JAEPIKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIM OBJIACTI

npoB. Ceitnuunoi Hanil, 3, m.Kuis, 02099, ten/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
PO AKICTH BBE3€HOI'0 B YKpPAaiHy JiKapchbKoOro 3acody

10.10.2023 Ne 41326/23/10

I'TAH®OPT®

(HaHMEHYBaHHA JIKapChKOIo 3aco0y 3TiAHO 3 peecTpauiiHUM IIOCBITYEHHM)
kpanji o4Hi; mo 3,0 mi y dpaaxoni-kpaneJsHuui 3 nostieTniieny; no 1 guaxkony-kpaneasHumi
B KapTOHHIH mavii

(dopma BUITYCKY, 103YBaHHSA, BH/ MAKyBaHH JIKaPCLKOro 3acoby)
Howmep peectpauiitnoro nocsiguenns UA/11121/01/01 crpoxk aii peecrpauiiinoro moceiguenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne 391622 KinpKicTh BBe3eHOTO Jlikapcpkoro 3acoby 2880

Bupo6ruk Ainepran ®apmacerotikans Ipianais, Ipmanmis
(nalimenyBanHs BUPOOHHKA JIIKAPCHKOro 3aco0y, KpaiHa MOX0KeHHS)

Breseno B Ykpainy Tosapucrso 3 o6mexeHor0 BinnosinaapnicTio "AJIVIEPTAH
YKPAIHA", inenT. xon: 40198499

(HaniMenyBanHs Ta ko 3a CIPIIOY ropuangsoi ocobu abo npizsuie, im's, o 6aTbKOBI BiznuHO]
ocobu - mianpueMs, ii Miclie IPOXUBAHHS Ta PeECTpaUiHHAN HoOMep 06TIKOBOT KAPTKY MIATHHKA
[10JaTKiB ab0 cepis Ta HOMepP IACIIOpTa)

ITporoxoa BizyansHoro koutposo Bix 23.08.2023 Ne 2599/2.

3a pe3ynpTaTaMH ACPXKABHOTO KOHTPONIO BCTAHOBIEHO, ILIO JHKApChKWl 3aci6 BBeseHO B VYkpainy 3

AOTPHMAHHSAM BuMOr 3aK0HOABCTBA OJ0 3abe3NedeHHs AKOCTI JIIKapChbKUX 3acobiB.

3acTynHHK HaIaE

I Ipuna ITAJTAMAP

(ninrmc) (isiniany Ta npizeumie)




CEPTH®DIKAT SAKOCTI JJIAA YKPATHH

Hepexnao 3 anzniticoxoi moeu na ykpaincosry

Jorotun AJIJIEPTAH

Annepran Qapmackwrikan: Ipaanais
Kacnbap Poyn, Bectopt, Ko, Matio, Ipnanmnis
Temn:; +353 (0)98 25222
Daxkc: +353 (0)98 25791

Master Ne IR 17
Kpaina Ykpaina
Howmep cepii 391622

www.allergan.com

3APECCTPOBAHA TOPIrOBA HA3BA: FAHGJOPT@; (OYHI KPANI)

CUNA AllI/AKTUBHICTb:

NIKAPCBKA ¢OPMA: OJHI Kpanai
JATA BUPOSHULITBA: 16/08/2022
TEPMIH NPUOATHOCTI: 31/07/2024
PO3MIP CEPIl: 2880 dnakoHis

PEECTPALIMHE NOCBIAYEHHA:
PO3MIP TA TN MAKOBAHHS:

UA/11121/01/01

3 MN Y GAaKoHi-KpanenoHuu, no 1 GprakoHy-KpanensbHULI B KapTOHHIN

GimaTtonpoct — 0,3 mr/mna, Tumonon — 5,0 mr/ma

YNAKOBLI 3 MAapKYBaHHAM YKPaTHCLKOK MOBOIO

HA3BA TA AOPECA BCIX AI/1bHULb 3

AnnepraH ®apmacbioTikans

BUPOBHULTBA TA KOHTPOAHK AKOCT] Ipnangia,

Kacnbap Poyg,

Bectnopt

Ro. Malo Ipnanain
HOMEP /IIUEH3IT HA BUPOEHULLTBO M00148/00001
CEPTUDIKAT BIANOBIAHOCTI HBM 28629/M00148/00001

BOCNMAXEHHA COELUNPIKALLIA PE3Y/IbTAT

pH: 7.1-75 7.4

Onwuc: [Mpozopuin Be3bapsHUN abo CBITAO KOBTUI Bignosigac
PO3YMH

Konboposicts (Ph Eur BisyansHuit | MpenapaT nosuHex BUTPUMYBATU NOPIBHAHHA 3 | Bignosinac

KOHTpG/b): eTa/IOHHUM po3dnHom Y7,

[1po3opicTh: [TpenapaT NOBUHEH BUTPUMYBATHU MOPIBHAHHSA 3 Bian s
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AGN 191522 {Cl-acid) He Binbwe 0.1 % 0.0
AGN 197319 (15-beta) He binblwe 0.7 % 0.3
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Hepexnao 3 anzaificokKoi M0O6U HA VKDATHCHKY

Jororui AJIJIEPI'AH

Asnepran ®apmackiorikans Ipinangis
Kacnbap Poyn, Bectmopt, Ko. Maiio, Ipnannis

CEPTHPIKAT AKOCTI 1JI VKPATHHA

Master Ne IR 17
Kpaina Ykpaina
Howmep cep1i 391622

Ten: +353 (0)98 25222
Maxc: +353 (0)98 25791
www.allergan.com

OJOCNMAXEHHA CNELUNDIKALIA PE3V/IbTAT
CneundiyHa HeigeHTUdiIKoBaHa:
RS1: He Oinbwe 0.2 % 0.0
Cyma cneumdivHmnx
(igeHTMdikoBaHMX Ta
HeigeHTudikoBaHuX — 6e3 0.3
OOUHOYHOI HeigeHTUdiKoBaHoI): He binblwe 1.4 %:
OanHuyHa HecneymdivHa HeOlIRE O % 0.1
AOMILLIKA
Cyma AoMILLOK {BCix cneundiyHmx
Ta HecreundivHux): He Binbwe 0.4 % 0.1
3arasibHi gomiwkun (cyma He Dinbwe 1.8 % 0.3
3arabHUX 3a3HaYeHNX AOMILLOK
Ta BCIX OKPEMUX HEBU3HAYEHMX
AOMILIOK)
Tumonon (Tumonony maneary
0.68 % B nepepaxyHKy Ha
Tumonon 0.5 % m/06.) % Big
333HaYeHoro 95.0% — 105.0% Big 3a3Ha4yeHoro 98.8
Aomiwkn Timonon (% m/o
333HAYEHOro Ha eTuKeTul):
CneundivHi ineHTHdiKoBaHI:
AGN 196630 (D1) : He Binbwe 0.2 % 0.0
AGN 196631 {D2) : He Binbwe 0.1 % 0.0
AGN 196632 (D3) : He Dinbwe 0.1 % 0.0
Cyma cneundiuHmx He Dinbwe 0.4 %:
(ineHTUdikoBaHMX Ta 0.0
HelgeHTuIKoBaHUX — be3
OAWHOYKHOI HeipeHTUdIKoBaHOI):
OauHuuHa HecneuudiyHa He binbwe 0.1 % . 0.0
JOMilsKa: &?F‘"“‘MT Ay
. ) . %%
Cyma 8cix JOMILLIOK: He Binblue 0.5 % o Y . A 0.0
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Master No IR 17

Iepexnao 3 anzniticekoi MO8H HA VKDATHCHKY

Jororun AJIJIEPTAH

Annepran @apmaceiotikanz Ipaanais

Kacnbap Poya, Bectopr, Ko. Maiio, Ipnanais

CEPTH®IKAT AKOCTI 1)1 VKPATHA

Tea: +353 (0)98 25222
Maxkc: +353 (0)98 25791
www.allergan.com

Kpaina Ykpaina
Homep cepii 391622
DOCTAXEHHS CNELNDIKALLIA PE3Y/IbTAT
BEPX: NosWHeR signosifaTn Bignosinae
bimaronpocT:
BEPX: [NloByHeH sianosigaTh Bignosigae
TWX: [loBUHeH BignoBiaaTH Bianosipae
Tumonon:
BEPX: MNoBuHeH BignosinaTu Bianosigae
TLUX: lloBUHEH BiagnoBigaTH Bianosinae
beH3ankoHito xnopna: 90.0 - 110.0 % 8ig 3a3Ha4YeHoOro 97.7
(% Big 333HaueHOro)
OcmonanbHicTb 270 ~ 310 mOcm/kr 280
MexaHiuHi gomiwkK (BisyansHo) BinsHWUA Big BUOAMMUX HaCTOK Bignosipae
Crepunbnicts (Bignosiano o [NoBUHeH OYTY CTEPUALHUM Bignosinae
Bumor €0 2.6.1),

3AABA NPO CEPTUDIKALLIIO: LUinm 1 3acBiauyto, Lo HaBedeHa BuwWe iHbopmallia € AOCTOBIPHOO Ta TOYHOLW.

Lito cepito npoaykuii 6yno sBupobneHo, BKAOYAOHY MaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOMb if
AKOCTI Ha BMLLE3a3HaYeHIN AIAbHULI Y NOBHIN BiANOBIAHOCTI 3 BUMOramu GMP, BcTaHOBAEHWMMU MicLLEeBUM
PEMYIATOPHUM OPraHOM, a TaKOX BIANOBIAHO A0 crieundikaLii, Wo MICTATLEA ¥ peecTpaLliitHOMY AOChe
KpaiHu-imnopTepa. NpoToKoAM BUPOBHNLTBA, NaKyBaHHA Ta aHani3is 6yno nepernsHyTo Ta BCTaHOBMEHO

gignosigHicte GMP,
CeptudikosaHo:

nidnuc AaTta: 09 mororo 2023

DIVYESHPATEL, (QA)

HenerosaHuin gupexrop 3 3abesnevedHa AKoOCTI.

Annepran ®apmacbioTiKana |pnasgis,
Bectnoprt, Mpadcetso Malio, IpnaHais

9374X YkpaiHa (3apeecTpoBaHa cniey Bepcia N21.0)




