JEP)KABHA CJTYIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJIACTI
npos. Ceitnuunoi Hauii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774
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Npo AKiCTb BBE3€HOr0 B YKpaiHy JiKapchbKoro 3aco0y
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| (na:menynauns: micapu.icm 0 3acoBy 3rijIHo 3 pcwrpaulmmm nocmntiermslm)
TabJeTKn, Wo JUCNEePryoThLes B POTOBil nopokHuHi, no 5 mr, no 10 Tabjuerok y oJiicTepi; 1o

3 GjicTepH y KaPTOHHIH mavul
(popma BUMYCKY, A03YBAHHSA, BUA NaKyBaHHs JIKapCbKOro. 3acoﬁy)

Homep pecerpattifinoro nocsiauenus UA/19064/01/01 crpor ait peecrpauiitnoro nocsinuenns 23.11.2020

Cepist aikapeskoro 3acoby Ne 234283 KinbkicTs BBe3enoro siikapebkoro sacody 4536

BupoGuuk [bxenedapm CA, I'peuis

(HaiiMeHyBaHHA BHPOOHHKA JIIKaPChKOTo 3“1006},', i([)EllIIEI noxoamemm)

Bseseno B Yipainy TosapucTBo 3 06Mexeno1o Bianosinansnicrio "ACIHO YKPAIHA",
imenT. xon: 42274733

(naiimeHysauus Ta ko4 3a CIPIOY opuairunoT 000614 abo npunmuc IM's1, 110 ) 6aTHKOB] P13y HOT
ocoGH - niarpueMi, T Miclie NPoKUBaHHA Ta peecTpalifiinii HoMep 00MIKOBOT KapTKH TUIATHHEKA
noaaTkis abo cepis Ta HOMEP NACHIOPTA)

TpoToxos Bisyaiboro kouTpoio six 29.03.2024 Ne 0659/12.

3a  pesyasTaraMv JIEpKaBHOro. KOHTPOJIO  BCTAHOBIIEHO, L0 I iKapCbKU  3acid  BBE3EHO B Ykpainy 3

.II'OTp HMAHHSIM BUMOT 3aKOHONABCTBA LO/0 3a6e3re eHHs AKOCT] ikapChKHUX 3ac0biB.
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|| BKNHOUArOUM  NAKYBAHHA/MAPKYBAHHS TG MPOBEAEHO KOHTPOSb 1 AKOCTI HA BUILEBKA3AHIA AINbHUUI Y I'IOBHIME:
|| BianosiaHocTi 3 sBumoramum GMP, BcTaHoBREHUMU EBPONECEKUM TG MICUEBUM PErymsTOPHUM OPraHom, a TaKOXK Y |
11 BiANOBIAHOCTI 31 cNeuM@ikauiero, Wo MICTUTBCS B PEECTPALIMHOMY AOCLE KpdiHM-ImNopTepa Yn B [OChE CreumUgiKkauin ||
I Ha npenapar ans .,uoc-nim(yaamro nikapcokoro 3acoby. TTpoTtokonu eupobHUUTBA, NGKYBGHHA Ta aHanisis 6ynu
|| nepernaHyTi i BcTaHosneHo sianosidHicte GMP. Byap-aki siaxuneHHs 6ynun ouiHeHi BIANOBIAHO A0 BHYTPILWHIX
| | BCTAHOBNEHMX NpoLeAyp 3a6e3nedeHHs SKOCTi,
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| Mig Date: 02/2024
| Quantity: 7128 packs
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: Dmsaga form: orodispersible tablets 5 mg
Markmmg Authorization number in Ukraine: UA/ 90@54/01/0?
Nam@- and authorization number of Manufacturer: GENEPHARM SA, Ne 0000000073/23/1
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| Strength/Potency: 1 tablet contains Donepezil hydrochloride 5mg
| Package size and type: 10 tablets in blister, 3 blisters in carton box .
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"Results are taken farm in pmw% contral |
I Microbiological testing is performed on 1in 18 batches or annually, which one is the most frequent
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SPEC!HCATION
White to off-white raund, flat tablats with

- bevelled edges, embossed with ‘5’ on ons side

~ andplainentheother

Cumplies wlth the stand&rd
- Complies with tha standard
 9.1£0.2mm
 36203mm
550N
NMT 75 sac
250 mg + 3% (242.5 - 257.5) mg.
 NMT50%
Qﬁaﬂ% at 15 min
© For 10 units AV<S 15.0%
For 30 units AV<15.0% and for all units

Wﬁ*"ﬁ

nnnnn

| 95.0-105.0% of tabel claim
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RESULTS

Compl:es |

fCompl:&s
"_Camplios
Gtmm
BSmm
37N
10sec
254mg
3.5%
99 t""f}
'Cam-phéﬁ*
AV.= 1.5

{65
0.02%

Complies

NMT 1 QCFU/Q:

Absent

| hereby certify that the abbove information is authentic and accurate. This batch of product has heen mandfactored, mc;lucé;rw;
_packaging/abeling and yuality control at the above mentioned site(s) in full compliance with the GMP raquirements of the EU and |
the local Requlatory Authority and with the specifications in the Marketing Authorization or product specification tle for
nvestigational Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and founa 10 |
be incompliance with GMP. Any deviations were assessed according to the.:n;efn_al_g;gl_t_gxbhsh_g,_ed__Q&_LB:;}Ledmfﬁ;
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