tevg

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCT! CEPIT IKAPCHKOIQ 3ACOBY

Name of product/Hassa npogywry
(strength, dosage form, package size and
type/aosysasHa, nikapceka dopma, poamip
| TYN yNakosHM) .

Memantine-Teva, film-coated tablets, 10 mg No28 (No14x2) in blisters/ MemanTyn-Tega,
Tabnevky, BRpuTi Nalakasolo oBonowkdio, na 10 mr Ne28 (Ne14x2) & Enlcrepax

Composition/Craag,

Memantine Hydrochioride 10 mg / MemaHTHHY rigpoxncpnay 10 mr

Manufacturing country/Kpaiva BUPOBHMK

Actavis Ltd, Malta/Axrasic fita, MansTa

[mporting country/KpaiHa-imnoprep Ukraine/Yxpaina

MA number/Homep P UA/19083/01/01

Batch numb er/Homep cepit 152274

Batch size/Po3mip cepii 15,056 packs/ynakosox
Date of manwfacture/flata supoBHuuTes 03.2024

Expiry date/Crpox npugaTHocTi 02,2026

Narmne, address and authorization humber
of manufacturing site/Masaa, aapecai
HOMep AL H3il BUPoGHWYaT AineHML

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/

AkTasic T4, BLBO15, BLAO1S6, Byneben Iupacrpian Bygutox, m. 3eiTynH, ZTN 3000, MansTa
MLCO1

Test / NokazHuk akocri

Specification / Bonycrumi nopam Results / Peaynstati

Description /
Onwuc

White, capsule-shaped, biconvex, film-coated tablets
with “M" and 10" debossed an one face separated by a
score line, size 9.8 x 4.9mm / Bini, Asoonykni Tabnetku y
$opmi Kancyau, BRPUT MaiBKoECHD obonoHKok, 3
TUCHEHHAMY «M 3 Ta «10%» Ha oaHiii cropori, wo
po3aginex fitieto poanomy, 3 po3mipom 9,8 x 4,9 mm,

Complies / Bignosipae

Identification/ |nenrudikawia;

- HPLC / BEPX

“~GC /Y

The retention time of the major peak in the
chromategram of the sample solution as obtalned in the
assay carresponds to that in the chromatogram of the
standard solution / B xoaj KinbkicHoro BM3HaYEHHA yac
YTPUMYBaHHA rOAI0BHOFO NiKa Ha XpoMaTorpami
BUNpoByBaHoro posyuHy Bi4N0BIAAE Hacy yTpUMYyBaHHA
rO/IOBHOrO NiKa Ha Xpomarorpami CTaHAAPTHOrG PO3UKHY.

Complies / Binnosigae

The retention time of the major peak in the
chromatogram of the sample solution as obtained in the
related substances test corresponds to that in the
chromatogram of the standard solution. / B xoai
BMIHAUEHHA CyNpOBIAHUX AOMILLIOK YAC YTPUMYBaHHA
ro/0BHOFO NiKa Ha Xpomarorpami sunpobysaHoro
PO34MHY BIANOBIgaE Yacy yTpUMyBaHHA ro/s108HOTO NiKa
Ha XpOMATorpami cTaHAapTHOrG poadkHY.

Complies / Bianosinae

Uniformity of dosage units {content Complies with Ph. Eur, {2.9.40) / AV:2.77
Uniformity) (HPLC) / OpHopiguicTs Bipnosigro a0 €sp.®, (2.9.40)

A030BaHUX OAMHMLL (MeTag npAmoro

BK3HaYEHHA OJHOPIgHOCTI BMicTy)

{BEPX)

Average tablet mass / 154.5mg (146.8mg — 162.2mg)/ 153.09 mg/mr
CepegHA Maca rabneTis 154,5 mr (146,8 mr—162,2 mr)

Assay / KinbKicHe BU3HAueHHRA 95 - 105% of the stated amount of Memantine 10.11mg/mr
HPLC / BEPX Hydrachloride / 95 - 105% sig 3areaeHo! KinskocoTi. 101.09%

MemaHTuHy riapoxaopuay

Teva Pharmaceutical Industries Ltd,

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Matta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 [ VAT No MT 11360007 | (+356) 21 693 533
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Related substances (GC) / CynyThi
Aomiwru {IX}):

- Demethyl Memantine Hydrochioridet /
AemeTniamemaHTHHY rigpoxnopual

- 1-Hydroxy-3-Amino-5,7-
Dimethvladamantane?/ 1-rigpoxcu-3-
aMIHO-5,7-MMETH A Aa MaHTaH?

- each unspecified impurity / Kowna
HeigeHTudiKoRaHa gomilKa

- Total impurities / 3aranbHuit emict
AOMILLDK

NMT 0,5 % / He Ginbte 0,5 %

NMT 0,5 % / He 6iabwie 0,5 %

NMT 0,2 % / He Biabwe 0,2 %

NMT 0,3 % / He 6inbwe 0,3 %

<0.1%

<0.1%

<0.1%

<0.1%

Related substances (HPLC) / CynyTwi
AomiwKkK (BEPX):
- lactose adduct / Agayur saktosu

NMT 0,5 % / He 6iablue 0,5 %

Not detected / He

He metiwe 80% (Q:+5%) vepes 30 xsuauH?

. BUABAEHO
- Eachunspecified impurity / Kowna | NMT 0,2 % / He Binblwe 0,2 % <0.1%
 HelneHTudIkoBaHa JoMiwka
- Totalimpurities / 3aransHuii mict | NMT 0,4 % / He Binbie 0,4% <0.1%
LOMilloK
Dissolution / PoauuHenua?® NLT 80% [Q + 5%) after 30 mins / Mean/Cepegne: 98.0%

Min /Min: 96.0%
Max /Makc: §9.3%

Microbiological quality /
Mikpo6ionoriuHa uncrorat

- Total aerobic microbial count / aepobHi
Baxrepii (TAMC)

- Total combined yeasts/moulds count /
rpuby (TYMC)

- Escherichia coli

NMT 10° CFU/g / He Ginbwe 10° KYO/r

NMT 102 CFU/g / He Binbute 102 KYQ/r

Absent / BiacyTtha

Not perfarmed/He
NpoBCAMBCA

13-methyl-1-adamantanamine hydrochloride. / 3-metna-1-agamantaHamin rigpoxiopug.

Z 1-amirto-3-hydroxy-5,7-dimethyladamantane or 7-hydroxymemantine. / 1-amino-3-riapokcy

i POKCUMEMAHTHH.

3tf one or more tablets do not meet the requirements the re
OflHa vy Biabire 1aBneToK He Bignosinae BUMOTaMm, Togl Ha
“Not routinely performed. Tested on the first three produc
APOBOAATL PYTUHHO. TECT NPOBOAATL Ha nepwux 3 cepiax,

I hereby certify that the above infarmation is authentic an
packaging/labelling and quality control at the above menti
Regulatory Authority and with the specifications in the M
packaging and analysis records were reviewed and foun
iHdopmaia € AocTosipHoio Ta ToYHGI. {7 cepin 6yna Bur
BupobHrdili ginannl (ginaukax), B noskii algnosigHocti 3 B
Peectpauiiinoro Noceiguenyi KpalHu-imnoprepa. Mpotokonw

su3Hanl slgnosigHumn sumoram GIVIP.

Miaretosnero/ Compiled by: Tihana Zalig

(ehirins, 2ol

DNava/Date: 18.04.2024

3aTeep, [ Issued by: Kevin Mallia

OTOBAEHA, BKAICYAIOUHN YNAKOBK!

-5,7-aMMmeTunagamanTaH abo 7-

quirements then the tablets are tested in accordance with Ph. 2.9.3/ Axwo
CTYAHI TaBreTky TecTyovs BignosiaHo €d. 2.9.3.

tion batches and then every 10th batch (at least annually). / Tecr ve

a noTim Ha KoxkHif 10 cepil {wonaitmeHwe pas Ha piK).

d accurate. This batch of product has been manufactured, including
oned site in full compliance with the GMP requirements of the local
arketing Authorization of the Importing eountry. The batch processing,
d to be in compliance with GMP. / A zaasnnio, ujo HaeegeHa sHe
Y | HOHTPOAL AKOCTI HA 3a3HaveHii aue
mmoramu GMP mictiesoro perymiorouoro opraHy Ta cneumdikayil
BAPOGHULTBA, ynakoBKM va KOHTponw sAKocti 6ynu posrnanyTi i

DAL
Darbate—"

I pigrAD
8““@4770471 .

93 532

YnoeHoeamena ocoba/ Qualified Person

15 APR 2074

00, Malta | infomalta@tevapharm.com | www.teva.mt




