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CEPTUGIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazpa npoayxry:
Name of product:

AKTOBETTH, rabnerxy, Bxpirri obonouxow, no 200 mr
ACTOVEGIN®, film coated tablets, 200 mg

Cuaa ait:
Strength:

1 rabnerka MICTHTL: RENpPOTEIHIZOBAHOrO reMojepuBary i3 Kponi

Axrtoperiny xonuenTpary — 200 mr cyxol MacH

1 tablet contains deproteinized hemoderivative of calf blood as Actovegin concentrate -

200 mg of dry mass

TENAT Y BHITISU

Registration Certificate No.:

Cepist Ne/ Batch No.: 12817057 Posmip ynaxopkn / Package size:  Ne50

Peecrp. Ne/ A.R.No.: TAFP/001/25 Tun ynakoskn / Pack type: Oaakon / Bottle
Po3mip cepii / Batch size: 14 237 y/ packs | dara surorosnenus / Mfg, date:  05.2024
Kpaiua / Market: UKR Tepmiu npunatvocti/ Exp. date:  05.2027
Peectpauiiine nocsiguernst No: UA/16098/01/01 TepMiH Rl HeoOMexennit

unlimited validity

Ne i/ Haszga ananisy Crieundirauisi PesyabpTaTH aHanisy
Sr. No. Test name Specification Test result
Ormc Tabaerkn xpyrnof Qopmy, senerysaro-xororo | Binnosinae
KONBOPY, ONHCKYHi, BKPUMTI 0BQIOHKOI.
Hiamerp: 10,6 ~ 11,2 mum 10,8 MM
1 Tosmwmna: 5.8 - 6,6 MM 6,3 MM
Description Greenish-yellow, glossy, round film coated tablets. Complies
Diameter: 10.6 - 11.2 mm 10.8 mm
Thickness: 5.8 — 6.6 mm 6.3 mm
Cepenrs maca 460 — 540 mr 504 mr
ORROPIAHICTH MAcH Hns 18 3 20 TabneTox ~ BiOXUACHHS BIA cepestbol
macH nosunno 0yt ne Ginsure + 5 %. Bianosinae
Hns 2 3 20 Tabnerok — BijxuieHus Bij cepensbol
5 MacH 1oBHHHO OyTH He Gineme = 10 %. Binnosinae
- Average mass 460 — 540 mg 504 mg
Uniformity of mass Average weight deviation for 18 out of 20 tablets
should not be more than # 5 %. Complies
Average weight deviation for 2 out of 20 tablets
should not be more than + 10 %. Complies
Posnananns He nosmuni posmagarucs 3 0,1 M xnopucro-
BOJHEBIH KHCHOTI IPOTArOM 1 roJMHN; Binrosinae
Hosunni posnanarucs y ocaraomy Gydepi
pH 6,8 nporsarom 60 XBUIHH. 34 xB 58 cex
3 Disintegration Should not disintegrate in 0.1 M hydrochloric acid
within 1 hour;
Should disintegrate in phosphate buffer pH 6.8
within 60 minutes.
4. Inentndixanis:
4.1. | Pudo3un ceyoBol KHCIOTH [ToBpuRi BignoBizaTi BUMOram
4.2. BapsHUK XiHOMIHOBHI KOBTHH TMozuTHBHA peaxuisn
4.3. TuTany mokcnn [ToswrusHa peaxuis
Tdentification:
Ribozid uric acid Must meet the requirements s
Quinoline yellow Paositive reaction Complies
Titanium dioxide Positive reaction Complies
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No i/ Ha3pa ananizy Crienuixantis Pe3yibTaTh aHaiizy
Sr. No. Test name Specification Test result
Brpara 8 Maci npu sucywrysanni | He Glabwe Hix 4,5 % 38 %
Loss on drying NMT 4.5 % 3.8 %
BuspaueHns BMIiCTy eTanony He Ginsiue 5000 ppm 1141 ppm
6
Determination of ethanol content | NMT 5000 ppm 1141 ppm
BuznaueHHs BMICTY aLETOHY He dinpme 1000 ppm 192 ppm
7
Determination of acetone content | NMT 1000 ppm 192 ppm
AKTHBHICTD
[Tocunenns ninorenesy Ingexe ctumymsmil = 2,0 p=3,0
8 ..
Activity
Increase of lipogenesis Stimulation index p > 2.0 =30
Mixpo6ionoriuna yncrora B 1 r npenapary NOBHHHO MICTHTHCS!
TAMC - #e Ginpme 10° KYO; 15 KYO/r
TYMC - e 6insuie 102 KVO; <10 KYO/r
pincyTricts Escherichia coli Bincytus
9 Microbiological purity I g of a drug should contain:
Total aerobic microbial count (TAMC):
NMT 10° CFU; 15 CFU/g
Total combined yeasts/mnoulds count (TYMC):
NMT 10° CFU; <10 CFU/g
Escherichia coli must be absent Absent

BHUCHOBOK: / CONCLUSION:

ITpoayKT BUIOTOBJICHO, YIAKOBAHO T4 IPOAHANIZ0BAHO 3I1IHO 3 BUMOTaMHu PEECTPALIHHOr0 NOCBIRYCHYS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Ceprugirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB Ne 598054
Batch AB No. 598054

Bianosinac cranaapram Ta Bumoram GMP.
It complies with GMP standards and requirements.

Jliuensia Ha BUPOOHUUTRO JiKapChkuX 3acobin:
Licence for medical products production:

S»ulﬁl LL[)H TOTOBOT ﬂpO,fl)'KLlll 6)ﬂH 3aificHeni B OBHIN BLTIOBIAHOCT] 3 BHMOTAMH, 3A3HAYCHAMM B STHHEU

LluM niaTeepmKy10, 110 el nnpoouwn magu
pacranosi 3 GMP, satrepmeniii } Wumupc”m o}\@mm‘ txopos ' YKpaiau, | 3 BHMOrAMI PECCTPALITHOIO B0CHE KPATHH NPH3HANCHUS,
‘ 3 .&«mw,,w

stagu of thl\ba »i} [ finished product have been carried out in full compliance with the GMP requitements of the
mremwls of tli¢ Ma}JQctmE Authorisation file of the destination country.

1 hereby certify that all the mmuia x
Ministry of health of Ukraine ¢ an(f Mﬁ} {

Ximix-aHaniTHK Sag. naboparopiero BKA | Havansunk BKS
Analytical Chemist ["QC Lab In-charge { QC Head
Iar"s/Name: /"; ficcte Cocompte .4 CRreononscs 777
Minnne/Signature: //, ; a/ Croisn Sy B
ara/Date: 157 S0/t S 1G] otk 7807 /2 5
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