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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPI JIKAPCbKOIO 3ACOBY

Name of prbdﬁttfHﬁaﬁ.a NPOAYKTY

(strength, dosage form, package size and type/
A03YBaHHA, nikapchia popma, Po3aMip 1 Tyn

| ynakosku}

Bricrepax.

Rapimig orodispersible tablets S mg N6 (Neéx1) in blisters /Panimir
TabreTku, Wo AucnepryioTecs B POTOBIN NOPOKHUHI S Mr NloG (Nesxl)a

T

Composition/ Cknag

Zolmitriptan 5 mg/3onmitpunTan 5 mr

Manufacturing country/ Kpaika Bipobrmk

Actavis Ltd, Malta/AxTagic NM1a, ManeTa

importing country/ Kpaita-imnoprep

Ukraine/ Ykpaina

MA number/ Homep PrI UA/8651/01/02
Batch number/Homep cepii 145994

| Batch size/ Poamip cepii 8629 packs/ynakosoxk
Date of manufacture//ara BUPOGHULTRA 06/11/2023
Expiry date/ Crpok npugathocT 31/10/2026

Name, address and authorization number of
manufacturing site/ Ha3ssa, agpeca i HOMEp

NiLeHsiT BUPOBHMYOT AbHL

M. 3euTyH, ZTN 3000, ManbTa
MLOO,

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
,MaltaMHTaaic.ﬂTﬂ,, BLBO15, BLBO16, byne6en lnaacTpian Oy aAnHOK,

Test / NokasHMK akocTi

Specification / Donycrimi HOpMM

Results / PesyabraTy

Description / Onuc

White, round, flat tablets with flat edge /bini, kpymi,
NNOCKI 3 packow TabaeTu

Complies / Bignosigac

1 ldentification / lBeHTudiKkauis
| o HPLC/BEPX

o HPLC-DAD/BEPX-DAD

The retention time of zolmitriptan peak obtained with
the test solution corresponds to that obtained with the
standart solution/BianosigHicts yacie YTDUMYBAHHA
nika sonmitpunra HY Ha XpomaTorpamax

1 AOCAIANYBAHOTO | CTaHAAPTHOTO PO3YKHIB
| The UV spectrum of zolmitriptan peak in the
{ chromatogram of the test solution corresponds to that
obtained with the standart solution/ Bignoeignicre Y-

CNEKTPY niky 30MITPUNTAHY Ha Xpomartorpamax

| .@ocaigsmysaroro i cra HAAPTHOIo PO3YuHiB

| Complies / Bigriosigae

Complies / Bi,qndai,qae

| Average tablet mass / 200 mg {190 — 210 mg) 199.9mg/mr
-Cepeana maca tabnerok 200 Mr (190 - 210 mr)
Friability/CrupanicTs NMT 1.0%/He 6invwe 1,0% 0.00%
Resistance to crushing/ NLT 15N/ He merwe 15H Mean:/Cep.: 33N/H
CTIWKICTL 40 PO3AABNOSIHHS Min:/MiH:_ZBN/H
Max:/Makc: 44N/H- o

Disintegration/Po3nananns

NMT 3 minutes / He 6inbioe 3 xavmo

0.2 minutes/xsunun

Dissolution/PosunHenns!

4

NLT 80% (Q+5) after 30 minutes/
He meHiue 80% (Q+5) “epes 30 xennux

Mean:/Cep.; 97.2%
Min:/Miu: 95.2%
Max:/Makc: 98.9%

Assay/KinbKicHe Bu3HaveHHR

95% ~ 105% from labelled amount /

95% — 105% 8in 3aa8neHo’ KinbkoeTi

4.89mg/mr

97.76%

| Uniformity of dosage units/
OaHopigHicTs AO030BAHUX OANKHKUDL

Complies with Ph. Eur, (2.9.40)/

AV: 3.8

Related Substances/flomiwku

- Stage IV impurity/Qomityxa? Stage

1Y
| - N-oxide impurity/Oomiwxa® N-
OKCKHA

NMT 0.5%/ He 6invwe 0,5% ff§ 4

Bianosinae Bumoram Esp.Papm. .(2'.9:4 S—

NMT 0.5%/He binvwe 0,5%

<0.1%

<0.1%

Teva Pharmaceutical Industries Ltd,

fCtavis Ltd..BLB 016, Bulebel industrial tstate, Zéjtun ZTN 3000, Malta | info

Company No C2867 | VAT No-MT 11360007 | (+356) 21693.533
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- Amine impurity/,ﬂomimka“ aMiHy

- Each identified impurity/Koxmoi
IHWOT ineHTdikosaHoi gOoMiluKY
- Each unidentified impurity/
KoxHOT HeigeHTudikoBaHOI
BOMIWKH

- Total impurities/Cyma pomiwok

] NMT 0.5%/”1-{&. ﬁf}ibme 0,5%
NMT 0.5%/ He 6insie 0,5%

NMT 0.2%/ He Ginbiwe 0,2%

NMT 1.0%/ He invuwe 1,0%

-c:O.i% T
Not -detected/uf.f_

3Hanpe Ho
<0.1%

<0.1%

Microbiological quality/
MikpobionoriyHa yuctota*

- Total viable aerobic count /
depobHi GakTepii

| - Totai fungal count / rpu6u
- Escherichia coli

NMT 10%/g / He 6inbwe 103/r.

| NMT 10%/g / He 6inbuse 102/r.

Complies / anoar,n,ae
<10 CFU/g / KYO/r

<10 CFU/g / KYO/r
Absent / BincyTus

annually)/Tect He ¢ PYTUHHUM. [TpoBoAATb Ans nepuivux 3-x cepii,
requirement, further tablets should be
bHUW, TO HACTYNHI TabneTky NOBMHHI BYTU NPOKOHTPOILOBaHI BiANOBIAHO € 2.9.3 ;

LIf one or more tablets fail this.
binblue Tabnetok Tect He3anosin

2. 5)-4-(4-aminobenzyl)-1,3-oxazolid in-2-one/(S}-4-(4-amino6enaun
'3-'N,N-dimethyI-Z-[S~(2-oxo-1,3~oxazoiidi n-4-ylmethyl}-1H-indol-3-

on the first three production scale batches and then on every 10'" batch (at least

-oucaaoni,qnH-4—inmemn)—1H-iH,qon-3—Mn]era HamiH-N-okcua;

"";2-[5—(2-0}:3-1,3-0xazolidin—4~ylm
injetaHamin,

The batch meets the requirements of

P.IN. Ne UA/8651/01/02.
| hereby certify that
manufactured,
with the GMP requirements

Authorization of the importing country. The batch processing,

ethyl)-1H-indol-3-yI]ethanamin'e)’z-[S-(Z-Oxca*lj

and found to be in compliance with GMPp/

Rigrotoenero/ Compiled by: Tihana Zalig

3 BuUmoramu GMP  micuesoro Peryalooyoro opravy Tta cneuundgirkayii PeecTpauilitoro
- MpoTokonu Bupo6HUYTBa, YNaKOBKM Ta KOHTpO/o sKocTi Gynan PO3TNAHYTI |

3atsepaikenc/ Issued by: Javier Moscardo Polop

ANA KoxKoi 10-1 cepit abo 1 pas Ha PiK.
tested as per Ph. Eur. 2.9.3/8kwio ana oaHoT un

)-1,3*0HCEI3DHLD,HH-2-0H;
yl]ethanamine—N-oxide}N,Nﬁqumemn—L[S'-(2-'—ouco-'1-,3-

*0HCB3011E,D,HH-4*iﬂMETMﬂ)“1H-iHn0n—'3'-'- 3

QCM for MA No UA/8651/01/02 / Cepia Bignosinae Bumoram MKSA ao

including packagingﬂabeﬂing and quality control at the above mentioned site in fy|| compliance
of the local Regulatory Authority and with

the specifications in the Marketing
packaging and analysis records were reviewed

TOUHOW. LA cepia 6yna BUIOTOBAEHS,
POBHUYIA ginaHui (AinAaHkax), 8 noswii

. .

Aara/Date: 04.12.2023 o

Tous: Pharmaceutical industries Ltd,

Actavis Ltd. BLB 016, Bulebel Industriat Estate, Zejtun ZTN 3000, M
Company No C2867] VAT No MT 11360007 | (+356) 21693 533

lta |

Aata/ Date: {j)?/fz/
YNoBHOBaMeHa ocoba Qualified Person

XX

*.

N, Gore
infomatta@tova pharm.com | www R X111 -




