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AEPIKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KHIBCBKIHN ObJIACTI

npoB. Ceitnnunol Haail, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kog €[IPTIOY 37078774

BHCHOBOK
Npo SIKiCTh BBE3€HOr0o B Y KpaiHy JikapcbKoro 3acody

01.08.2024 Ne 37367/24/10

JOHEKC®

(HaliMeHyBaHHS JiKapchbkoro 3aco0y 3riflHO 3 peecTpallifHUM MOCBIAUCHHSM)
Ta0JIETKH, 110 AUCNEPIYIOTHCS B POTOBIl noposkHuHI, 1o 5 mr mo 10 Tabnerok y GJicrepi; mo
3 GaicTepu y KapTOHHIH nauui

(dpopma BUITYCKY, ZO3YBAHHS, BH/ NAKYBaHHS JIIKapChKOro 3aco0y)
Howmep peectpauiiinoro nocsinuenns UA/19064/01/01 crpox aif peecrpauiiinoro mocsinuenns 23.11.2026
Cepis nikapcbkoro 3acoby Ne 241651 KinekicTs BBE3€HOTO NiKapchbkoro 3acody 5454

BupoGHuKk Jhxenedapm CA, I'peis

(naliMeHyBaHHs1 BHPOGHHUKA JiKapcbkoro 3acoly, KpalHa MOXOMKCHHS)

Beeseno B Ykpainy TopapucTBo 3 00MexkeHOI0 BianoBiaansHicTio "ACIHO YKPAITHA",
inenT. wom: 42274733

(naitmenyBauus ta kox 3a €APTIOY wopuanunoi ocobu abo npizsuiie, iM's, no 6arskosi Qiznunol
ocolu - mignpueMus, {f MicLie MPOXKUBAHHS Ta peecTpalifHuil HoMep 06MiKOBOT KApTKH MNATHUKA
MoAaTKiB abo cepis Ta HOMEp Tacnopra)

IlpoTokoa Bisyansuoro xonrposo sin 25.07.2024 Ne 2170/1.

3a pesynbTaTaMH JAEpPXKABHOrO KOHTPOJIO BCTAHOBJIEHO, INO JiKapchkuif 3aci6 BBeseHo B VYkpaiHy 3

AOTPHUMAHHAM BHMOT 3aKOHOAABCTBA WIOAO 3a0e3Me4eHHs AKOCTI NiKapChKUX 3aco0iB.
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/JIOTOTUIT KOMITAHII/
(mepexnapn) CEPTH®IKAT AHAJIIZY

IMPOAYKT: AOHEKC®, Tabaerku, mo AHCHEPryIOTLCS B poTOBiii f
HOPOKHHHI 110 5 Mr Ne 3() (10x3) y 6aicrepax i Homep cepii Bulk: 241642

Jlata BupoSumnrsa; 052024

' Tepmin npugatnocti: 05/2027
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CKOWeHUMH Kpasimu Bia 6istoro o Makxke
Gisoro KOJIbOPY , 3 THCHEHHAM «5» 3 i
- OAHOTO GOKY T2 ragenti 3 imworo 6oy

* BuyTpim
MeTon

Tre e
Yo  Bianosizac crampapry e

Biznosinae cTaHgapry

BEPX oo
Hiamerp !

Buytpimniii 9.1£0.2 Mm
S—1 X, S
BryTpiurniii
MeToq

€sp. ®apm., 2.9.1
Bryrpimnii 250 mr+ 3% (242.5-257.5)
b, ET €
€Bp. ®apm

Cepenns maca !

Has 10 opmuuue _150%
HAanst 30 opuunus AV< 15.0 2%
Ta I BCiX oquuub

“OﬂHOpi,ﬂHiCTb 0308
OAUHHLb. OnHOpiaHiCTL BMiCTY

| Binnosinae /
- Mpuiimansre uncno
AV =45

Pos HHeHHﬂ % 3a 15 xB

Buyrpimsiit
. Meton (Yd)
BHyTpiurnii
Kinexicne pusnavenns | eroa (BEPX) |
Cynposiani gomiwmky (BEPX) I Buyrpiwniit
, meroa (BEPX)

1925%

i

B

MaI[OMILUKa 20% e
He Ginbue nixk 0.5 %

"Cyma JOMiLIo

BuyTpinrnii
MeTo/

3abGapaaenicTs e Ginbure nix y 2/400
YapyHok Gaicrepa

I'epmernunicry Outicrepa
(BunpoGyBanHs na
repmetiunicry)’
Mikpo6ionoriuna yy

C

! Bianosinae

P T o
2.6.13 ’ He Ginbime wine 103 16VO /-




/JIOI'OTUIT KOMITAHII/
(mepekaap) CEPTU®DIKAT AHAJII3Y

H, 10 AMcnepryoTbes B poToiii
) ¥ Gaicrepax

,Z[a"ra Bnpo 6mmTB - 05/2024 s

| Homep cepii Bulk: 241642

it 7753 ynaxogox -

TOBIPHOIO i TouHOO. Hana cepis MPOAYKLIT BUTOTOBNEHA, BKAIOUAIONH
Ha BMLIEBKa3aHill AinbHui ¥ NMOBHil Bianosignocti 3 BHMOTramMu GMP,
M OpraHOM, a Takox y BinmosigHocT 3i cnenndikauiero, wo MictiTses B
neuudikauin Ha Tpenapar s pocnimkysanoro Jikapeskoro 3acoby.

i i i - Byab-sxi Bigxunenns Oyn

HATA: 17.06.2024

f SATBEPIIKEHO (Menemxep 3a6esneyenns axocti uu Kepisuuk
}' Binminy 3aGesneuenns AKOCTI):

i Hikonaoc I'peitsoc, Maricrp ximii

| KepiBuuk Binaimy KOHTpOMO sKOCTi, YNoBHOBaMKeHE ocoba
|




. Batch No.: 241651
7 BulklotNo:241642

PRODUCT DONEX omdispersible tab!ets 5 mg. Nﬂ 30 (10)(3) in blisters

Strength/?otency 1 tablet contains Donepezil hydrnch!oride S5mg

Package size and type 10 tablets in bhster, 3 bhsters in carton box
Dosage form: owdlspersibfe tablets § mg
YMarketmg Authorlzation number in Ukraines UA/19064/01/01

Name and authorization number of Manufacturer GENEPHARM SA, Ne 0000000073/23/? -
‘Address of Manufacturer : 18th km Marathonos A e, Pa!lml Attlkl, 15351 o

| Country of manufacture: Greece

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION . RESULTS
Appearance in house White to off-white round, flat tablets with Com plies
bevelled edgas, embossed with 'S’ on one side

..3nd plain on the other

Identification T e e
HPLC _ Complies

_Dnameter’ . R Y T i:() me
Thicko o In house 3e i o 3mm e
_jRes!stance tovcrushmg ‘. BY Ph Eor g 98 T RGN
Disintegration’ - » ' By Ph Eur, 2. 91 o NMT 75 sec -
Average \/\é‘etgﬂw1 Y » " Inhouse 250 mgq 1t 3% (242.5 - 357, 5) mg
:Water content 1 By Ph. Eur. 2.5, 12“%\ NMT 5.0% - ,
Dissolution | Inhouse(UV)  'Q=B0% at 15 min s
Umformny of Dosage Units By Ph.Eur. 2.9.40 For 10 units A\{qs % ‘Comphes ‘
~ Uniformity of Content For 30 units AVS15.0% and for alf units CAV.=45
RS SN ,,0 75Mf:x’(’1 ZSM . . . »
I houm{HPLC) 95.0-105. 0% of label cfaim o 103. 4%
T hesa{HPLE) | B .
KT 6368 G03% |
?otahmpurmes - | CRMTOE % | e 009% i |
Zi;gfness of blisters (Leak {n house Coloration In NMT 2/400 pockets : Comglies ;
Micrabiotsgical Guality? By B B 68,
2.6.13 ,

 NMTI0CRU/g -  NMTI10CFU7g

| NMT 102CFU/g N - NMT 10CFU7g

- Absence (in 1g) ) Absent

Mfcmb;o!ogvcal testing is per?mmed on 3 in 10 batches or annually, which one is the most frequant

[ hareby certify that the above information is authentic and accurate, This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the EU and
the local Requlatory Authority and with the specifications in the Marketing Authorization or product specification file for
Investigational Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and found to
be in compliance with GMP. Any deviations were assesged | according to the internal established QA procedures.

DATE: APPROVED BY (QC Masmger or upervwor :
. , Nikolass Griv

[ PN % Yeenis pvd H
Head of Qsmz{yyﬁosi ]

GENEPHARM 8.4, Pore T oadt
18% Km, Marathon Ave



