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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCT! CEPII JIIKAPCbKOI O 3ACOBY

Name of product/Hassa npogykry
(strength, dosage form, package size and
type/acsysanHa, nikapceka dopia, posmip
i TN YNaKoBKK)

Memantine-Teva, film-coated tablets, 20 mg Ne28 {Nel4x2) in blisters/ MemanTin-Tesa,
TabneTuy, BHpUTI NiBkoBOIO oBonoHkoto, No 20 mr Ne28 (Ne14x2) e Baicrepax

Composition/Crnap,

Memantine Hydrochloride 20 mg / MemanTtiay riapoxnopuay 20 mr

Manufacturing country/KpaiHa supobruK

Actavis Ltd, Malta/Axrasic fita, Manbkra

Importing country/{paiHa-imnoprep

Ukraine/Yxpaina

MA number/Homep PN UA/19083/01/02
Batch number/Homep cepii 159915

Batch size/Po3mip cepii 6,048 packs/ynakosor
Date of manufacture/fara supoBHuuTea 08.2024

Expiry date/CTpok npuaaTHacTi 07.2026

iame, address and authorization number
of manufacturing site/Hasea, agpeca i
Homep AiueHsii BUpPCBHUYOT AinbHULI

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta/
Axraeic JITA, BLBO15, BLBO16 Byneben lngacTpian Syguuox, m. 3eiiTyH, ZTN 3000, MansTa
MLOD1

Test / MokasHMK AKOCTI

Specification / Aonytrimi Hoprmn Results / Pesyastatn

Description /
Onnc

Dark pink, oval, biconvey, film-coated tablets with “M
20" debossed on ane face, size 12.6 x 7mm / TemHo-
poeBi 08anbHi, ABoonykni TabAeTKH, BKpUTI NAIBKOBOKD
0B0AOHKOIO, 3 THCHEHHAMM «M 20% Ha OAHIA cTOPOHE, 3
posmipom 12,6 x 7 mm.

Complies / Bignoeinae

Identification/ laexTndikauia:

- 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 xoal KIALKICHOro BM3HaYeHHA vac
YTPWUMYBaHHA FON0BHATO NiKa Ha Xpomatorpami
BUNpQGYBaHOro PO34MHY BIANOBIZAE Yacy yTPUMYBaHHA
rOAGBHOIO NiKa Ha XPOMaTOrpami CTaHAapTHOTo POIUUHY.

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 xogj
BM3HAUEHHA CYNPOBIAHMX BOMILIOK Yac YyTPUMYBaHHR
rosoeHore nika Ha xpomatorpami BunpobysaHoro
PO34MHY BiANOBIAAE Hacy YTPUMYBaHHA TOAOBHOIO Mika
Ha XpomaTtorpami cTaHAaPTHOIO PO3YKHY.

Complies / Bignosipae

Uniformity of dosage units {content Complies with Ph. Eur. {2.9.40) / AV:6.,97
uniformity) (HPLC) / OgHopiguicTe BignoeigHo ao Esp.d. (2.9.40)

BO30DEEHUX OAMHNLL {MeToa, NPAMOro

BM3HAYEHHA 0AHOPIAHOCTI BMiCTY)

(BEPX)

Average tablet mass / 309.0mg (293.6mg - 324.5mg}/ 307.07 mgfmr
CepepHa maca TabneTku 309,0 mr {293.6 mr—324.5 mr}

Assay / KinbkitHe BU3HaueKHA 95 - 105% of the stated amount of Memantine 20.08 mg/mr
HPLC / BEPX Hydrochloride / 95 - 105% gig zaseaeHol KinbKooTi 100.39%

VIeMaHTURY riApoXNopuLyY
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Related substances (GC} / CynyTHi
pomiwen (MX):

- Demethyl Mermantine Hydrochloride! / | NMT 0,5 % / He Ginbwe 0,5 % =20,1%
JemeTramemaHTUHy rigpoxnopug®
- 1-Hyd roxy-3-Amino-5,7- NMT 0,5 % / He Ginbwe 0,5 % <0.1%

Dimethyladamantane?/ 1-rinpokcu-3-
aMiHO-5,7-aumeTunagamaHTan?

- each unspecified impurity / Kowna NMT 0,2 % / He Ginstue 0,2 % <0.1%
HeigeHTHdikoBaHa gomilika

- Total impurities / 3aransHuii smict NMT 0,3 % / He 6inbwe 0,3 % <0.1%
AOMILCOK

Related substances (HPLC) / CynyTHi
Aomiwkn (BEPX):

lactose adduct / ApAyKT AakTO3M NMT 0,5 % / He Binbwe 0,5 % <0.1%
- Each unspecified impurity / Komnxa | NMT 0,2 %/ He Binbwe 0,2 % Not detected / He
HeigeHTHdiKoBaHa AoMiltiKa BUABJIEHO
- Totalimpurities / 3aranbHuid Bmict | NMT 0,4 % / He Ginbwe 0,4 % <0.1%
HOMILION
Dissolution / Posumnennn? NLT 80% (Q + 5%} after 30 mins / Mean/CepeaHe: 96.5%
He meHwe 80% {Q+5%) uepes 30 xenann? Min/MiH: 92.3%

Max/Marke: 100.8%

Microbiological quality /
MiupoGionoriuna uncrora?
- Total aerobic microbial count / aepoBui | NMT 10° CFU/g / He Blnbwe 10% KYQ/r Not performed/He
GanTepil (TAMC) npoesoAvBCA

- Total combined yeasts/moulds caunt/ | NMT 102 CFU/g / He Binbure 102 KYO/r
rpuéu (TYMC)
- Escherichia coli Absent / Bigcythn

! 3-methyl-1-adamantanamine hydrochloride. / 3-metin-1-agamaHTanamin rigppoxnopua,.

2 1-amino-3-hydroxy-5,7-dimethyladamantane or 7-hydroxymemantine. / 1-amine-3-rinpokcu-3,7-gumetinagamanTtad abo 7-

i POKCYIMEMBHTIH,

3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Aixue
opHa yn Binbwe TabneTok He BiANOBIAaE BUMaram, Toai HacTynHi TaBaeTiu TECTYIOTb Bignosigho Ed. 2.9.3,

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually}. / Tect ve
NPOBOAATL PYTUHHO. TECT NPOBOAATL Ha NEPLKX 3 cepinx, @ noTiM Ha Komuil 10 cepil {(uioHalMeH e pas Ha pik).

| 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 batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP, / # zasenaw, o HaeegeHa BULLe
indopmaiin € focroBipHOIC Ta TOUHOIO. LIA cepin GyAa BUFOTOBAEHA, BKAKOYAIOUM YhakosKy 1 HOHTPOAL AROCTT HA 3a3HaYeHil BUwLe
supobhdiii pinaHui {pinankax), s noewiid signosignocti 3 eumoramu GIMP MICUEBOrO PEFYAIOICNOND oprany Ta chieuudikanit
Peectpayjitnoro Mocsigyenni xkpailu-iMnoprepa. MpoTokoAn BYPOGHMITES, YNAKOBKM Ta HOHTROAK AKOCTI Gynu poarnanyTi |
auaHaHi signosigHUmu sBuMmoram GMP,

Nigroroeaeso/ Compiled by: Tihana Zalig 3aTs pﬁ;(E ed hy: Kevin Mallia \
o C / N
ij\.a./wo._ 420\!1( plel C_-,((g L

Hlata/Date: 17.09.2024 L Dava/ Datg: 1

Ynoaum} weHa ocoBa/f Qualified Person
o
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AEPKABHA CJIIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npos. CeiTnuuxol Hauil, 3, M. Kuis, 02099, ren/(axe: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
HPO SIKICTh BBE3€HOT0 B YKpaiHy JIKapchbKoro 3acoly

31.01.2025 Ne 2223/25/10

MEMAHTHH-TEBA

(HaifiMeHyBaHHA NiKAPCHKOrD 3ac00Y 3NIAHO 3 PecCTPALHHAN TOCBIHCHISA)
Ta0JICTKH, BKPHTI N1iBIOBOIO 060J10Hi010, 10 20 Mr; mo 14 TadaeTox y Gaicrepi, 1o 2
fnicrepn y kapronuiii kopoOii

(dopnra pHityexy, JO3yBAIISL, BIA NIAKYDAIHA AiKAPCEKOTO 3ac08y)
Howmep peccrpaniiinoro noceiauenns UA/19083/01/02 crpox aii peccrpauisinoro mocsinuenns 02.12.2026
Cepis nikapceroro sacofy Ne 159915 Kinbkiets ppeseroro nikapeskoro sacoby 6048

Bupobunx Axrasic JITH, Manera
(maitsicHynannA BHPpOGHHER MikapesKoro 3acoly, Kpaita NOXOUKCHHR)

Beesero B Ykpaiuy TopapucTeo 3 00MeskeHol0 BixnosinansuicTo "Tera Yipaina", izenr.
wou: 34770471
(Haiimenyranna ta koa 3a CHPIIOVY 1opuanunol ocobit abo npisanme, iv'a, no Gatexoni Qisnunol

ocobH - nianpreMud, I aicle HposxUBAHNA Ta peecTpamiiiHiit nosep oB.IikoBOT KAPTKH IKTHIIKA
noAarkis a0o cepin Ta HOMED NACHOPTA)

Iiporoxen pisyansuoro xonrpono eig 24.01.2025 N §153/7.

30 pesynbTaTamMu  ZCPKABHOTO KOHTPONIO BCTAaHOBNEHO, MO Jikapcekuil 3aci® Bmesecno B Vipaimy 3
OOTPHMAaHHSIM BHMOI 3aKONOAABCTEA OO 3a0e3NEYeH s AROCTI nikapcpKkix 3acolin.
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