JAEPXKABHA CJIIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

mpoR. Ceitimaroi Hagii, 3, M.KHig, 02099, Ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BUCHOBOK
Npo AKICTL BEE3EHOI0 B YKpaiHy JiKapchKoro 3acody

02.10.2023 Ne 47868/23/10

ETONIO3H/I-TEBA

{HaliMeHYEaHHA IKAPCHKOTO 3acoly 3TiHO 3 peecTpamiHaHM NOCRLTICHAAM)
KOHIEHTPAT /I Po3uHAy A5 ingysin, 20 mr/ma, oo 10 ma y guiaxoni; no 1 ¢paakony B
KapToHHil kopodmi

{doprMa BHITYCKY, AOIYRAHHA, BHA NAKYRAHHA JIIKAPCEKOTO 3ac00Y)
Howmep peccrpanifinoro noceimaeara UA/7277/01/01 crpox aii peecpanitinoro moceimaerma 01.01.2099
Cepix nikapcrkoro zacoby Ne 23D19KH KinpkicTs BBe3enoro Jikapcskoro 3acoby 1086

Bupo6HEK (Qapmaxemi B.B., Hitepmanu

{HaliMeHyBAHHA REPOGHHKA JiKapchKoro 3acoly, kpaida IoXoDKCHHA)

Brezeno B Yxpainy ToBapHCTBO 3 00MexeHO0I0 BitmoBinannuicTio "Tea Ykpaina", igenr.
xon: 34770471

{HaliMeHyBaHHSA Ta Xof] 2a €IPTICY opHaETHOi oco6H alo OpizrEme, iM'd, Mo 6aTeKoBi dizHTHO]
ocobH - miIupHeMnA, ii Miclie IPOXHRAHAA Ta PeccTpaidani HoMep obNikOROi KAPTKH ITATHAKA
IONATKIR abo cepif Ta HOMEp NACIopTa)

Iporokoea Bisyannaore xeaTpomo sig 29.09.2023 N 3061/1.

“WCHOH 5 . . .
3a pe3ynbTATAMH JICPXKABHOTO KOHTPONIO BCEARES —m0 7, iixapchkuit  3aci6 BBezeHO B Vkpaimy 3

E3meIOHI sxq%;‘\'ﬁ\ KRPCHKHX 3acO6iB.
A

NOKY VEHT




teva

YnakoBaHMWii NpoayKT:

HasBea npoayxTy:

Homep cepii ynakoBaHOro npoaykTy:

Kop ToBapy:

Hata empobHuuTBa:

TepmiH npuaaTHoCTI:

KpaiHa, eianoeiganbHa 3a BUNYCK:
Ha3Ba akTUBHOT pe4oBHUHM:
KinbKicTb:

Kpaina:

PeectpauiiiHe noceigyeHHa Ne:
lpadiyHi maTepianu:

CeptndikaTt sBunycky cepii

ETONMO3WUA-TEBA, KOHUEHTpAT ANA po3YMHY AnA iHby3il, 20 mrimn,

Nel {1 dnakoH no 10mn)

23D19KH

55776280

19 kBiTHA 2023

KeiTeHb 2026

Hiaepaanau

ETONO3UA,

1086

YKpaiHa

UA/7277/01/01

Bepcia: D flot: P311657 Homep: 93102233 — DSSP ETOP 200=10 1 VL UA
Bepcis: E Not: P206407 Homep: 93134232 — BYSL ETOPOSIDE UA
Bepcin: D flot: P311687 Homep: 93148233 — ET ETOPOSIDE 200=10ML UA

Bci npoaykTK, BKasaHi B Lbomy AoKymeHTi, Byan BupobaeHi, ynakoeaHi, NpoOKOHTpoABOBaHI | eunyweHi Qapmaxemi
B.B.; CBeHceer 5, 2031 GA Xapnaem, Higepnangu.
Homep Bupo6uuuoi Miuensii 4094F, Ceprudikar GMP: NL/H 18/2003994 ta NL/H 21/2031762A.

AilicHum 8 3aTBepaylo, WO HaBegeHa Buule iHdopmauia € cnpaexHbol i TovHow. LA cepia npoaykry Byna
BWUrOTOBAIEHE, BRAIOYAIOUM NMaKyBaHHA/MapKyBaHHA | KOHTPOAb AKOCTI HA BULUE BKazaHii AinAHUj {OinAHKax) 8 noBHii
BignoeigHocTi 8o Bumor GMP, BcTaHOBNEHUMM MICLEBMM PEryAATOpHMM OpraHom, i B BianoBigHocTi a0 cneuudikadii
Toprogoi AiyeHsii KpaiHu-imnopTepa. NpoTokonu BUpobHULTBA, NakyBaHHA i aHanisie cepii Oyno po3araaHyTo i BU3IHAHO
BignoeigHicte ao GMP.

Mianucaro: J. Rijks M.Sc.

(PapmauesT, ¥YnoeHoBaxeHa ccoba
Mapmaxemi B.B., 18 nununa, 2023

0512628

Peecrparriiiii Ta KOHTaKTHI JaHi BRpoOaEnKa Tapmaxemi B.B., Hinepnasm.
www.tevapharmachemie.com



teva

CEPTU®IKAT AHANI3IB
Mpogykr: ETONMNO3UA-TEBA, KOHUEHTpAT ANA PO3YKHY AnA iHdy3iii, 20mr/mn, Nel {1 dnakoH no 10 mn}
ID cepii: A512155
Homep cepii: 23D19KH
Hata eupobHuuTBa: 19 keitHA 2023
Kpaina: YKpaiHa

30BHILWHIA BATAAA, Bianosigae MNpo3opuid, 2nerka 8’A3KUIA PpO34UH HOBTYBATOrO
KOABOPY, NPaKTU4YHO 63 BUAUMMX YaCTOoK
CTYMIHb 3ABAPB/IEHHA Bianosigae <Y,

MEXAHIYHI BKAKYEHHA
Yactok/dnaroH 2 10 MKm
Yactok/¢nakoH = 25 mMKm

56 yacrok / dnakoH
3 yactku / ¢pnakoH

He 6inbwe 6000 yactok/dnakoH
He 6inbwe 600 uactok/$pnakoH

IAEHTUGIKALIA

a.Yac yrpumysaHHA BEPX MNoauTeHa Bignoeigae craHgapTy NOpiBHAHHA
b. TWUX MozuTtueHa Bignoeigae craHgapTy NOpiBHAHHA
pH 3,6 3,0-4,0
OB’EM, LLC BUTATAETLCA 10,2 mn 2 10,0 mn
CYNPOBIAHI AOMILLKK
MNikpoeTonosna He suasneHo <0,3%
flirHan P 0,1% £0,3%
Byab-AKa iHwWa igeHTUdIkoBaHa He eunenero =1%
byab-AKa HeipeHTUdiKoBaHa AOMILLIKA 0,2% =0,5%
Cyma 0'3%/:cu 0;0_;\\\ <2%
KIAIbKICHWIA BMICT ETONO3UAY 9 \ﬁ/ i b”d _5,0 % - 105,0 % Bi,g 33aABAEHOI KiNbKOCTI
KI/TbKICHWIM BMICT ETUAIOBOTO CTIUPTY f’ GFOKY VT ’: ‘i‘ ;33; 0 % - 110,0 % Biz, 3aABACHOI KifAILKOCTI
o | \
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BunyweHo:

J. Rijks M.Sc.
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18 nunHsa, 2023

GdapmauesT Bigainy KOHTPOAKD AKOCTI

YnoBHoBaxeHa ocoba
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