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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTU®DIKAT SIKOCTI CEPIT JIKAPCHKOIO 3ACOBY

Name of product/Haasa npoaykry
(strength, dosage form, package size and
type/aoayeaHHA, nikapceka dopma, poamip
i TMI1 YNAKOBKK)

Mema, film-coated tablets, 10 mg Ne56 {Noldx4) in blisters/ Mema, TaGnetiw, exputi
nAlBKroBOi 060ACHKOID, No 10 Mmr Ne56 (Neldxd) a Baicrepax

Composition/Craag,

Memantine Hydrochloride 10 mg / MemaHTURY rigpoxnopyay 10 mr

Manufacturing country/Kpaina BupobHuK

Actavis Ltd, Malta/Axrasic fita, ManeTa

Importing country/Kpaina-imnoprep

Ukraine/Yupaida

MA number/Homep PN UA/19082/01/01
Batch number/Homep cepil 152977

Batch size/Poamip cepii 4,182 packs/ynakosok
Date of manufacture/fara supobHULTBA 03.2024

Expiry date/Crpox npuaaTHocTi 02.2026

Name, address and authorization number
of manufacturing site/Hasea, agpecai
HOMEP AiLEH3IT BUPoBHUYOT DiAbRKL]

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

Axrasic /ITH, BLBO15, BLBO16, ByneGen IngacTpian GyauHok, m. 3elityH, ZTN 3000, Mansta
MLOO1

Test / MokazHUK aKocTi

Specification / Jonycrumi Hopmu Results / PeayabTatn

Description /
Onuc

White, capsule-shaped, biconvey, film-coated tablets
with “M” and “10” debossed on one face separated by a
score ling, size 9.8 x 4.9mm / Bini, ABoonyxni TaGaeTku y
dopmi Kancyau, BRpUTI NNIBKOBOK 0BONOHKOIO, 3
TUCHEHHAMM «M» Ta «10%» Ha 0AHIR cropoHi, Wo
posaineni Aiieio po3nomy, 3 posmipom 9,8 x 4,9 mm.

Complies / Bignosiaae

Identification/ lgenTndirauia:

- HPLC / BEPX

-GC/TX

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 xoaj KinuKicHOro BMaHAaYEHHS Yac
YTRUMYBaHHA roAoBHOro Nika Ha Xxpomartarpaai
BUNPabYBaHOro po3vMHY BiANORIAZE Yacy YTPUMYBaHHA
FONOBHOTO NiKa Ha XPOMATOrpami CTRHAAPTHONC PO3YMHY.

Complies / Bianogigae

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 xoaj
BU3HaUeHHA CYNPOBIAHNX BOMILLIOK YaC YTPUMYBAHHA
FONOSHOFD NiKa Ha xpomaTorpami BUNpobysaHoro
PO3MMHY BifNMOBIZAE Yacy YYPUMYESHHR roJI0BHOrO flika
Ha XpOMaTOrpami CTaHAaPTHOrO PO3YMHY.

Complies / Bignosinae

Uniformity of dosage units {content Complies with Ph. Eur. {2.9.40) / AV: 8.56
unifarmity} (HPLC) / OgnopigHicTs BipnosigHo ao €ep.d. {2.9.40)

Ac30BaHNX OAMHHLE (METOL NPAMOTT

BU3HAUYEHHA 0AHOPIBHOCT] BMICTY)

{BEPX)

Average tablet mass / 154.5mg (146.8mg — 162.2mg)/ 152.68 mg/mr
CepegHs maca TabnaTku 154,5 mr {146,8 mr— 162,2 mr}

Assay [ KinbHicHe BuaHayeHss 95 - 105% of the stated amount of Memantine 9.97 mg/mr
HPLC / BEPX Hydrochloride / 95 - 105% gig, 3areneHol KinbKocTi 99.69%

MemaHTUHY [aPpoXA0pUaY
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Related substances (GC) / CynyTHi
Aomiwku {MX):

- Demethyl Memantine Hydrochloride® / | NMT 0,5 % / He 6inbwe 0,5 % <0.1%
JemetramemanTiHy rigpoxnopual
- 1-Hydroxy-3-Amino-5,7- - | NMT0,5%/ He Ginbiue 0,5 % . <0.1%

Dimethyladamantane?/ 1-rigpokcu-3-
amiHo-5,7-gumeTunagamantan? '

- each unspecified impurity / Komua | . NMT 0,2 % / He Ginbwe 0,2 % <0.1%
sipHeineHTUdiRoBaHA QOMIWIKa i ]

Z Total impurities / 3araabHyid Bmict - | NMT 0,3 % / He 6inbwe 0,3 % ‘ <0.1%

AOMILIOK T

Related substances (HPLC) / CynyTri
AoMiKH (BEPX):

- lactose adduct / AnpyKT nakTosm NMT 0,5 % / He 6inbluie 0,5 % Not detected / He
' ' BUABASHO
- Eachunspecified impurity / Kowuxa | NMT 0,2 % / He Ginblwe 0,2 % ' <0.1%
HeigeHTUdIKOBaHa AomilLKa :
- Totalimpurities / 3aranshuii amict | NMT 0,4 % / He Ginswe 0,4 % <0.1%
BOMILIOK
Dissolution / PosunHenna® NLT 80% {Q + 5%} after 30 mins / Mean/CepesHe: 97.6%
He menwe 80% (Q+5%) yepes 30 xaununn? Min /Min: 93.4%

Max /Maxc: 99.4%

Microbiological quality /
MixpoGioaariuna uncrora
- Total aerobic microbial count / aepobHi | NMT 10° CFU/g / He 6inbe 10° KYO/r

Baurepil {TAMC) ' Not performed/He
-Total combined yeasts/moulds count/ | NMT 102 CFU/g / He 6lnse 102 KYO/r NPOBOAMUBCA
rpuéu (TYMC)

- Escherichia col Absent / BiacyTHr

! 3-methyl-1-adamantanamine hydrochloride. / 3-vetua-1-agamadTaHami rippoxnopvg.

? 1-amino-3-hydroxy-5,7-dimethyladamantane or 7-hydraxymemantine. / 1-aMiHO-3-TipPOKEU-5,7-AMMeTUNa 4amaHTaH abo 7-
riApoOXCUMEMaHTHH,

*If one or more tablets do not meet the retjuirements the requirements then the tablets are tested in accordance with Ph, 2.9.3/ Akwo
oAHa uH Binbwe TabneTok He BigNABIfaE BUMOram, ToAl HAcTYNHI TaGAETKM TECTYIOTE signoeigHo €d. 2.9.3.

*Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tecr He
NpPOBOAATLE PYTHHHO. TeCT NPOBOAATL Ha nepurx 3 cepiax, @ Notim Ha kowHiR 10 cepii (WoHalimenue pas Ha pix).

I 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 bateh processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / A 3anBnAw, Wo HasefeHa BUWE
iHdopmayls € aocrosipHow Ta Touroto. LiA cepinr Gyna Burotosnena, BrAYAKOYH YNaKoaKY i KOHTPOAL AKOCT] HA 3a3HaYeHik BUUe
BupoGHKYIA AinAnui (ginauxax), 8 noenii signosigHocti 3 eumoramu GMP micuesoro perynwJyore opraiy ta cnegudlirauii
Peectpaujiinoro Nocelpyenni kpaiiu-imnoprepa. Mporokonu BUPOGHMLTEA, YNAKOBKM Ta KOHTpono axocrl Byau posrnawyri i
su3HaHi signosigHumn sumoram GMP,

NMigrotoenedo/ Compiled by: Tihana Zalig 3ateepaxeno/ Issued by; Javier Moscardo Polop
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