Bunyes cepif:

Mesoxemi N1 (3avon AZ) Menoxemi ITI (Hewrpansimi Jason)
2 Mixaer Epakneoc cTpit, Axvoc ATatacioc 1-10 sys. Koncraurusynones,
[anyerpianuua 3ona, Asmoc Aranacioc, Mimaccon, 3011, Kinp
Jlimaccon, 4101, Kinp JliueHsin womep: (332
Jituenzis Homep: 032 HBIT Ceprudizar Ne: MED01/2021/001

HBIT Ceprudrirar No: MEDAZ/2022/001

CEPTHOIKAT SAKOCTI

Opwiapur: AKTIHIFOH, Tadnevi no 260 wr

¥Ynsxoska: 1o 10 raGnetox y Saicrepi, no 3 Gnicrepu y kapronniii kopobii Hara pupoBuuirtea:  10/2023
Cepin Ne; E7TK(27

Hokyneun: «TOB «X®K «Biokou» Vipaina Mpuparuuit po; 10/2026
Posuip et 13333 yoakongu

Hominaabiuti smict: 1 TaGnerxa mictuth amicyasnpiay 200 Mr

Pecerpaniline nocsiguesny 8 Yicpaiui; UA/17654/01/02

POBEAEHIAHAJIBA || BAMOTHM COEIM®IKALT ' | PE3YJIBTATH
:-- . . . . Binucsinae
L Onue Bini kpyrni anocki tabnetku ajamerposm 11,5 MM 3
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L o ; K
‘X .4 Cepensin maca 490,0 Mr+ 5% (463,5 - 514,5 M) 4902 mr
| Posnananus He Siaste nix 13 xpummy 7 XBundH /
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.. p CrifikicTs 0 pozpapniceanuyg 8.0-20,0 kp 14,9 kp
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. | Baict sonu . . ;. . 2,3%
SR ICT BOA Ha tepmin npumatizocti: He Ginewe Hin 6,0% ’
o Lrermdixaus 1. BEPX Tect Bimnosinae
Lol 1 2. M recr Bianosinae
1e MeHwe [k %0 iit Bra3anol KinbkooTi [
[ —— HG. Hie Hix 80,0%% (Q) Bl BKi3aHOT KiNLKOCT 100, 1% s
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o Jlomiurkn B: we Binbuie nisk 0,2% Huxiae nimiry
‘I’ "3 Cynytui romimku {BEPX) Hosiurku E: ne Simbiue Hik 0,2% Hu:xue nimity
i Howmiwxy F: we Binviue vin 0,2% Husore imity
Sy By it sl Dol iaueinyansact nomimiky: ve 6inpwe wix Hisieue simity
0ol 0,1% Hizkue niniTy
o Cyma Beix aoMiwrok: He Ginble Hix 0,5%
- 'H. i1 KinskicHe syanauenss (BEPX} He menue wizx 97,0% i ne 6inblue uisk 105,0% skazanor 106,6%
i i Ha sunycx KUibkoCTi aMicyaBnpray
-4 Hatepmin npuzanioeri
He menme nix 95,0% { He Binswe nin 105,0% rkazavol
Kinbroot amicyauipuay
MikpoBionoriina uncrora* Jaranehd kinsKicTh acpodHux Mikpoopranismis (TAMCO): ne <10 KYO/r |
Binbwe iz 107 KYO/r
Jaranbua KinkKiCTL ApiFMKEBHX TA MNiCEHEBHX rpudie < 10 KYOir
(TYMC): ne Sinvwe 102 KYQ/ir
E. Coli: sincytias 1 r Bianosizae
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MEQOCHEMIE

Prodact: AKTIPROL tablets 200mig

Medachainle LD (Faciory AZ)

2 Michael Erakleous Street, Agios Athanassios

industrial Area, Agios Athanassios, Limassol, 4101, Cyprus
License number: 032

GMP Certificatze No: MEDAZ/2022/001

Botch release site:

Limassol, 301 |, Cyprus
License number: 032

CERTIFICATE OF ANALYSIS

Pack: 10 tablets in blister, 3 blisters i carion

Batch No:E7K027

Expiry Date:10/2026

Custamer: LTD "CPC" "BIOCON" UKRAINE

Bateh size: 13,333 packs

Label claim: Amisulpride 200 mg per tablet

Registration certificate in Ukraine: UA/) 1654/01/02

¥

Madochemie LTD (Central Fastory)
I-10 Constantinoupoleos Sireet

OMP Certificate No: MEDO 17202 1/0014

Manufacturing Date:10/2022

m | Hardness

b | Friability

a | Water content

[dentification

u Dissolution

‘! ANALYSIS PERFORMED SPECIFICATIONS RESULTS
Appearance White, round, flat, scored in one side tablets, with diameter 1.5 mm Conforms
C | Average weight 490.0mg + 5% (463.5mg-514.5mg) - - 4902mg “““
h et e e
¢ Disintegration Not more than 13 minutes

(Mass variation)

P Related substances

h

b4

s .
i Assay

¢ Release limits

a

! Shelf life limits

4 | Uniformity of dosage units

Impurity B: NMT 0.2%
[mpurity E: NMT 0.2%
Impurity F: NMT 0.2%
Anry other individual impurity: NMT 0.1%
Sum of all inspurities: NMT 0.5%

Not lesswﬁla:‘)-'lio% and not more 105.0% of the labelled amownt of
Amisulpiride

Not tess than 93.0% and not more 105.0% of the labelled amount of
Amisulpiride

8.0kp - 20.0kp . ek
Notmere than 1.0% . 0.1% ) )
Release: NMT 5.0% 5
. . 2.3%
Shelf life:NMT6.0%
{. HPLC test Conforms
2. IR test i genforms
- Notless than 80.0% (Q) of the iabelled amount of Amisulpiride is
. Sl 100.1%
dissolved in 30mins
Acceptance value NMT 15.4 1.

Under disregard limp
Under disregard limit
Under disregard limit
Under disregard fimi
Under disregard limit

F100.6%

Microbial control®

Tolal Aerobic Micrabial
Count {TAMC)

Total Combined Yeasts/
Moulds Count (TYMC)
Absence of Escherichia coli

Not maore than 10° ¢.Fudy;
Not mare than 10? ¢.fu/fg;

Absent from | g

//

*Not a rautine test, ‘The test is performed once every 10t bateh o every 6 months. witichever eomes first
Hereby 1 confirm the above mentioned information is complete and accurate. The
packing/marking) and inspected for quality in the above mentioned site in strict co
established by regulatory authorities and also in accord
manufacturing or importing country,
medicinal product. Reports on produ

o
srpatheRtE '

<10efudy

10 fusg

Conforms

batch was manufactured (including
rrespondence to GMP reguirements,

ance with specifications included into the Master File or trade licence of
if the products are imported, or in the Drug Master File for drug for an investigation

ction, packing and analyses were reviewed and the correspondence with GMP established.
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Qualified Person: ... . %.‘?’%-.K.Nicoiaou Date: 08.11.2023.

Revision date: 20.08.2024




