NEPKABHA CJIYIKBA 3 JIIKAPChKHX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIM OBJIACTI

nipos. Ceitmuusol Hagil, 3, M.Kuis, 02099, tex/darc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €EIPTIOY 37078774

BHUCHOBOK
1po AKICTL BBe3eHOro B YKpainy Jikapcsroro sacoly

12.12.2024 Ne 64260/24/10

AJIBEIILI

(HafiMenyBAHHA TKAPCHKOTo 3acofy STUIHC 3 peecTpANiiHIM TOCBIAYSHILAM)
Ta6aeTr, BRPUTI 060a01K00, Ho 5 Mr; Ho 14 Tabaerox y 6aicrepi; mo 2 GaicrepH y
KApTOHHIH Kopobui

(dhopma BITIYCKY, Z03VRAHKES, BU IAKYBAHHA TIKIPCRROTO 3ac00y)

Homep peectpauiiinoro nocsiauenns UA/10701/01/01 crpox aii peecrpaniiinoro noceiguent 01 01,2099

Cepis nixapcrkoro 3acofy Ne 3242B0624 KinnkicTs BEe3eHOro Mikapeskoro sacofy 960
Bupobiui 3AT ®apmauestuunni 3asog ET'IC, Yropmusa
{nafiMenysanHs pHpoBHHKA MiKaperkoro sacoby, kpaina NOXOIKCHHS)
Baesero B Yrpalny CriiibHe yKPAiHChKO-€CTOHCHKE MANPHEMCTBO Y (hopmi ToBapHCTBA
3 o6MexeHo10 signosigansiicrio "Ourima-Papm, JITA", ineur. xon:
21642228

(raiivenysanus Ta wox 32 €JIPIIOV wopnaugnof ocofu ato npizemue, im'a, 1o Garsroni HiznuHo]
ocol - miamipremin, T Micile IPOKHBAHHA T4 PEECTpaniiHui HoMep o6niKoEO] KAPTKI TVIATHHKE
nozaTkis afio ceplda Ta HoMep nacniopTa)

ITpoToxon Bizyamsnore konrpomo sia 04.12.2024 Ne 3857/3.

Ja  pesyNETATAMH JIEpKABHOTO KOHTPONIO BCTAHOBIGHO, MO nikapeexuit saci6 mmeseso B Vipainy 3
JOTPUMAHRHAM ByMOT 3aKOHOAABCTBA MOAD zafesnenenus AROCT] MikapobKuX 3acobin,

Onsra €PBOMEHKO

(iniuiame Ta ppizpmc)
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Egis Pllarmnceuticals PLC

legal address:

1106, Budapest, st. Keresturd, 30-38, Hungory
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
aciual eddress:

11635, Budapesl, st. Bekenfelti, 118-120, Hungary

AT PapsaucsTaanm tanon ENIC

ropudiuina adpeca;

1106, m, Bynanetur, nyr. KepecTypd, 30-38, Yropumya
Tenedon: (36)-1-803-5554, dazc: (36)-1-803-5556
shaxntuna adpeca;

1165, s, Bynanewrr, nyn, Bekenndenut, 118-120, Yroputitn

CERTIFICATE OF QUALITY / CEPTH®IKAT SIKOCTI Nt 3546/2024/LM

Nanie of produci/

Alzepil®, coated fablets 5 mg N 28 (14x2) in blisters/

Ha#imenysanus npenapary:  Asenin, raBierxe, sprimi oSononsoo o 5 »r Mo 28 (14x2) in y BnicTepax

Batch No.: f Cepin Ne; F242B0624
Date of manufacture:/ 06 2024 MA No.: 7/ Na PIT: UA/10701/01/01
Hara pupoGisutrna:
Expiry date: / 006 2029 MA cxpiry date: / unlimited /
Mpuuertadt a0 Tepmin aii PIT: Geaerpoxone
Number of productsIn 12720 hoxes / kopofox Munufacturing license No.r ML No HU-M-EGIS
the Batchy/ Kinekicrs Na nitensii #a supoGusirno:
nponyENily cepif:
Batch release date; / :
Jara punyeky cepif: z %ﬂ \d-i-'f
Strength/Potency: / 1 conted tablet contains: donepezil hydrochloride 5 my /
Csna ylifaxronnices: 1 TaBnerka, nkpista oGostonkoro MICTIT! AONCIIEINNY HAPOXAOPITY 5 MI"
QUALITY INDICATORS / RESULTS / LIMITS/
TOKASHUKY SKOCTI PEIVJILTATH HOPMH
Appearance ! Onne complies/ Round, biconvex film-conrted tablet/
BifnoRinac Kpyrna, asoonvkna mabnetks, BRpUTa 050a0HKO0
Marking / Mepkysanus complics / Stylized E and 381 cade on one side /
nipiosinac 3 rpaaipysamias 3 onnoero Goxy crunizosasoy mitepss E T ko 381
Colour / Koaip complies / White or almost white / Binuii aGo Maifse Ghmnnt
Bisouinae
Odour / 3anax complies/ Odourless or almost odourless / Bea afo Miibxe Ges anaxy
BIINOBIJIRE
Identification of Drug Substance complies/ ty is identical with that of the standord / g inenTiomit 20 CTRNRPTY

by HPLC/
Tnenmadukania mrovot pedoniins Merojos
BEPX

ninnosizoe

Tdentification of Drug Substance

complies /

The size, intensity, colour and Ry value are identicnl with those of the

titration) /
Baticr nosu (3a trapyoannas Kapa

Dimeni)

by TLC/ sinnosigac standard 7 Posmip, inrencumiers, konip i manenns Reijetrnvnt 3
Inenmidixauia aiot pevanimn setononm CIAApTOM
TIX
Identification of titanium dloxide complics/ An orange calour appears / 3anuneTnen noMapantens salnponeiis
fn film-conting agent / RignonizAC
Inentidixauia Trany nioxcany
1t TUTiBKoBIH ofionomii
Assay by HPLC /
Kinoxiemidi suicr meronom BERX
% 97.5 % 95,0 1050 %
Donepezit hydrochloride mg/tab 4.88 mg 7 air S00mg/mrt 5%
Jonencanny rinpoxnopun Mi/Tag (435 —5,25 mg/ mr)
Impurity by HPLC/ reporting limit 7 nivit asiticeri 0.03 %
Jondxu merozon BEPY
Any impurities (cach) / Bynw-axi <0.03 % NMT £ HBI 0,2% (each} / (ko)
pomimin (komma)
Sum of fmipurities / Cyma siomitok <0.03 % NMT / HEH 0,5%
Dissolufion by DV-VIS / 98-103% NLT { HMH 80 % (Q} / 15 minutes / xpmm
Posumenna meropom UV-VIS Xe=100%
Average mass / Cepesin aien Da285g/r 01202 p/r 75 %
{0.1196-0.1388 2 / 1)
Unlformity of mnss / camplics / NLT / HMH 1820: average mass / cepeans aaca = 7,5 %
Ouuopimiiers yoen Blanosiune NMT / HEH 2/20: average mass / copeans macn & 15 %
Water content (by the Karl Flscher's 37% NMT FHEH 7,5 %
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Egls Pharmaceutienls PLC AT OapsauenTiunnii 2asoy ETIC

feeal address: wpuduyng adpecq:
23 1106, Budapest, st. Keresturd, 30-38, Hungary 1106, a1, Byancar, oyn, Kepeerypd, 30-38, Yiopuuni
7 EEﬂS Phone: (36)-1-803-5554, Fax: (36)-1-803-5556  Tenedban: (36)-1-803-5554, Dawe: (36)-1-803-5556
aclual address: dhercnnopia adpeea!

1165, Budapest, st. Bekenfetdi, 118-120, Hungary 1165, s, Byaanewr, aya. Bexeindienni, 118-120, Yropunnia

CERTIFICATE OF QUALITY / CEPTH®OIKAT SAKOCTI Ne 3546/2024/LM

Name of product/ Alzepil®, coated tablets 5 mg Ne 28 (14x2) in blisters/
Haiimenyeanid npenapary:  Ameni, TaGheTss, DKpIT 0BONOHKOIO 1D 5 Mr Na 28 (14x2) y Gnicrepax
Batch No.: / Cepin Ne: 324280624

Uniformity of desage units by HPLC/ AVip=39 AV (n=10) 5 15,0if not/ axmo ai,
Qanopiinicrs J0aonx oy, AV{n=301=150and/a3030:0,75M~125M
MeToaom BEFX
Microblological quality’ /
MirpoGionoriuna sucrora?
- Total aerobic microbial count (TAMC) | <100 NMT/ HBI 10° CFU/g /KYOre
/ Jarannue acpobue uneno CFU/g/ KYOIr
sikpoopraniamis (TAMC)
- Total yeasts and moulds count (FYMC) | <10 NMT/TIBH J0* CRU/p / KYO/r
{ 3nransiie Sicso rpiauKoBNg T CFUIg/ KYOIr
nicencnnx rpabin (TYMC)
- Esclierichia colf complies / absence (6 CFU/ 1 #) / nipeymien, (0 KYO/ [ 1)
ninnosingc
Package size and type:/ complics / 14 tablets per blister; 2 blsters in a cardbonrd box with marking in
Posxiip 1 7in siakysetin: Bipnokinae Ukrainian language ) no 14 rafinetox y Gricrepi; no 2 Gnicrepn y
KopTouniit kopoBui 3 MApKYRAHEAM YXPATICHKOIO MODOIO

I The first three batches are tested then every 10 batch (is tested) if available, but at Ieast one bateh por year is

tested / Tepwi 1pi cepiil TecTyromes, noviv xoxna 10-a cepia {TCETYCTHCA) 30 NOARHOCTI, AIC TCCTYCTRCS LIOUARMCHING DR cepis 1a pik,
NMT: Not more than / HB11: He Ginsite nin

NLT: Not less Hean / HMi: He semue sis

AY — Acceptance value / Tipuiburtiee suasenng

M — Reference value / Eranonnc auaucHus

1 hereby certify that the nbove information is authentle and nceurate. This batch of product has beep manufactured, ineluding
packagingflabeiling ard quality control at the above mentioned recognized site in full compliance with the GMP requirements of the local
Regulatory Authorify and with specifications in the Registration Dossier of the manufaeturer country. The batch processing, packaging
and gnalysis records were reviewed and found to be in complinnce with GMP / Huv g aaceinuyio, mo kaseaena nijme inopmauis ¢
Aocrosiptolo Ta Tasnaro. Lo cepito npoayxIGT Gyno upobiacno (Manounio s RAKYDAMIMADKYBANIUHR) TR IIOBCACHD KONTPORs 5t Akoet Ha
mieaaniayetilt gineumg y itoanifi sintosinnocT ¢ susorani TIBL, neranomiemiyy Micienis PErYISTOPRIS OPIGHOM, &t TRKOK DIZTORIHO
Ho euewdikanii, wio Mietarnes o pecetpaniiintony tocke Kpaiity-BipoGunka. Mpotoxoms enpoGuira, TIRKYBRHIA Ta anTizis Gynio nepersmuyTo
T& BCTANORNCHO Bimmosimnicrs HBIT

Date of signature /
Hara nipmtentns

e
Budapest / Bynanemr J C;j ACASS o

Qualified person /
Knanithikonana ocofa

ios Kortvélyessy
D ied Porson

Egis l;l;;rmnceuticnls PLC _&=g.
Budapest - Hungary @Eﬁh
s
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