis

MpumiTka: Hassa synuni Moxe 6yTH 3a3HaveHa 8k "Poce-sur-Cisse” abo "Pocé-sur-Cisse” Ha ynaxoBuji, 3a1eXHo Bij Toro, A

3a3HAYEHO0 B PEECTPALiHHOMY TOCBI M eHHI KpaTHHU.,
Jliyensia Ha supobuuymeo: NeM 17/091
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Papepa Ambyas
3, Moce-ciop-Cicc
29 poyr gec Ingactpic, 37530
Ten.: (+33) 2.47.23.77.78
Waxc: (+33) 2.47.23.79.80
Cepmudgpixam GMP No: 2013/ HPF/FR/115

Peccmpayiiine nocaiduenns: UA/5970/02/03

Aiova pevoauna: bnykonazon; Cuaa npoaykTy: daykornaszon 150 mr/Ha kancyny; ®opma AoayBanna: kancyau 150 mr
Tun i poamip ynakoeku: 1 kancyna B 6aictepi, 1 6aicrep y kapTorHil Kopobni

KinbKicTh NpoAyKTy B cepil BHPaXaeThCsA B OAMHHMUSAX KIJIBKOCT] FOTOBOTO MPOAYKTY 3aNaKoBaHoro B KOpoBky Aaa cepii.

"Bignosigae sumoram Tecty” ans tecry "OgnopigHicts eMicTy": "KpuTepiit npuHBATHOCTI He Ginbwe nix 15,0"

"Bignosigae sumoram tecty” ans tecty "laentudikanis payxonasony” (sucokoederTrsHa pifrHHa xpoMaTorpadisn)” osHavae yac
YTPUMAHHA iKY BUApo6OBYBAHOTO PO3YHHY BIANOBIAAE Yacy YTPHMaHHS NiKY CTAHAAPTHOrO po3yuHy GAyKOHA30/Y, KOIU BOHU
OJHOYACHO XPOMATOr padyOThCSL,

Igenrudikania daykonazony (BucokcedeKTHBHA TOHKCWAPOBA XpoMaTorpadia) -niMit Bignosigae BuMoram sunpobyBank. Jauuit TectT
He € PYTHHHUM, pe3yAbTaTH TECTY BiANOBIAATL NpU TecTyBaHHL AKuio B cepTudikaTi aHanizy He BKazaHo XKOLHKX Pe3yAbTaTiB,
TECTYBaHHSA He TPOBOJUI0CH.

Tect "lomiwkn" He € pyTHHEAM. Jonyctumi mexi: UK-51.881 - makcumym 0,6 %; UK-79.281- makcumym 0,3 %; [HausigyanpHi
HeBM3HaveH] goMimky - makcumym 0,1 %; 3aranbHa KiAbkicTs foMimox - MakciMyM 1,5 %. Pe3yJibTaTH TeCTy BiINOBIATL DK
TecTyBaHHI. SIKIIO pe3ynbTATH He 3a3Haven] B cepTudikaTi aHanizy, e 3HAYUTD [0 JaHe TeCTYBaHKHA HEe NPORG/UA0CSH.

3arajsHa KiABKicTs Mikpooprasismis - < 1000 r; - ApincaxoBi Ta maicusasi rpuéu - < 100 r; E. Coli - BigcyTns na 1 r. PeayanTaTu Tecty
BiANOBiAAOTEL IpK TecTyBaHHI SKUL0 pe3yaLTAaTH He 3a3Ha4Yen] B cepTHdikaTi ananizy, e 3HAYUTE 1110 JIaHe TeCTYBAHHA HE
npoBcAMaOCe.

Homep cepTudixaty ne kombiHanis Homepy cepii Ta koAy npoaykTy. EnekTponnuit nignuc sigpanigorane signosigHo ao EU GMP ta US
CGMP. [IpoayxT BuroToB/EHO BiAMOBiAHO A0 Aitodol HBII Ta 3aTBepAKeHOro peecTpalifiHoro Aoche.

1M 3acBiuyo, 10 HaBeAeHa Buie iHdopMaLis € JocToBipHOW i TouHOW0. [1a napTis fysia BUroToR/eHa (BKANYAUH CTajil NaKyBaHHA
Ta KOHTPOJIIO AX0CTi) ¥ NoBHI# BignosigHocTi o BuMor HBII MicueBux pery/sTopHUX opraHis Ta y signosigsocri i3 cnenudixauieo,
3aTBEPAKEHO10 ¥ KpaiHi npusHatients. [itoua peuoBrHa 6yJja BUTOTOBAGHA i3 ZOTpHUMaHHsM BuMor HBIL

TexHoAOTIYHKH Npollec, NaKyBaHHA Ta 3BIT TeCTYBaHHA Gy NeperAgHYTi Ta BU3HAHI TaKUMH, O BiAnoBiAawoTs sumoram HEIL Yci
JAOCAIKeHH s, BixuaeHHs Ta po3bixuocTi noromxeno. el ceprrdikar 6ys cTBOpenuil BigBaAlfoBaHOIO CHCTEMOIO Ta € AiHCHUM He3
MiAnuCy.

llefi ceprudirkar 6yB CTROpEHHH Bi/|BaNiJ0OBAHOIO CHCTEMOIO TA € AlicHUM §e3 mianucy.
BigMiTKu YnoBHOBaXxeKOI 0c0OM
Enextpounwuii nignuc: bendept Padien Jata sunycky cepii: 29/06/2020 10:56:20




JEPXIIIKCIIYXXBA
JEPKXABHA CJIY)XFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIA OBJIACTI

npocnekt Banepis Jlo6aHoscbkoro, 51. m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dIs ko@dls.gov.ua.https://www.dls.gov.ua, Kog €JIPIIOV 37078774

BUCHOBOK
PO fIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acoby

29.12.2020 Ne 71315/20/10

AADJIIOKAH®

(HalMeHyBaHHA JIIKAPCHKOro 3acoby 3TiIHO 3 peecTpaliifHMM NOCBIIMEHHIM)
Kamncy.d mo 150 mr, no 1 kancyai y 6.icrepi; mo 1 6aicrepy B kapTonHiii ynakoui

((hopma BUTyCKY, N03YBaHHS. BHI NAKYBAHHA TiKADCEKOTO 3acoGy)

Homep peectpauiittoro noceimaenns UA/5970/02/03 crpok aii peecrpaniiinoro noceiguenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne B515810 KinekicTb BBe3eHOro0 nikapcekoro 3aco6y 420
BHPOGHHK Dapesa AMOya3s. OpaHuis
(HaliMeHyBaHHA BHPOGHHKA [1iKapeeKoro 3acoby. KpaiHa NoXomkeHHs)
BBe3eHo B VkpaiHy CrinbHe yKpaiHCLKO-€CTOHChKE MANPHEMCTBO y opMi ToBapHCTBa
3 00MesKeHOI0 BiAOBIAAILHICTIO "OntimMa-®apm, JITA", izenr. kon:
21642228

(HakmeHyBanH# Ta koa 3a EJIPTIOY 1opuanuHoi 0coGH ao npiasuie. iM'a. N0 6aTbKoBI hizHuHOi
0COOH - MiANPHEMUS. i MiCIIE NPOKHUBAHHSA TA PEECTpaLifHKi HoMEp 06iKOBOT KapTKH MJ1aTHHKA
nozatkis abo cepis Ta HoMep nacrnopra)

Ipotokoa BisyansHoro koutposio Big 23.12.2020 Ne 4562/11.

3a pesyibTaTaMH [epXKaBHOTO KOHTPONIO BCTAHOBNEHO, IO JHKApChkWH 3aci6 BBe3eHO B Vkpainy 3

3aKOHOJABCTBA LIOA0 3a0e3MeyeHHA AKOCTI JIKAPCEKUX 3aC00iB,
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