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__BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®RIKAT AKOCTI CEPIT JIKAPCHKOIO 3ACOBY

Name of product/Hassa hp

(strength, dosage form, package size and
type/ posyeaHHA, nikapcbka Gopma,

PO3MIp | TUN YNaKoBKK)

OAYKTY

(Nebx1) B 6nicTepax

Rapimig orodispersible tablets 2,5 mg Neo6 (Ngéﬂ ).ih 'Bl'ié.i.:ersf Panimir |
Tabnertkn, wo ANCNEPryIOTLCR B POTOBIN NMOPOXHMHI, 2,5 mr Neb

Composition/ Cknag

Zolmitriptan 2,5 mg/3onmitpuntan 2.5 mr

Manufacturing country/ KpaiHa BUpo6HMK

Actavis Ltd, Malta/Axrasic /ita, ManoTa

[ tmporting country/ Kpaita-imnoprep Ukraine/YkpaiHa
MA number/ Homep P UA/8651/01/01
| Batch number/Homep cepii 145698
Batch size/ Po3mip cepii 2,154 packs/ynakoBox
Date of manufacture/ara BUPOBHMITBA 11.2023
Expiry date/ CTpoK npuaatHocTi 10.2026

Name, address and authorization number
of manufacturing site/ Hasga, aapeca i

HoMep ANiyeHsiT BUPoBHW4YOT

ZTN 3000, Malta/Axrasic NTA,
AiNbHML|

Actavis Ltd, BLB 015, BLB O 6, Bulebel Industriat Estate, Zejtun,
BLBO15, BLB016, byne6en

IHgacTpian 6yamHok, m. 3elTyn, ZTN 3000, ManbTa

CepeaHa maca Tabnertok

100 mr (95 — 105 mr)

MLOO1
Test / Nokasuuk axkocri Specification / flonycrumi Hopmu Results /
| | Pesynoratu
Description / White, round, flat tablets/ Bini, KPYrAL, NAocki TabneTku 3 Complies /
Onmc dackoio Bianosigae
ldentification / laenTudikauis |
e HPLC/BEPX The retention time of zolmitriptan peak obtained with the Complies /
test solution corresponds to that obtained with the Binnosigae
standard solution/BignosigHicTe 4aciB yTpUMyBaHHA nika
30AMITPUNTAHY Ha XPOMATOrpamax ACCAIAKYBAHOTO |
CTaHAAPTHOIO PO3YMHIB
¢ HPLC-DAD/BEPX-DAD The UV spectrum of zolmitriptan peak in the chromatogram: Cﬁm;jlié's /
of the test solution corresponds to that obtained with the Bignosigae
| standard solution/ BianosigHicTs Y®-cnekTpy nixy
30/MITPUNTARY Ha XpomaTtorpamax A0CNiYBAHOro |
| e | CTAH[/APTHONO PO3YMKIe L
Average tablet mass / 100 mg (95 ~ 105 mg) 101.8mg/mr

Friability/ CtupasicTe

NMT 1.0%/He 6inbe 1,0%

0.0%

Resistance to crushing/
Crivikicte 10 po3gasncsan

NLT 15N/ He meHwe 15H
HA

Mean:/Cep.: 30N/H
Min:/Min: 26N/H
Max:/Makc: 35N/H

Disintegration/ PoananauH

A NMT 3 minutes / He ﬁinbwé 3 xannm;l

0.2 minutes/xsunun

Dissolution/ Po3uviHerua !

NLT 80% (Q+5) after 30 minutes/
He meHwe 80% {Q+5) yepes 30 XBUAWH

Mean:/Cep.: 104.1%
Min:/Min: 101.5%
Max:/Makc: 108.3%

Assay/ KinbkicHe BuaHaueHHs

95% - 105% from labeled amant/
895% — 105% Big 33nBNeHOT KiNbKOCT]

100.18%

Uniformity of dosage units/
OaHOPiAHICTL A030BAHMX OAMHULb

Complies with Ph. Eur. {2.9.40)/
_Bianosigae sumoram Esp.dapm. (2.9.40)

IV

OHCHA
- Amine impurity/flomiwika

| Related Substances/Romiwku
| - Stage IV impurity/flomiwka? Stage

- N-oxide impurity/Oomiwka® N-

NMT 0.5%/He 6invwe 0,5%

NMT 0.5%/ He 6inbwe 0,5%

* amiky NMT 0.5%/ He 6inwwie 0,5%

Teva Pharmaceutical Industrics Ltd.
Actavis Ltd. BLB. 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Ma

Company No CZ2867 | VAT No-MT 11360007 | {(+356) 21693533
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- Each identified impurity/KoxHoi NMT 0.5%/ He GiabLe 0,5% Not detected/ He
{ iHWoT ineHTMdIKoBaHOT AOMILL KK BUABAIEHO
- Each unidentified impurity/ KoxHoi | NMT 0.2%/ He Sinblwe 0,2% <0.1%
| ‘HeiAeHTUDIKOBAHOT AOMILLIKK
- Total impurities/Cyma pomililok NMT 1.0%/ He Ginbwe1,0% | <0.1%
| Microbiological quality/ ‘ Complies /
Mikpobionoriuka yncrora* Bi,a.nosi,qaehwﬂ
- Total viable aerobic count / NMT 10°/g / He 6inbwe 103/r. <10 CFU/g / KYO/r
aepobHi Bakrepii |
- Total fungal count / rpi6u NMT 102 /g / He 6inble 10%/r. 1 <10°CFU/g / KYO/r
- Escherichia coli Absent in 1 g/ BigcyTHicts Escherichia colis 1. Absent / Bigcytha

* Not routinely performed. Tested on. the first three production scale batches and then on every 10" batch (at least
annually}/Tect He € pyTuHHIM. I1poBOAATL ANA Neplwux 3-x cepiid, a noTim AN KOXHoi 10-1 cepii abo 1 pa3 Ha pik.

L.If one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur. 2.9.3/Ak0 ana ogHoi um
Binbwe tabnetox Tecr HE3aA0BINLHKI, TO HAaCTYNHI TabAETKW NOBUHHI 6yTH npoKkoHTponboBaHi BigNOBIAHO €D 2.9 3 ;

_2-(5)-4-(4-aminob'enzvl}—1,3¢oxazolidin—2-one/(S)-4«'-(4—aMi HoBeH3un)-1,3-0Kca3oniAnH-2-0K; .
'3—N,N-dimethvl-z-[5-(2—0xo—1,3—0xazo!idin-4-ylm ethyl)-1H-indol-3-ylJethanamine-N-oxide/ N,N-aumertun-2-[5-(2-okco-1,3-
-oHcascmi,an—4-inMemn)-lH-iH,qon-3-nn]emHaMiH—N-oucm,n,; -
"‘-2-[5-(2-0xa-1,3-oxazolidin-4-yimethyl)—1H-indol-B-y!]ethanamine/Z'—[5=(Z-Oxca41,3—oucaaoni,n,uH-4—inmemn)—1H—-i|-f,qon-3'*
inleTaHamin.

The batch meets the requirements of QCM for MA No'UA/8651/01/01 / Cepin Bignosinae svimioram MKS Ao
P.T. Ne UA/8651/01/01.

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP/

A 3asBRAI0, WO HaBeaeHa Buile iHbopmaLia € JOCTOBIPHOK Ta TOYHOIW. Us cepia 6yna Burotosnewa,
BKAIOYAIOMM YNAKOBKY | KOHTPOAbL AKOCTI Ha 3a3HaveHiit BULLe BUPODRUYIA ainakui {ainaHKax), 8 nosHi
BiANOBIAHOCTI 3 BuMoramu GMP MICLIEBOTO  perymionyoro opraHy Ta cneuyugikauii PeecrpauiiiHoro
flocBigyeHHi KpaiHu-imnoprepa. NpOTOKOAU BUPOBHULITBE, YNaKOBKM Ta KOHTPONIO AKOCTI BYAU poaraaHyTi i
BW3HaHI BignoBigHMmu Bumoram GMP.

NiarotoBneno/ Compiled by: Tihana Zalig 3ateepakeno/ Issued by: Javier Moscardo Polop -

[Nara/Date: 04.12.2023 A fata/ Date: DY /!7,/ 2017,
\ ‘YnoBHosaxeHa ocoba/ Qualified Person

R 1T
a Tﬂd}m‘\ﬁumhl“ :

Teva Pharmaceutical Industries Led. | el
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