JEPKIIKCIIYXKBA
AEPKABHA CIAYKBA 3 JHKAPCBKIX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTUKAMA ¥ KHIBCBKINA OBJACTI

upocuexy Banepis Jlobanoseskoro, 51, m. Kuis, 03110, Tea/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.vahttps:.//www.dls.gov.ua. Ko €EJIPTIOY 37078774

BHUCHOBOK
NPOo AKICTH BBE3EHOro B Y KpaiHy JIKAPCHKOI'0 3ac00y

30.04.2021 ' Ne 21122/21/10

PAIIMIT

(HaliMeHYBaHHA AIKAPCEKOro 3ac00y 3rilH0 3 peecTpalitHHM NOCBIAYCHHAM)
TabMeTKH, M0 AHCOEPTYIOTHCH B PoToRiil mopoxkanRi, o 5 Mr; mo 6 Tabaerok y 6aicrepi; mo 1
OJicTepy B KapTOHHIN Kopolmi

({opma BHITyCKY, AO3YBAKRHA, BHA NaKyBAHHA JiKapcekoro 3acoby)

Homep peectpaniitroro noceiguenns UA/8651/01/02 crpok aii peectpaniitioro nocsimuerna 01.01.2099

Cepin nikapcexoro 3acoby Ne F97792 KinskicTe BBE3¢HOTO MKAPCHKOTO 3ac¢06y 12112
Bupo6Hux Axragic JITJI, ManbTa
(nafiMenyBaHHs BUpoGHEKA NiKApCEKOro 3aco0y, KpalHa ROXOMKEHHN)
BBesero B YKpaiHy ToBapucTBo 3 00Meken010 Binnopinanshicrio "Tepa Ykpaina", izeur.
- xoa: 34770471

(HaitMeHyBaHHA Ta koI 3a €PTIOY wopraw4Hol ocobn abo npisemme, iM'a, no GaTbkobi dizmunci
0co0m - nianpHeMiy, 17 MiClie IPOXMBAHAA TA peecTpallifinmii HoMep 00ik0BOT KAPTKHA MNATHEA
OOIATKIB abo cepia Ta HOMep DacmopTa)

Tiporoxon eisyansuoro xouTpomo sia 21.04.2021 M 1266/2.

3a pesynsraTaMy  HEpKABHOTO KOHTpOIIO BCTaHOBAeHO, MO Jikapckkui 3acié BBeseHo B YRpaiHy 3
ﬂOTpHMﬂHHH M BEMOT 3aKOHOABCTBA OO 3ae3nedeHHd AkpCTi MKapChKHX 3aCO0iB.

L RN

Ly A,

3ac rﬂ\/ TIHIK, 41aan1Lmri<a C 1»*91\61»1 Qnexciit COHOI_[PAﬁ

{iminiati Ta npizEHOIC)

(nﬁﬁc-a:w-up me{m%.1cpman1mro ROHTPHOUTIO)
! "\ ,M/l'l a} A h\%

.\ﬁ'\ b f. . /‘,/, e AT . Y
) s O -y \
\\ ! // / B e & y
it / :
. S i Y %
nomoo—TE ([ N '
i
" o i lr
0oy !
.l\ \ }‘9 ; I
Vi 3 L
hy > ./;'5{" 7



W
Actavis

teva

1(+356) 2169 3533
fi+358) 2165 3604
info@aclavis.com.mt
Company reg M- C2867
VAT reg N* MT 11360007

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCTI CEPIH NIKAPCBKOIO 3ACOBY

Actavis Ltd

BLB méa

Buletrel Industrial Eslate
Zejtun ZTH 3000 Malta
woww.aclavis.com

Name of product/Haasa npogynty
(strength, dosage form, package size and

YNAKOBKM)

A03yBaHHA, NiKapchra hopma, pasmip i Tun

type/

GnicTepax

Rapimig orodispersibie tablets 5 mg Ne6 {Ne6x1) in blisters/Panimir
TabaeTHu, WG ANCNERTYIOTLCA B POTOBIN NOPOMHMKHI 5 sar No6 [No6x1)s

Composition/ Cknag

Zolmitriptan & mg/3oamitpuntan S mr

Manufacturing country/ KpaiHa BUpo6SHiK

Actavis Ltd, Malta/Axrasic NIta, ManeTa

Imparting country/ Kpaika-imnoprep

Ukraine/ Ykpaiva

MA number/ Homep P UA/8651/01/02

Batch number/Homep cepii F97792

Batch size/ Poamip cepii 12,112packs/ynakoeok
Date of manufacture/Jata BupobrMyTRAa 0272021

Expiry date/ Crpax npugaTtHoct 01/2024

Name, address and autharizaticn number

AfyeHaiT aupobHMHOY AlnbHMUI

manufacturing site/ Haiea, agpeca i Homep

of

M. 3eiryn, ZTN 3000, Mansta
MLDD1.

Actavis Ltd, BLB 015, BLE (16, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/AkTaric AT, BLBQ15, BLBO16, Byneben Ingacrpian 6yquHoxK,

Tast / Nokasuuk Akoct

Specification / fonycruml HopmMu

Results / Peaynetatm

Description / Qnuc

White, round, flat tablets with flat edge /Bim, kpyrai,
naocki 3 dackoio TabneTku

Complies / Bianosipnae

Identification / laeHTudikauia
s HPLC/BEPX

HPLC-DAD/BEPX-DAD

The retention time of zolmitriptan peak obtained with
the test solution corresponds to that obtained with
the standart solution/BignosipHictb Yacie
YTPUMYSAHHA NiKa 30AMITPUNTAHY Ha XpOMaTorpamax
AOUIAKYBAHOTO | CTAHOAPTHOTD POIHMHIE

The UV spectrum of zalmitriptan peak in the
chromatogram of the test solution corresponds to
that obtained with the standart solution/
BignosigHiCTe YP-CNEKTPY AiKY 30AMITPANTAHY Ha
XpOMaTOTRpamax 4oCAlQKYBaHOTO i CTAHAAPTHOIO
po3unHie

T

Complies / Bianosigae

Complies / Bianosinae

Average tablet mass / 200 mg (19C - 210 mg) 200.42mg/mr
CepeaHA maca TabneTok 200 mr (190 — 210 mr)

Friability/CT1panict NMT 1.0%/He 6inbwe 1,0% 0%

Resistance to crushing/ MNLT 15N/ He meHwe 15H Mean:/Cep.: 45N
CTIAKILTL A0 PO3AABAKEBAHHR Min:/Min: 36N

Max:/Makc: 52N

Disintegration/Po3nagaHHn

NMT 3 minutes / He binbwe 3 x8nuAWH

2 seconds/cekynn

Dissolution/Po3unHeHHA!

NLT 80% {Q+5]) after 30 minutes/
He merwe 80% {Q+5) vepes 30 xanauny

Mean:/Cep.: 102.1%
Min:/MiH: 89.3%
Max:/Mauc: 104.7%

QaHoOpIAHICTE A0ICBAHMX OAWHHLUb

Bianoeinae sumaram €ep.Qapm. (2.5.40)

Assay/KinbKicHe BUZHaYEHHR 95% - 105% from labelled amount / 4847 mg/mr{  96.9%)
895% — 105% Big 3aABAEHOY KINBKOCTI
Uniformity of dosage units/ Complies with Ph. Eur. (2.9.40)/ Av: 9

Related Substances/domiwsu




t (+356) 2160 3533 Actavis Ltd
f{+156) 2169 1604 ELE 016

info@actavis.com.mt Bulebel Industrial Estate

-
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c av WAT reg W WAT nyboooy WWW ACTavis com

- Stage IV impurity/fomiwka?® Stage NMT 0.5%/He Ginbwe 0,5% Not detected/He
v 3HaMOEHO
- N-oxide impurity/Oomiwka’ N- NMT 0.5%/ He 6incwe 0,5%
OKCHA, «0.1%
- Amine impurity/fomiwxa® aminy NMT 0.5%/ He 6inbwe 0,5%
<(.1 %
- Each identified impurity/Koxnoi NMT 0.5%/ He Ginbwe 0,5%
iHWOI iaeHTndikoBIHOT AOMILKK Not detected/He
- Each unidentified impurity/ KomHol | NMT 0.2%/ He Sinbwe 0,2% IHIWTLHO
HeiaerTUdiKoBaROT QOMIWKN Not detected/He
- Total impurities/Cyma gomiwon IHARAEHO
NMT 1.0%/ He Ginnwe 1,0% , <01 %
Microbiological quality/ | Complies / Bignosiaae
MikpobionoriyHa unctoTa*
- Total viahle aergbic count / NMT 10°/g / He Binbwe 10%/r, a/e 0/
aepofini barTepii
- Total fungal count / rpubu NMT 10%/g / He 6inbwe 10%/r. 0/g 0 /r
- Escherichia coli Absentin 1 g/ BincyTHicTs Escherichia colis 1, Absent / BiacyTHa

* Not routinely performed. Tested on the first three production scale batches and then on every 10" batch {at 'east
annually)/Tect He € pyTuHHUM, MpOBOAATE ANA NERWKR 3-X CEPiR, 3 NOTIM ANA Kakkoi 10-1 cepii a6o 1 pa3 Ha P&,

LIf one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur, 2.9.3/AKWwo 409 0AHO: YK
Ginbwe TabNeTOK TECT HE3AAOBIALHMA, TO HACTYNH} TABAGTKH NOBVMHI BYTH NPOKOHTPDALOBAH BignoeiaHe €O 2.9.3;
2.{S}-4-{4-aminobenzyl)-1,3-oxazolidin-2-onef{S)-4-{4-aminoGen3na)-1,3-0kcazoniguH-2-oH;

! N,N-dimethyl-2-[5-(2-ox0-1,3-0oxazolidin-4-yimethy()- 1H-indol-3-yl]ethanamine-N-oxide/N,N-aumetnn-2-[5-(2-okco-1,3-
oKkcasoaigvH-4-inmetun)-1H-iHaon-3-un]etaHamiH-N-oxkcva;

# 2 {5-{2-0xa-1,3-oxazolidin-4-ylmethyl)-1H indol 3-yljethanamine/2-[5-{2-Oxca-1,3-okcazonignr-4-inmetun)- 1H-iHa0A-3-
inJeTanamin.

The batch meets the requirements of QCM for MA Ne UA/8651/01/02 / Cepin signosigae eumoram MKA go
P.N. No UA/RB51/01/02.

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and guality 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 3aaenaw, WO HaseAeHa BUWE iHQOPMAUIA € AOCTOBIpHOKW Ta TouvHow. UA cepir BGyna BMroToBneHa,
BKAKOYAIOMM YNAKOBKY | KOHTPOML AKOCTI HA 383Ha4YeHii Buwe BUPOGHWHIA OinAHUI [4jARHKEX}, B NOBHIK
signosigHocti 3 BUMoramu GMP  micueporo perynoodore oprady Ta cneuudikayii PegcTpauiiHoro
Noceig4edni KpaiHn-imnoptepa, MpoToKGAKW BUPOGHWUTBA, YNAKOBKKM Ta KOHTPOAK: AKOCTI BYAM pO3rAAHYTI i
BW3HAHI BignosiaHKmMK eumoram GMP.

MNigroTosneHo/ Compile;li by: 3ateepameno/ Issued by:

Christine Debanag ; ' Javier Moscardo Polop
1o~
Aara/Date: U|ﬂl(05( 1 o - Aara/ Dite: w/o;{zou

e g paskeHa oco6a/ Quaslified Person
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