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

Name of product/Hasea npoayxkry
(strength, d osage form, package size and
type/aoaysatna, nikapcbka dopma, poamip
i TUN YRaKoBKY)

Memantine-Teva, film-coated tablets, 20 mg No28 (Nel14x2) in blisters/ MemaHTUH-Tesa,
TabneTHM, BKPUTI NAiBHOBOID 0BOACHKOIC, No 20 Mr Ne28& (Ne14x2) B 6nicrepax

Composition/Cknag,

Memantine Hydrachloride 20 mg / MemaHTuHy rigpoxnopuay 20 mr

Manufacturing country/KpaiHa BUPOBHIK

Actavis Ltd, Malta/Axrasic N1a, MansTa

Imparting country/Kpaina-imnoprep

Ukraine/Ykpaira

MA number/Homep Pl UA/15083/01/02
Batch number/Homep cepii 152360

Batch size/Posmip cepii 4,032 packs/ynakosox
Date of marufacture/flata supoBHuyrea 03.2024

Expiry date/Crpox npuaarsocri 02.2026

Name, address and suthorization number
of manufacturing site/Hazssa, agpecai

HOmep Niue H3il BUpobHuuGi ainbHw;

Actavis Ltd, BLB 015, BLB 016, Bulebel Industria! Estate, Zejtun ZTN 3000, Malta/
Axraeic ITA, BLRO1S, BLBO16 ByneBen Ingactpian Syauuon, m. 3elTyH, ZTN 3000, Mansta
MLOG1

Test / NoxasHuk axocTi

Specification / Jonyerumi nopmu Results / PeayabraTu

Description /
Onuc

Dark pink, oval, biconvex, film-coated tablets with “M
20" debossed on one face, size 12.6 x 7mm / Temuo-
POXEBi 0BaALHI, ABOONYKAI TaBNETKY, BKpUT] [AIBKOROID
060/10HKOI0, 3 TUCHEHHAMM «M 20» Ha OAHIA cTopowi, 2
posmipom 12,6 x 7 mm.

Complies / Bignosigae

Identification/ laenTudikayin:
- HPLC / BEPX

-GC/ X

The retention time of the major peak in the
chromatogram of the sample solution as obtained in the
assay corresponds to that in the chromatogram of the
standard solution / B xoai KinskicHoro BU3HAYEHHA Yac
YTPHMYBAHHA rONOBHOIO NiKa Ha XpomaTorpami
BUNpoBysaHoro po3uuHy Bianosiaae vacy YTPUMYBAHHA
FON0BHOMO NiKa Ha XPomMaTorpami CTaHNapTHOrO Po34MHY.

Complies / Bignosigae

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 xopaj
BU3HaHeHHA cynpoBiaHMX A0OMIWIOK Yac yTpuMyBaHHA
FONOBHOrC NMiKa Ha2 Xpomarorpami BUNPOGYsaHoro
PO34MHY BiANOBiAaE Yacy YTPUMYBaHHA rON0BHOMO NRika
Ha xpomatorpami cTaHaapTHOrO PO34MHY,

Complies / Bignosinae

Uniformity of dosage units (content
uniformity) (HPLC) / Oanopignicrb
AD3IOBAHUX OAMKULDL (MeToS NpamMoro
BH3HAYEHHA 0AHOPIAHGCT] BMicTY)
(BEPX)

Complies with Ph. Eur. (2.9.40) /
BianosiaHo ao E8p.0. (2.9.40)

AV: 3.54

Average tablet mass /
CepepHs maca rabaetum

309.0mg (293.6mg — 324.5mg)/
308,0 mr (293.6 mr—324.5 mr)

305.25 mg/mr

AemeTnamemanTuny riapoxnopuat

Assay / KinbkicHe snsHauenns 95 - 105% of the stated amount of Memantine 20.05 mg/mr

HPLC / BEPX Hydrochloride / 95 - 105% sig 3aaesenol kinbKocTi 100.24%
MemaHTUHY rigpoxnopuay

Related substances {GC) / CynyTi

Aomiwky (FX);

- Demethy! Memantine Hydrochloride! / | NMT0,5%/ He Giabwe 0,5 % <0.1%
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- 1-Hydroxy-3-Amino-5,7-
Dimethyladamantane?/ 1-riapokcu-3-
amino-5,7-gumeTnagamanTan?

- each unspecified impurity / Komna
HeigeHTUdIKoBaHa AoMiwKa

- Total i mpurities / 3aransHuii smict
DOMILICK

NMT 0,5 % / He Ginbwre 0,5 %

NMT 0,2 % / He 6inblue 0,2 %

NMT 0,3 % / He Binble 0,3 %

<0.1%

<0.1%

<0.1%

Related substances (HPLC) / Cynythi
AoMiiriK {BEPX):
- Lactose adduct / Agaykr nakTosu

- Each unspecified impurity / KowmHa
HeifeHTudikosaHa gomiwKa

- Totalimpurities / 3aranbHuii smicr
JOMILOK

NMT 0,5 % / He Ginble 0,5 %
NMT 0,2 % / He Ginblwe 0,2 %

NMT 0,4 % / He Binbie 0,4 %

Not detected / He
BHUABAEHO
<0.1%

<0.1%

Dissolution / Posumnennn?®

NLT 80% (Q + 5%} after 30 mins /
He merwe 80% (Q+5%) yepes 30 xBuanm®

Mean/Cepeare: 102.0%
Min /Min: 96.1%
Max /Makc: 107.4%

Microbiological quality /
MikpoGionoriuna unucrora?

- Total aerobic microbial count / aepobHi
Bakrepii{TAMC)

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

- Escherichia coli

NMT 103 CFU/g / He Ginbwe 10° KYQ/r
NMT 102 CFU/g / He Binobwe 107 KYO/r

Absent / Bincytha

Not performed/He
NPOBOAMKECA

* 3-methyl-1-adamantanamine hydrochloride.
2 l-amino-S-hydroxy-SJ-dimethyladamantan

rAPOKCHMMEMAHTHH,

*Hf one or more tablets do not meet the requirements
O4Ha 4M Binblue TabneTok He BiAMOBIAaE BrMOram,
Not routinely performed. Tested on the first three
MPOBOAATL PYTUHHO. TECT NDOBOAATL Ha Nepwhy 3

I hereby certify that the above information is a
packaging/labelling and quality cantrol at the a

/ 3-metnn-1-afgamantaHamin rippoxnopug,

& or 7-hydroxymemantine. / 1-amino-3-rigpoken-5,7

-AuMeTHRagamanTaH abo 7-

the requirements then the tablets are tested in aceerdance with Ph. 2.9.3/ fikwo
TOA HAacTynHi TabnerTkm TeCTytoTs BifnosiaHo E¢, 2.9.3.

production batches and then every 10th batch {at least annually). / Tecr ve

cepinx, a noTiMm Ha KoKkl 10 cepii (woralimenwe pas Ha piK).

uthentic and accurate. This batch of product has been manufactured, including
bove mentioned site in full compiiance with the GM
s in the Marketing Authorization of the im
and found to be in compliance with GM

P requirements of the local

P. / A 3anenn0, w0 Haseaena Buwe

iHpopmaLin e gocrosipHolo Ta ToyHoIO, Ug cepia 6yna BUTrOTOBARHA, BKAKOUAIOYM YNAKOBHY | KOHTPOAL AKOCTI Ha 3azHaveHii Bule

BUPOGHWYIH ginanyi {(RinAHkax), 8 noswiii BignosigHocri 3 Bumor.
Peecrpaylimoro NoceigueHni KpaiHx-imnopTepa. Mporokoan supo

BU3HaHI BigMOBIAHUMU BUMOram GMP.

Miarotosnenof Compiled by: Tihana Zalig
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