teva

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPII NIKAPCbROIO 3ACOBY

Name of product/Ha3Bsa npogykTy
(strength, dosage form, package size and
type/no3ysaHHa, nikapceka opma, posmip
i TN YNaKOBKM)

Memantine-Teva, film-coated tablets, 10 mg Ne28 (Ne14x2) in blisters in a cardboard box/
MemaHTUH-TeBa, TabneTkK, BKPUTI NAieKoBolo 06onoHKoio, no 10 mr Ne28 (Neldx2) B
BhicTepax y KApTOHHIW Kopobuj

Composition/Cknag,

Memantine Hydrochloride 10 mg / MemaHTuHy rigpoxnopugy 10 mr

Manufacturing country/KpaiHa sMpobHuK

Actavis Ltd, Malta/AxTaeic ltg, ManbTa

Importing country/Kpaina-imnoprep

Ukraine/Ykpaiva

MA number/Homep Pl UA/19083/01/01

Batch number/Homep cepii 185854

Batch size/Po3mip cepii 15,829 packs/ynakoBok
Date of manufacture/fdata supobHuuTea 11.2025

Expiry date/Ctpok npugaTHocTi 10.2027

Name, address and authorization number
of manufacturing site/Hassa, agpecai
HOoMep AiueHsii BUpoBHKMYOI ginbHWLI

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/
AxTagic NTA, BLBO15, BLBO16, byneben IHgacTpian bByguHok, m. 3eityH, ZTN 3000, MansTta
MLOO01

Test / NMokazHuK akocTi

Specification / flonyctumi Hopmm Results / Pesynbtatn

Description /
Onuc

White, capsule-shaped, biconvex, film-coated tablets
with “M"” and “10” debossed on one face separated by a
score line, size 9.8 x 4.9mm / Bini, AsoonykAi TabneTtku y
bopmi Kancynu, BKPUTI NAiBKOBOK 0B0N0OHKOHD, 3
TUCHEHHAMKM «M» Ta «10» Ha ogHIW CTOPOHI, Wo
posaineHi niHieo posnomy, 3 posmipom 9,8 x 4,9 mm.

Complies / Binnosinae

Identification/ laeHTudikayin:

- 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 KinbKicHOro BU3HaYeHHA Yac
YTPUMYBaHHA rON0BHOMO MNiKa Ha XpomaTorpami
BUNPOOYBAHOIO PO3YMHY BiANOBIAAE Yacy YTPUMYBAHHA
rONOBHOMO NiKa Ha XpOMaTorpami CTaHAAPTHOMO PO34MHY.

Complies / Bianosinae

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 xogai
BM3HAYEHHA CYNPOBIAHNX AOMILIOK Yac YTPUMYBaHHA
roN0BHOrO NiKa Ha XxpomaTorpami BunpobyBaHoro
PO34vHY BIANOBIAAE Yacy YTPUMYBaHHA roN0BHOIO Nika
Ha XpomaTtorpami CTaHAapTHOro PO3YMHY.

Complies / Bignosinae

Uniformity of dosage units (content Complies with Ph. Eur. (2.9.40} / AV:3.28
uniformity) (HPLC) / OaHopigHicTL BianosigHo ao €sp.d. (2.9.40)

A030BaHUX OAUHKULD (METOA NPAMOTO

BW3HA4YEeHHA O4HOPIAHOCTI BMICTY)

{BEPX)

Average tablet mass / 154.5mg (146.8mg — 162.2mg)/ 153.90mg
CepepgHA maca Tabnetkm 154,5 mr {146,8 mr— 162,2 mr) 153.90mr
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Assay [/ KinbKicHe BU3HaYeHHA 95 - 105% of the stated amount of Memantine 99.22%
HPLC / BEPX Hydrochloride / 95 - 105% Bia 3asBneHoi KinbKocTi 9.92mg
MemaHTUHY rigpoxnopuay 9.92mr

Related substances (GC) / CynyTHi
Aomiwkm (MX):

- Demethyl Memantine Hydrochloride! / | NMT 0,5 % / He Ginbwe 0,5 % <0.1%
OemetnamemaHTuHy rigpoxaopua’
- 1-Hydroxy-3-Amino-5,7- NMT 0,5 % / He Binbwe 0,5 % <0.1%

Dimethyladamantane?/ 1-rigpokcu-3-
amiHO-5,7-aMmMmeTUNagamaHTaH?

- each unspecified impurity / KoskHa NMT 0,2 % / He 6inbwe 0,2 % <0.1%
HeiaeHTudiKoBaHa A0oMiwKa

- Total impurities / 3aranbHuii smict NMT 0,3 % / He 6inbwe 0,3 % <0.1%
AOMILLOK

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

Lactose adduct / AQAYKT NaKTO3M NMT 0,5 % / He 6inbwe 0,5 % <0.1%
- Each unspecified impurity / KoxHa
HeiaeHTudikoBaHa AoMilLKa NMT 0,2 % / He 6inblwe 0,2 % <0.1%
- Total impurities / 3aransHuii BmicT
AOMILLOK NMT 0,4 % / He Ginbiwe 0,4 % <0.1%
Dissolution / PozunHeHHs® NLT 80% (Q + 5%) after 30 mins / Mean/CepeaHe 101.0%
He meHwe 80% (Q+5%) uepes 30 xBunuH? Min /MiH 99.9%

Max /Marc 103.2%

Microbiological quality /
Mikpo6ionoriuHa yncroTa*

- Total aerobic micrabial count / aepo6Hi | NMT 10° CFU/g / He 6inble 10° KYQ/r <10CFU/g / <10KYO/r
Bakrepii (TAMC)

- Total combined yeasts/moulds count / | NMT 102 CFU/g / He 6inblwe 102 KYO/r <10CFU/g / <10KYO/r
rpmbu (TYMC)

- Escherichia coli Absent / Bigcytha Absent / siacyTHi

1 3-methyl-1-adamantanamine hydrochloride. / 3-meTun-1-agamaHTaHami rigpoxnopug.

2 1-amino-3-hydroxy-5,7-dimethyladamantane or 7-hydroxymemantine. / 1-amiHo-3-rigpoken-5,7-aumerunagamanrad abo 7-rigpoKcMmMemMaHTHH.

3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Akulo ogHa uM Binbwe
TabneTok He BigNORILAE BUMOram, ToAl HACTYNHI TabneTku TecTyoTb BignosigHo Ed. 2.9.3.

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect He npoBoAATE PYTUHHO.
TecT NPoBOAATL Ha NEPWMX 3 cepinx, a NOTIM Ha KOXHIK 10 cepii (woHalimeHLue 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. / Al 3aABnA0, WO HasegeHa BuMwe iHpopmauia € AOCTOBIPHO Ta TOYHOW. Lia cepia Byna BMroToBNEHA, BHAHMAIOMM
NaKysaHHA/MapKYBaHHA | HOHTPONL AKOCTI Ha 3a3HadeHiit Bume BupobHWNIA ainAHui (pinAankax), B nosHii eignosigHocti 3 Bumoramm GMP
MiCLLeBOro peryniolovoro opraHy ta cneuudirkauil Peectpauiiivoro Moceiguenni kpaiHu-imnoprepa. Mportokonn supoGHMUTBE, YNAKOBKM Ta
KOHTPOAK AKOCTI Gynu po3rnAHYTI | BU3HaHI BignosigHWMK Bumoram GMP.

NiarotosneHo/ Compiled by: Christian Muscat/ 3aTeepaxenertssued by: Rachelle Van Hooren
Katarina Mjlapovic

L

D#a/Date: 26.01.2076. N
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

17.04.2026 Ne 19064/26/10

MEMAHTHUH-TEBA

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Ta0JIeTKH, BKPHTI IJIIBKOBOI0 00010HK010, 10 10 Mr; mo 14 Tabaerok y daicrepi, mo 2
OJticTepn y kapTOHHIH KopoOui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)
Howmep peecrpaniitnoro nocsimaerns UA/19083/01/01 ctpoxk nii peectpauiitnoro noceinuenns 02.12.2026
Cepis nikapcskoro 3acoby Ne 185854 Kinekicts BBe3eHOro sikapeskoro 3acoby 15829

Bupo6uuk Axrtagic JIT]], Manbta

(HaiiMeHyBaHHs BUPOOHHKA JIIKApCHKOTO 3aco0y, KpaiHa [10X0 DKeHH:)

Baeseno B Ykpainy ToBapucTBO 3 00MekeHOI0 BiinoBinaabHicTIO "TeBa Ykpaina'", izent.
xox: 34770471

(naiimenyBanns Ta kof 3a €JIPTIOY ropuananoi ocobu abo npiseuime, im'a, no 6aTekoBi (izuyHOT
ocobH - minpremnd, i Miclle NpoKHUBaHHS Ta peecTpaliiinuii Homep 001iKoBOT KapTKH MJIaTHHKA
nofarkis abo cepid Ta HOMep nacropra)

Iporoxoa Bisyansuoro kourposo Bix 15.04.2026 Ne 1061/2.

3a pe3ynbTaTaMH JIepKABHOTO KOHTPONIO BCTaHOBJIEHO, IO JiKapchkwii 3aci®6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.

Onera CPROMEHEKO

A KO HTEPOIIG ) {mirse) {imingdany T NpianHie)

TRIAL MODE - a valid license will remove this message. See

» of this PDF for more infarmation.




BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUMIKAT AKOCT! CEPIT JIKAPChKOrO 3ACOBY

Name of product/Hazsa npogyxTy
(strength, dosage form, package size and
type/A0aysanHa, HKapChka YOPMa, POSMID
iin YAAROBKM)

Memantine-Teva, film-coated tablets, 10 mg Ne28 {Ne14x2) in blisters in a cardboard box/
MesaHTuH-Tesa, TabaeTiy, BrpuT NAIBROBOKW ofonomxow, No 10 mr Ne28 (Naldx2) s
Gricrepax y KapTonnii kopobuj

Composition/Criag

Mernantine Hydrochloride 10 mg / MemanTiny rinpoxnopuiy 10 mr

Manufacturing country/Kpaina Bupobring

Actavis Ltd, Malta/Axrasic /itg, Manera

Importing country/Kpaisa-imnoprep

Ukraine/Yxpaina

MA number/Homep PI! UA/190832/01/01
Batch number/Homep cepil 184226

Batch size/Poamip cepii 6,688 packs/yriarosox
Date of manufacture/[lata BUPOBHULTEE 11.2025

Expiry date/Crpox MPUAATHOCTE 10.2027

Name, address and authorization number
of manufaciuring site/Haasa, agpecs i
HoMep AiLeH3ll BupOBrH 4ol AU ABHUL

Actavis Lid, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Ma!‘ta/
Awragic AT, BLEO1S, BLBO1E, byneben fupacTpian DYauHOK, M. 3eATYH, ZTN 3000, Manvra
MLOGL

Test / Moxasnuy akocT

Sg}éaiﬁcaiion / ﬂ,am,;émmi HORMY Resulis / PeayavTaty

Description /
Onmc

White, capsule-shaped, biconvex, film-coated tablets Complies / Bignosigae
with “M” and “10” debossed on one face separated by a
score ling, size 9.8 x 4.9mm / Bini, ppoonykni Tabnerkny
dopmi Kancysiu, BKpuTi NAIBROBOIO obonorHkow, 3
THCHEHHAMK «M» T2 «10» Ha OJRIN CTOPOHT, WO

posgineni nivieio pognomy, 3 posmipom 9,8 % 4,9 mm,

identification/ \nenmrdinayin:

- HPLC / BEPX

~GC/TX

The retention time of the major peak in the
chromatogram of the sample solution as abtained in the
assay corresponds to that in the chromatogram of the
standard solution / B Xxofj HINLKICHOTO BUBHAYEHHA YaC
YTPUMYBARHSA TON0BHOIO niKa Ha XpoMaTorpami
BUNPOBYBAHOIO POBUMHY BIANOBIAAE HACY YTPUMYBRHHA
FONOCBHOLD NIKA Ha XPOMATOIPAMI CTAHAAPTHOTO PO3UMAHY.

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 xogal
BUIHAYEHHS CYNPOBIAHNX AOMILIOK HAC YTRUMYBAHHA
FONOBHOTO NiKa HA XPOMaTOrpami sunpodysatoro
pO3MUHY BIANOBIAAE HATY YTPUMYBAHHA [OIOBHOTO fiKa
Ha XPOMATOTPami CTaHAAPTHOTD POHIMHY.

Complies / Bigroginae

Uniformity of dosage units {content
uniformity} {HPLC) / Opropigsicrs
LOROBARUX 0AMERLE (METOS NRAMOTO
BU3HAYEHHA OAHOPIAHOCTI BMiCTY)
{BEPX)

Complies with Ph. Eur. (2.9.40) / AV: 3,79

Bignosiano ao €ep.®. (2.9.40)

Average tablet mass /

154.5mg (146.8mg — 162.2mgl/ 154.60mg

Cepegann maca Talnerin 154,5 mr (146,8 mr—162,2 M) 154.60mr
M;ﬁ%gsay/ HinnuicKe BUIKBUEHHA g5 . 105% of the stated armount of Memantine 9.99mg
HPLC / BEPX Mydrochloride / 95 - 105% 8iz JARBARHOT KIALKOCTI 9.99mr
MemanTiHy riApoxnopuAYy 99.94%




Refoted substances {6C) / Cynyrai
aomiuire (IX):

- Demethyl Memantine Hydrochloride! / | NMT 0,5 % / He Binbie 0,5 % <0.1%
AemetuavemanTuny rigposnopusl
- 1-Hydroxy-3-Amino-S,7- NMT 0,5 % / He Ginowe 0,5 % <0. 1%

Dimethyladamantane?/ 1-rigporen-3-
aming-5, 7-aumerraasamantan’

- gach unspecified impurity / Kosksa NMT 0,2 % / He Biswwe 0,2 % <0.1%
HelaeHTUGIKORAHA JOMILIKA
- Total impurities / 3aranbruii emicr NMT 0,3 % / He Bianwe 0,3 % <0.1%
AOMILIOK
Related substances (HPLC) / Cymyrui
pomiunm (BERX):
- Lactose adduct / ADAYKT ABKTOIN NMT 0,5 % / He Ginbwie 0,5 % <0.1%
- Each unspecified impurity / Kowua
HeigeHTudikoBaHa AOMItIKa NMT 0,2 % / He Ginbwie 0,2 % <(0.1%
- Total impurities / 3aranbunit Bamict
AOMILIOK NMT 0,4 % / He 6inbwe 0,4 % <0.1%
Dissolution / Pogusnennsn® NLT 80% (Q + 5%) after 30 mins / Mean/Cepeane 101.4%
: He merwe 80% (Q+5%) vepes 30 xaumun? Min /Mix 89.0%

Max /Mawxc 102.9%

Wlcrobiological gquality /
Minpobionoriung unerotal
- Total aerabic microbial count / aepoBul | NMT 10% CFU/g / He Ginbwe 10° KYO/r Not performed/He
Garrepit {TAMC) NPOBOAUBCA

- Total combined yeasts/moulds count /| NMT 10% CFU/g / He Ginbwe 102 KYO/r
rpubu (TYMC)
- Escherichia coli Absent / BiacytHa

! 3umethyl-1-adamantanamine hydrochloride. / 3-mernn-1-agamarrarami fapoxaopus,

* 1-amino-3-hydroxy-$, 7-dimethyladamantane or 7-hydroxymemanting. / 1-amino-3-rigpokcn -5,7-4ume 1u1aamanTan B¢ T-riPORCIMEMEHTUH.

3£ une or more tablets do not meet the requirements the requirenents then the tablets are tested in accardance with Ph. 2.8.3/ flwo agra i Sinvie
TabAETOR He RIANOBIAAE BAMOTaM, TOLT HACTYIM TABNCTRU TECTYIOTh BianoBiaHo €. 2.9.3.

Anot routinely performed. Tested on the first three production batches and then every 10th bateh {at least annually). / Tecr He npOBOAATH PYTAHHO.
Tect nPUBLAATL Ka NEPLUNX 3 Cepiax, 3 NOTIM 1A KMkMiN 10 cepii (oHalmerwe 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. / fi 3anBASI0, WO HaBeseHa anue
indropmanin € gocronipHow 1a tounmo. Ua cepin Gyna BUroTOBASHS, BR/TIOUYaOMK NaKyBaHHA/ MapRYBIHHS | KOHTPORL AKOCTI H3
3a3uaMenit sue supoGuwnil ainanul {ainmaax), 8 noswik signosigrocri 3 sumoramn GMP MiCUEBOTO PErYIOIONOTD GRTany Ta
cneuudikauli Peectpayifinoro Mocsipuenni kpainu-imnoprepa. Npovokonu supoburUTEa, YNAKOBKK T3 KOHTRONW arocti Gyau
posrannyTi | Buanani sipnosiguumy sumoram GMP.

Nigrotosaeno/ Compiled by: Christian Muscat/ Jarpepaweno/ Issued by: Javier qucardo Polop

Katarina Milanovic \/%
o

o

“ara/ Date: 7 6.0 W2E

[dra/Date: 23.01.2026

“nosHosamena ocobia/ Qualified Person




JAEPIKABHA CJIYKBA 3 JIKAPCHLKUX 3ACOEBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KUiBCBHKII OBJIACTI

npos. Ceitmuusoi Haxii, 3, m.Kuis, 02099, ten/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BHCHOBOK
PO AKICTH BBE3eHOro B YKpainy JiKapcLKoro 3acofy

07.04.2026 Ne 16135/26/10

MEMAHTUH-TEBA
(nafiMenyBaHHs NiKapchKkOro 3acoby 3TifHO 3 peecTpaLiiHuM MOCBITYCHHSM)
Ta0JeTKH, BKPUTI ITiIBKOBOIO 000.101K010, 10 10 Mr; mo 14 Taéaerok y Onicrepi, mo 2
Osicrepu y xapToumiit xopoo6ui
(thopma Bunycky, nosyBanms, Bun nakysanms niKapckKoro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/19083/01/01 CTPOK Aii peectpauiinoro nocsiguenus 02.12.2026

Cepis nikapeskoro 3acoby Ne 184226 Kinpics BBesenoro nikapebkoro 3aco6y 6688

Bupo6Hux Axrasic JITI, MansTa

(naitmenysanns BUPOOHIKa NiKapchkoro 3acoby, KpaiHa roxomKenHs)

Bseseno B Ykpainy ToBapucTro 3 06Mexenoro BinnoBinaabuicTio "Tepa Ykpaina", inenr.

xoun: 34770471
(naitMeHyBaHHS Ta KOX 3a €APTIOV ropunuunoi ocobu abo Tpi3BuLIe, iM', 10 6aThKOBI (hizuHOT

0co6H - THiApUeMuS, i Micue MpoXUBAHKS Ta peectpauiiinuii HoMep o6ITikoBOT KapTKH MITATHHKA
noziatkie abo cepist Ta Homep nacriopra)

Ilporoxon Bisyansuoro konrpomo six 31.03.2026 Ne 0901/3,

3a  pesynpTaTaMM  IepiKaBHOIO KOHTPOJIIO  BCTAHOBIICHO, 1O JIIKApCLKHMH  3aci6  BBescHO B Vkpainy 3

AOTPUMAHHSAM BUMOT 3aKOHOABCTRA LIOKO 326E3MEYSHHS IKOCT] TiKAPCHKHX 3ac06iB.

» UPLOMEHEKO

3 LT TR R {niaae) (BB TETES
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