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CEPTHMIKAT SIKOCTI
CERTIFICATE OF QUALITY

Haszea nponykry:
Name of product:

AKTOBET'TH, ta6nerku, sxpati 06010HK010, 10 200 Mr

ACTOVEGIN®, film coated tablets, 200 mg

Cuana aii:
Strength:

1 rabnerka wmicTars: ncnporeumoaauoro remogepuBary i3 hpOBl TEHAT Y BUTTISI

AKTOBETiHY KOHLEHTpaTy — 200 M cyxoi Macu

I tablet containg deproteinized hemodenvatne of calf blood as Actovegin concentrate —

200 mg of dry mass

Cepist Ne / Batch No.: 12708632 Posmip ynaxosku / Package size:  NeS0

Peeerp. No/ AR.No.: TA/EP/002/24 Tun ynakesku / Pack type: naxoH / Bottle
Po3wmip cepii/ Batch size: 714 950 1ab/tab Hara surorosiensns / Mfg, date:  07.2023

Kin-To ynaxoBox / No. of packs: 14 299 Tepmin npuaarnocri/ Exp. date:  (07.2026
Kpaina / Market: UKR

Pecerpauitine nocsinsenns Nt 114y cooq 00 TepMin i 210 / valid to 04.07.2024

Registration Certificate No.:

Ne o/t Haspa ananizy Crenndixauin PesyasTaTh aHanizy
Sr. No. Test name Specification Test result
Onne TaGnetknn  xpyrnol Gopmu, seeHyBaTo-KoBTOro | Bianopinac
KOABOPY, OIHCKY M, BKPUTI 060IOHKOIO.
Jliametp: 10,6 - 11,2 MM 10,9 MM
1 Tosuwna: 5,8 ~ 6,6 MM 6.2 MM
Description Greenish-yellow, glossy, round film coated tablets. Complies
Diameter: 10.6 ~11.2 mm 10.9 mm
Thickness: 5.8 ~ 6.6 mm 6.2 mm
CepesiHs Maca 460 - 540 mr 499 mr
Onsopigxicrs Macy Hna 18 3 20 rabnerox ~ Bioxmmenns Bix cepeHboi
MACH TIOBHHHO OyTH He Ginbine = 5 %. Binnosinae
Hna 2 3 20 TaneToK — BIAXWICHHS BIZ cepeansol
) MacH NoBHHHO OyTH He Sinslue + 10 %. Binsosinae
- Average mass 460 - 540 mg 499 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
Posnananus He mnosuumi posmamatmes 8 0,1 M xmopucro-
BOAHERIH KuCHOTI IpOTATOM 1 rosuHY; Binrosinae
Hosunri  posmamarmess y  docdaruomy Gydepi
pH 6,8 nporsrom 60 xaumny,
: 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. InenTndixauia:
4.1. Pubozng cenoBol KHCAOTH Morunsi BinyosigaTy BEMOTaM
4.2. Bapuuuk xinoninosuit mopruii Moswruswa peakuis
4.3. Turany aiokcun ITosuTaeHa peakuia
Identification:
Ribozid uric acid Must meet the requirements Complies
Quinoline yellow Positive reaction Complies
Titanium dioxide Positive reaction Complies
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Ne /i1 Hazpa ananisy Cuenndikais PesynbraTi aganisy
Sr. No, Test name Specification Test result
Brpata B maci npy sucyutysanni | He Oinbme wix 4,5 % 3,6 %
5
1.0ss on drying NMT 4.5 % 3.6 %
BusnaucHns BMICTY eTanony He 6imsiue 5000 ppm 1329 ppm
6
Determination of ethanol content | NMT 5000 ppm 1329 ppm
Busnagenns BMICTY aneTOHY He Giapie 1000 ppm 156 ppm
7
Determination of acetone content | NMT 1000 ppm 156 ppm
AKTHBHICTS
TMocunenns ninorenesy Ingexe cramynaut p> 2,0 =38
8 Activity
Increase of lipogenesis Stimulation index p > 2.0 p=338
MigpoGionoriuba 1ucToTa B 1 r nipenapatry NoBHHHO MICTATHCR!
TAMC ~ ne Gimsie 10° KVO; SKYO/r
TYMC -~ ne Gimsue 10> KYO; < 10 KYO/r
sincyruicts Escherichia coli BijneytHs
9 Microbiological purity 1 g of a drug should gontain:
Total aercbic microbial count (TAMC):
NMT 10* CFU; S CFU/g
Total combined veasts/moulds count (TYMC):
NMT 10* CFU; < 10 CFU/g
Escherichia coli must be absent Absent

BUCHOBOK: / CONCLUSION:

TTpOAYXT BUTOTOBJEHO, YNAKOBAHO T NPOAHANIZ0BAHO 3THIHO 3 BUMOTaMU peeCTpalifHOro NOCBINuEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnoeipac cranmapram Ta pamoram GMP. Cepragixar No 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jliuensis #a BUPOBHULTRO JIKaPCHKUX 3ac00iB: Cepisn AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Hun niareepmicyio, wo sci supoGundi cragii ang nied cepii rotosofl npoyxuii Oyan 3piticHeni B NOBHIM BIATIOBIAMOCTE 3 BHMOTaMH, SASHAMCHUMH B NHHUIA
nacranosi 3 GMP, sarsepiresiit MiHICTEDCTROM OXOPOHH 3A0POB’H YKDATRY, | 3 BIMOFaMH PEECTPANIANOTO HOCHE KPATHH NPHIHAMCHHA.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with m/uegﬂf we-of the Marketing Authorisation file of the destination country.
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