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CEPTHRIKAT AKOCTI
ERTIFICATE OF QUALITY

C

i Hassa npoeaykry:
Name of product:

AKTOBEITH. posuny 114 in exuii, 40 Mr/ama
ACTOVEGIN®, solution for injection, 40 mg'ml

I amnyna o 2 MA MICTHTS ACAPOTETHI30BAHOIO TEMOACPHBATY 13 KPOBI TENAT ¥ BHIAAI

Cu.a gif: AxToBerivy koHueHTpary — 80 Mr cyxof mMacu

Strength: Each ampoule {2 ml} contains deproteinized hemoderivative of calf blood as Actovegin
concentrat — 80 mg of dry mass

Cepin Na / Batch No.: 12375160 Poimip ynawoBku / Package size: 25 ammyx/ 25 ampoules

Peectp. ¥/ AR.No.: TAFP/O1723 Tun yrakosxH / Pack type: Awmmyna Ne25 / Ampoule No 25

gt o ]

Poawmip cepii / Batch size: S35 VOJO . lata sHrovosnedna / Mfg. date:  10.2022
asfyr‘ampoules |

Kir-me ymakoeok / No. of packs: 13 548 3 Tepmin npusatHocti/ Exp. date:  09.2025

Kpaina / Market: UKR

Peccrpanifine nocsiavenna Ne:
Registration Certificate No.:

TepMiH Al HeoDMeKeHUR

3 ) 7 2 :|
MALLE Il walimited validity

Ne a/n Hassa anaxizy ‘[ Cnenndirxauis PezyaptaTu anaszizy
Sr. No. Test name : Specification Test result
Onuc i PO34HH XOBTYBATOrO KOALOPY Bianosiae
1
Description Yellowish solution Complies
R [po3opicTh Po3umn nosuHed DyTH OposopumM Bianosiae
| | Clany Soluuon should be clear Complies
I Hovinaneuii 06 cu 2,00 - 230 wa 2,06 M1
B
| Extractable Volume 2.00 - 230 ml 2.06 mi
i 4 pH 6,5-15 7.1
| .
- pH 65-175 7.1
BizrocHa ryctuda (d20:4) 1.0217 - 10237 1.0220
| E
. Relative Deasity (d20-4)
1.0217 - 1.0237 1.0220
Mexanidni BRIIOYCHHA
Budwui wacmsu [TpaxTiyHO BLILHMIT B 4ACTOK Bianosizae
Heauduwui sacmeu: .
> 10 um He dibine 6000 B a1, Bixnoeizae
>25um He Qiabiue 600 8 ai. Bianoeizac
a
Particulate contam:nation
Visible particles Practically free from particles Complies
Sub-visible particles:
=10 pm NMT 6000 in ampoule Complies
ki =15 um NMT 600 in ampoule Cortnplies
i [aeHTudikatis:
_ Pufiasud cevosoi kuciomu [Tosunsi BlanosiaTh BuMoram Bixnossdae
' [dentification: QA\HA *
] Uric acid riboside Should meet the requirefe t HOPM/ ,,:’4;_ Complies
i KiabKiCHE BHIHANCHHA h % _
S | Cvxa pewosuna 38 42 mrMa 41 MM
) Assay
i Dry substance 38 -42megml  REIW o 41 mg'mli
TAFPOLT 23 Crop./Page Ne: 13.0f2
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* Nen/n Haspa ananizy Coeundikauin PesynbTaTi analisy
| Sr. No. Test name Specification Test result
l BuzHateHHA 4HCTOTH:
Adcopfuis, 420 um He 6L1nute nix 0.25 0,08
9
Puriry determination:
Absorption, 420 nm NMT 0.25 0.08
AKTHBHICTE
' Hocuennn dinocenesy [naexe cTumyaawii p > 2.0 p=34
I
Activity:
[ncrease of lipogenesis Stimulation index u > 2.0 p=34
BakTepianbHi eHAOTOKCHHH He Binsine uix 1,0 MO/va Bianosizae
1t :
il . Bacterial endotoxins I NMT 1.0 [Usml ; Complies
i3 | Crepunsiicrs | MosukHeH ByTH cTepu tbHMM ! Bianosizae
o |Striliy ' Should be stesile i | Complies

BUCHOBOK: / CONCLUSION:

[lpoayKT BUrOTORNEHO, YNAKOBAHC T2 HPOAHATIZOBAHO 3rIAHO 3 BUMOTAMH peecTpalifHOro nocsinyeRHA.
The product is manufactured. packed and analyzed as per requirements of Registration Certificate.

Biznosigac cranjapraM Ta sumoraM GMP.

Ceprudixat Ne 009:2020/GMP

Certificate No. $09:2020,GMP

Cepin AB Ne 598054
Batch AB No. 598034

It complies with GMP standards and requirements.

Jiuensia Ha BUPOOHHLTBO TiK2PCHEKMX 3aC00IR:
Licence for medical products production:

Unv neamsep,pe 0, o 801 BRPOSHHY] Sra il L wiel cepil roroaoi NPOAYKUIN Gy . 33IACHCHT B NUBHIA BLINOALIHOCT 3 BHMOTAMH, 1A3HAYCHIMH B 4HHRIK
HacTanosl 3 GMP. 3aTBep TReHIH MINICTEPCTBOM OXOPOHI 110P0B’ 8 YRPAIHK. | 3 BUMOTaMIL PEFCTPALGIHOCD 10CHE KPATHY TPHIHASEHNA,

[ hereby certify that all the manufacturing stages of this batch of finished preduct have been carnied out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country

! XiMmix-anatirug } -3ag nadopartcpiers BKSA | Hauaisnix BKS VioBHoBaRE ] 0600
I Analytical Chemist f QC Lab In-charee QC Head Qualified Person .
| 2r e K e e R B C o TR I PO YT
THanme Signature: ‘V’{L o /"' ) T e "P" : ( f”ﬁf Eeiee &,C-KC‘._;;{"/
LI %7/ BT N Y
TATFP 01723 o Crop./Page Ne: 230f 2
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CEPTHDOIKAT SKOCTI
CERTIFICATE OF QUALITY
Hasga npogyxry: AKTOBETIH, posuun pis i exuii, 40 Mr/Mu
Name of product: ACTOVEGINS, solution for injection, 40 mg/ml
1 aMniyna mo 2 Mn MicTRT JlenpoTeiHizosanoro TeMONEPHBATY I3 KPOBI TENAT ¥ BHIMIAMI
Cuna aii: AxToseriny KOHUEHTpaTy — 80 Mr cyxol macy
Strength: Each ampoule (2 ml) containg deproteinized hemoderivative of caif blood as Actovegin
concentrat — 80 mg of dry mass
Cepia Ne/ Batch No.: 12517964 Poamip ynaxopku / Package size: 25 ammyn / 25 ampoules
Peectp. Ne/ A.R.No.: TA/FPA03/24 Tun ynakorxn / Pack type: Ammyna Ne25 / Ampoule No.25
. ; 314 800 .
Poanip cepii / Batch size: aMiTy/ampoules Marta Burorornenns / Mfg. date:  06.2023
Kin-1e ynakosok / No, of packs: 12 592 Tepmin npunathocri/ Exp. date:  05.2026
Kpaina / Market: UKR
Peecrpaniiine nocsizyenus Ne: TEPMIH Al HeobMexenui
{ Registration Certificate No.: UA/11232/01/01 unlimited validity
’7\“9 n/u Hazea anamisy Crenudikanis Pesyneratu anasrizy
Sr, Ne. Test name Specification Test result
Onuc Posaun xkosryparoro KOTLOPY Bimnosinae
! Description Yellowish solution Complies
IpozopicTs Po3uun nosunen 6ytu OPO3I0PHM Bianosinae
2 Clarity Solution should be clear Complies
HomMmiuanenuii 06’ ey 2,00 230 mn 2,08 mn
3 Extractable Volume 2.00-230ml 2.08 m]
4 pH 6,5-7,5 %l
pH 65-75 7.1
Binuocha rycrana {d20/4) 1,0217 — 1,0237 1,0229
2 Relative Density (d20/4) 1.0217 - 1.0237 1.0229
MexaHiuni sionouetus
Budwni wacmxu ITpakTiyHo BinbHKH Bix yacTox Bianosinae
Hesudumi yacmpn:
= 10 uMm He Sinsme 6000 B amn, Bianosinac
225 uM He 6imsme 600 B amm, Binnosizae
6
Particulate contamination
Visible particles Practically free from particles
Sub-visible particles:
210 um NMT 6000 in ampoule
225 um NMT 600 in ampoule
IneHrudikanis:
5 Pubosuo cevosol xuenomu Hosunui ginnosixary sumoran L, §
oo Wy T T
Identification: X 32?;‘;;*:;‘"3%*‘%
Uric acid riboside Should meet the requirement Compli : il
KinrkicHe nusnavenns
g Cyxa pevosuna 38 —42 Mr/mn 41 Mr/Mn
TA/FP/003/24 Crop./Page No: 1 3/of 2
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Kitizcera ¢inia ' TOB «Kyeym ®apm»
TOB «Kycym ®apyn ‘ ; Yipaina, 40020, a.Cysn, Byn. Cxpsbiua, 54
Ykpatna, 02092, m.Kuis, Ten.: +38(0542) 77-46-10, Gaxc: 77-46-11

BYJl. AnMaTencska, 58 e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, dakc: 495-82-37 /&lﬁﬂm .7) harin www.kusum.ua
Ne /o Hassa ananisy Cnenudixanin PesynbTaTi ananizy
Sr. No. Test name Specification Test result
Assay
Dy substance 38 - 42 mg/ml 41 mg/ml
Buznauenus wictoTH:
Abcopfiis, 420 um He 6inbige nik 0,25 0,09
? Purity determination:
Absorption, 420 nm NMT 0.25 0.09
AKTHRHICTL
focunenns ninozenesy IHzexe cTimMymanii u > 2,0 p=49
10 Activity: -
Increase of lipogenesis Stimulation index > 2.0 p=409
Bakrepianshi ennoroxcun He 6inpure mix 1,0 MO/un Biznosizae
1 Bacterial endotoxins NMT 1.0 IU/ml Complies
Crepurisnicts HosuneH 6yTH cTepuIEHIM Binmorinae
12 Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

Hponyxr surotosneno, ynakosaso ta HPOAHATIZ0BAHO 3M IR0 3 BUMoraMy peecTpaniitroro nocsixuenus,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnosizae craunapran Ta Bumoram GMP. Cepradixkar N 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlitiensis Ha BUPoGRHULTEY NiKApChKEX 33c0bis: Cepin AB M 598054

Licence for medical products production: Batch AB No. 598054

Hux niareeppxyio, wo sci BHDOGHNIY cranil ans uief ©epif roTOBOT MpoayRuii GyaH 3AificHeni B NoBHIH BLINOBIAHOGTI 3 BEMOTAMH, 3a2HACHIMH B YHEH|H

Hactanosi 3 GMP, sateepmienii Minicrepetaom oxoponn 3OPOB’2 YKpaiiH, | 3 BUMOraMH peceTpaifinoro 10Che KPAiHH NpPs:3HAUCHHR,

I hereby certify that all the manufacturing stages of this batch of finished preduct have been carried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

%
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CEPTH®IKAT AKOCTI

CERTIFICATE OF QUALITY

Hazea npoaykry:
Name of product:

AKTOBET'IH, po3unn ang in'exuiit, 40 Mr/an
ACTOVEGIN®, solution for injection, 40 mg/ml

1 amnyna no 2 mn micrute Hexp

oTetHizoBaHoro reMOAepHBATY i3 KPOBI Tenar y BHrIsai

Cuna aif AKTOBEriNY KOHUEHTPaTY — 80 Mr cyxof Macyu
Strength: Each ampoule (2 m]) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat — 80 mg of dry mass
Cepin M/ Batch No.: 12601964 Po3mip ynakosin / Package size: 25 amnyn / 25 ampoules
Peeerp, Me 7 AR.No.: TA/FP/O09/24 Tun ynaxosxu / Pack type: Amnyna Ne25 / Ampoule No.25
Po3xip cepii/ Batch size: 242 &0 Jara Burorosnenus / Mfg. date:  10.2023
amnyn/ampoules
K-t ynaxosox / No. of packs: 9 832 Tepmin npunaraoceri/ Exp. date;  09.2026
Kpaiia / Market: UKR
Peectpauiiine nocsipyenns No: TepMiH Bil Reobmexenui
Registration Certificate No.: UA/11232/01/01 unlimited validity
Ne n/n Hasea ananisy Crenugirania Pesynbratu ananizy
Sr. No. Test name Specification Test result
Ore Posuns sxorTysatoro xomsopy Bimnosinae
! Description Yellowish solution Complies
IMposopicTs Po3unn nosuten Gyt Npo30pHM Binnosinae
2
- Clarity Solution should be clear Complies
HoMinansruit 06’ enm 2,00-2,30 mn 2,02 mn
? | Extractable Volume 2,00~ 2.30 ml 2.02 ml
4 pH 65-175 7,0
pl 6.5-75 7.0
BinnocHa ryeriua (d20/4) 1,0217 - 1,0237 1,0237
> | Relative Density (d20/4) 1.0217 - 1.0237 1.0237
Mexaniyui srrouenns
Buodumi wacmru TIpakTinHo BinbHKH Big uyacTOK Bianoeinae
Hesudusi vacmwu:
210 pm He Ginsiwe 6000 5 am. Binnosigae
=325 um He 6ins1ue 600 5 amn. Binnosinae
g Particulate contamination e df”f’ R
Visible particles Practically free from particles Coppliegah YK2, ,-) €
Sub-visible particles: oy *5:_,
210 pm NMT 6000 in ampoule implles \, j
=25 um NMT 600 in ampoule mprlies -1-”1 ‘rm] :
LER TR N A M
IllCHT}!li)iKaE[iﬂ: : AR NN ity u';. =T
7 Pubozud cenosor kucromu TToBuHAi BinnoBipaTi punoram /
Identification:
Uric acid riboside Should meet the requirement
Kinbkiche nuznauenns
g Cyxa pevosuna 38 — 42 Mr/un 41 Mr/vn
TA/FP/009/24 Crop./Page Ne: 1 2/of 2
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Kninceka qinia

TOB «Kyeys Papan»
Yxpaiua, 02092, m.Kuis,
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Ne n/n Hassa ananisy Crenndirauin PesyabraTtn ananisy
Sr. No. Test name Specification Test resuit
Assay
Dy substance 38 —42 mg/mi 41 mg/ml
Busnavenus uncrorn;
AbcopBuis, 420 Hm He 6Ginsiue nisk 0,25 0,08
? Purity determination:
Absorption, 420 nm NMT 0.25 0.08
AKTHBHICTD
focwaennsn ainozenesy Inpexe cramysanii p > 2,0 L=4,75
n Activity:
Increase of lipogenesis Stimulation index p > 2.0 p=45
Baxtepiansi ennotokeuny He Ginpwe nix 1,0 MO/mn Bixnoginae
1 | Bacterial endotosins NMT 1.0 [Uul Complies
Crepunshicrts Nosinen 6yTH cTepinbHIM Bianosinac
2| Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

ITpoayxr errotosneno, YNaKOBAHO Ta NPOAHANIIZ0BAHO 3TIHO 3 BHMOrAMH peecrpaniittoroe nocrigyennsg.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprudirar M 080/2023/GMP
Certificate No. 080/2023/GMP

Bianoeizae crannapram ta sumoran GMP.
It complies with GMP standards and requirements.

Jlineusis Ha BUPOBHLUTBO nikapeskix 3acobis; Cepist AB Nz 598054
Licence for medical products production: Batch AB No. 598054
[ust nizraeproryro, mo sei BHPOGHI eTamid nst wief cepif roTosol npoaykui Gyan snificuchi B noenif sianosinoct 3 BHMOFAMH, IA3LACNCHUMN B unHHiil

tracTanosi 3 GMP, zateepzxentii Minicrepcrnom OXOPOT 3210P0B s YEpatHy, i 3 sisorasm PEECTPAUINROrD AOCLE KpaTHK NPH3HAYEHNS.

I hhereby certify that all the manufacturing stages of this batch of finished product have been carded out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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