CEPTUOIKAT SIKOCTI Ne:
CERTIFICATE OF QUALITY

HaimeHysanns npoaykui’: (Product):

KpaiHa noxopxeHHs (Country of origin);
PeecTpauinHe noceiguyeHHs Ne:
{No. of registration certificate):

Abikca, TabnieTkn, BKpUTi NNIBKOBOK 0BONOHKOK, No 10 Mr
{Abixa, film-coated tablets 10 mg)

HimeuyunHa (Germany)

UA/4760/01/01

Bua Ta pasmip ynakosku (Packing type and size): 2 6nictepu no 14 Tabnetok y KapTOHHi# Kopobui

Homep EudraGMP (No. from EudraGMP):
Cepis (Batch no.):

Jara BurotoBneHHsi (Manufacturing date):
TepmiH npupatHocTi (Expiry date):
Kinbkicts (Quantity):

(blisters, 2 x 14 tablets)

DK H 10000681

B00040960

03.2023
02.2027

94 207 ynakosok (packages)

Tecr:
Test:
Onuc
Description

CepenHs maca, mr

Average weight, mg

PosuuHeHHs, % nicna 30 xB.:

Dissolution, % Dissolved after 30 minutes

OaHOpPIgHICTL A030BAHWX O4UHULDb,
OfHOPIAHICTE BMICTY

{(BU3HaqaeTLCA ANA KOXHOT 10-i cepii)
Content Uniformity, every tenth batch

laeHTmdikayis: Identification:
MemaHThH

Memantine

Xnopuau

Chloride

Dowmiwxw: Purity test:

1-amino-3,5-gumeTurs-7-
riApokcvagamaHTaHa rigpoxnopua,
(BUKOHYIOTLES AN KOXHOT 10-i cepi)
1-amino-3,5-dimethyl-7-hydroxy-
adamantane hydrochloride, % of
theoretical content of memantine-HCI,
every tenth batch

Hegiaomi AOMILIKKY, KOXKHA:
Unidentified impurities, singly

Hesigomi pomilxm, cymapHo:
Unidentified impurities, in total

PesynwraTtu:
Results:
Bipnoeinae
Conforms

164.5

103

Bignosigae/Conforms

PeaynbTaT nosUTUBHWHA
Positive
Peaynetat nosuTnBruil
Positive

He nposepsanack/Not performed

<0.05

<0.05

Kputepii BinnogigHocTi:

Requirements:

TabneTky, Bkputi NNiBKOBOO 0GONOHKOIO, Big,
BNIA0-KOBTOIO A0 HOBTOMG KONbOPY, 0BansHO|
dopmy, 3 niHiE Ans posnomy Ta
MapKyBaHHAM BigHOCHO 11: «M» nisopyd i
npaBopyd 3 ogHoro Boky, i «1» niBopyYy i «0»
npaBopyd - 3 IHLIOTO.

Oval shaped pale yellow to yellow film-coated
{ablet with break line and engravings ‘M’ on
both parts right and left of the break line and
on the other side imprint *1” left and ‘0’ right of
the break fine.

149 - 163
z 80

¥ pianosigHocTi 3 €@

Complies with Ph. Eur. requirements

Binnosinae

Complies with reference
PeaynbTar noauTneHWA
Positive

< 0.1% Bia TEOPEeTUYHOrO BMICTY MEMaHTUHY
rinpoxnopuay

< 0.1% Bia TEOPETUYHOTO BMICTY MEMaHTUHY
rinpoxnopuay

< 0.5% Big TEOPETUYHOIO BMICTY MEMaHTUHY
rigpoxnopkay

CMG_010133_2 (18} (LFIR) UA
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CEPTHUDIKAT AKOCTI Ne:
CERTIFICATE OF QUALITY

HaiimenyBaHHA npogykuii: {(Product): ABikca, TabneTku, BKPUTI NNiBKOBOC 060NOHKO, No 10 mr
{Abixa, film-coated tablets 10 mg)

Kpaina noxomkeHHsa(Country of origin): HimeuunHa (Germany)

PeecTpauiviHe nocsigyeHHsn Ne: UA/4760/01/01

(No. of registration certificate):
Bug ta po3mip ynakosku: (Packing type and size): 2 Gnicrepwn no 14 Tabnerok y kapToHHi# kopobui
(blisters, 2 x 14 tablets)

Homep EudraGMP (No. from EudraGMP): DK H 10000681

Cepia (Batch no.): B00040960

Oara surotoBneHHn: (Manufacturing date): 03.2023

Tepmin npuaaTHocTi: (Expiry date): 02.2027

KinbkicTb: (Quantity): 94 207 ynakceok (packages)

TecT: Pesynerartu: Kpwurepil BignosigHoCTi:

Test: Results: Requirements:
MikpoSionoriyHa HMCToTa (BUSHAYAETECA ANAR KOXHOT 3aranbHa KinbkicTs aepobHux MiKpoopraxiamie
10-1 cepir) {KOE/r)=10°%, saranbHa KiNbKICTh ApdaxeR Ta
Microbiolegical purity, every tenth batch He nposoaumecs/Not performed  nnicHasux rpuBis (KOE/<10?, sigcyThicts Esch. Coli

B 1 npenapaTy.
<10® aerobic bacteria, £10? fungi, absence of E.Coll in
1g of tablets.

KinbxicHe suaHaJveHHs
MemasTuHy rigpoxnopus, mrirad
Assay, mg Memantine 9.81 9.50 - 10.50

3anpa npo ceprudikauiv (Cerification statement): Lium s 33ceiauyio, WO HaBeaeHa suule inchopMalis € AOCTOBIPHOK Ta TOYHOW. Ll cepiro npogyxuil Byno supobnexe
{BRNIOYHAIOYU NaKyBAHHA/MAPKYRAKHKS) Ta NPOBEAGHO KOHTPOML i SIKOGCTI HA BULLE3asHaYeHii 4inbHuyl y NoBHIA signosigHocti 3 eumoramn GMP, ACTaHOBASHMMK MiCUEaKM
PEerynATOPHUM OPraHoM, a TaKOX BiLNGBIAHO A0 cneuwndikauil, e MICTATLES ¥ peecTpauitHoMy A0ce abo Toprosiit siueHsii kpalHW-aMpobHWka abo kpaiHu-imnoprepa.
MpoToKoNKU BUPOBHVULTEA, NAKYBAHHA Ta aHanisis Gyro Neperfsny o 1a BCTanoBNeHo BianoBigHicTy GMP,

| hereby certify that the above information is authentic and accurate. This batch of product (including AP1) has been manufactured, including packaging/labelling and quality
control in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or
product specification file for Investigational Medicinai Praducts. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

BupoBhuk: (Manufacturer): X lyHaBek A/C, OTTiniasei 9, 2500 BanGi, fanig, Ten, +45 3630 1311, ake +45 3630 1940
(H. Lundbeck A/S, Ottiliave] 9, 2500 Valby, Denmark)

Homep niueHaii BupoBHuka (MA No): 103486

ga-ra (Date}¢ 12 bepeana 2024 H. LundbeCk NS

%
Mianuc (Signature):

[arta Ta nignuc ynosrosaxeHol ocobu 3a Bunyck cepil X, liynaber A/C, Konenrarew, [lauis:
QP-delegate authorising the batch release: Morten Sidelmann (MopTen CaiigenmanH)
H. Lundbeck A/S, Copenhagen, Denmark

Additional remarks / flogartkosi aaysameHHs
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