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CEPTHOUKAT KAUECTE
CERTIFICATE OF QUAL,
Hazpanue npogyrTa: AKTOBETIH, pounn aan IH exutd, 40 M/Ma 1o 5 Mn {200 Mr) 8 amaynax NeS
Name of product: ACTOVEGING®, solution for injection 40 mg /ml, 5 mi (200 mg} in ampoules No.5 |
Ter. Ne: / A.R.No.; TA/FP/048/17 Pazmcp cepun: / Bateb size: 146 595 amnyn/ampoules
Cepuna Ne: / Bateh No.: 11332141 Konuaeereo ynaxosok: / Number of packs: 29 319
JHata wirotopncunn: / Mig, date: 04.2017 Cpox roanoen: / Exp. date: 04.2022
PerncTpantitonnoe cenacTenserso Ne UA/) 1232/01/(1 nefcreyer go 21.09.2020
Registration certificate No. UA/ 1232/01/01 is valid 1o 21.0%.2020
Ne n/n MNapameTpea Crcnndurauna Pesynnromst
Sr. No. Tesis Speeifications Ohservations
I OnuHcarie Pactzop XeTToRATOTE UBCTA. CoornetcTyer
Description ¥eliowish solution. Complies
2 [pozpattocTh PacTsop ROKEH BHITH IROTPIRHLIM. CooTReTCTDYET
Clearity Solution should be clear. Complics
3 Hommnansnmii ofimen 5.00-575mn 5,20 mn
Extractable Yolume 5.00-5.75ml 3.20 ml
& |pH 65-75 7.1
pH 6.5 -7.5 7.1
5 CnocHTenbHan wioTHecTs (d2044) | 10217 — 1.6237 1.0213
Relative Density (d20/4) 1.0217 — 1.0237 1.0218
6 Mexanuueckne BKNIOTEHHA
- BHANMEIC Y3CTHIER {ipakTimecky ¢BeBOHBIA 6T HacTIIL CooTBETETBYCT
- HCENIHMBIC YACTHIK:
> 10 pxm He Honee 6000 & amn. CoortneTeTnyeT
> 25 MkM He Gonee 500 & aMm. CoOTECTCTBYET
Particulate contamination:
- Visible pasticles Free from particles Complies
~ Sub-visible particles:
>10 pm NMT 6000 in amp. Cormplies
> 25 pm NMT 600 in amp. Complies
7 WMacrmubnkanns:
PuGoaua Mmouenoil KHCNoTe Jonxub cOOTRETCTEORATE TRCGOBAUMAM. CooTneTCTBYET
ideatification: //f*’('.:_};fﬁ\
Uric acid riboside /r\ﬁsﬁm‘mmﬁg.a}) quirement. Complies
o/l nnd 28,
3 KommecTrentoe onpenencHiied / ()i v T B \:,w N\
Cyxqe BEWICCTRO s 73842 Ml‘flﬂ...']" \ E-\ 41 mrimn s
2 vBallM, i :
Assay: Dry mass ) 3@ 1 )f:'f 41 mg/ml’
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Ne nifm NapameTprl Crennguranus PesynngaTss
Sr. No. Tests Specificntions Observations
9 OTipeAEACHHE YHCTU DY
AficopBuna, 420 nm He Gonee 1em 0,25 0,03
Purity:
Absorption, 420 nm Not more than 0.25 0.08
10 AXTHEHOCTE:
Yenncude Anoretea Huaere etvyaauna p = 2.0 =47
Activity:
Increase of lipogenesis Stimuiation index p > 2.6 p=47
11 BaxkTCPHANBHEIE JHEOTORCHHH He Gence mem 1,0 ME/Mn CooTRETETRYET
Bacterial endotoxins NMT 1.0 1U/mi Complics
12 CTepHABHOCTh Honxen 6uTh CTEPIIBHBIM CooTneTcTRYCT
Sterility Should be sterile Complics

BAKAMOMEHME npoayet (in bulk ¢upMa-npossroavtens Takeda Austria GmbH, Austria) npoauamsporan n
COOTBETCTBHH € TPeSOBAHMAMY YTREPKAEHHGE crendikaunt perHCTRPALMONHORD CEMASTE AR TRA. OinewaeT TpeGorannam it
crapnapraM GMP, Cepramicar Ne 016/2017/GMP
CONCLUSION: produet (in bulk products manufactured by Takeda Austria GmbH, Austtia) analyzed as per approved
specification requirements of Repistration Certificate, it complies with GMP standards and requirements.

Certificate No. 016/2017/GMP

Jlaneiiznn na npoN3IBOACTAD AcKAPCTBCHHMX cpencTs: Cepna AR N 593034

Licence for medical products proeduction;

Batech AB No. 598054
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Kuiscoka dijin
TOB «Kycym ®apm»
Ykpaina, 02092, m.Knis,

e

TOB «Kycym ®apm»
Vkpaina, 40020, m.Cywmu, Byn. Ckpabina, 54
Ten.: +38(0542) 77-46-10, dakc: 77-46-11

ByJ1. AIMaTHHCHKA, 58 e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, dpakc: 495-82-87 /ﬁa‘u/n .7, harm www.kusum.ua
CEPTUDIKAT AKOCTI

CERTIFICATE OF QUALITY

Ha3Ba npoaykry: AKTOBETTH, po3unH ang in’ekuii, 40 Mr/mn
Name of product: ACTOVEGIN®, solution for injections, 40 mg/ml
1 ammmyna no 5 MJI MiCTHTb JeNpPOTEiHI30BaHOIO reMOIEPHBATY i3 KPOBi TEAT y BULAALI
Cuana pil: AKTOBeriHy KOHUEHTpary, 200 Mr cyxoi MacH
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass
Cepis Ne/ Batch No.: 12466718 Po3mip ynaxoskH / Package size: 5 ammyn /5 ampoules
Peectp. Ne/ A.R.No.: TA/FP/029/23 Tuan ynaxoskn / Pack type: Ammnyna Ne 5 / Ampoule No. 5
Po3mip cepil / Batch size: 142 120 JaTa Burorosiienns / Mfg. date:  04.2023
ammyJ/ampoules
Kin-mo ynakosok / No. of packs: 28 424 Tepmin npuaatHocti / Exp. date:  03.2026
Kpaina / Market: UKR
Peectpaniiine nocsixuenns Ne: TepMiH Ail HeoOMexeHu#H
| Registration Certificate No.: JAl L2201 unlimited validity
Ne n/n Ha3sa ananizy Cneundikauin PesynbTaTy aHanisy
Sr. No. Test name Specification Test result
. Onwuc Po3uuH xoBTYBaTOro KoaLopy Bianosinae
Description Yellowish solution Complies
5 IMposopicTs Po3uuH nosuHeH 6yTH npo3opum Bignosinae
Clarity Solution should be clear Complies
3 HoMiHanbuuil 06’ em 5,00 - 5,75 mn 5,07 Mn
Extractable Volume 5.00 - 5.75 ml 5.07 ml
4 pH 6,575 7,0
pH 6.5-17.5 7.0
. BinnocHa ryctuna (d20/4) 1,0217 -1,0237 1,0233
Relative Density (d20/4) 1.0217 - 1.0237 1.0233
MexaHiuHi BKJIIOYEHHS
Buoumi vacmicu [MpaxTHuHO BiNbHMH BiA 4aCTOK Biznosigae
Hegudumi vacmuu:
> 10 um He 6inbie 6000 B amn. Bianosinae
" >25um He 6inbuie 600 B amn. Bianosizae
Particulate contamination
Visible particles Practically free from particles
Sub-visible particles:
>10 pm NMT 6000 in ampoule
>25 um NMT 600 in ampoule
Lnentudikauis:
. Pubo3uo ceuoeoi kucnomu [ToBHHHI BiANOBiAATH BUMOTaM
Identification:
Uric acid riboside Should meet the requirement
KinbkicHe BH3HaYEHHA
Cyxa pexvosuna 38 — 42 mr/mMn
8 | Assay i
Dry substance 38 - 42 mg/ml ~" ;{{th, YMEHT
IR L T
&gk bal
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KniBcbka dinis

TOB «Kycym ®apm»
Vkpaina, 02092, m.Kuis,
ByN. AJIMaTHHCbKA, 58

Ten.: +38(044) 495-82-88, dakc: 495-82-87

o
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Kusum Pharm

TOB «Kycym ®apm»

Ykpaina, 40020, m.Cymu, Byn. Ckpabina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: plant@kusum.ua

www.kusum.ua

Ne n/n Ha3sea ananizy Cneundikauin PesyabTaTH aHanilzy
Sr. No. Test name Specification Test result
BH3Hau€HHA YUCTOTH:
5 Ab6copbuis, 420 umM He 6inbine Hix 0,25 0,09
Purity determination:
Absorption, 420 nm NMT 0.25 0.09
AKTHBHICTb
0 Ilocunenns ninozenesy Ingexc cramynauii p > 2,0 n=32
Activity:
Increase of lipogenesis Stimulation index p > 2.0 u=32
” bakTtepianbHi €HAOTOKCHHH He 6inbwe #ix 1,0 MO/mn Binnosinae
Bacterial endotoxins NMT 1.0 IU/ml Complies
1 CrepwibHicTb [ToBuHeH 6yTH CTEPUIBHHM Bianosigae
Sterility Should be sterile Complies

BUCHOBOK: / CONCLUSION:

IMpoayKT BHroTOB/IEHO, YNIAaKOBAHO Ta MIPOAHANI30BAHO 3TiJHO 3 BAMOIaMH PEECTPALHOTO NOCBiA4YEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosizae cranpapram ta Bumoram GMP.

It complies with GMP standards and requirements.

JliueHsis Ha BHPOOGHHLTBO JikapCbKUX 3aco6iB:

Licence for medical products production:

Ceprudikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB Ne 598054
Batch AB No. 598054

Lium niarBepmkylo, w0 BCi BHPOGHHHI CTanii AnA L€l cepil roToBoi npomykuii 6ynu 3aicHEHi B NOBHIHA BIAMOBIAHOCTI 3 BHMOraMH, 3a3HAYEHMMH B UMHHIH
HacraHoBi 3 GMP, 3areepmkeniit MiHicTepcTBOM OXOpOHH 310p0B’°S YKpailH, i 3 BAMOraMH PEECTPaLiiHONO A0ChE KPATHH MPH3HAYEHHS.

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 the requirements of the Marketing Authorisation file of the destination country.
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XiMik-aHaniTuk 3as. naboparopiero BKA ayanbHuk BKA Ynonnoaaxeua ocoba
Analytical Chemist | QC Lab In-charge "QC Head Quahﬁedkeﬁm_‘\
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“Kniscoka dinis
TOB «Kycym ®apm»
Vkpaiua, 02092, m.Knis,
By/i. AJIMATHHCBbKa, 58

Tein.: +38(044) 495-82-88, daxc: 495-82-87

e
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Kusum Pharm

TOB «Kycym ®apm»

Ykpaina, 40020, M.Cymu, Byn. Ckpabiua, 54

Ten.: +38(0542) 77-46-10, dakc: 77-46-11
e-mail: plant@kusum.ua
www.kusum.ua

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
Ha3ssa npoaykry: AKTOBETI'TH, po3unH aas iH’ekuil, 40 Mr/mn
Name of product: ACTOVEGIN®, solution for injections, 40 mg/ml :
1 aMmyna no 5 Ma1 MiCTHTb A€NPOTEiHI30BAHOrO rEMOAEPHBATY i3 KPOBi TENAT Y BUTIIAAI '
Cuna ail: AKToBeriHy KOHLEHTpaTy, 200 Mr cyxoi MacH
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass i
Cepin Ne/ Batch No.: 12465132 Po3mip ynakoskw / Package size: 5 ammyn / S ampoules
Peectp. No / AR.No.: TA/FP/026/23 Tun ynaxosxu / Pack type: Ammyna Ne 5/ Ampoule No. 5 |
’ - 142 125 X
Po3mip cepil / Batch size: anmyn/ampoules JlaTa suroropinenss / Mfg. date:  04.2023 r
Kin-To ynakosok / No. of packs: 28 425 Tepmin npusaThocti / Exp. date:  03.2026 ‘
Kpalna / Market: UKR
Peecrpaniiine nocsinuenns Ne: TepMiH Ail HeoOMexeHuH
| Registration Certificate No.: Evil I2a20101 unlimited validity
Ne n/n Ha3sa ananily Cneundixauin PesyabnTaTH aHanisy’
Sr. No. Test name Specification Test result
i Omnc PO34HH OBTYBAaTOrO KOJALOPY Bianosinae
Description Yellowish solution Complies
5 Hposopicts Po3uuH noBuHeH GyTH Npo3opuM Bianosigae
Clarity Solution should be clear Complies
5 HominanbHuit 06°eM 5,00 - 5,75 mn 5,10 Mn
Extractable Volume 5.00-5.75 ml 5.10 ml
4 pH 6,5-75 7,0
pH 6.5-175 7.0
. BianocHa rycruna (d20/4) 1,0217 -1,0237 1,0225
Relative Density (d20/4) 1.0217 - 1.0237 1.0225
MexaHi4Hi BKIIOYEHHS
Budumi vacmxu [paxTHyHO BUILHHIH BiJ 4acTOK Bianosinae
Heeuoumi vacmuu:
> 10 um He Ginbuie 6000 B amn. Bianosinae
p >25 um He Ginbme 600 B amn. Bianosizae
Particulate contamination
Visible particles Practically free from particles Complies
Sub-visible particles:
>10 pm NMT 6000 in ampoule Complies
>25um NMT 600 in ampoule Complies
Inenrudixanis:
. Pubo3uo cevoeoi kucnomu IMoBHHHi BiANOBiATH B! Bianosigae
Identification:
Uric acid riboside Should meet the requirem Complies
KinekicHe BH3HauYeHHA
Cyxa pevoguna 38 —42 Mr/mn 4] mr/mn
8 Assay 2LLUFSS
Dry substance 38 — 42 mg/ml » ﬁhﬁ%,
- A \METIB \»
(lvpanM"E]
TA/FP/026/23 3\ . " Crop./Ragd Ne: 1 3/of 2
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Ne n/n Ha3ga ananisy Creundixauis Pe3yabTaTH aHanily
Sr. No. Test name Specification Test result
BH3HAYEHHA YHCTOTH:
" A6copbutiz, 420 HM He Ginbiue Hix 0,25 0,10
Purity determination:
Absorption, 420 nm NMT 0.25 0.10
AKTHBHICTB ,
0 Ilocunenus ninozenesy Ingexc crumynawii p > 2,0 n=>5,6 ‘
Activity:
Increase of lipogenesis Stimulation index p > 2.0 u=35.6
id BakrepiansHi eHIOTOKCHHH He 6inbwe Hix 1,0 MO/mn Binnosinae
Bacterial endotoxins NMT 1.0 IU/ml Complies
12 CrepwibHicTh TfoBuHEH 6YyTH CTEPHIBHUM Bianosinae
Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

ITpomyKT BUrOTOB/ICHO, YIAKOBAHO Ta MPOAHANI30BAHO 3riAHO 3 BAMOIaMH PEECTPaulifHOroO NOCBiAYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepudikar M 080/2023/GMP

Bianosinae crangaptam Ta BuMoram GMP.

It complies with GMP standards and requirements.

JlizeHsis Ha BUPOOHHMUTBO NiKAPCHKHX 3acObiB:
Licence for medical products production:

Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Lum nixrsepmxylo, wio Bei BupoGHUUI cTanii Ana uiei cepil rotosoi npoAykuii 6ynu 3nificHeni B NOBHiM BiANOBIAHOCTI 3 BHMOraMH, 383HAYCHHMH B YHHHIA
HacTaHoBi 3 GMP, 3ameepmieHiit MiHiCTEPCTBOM OXOPOHH 30p0B’S YKPAiHH, | 3 BAMOraMK PEECTPALGHHOTO AOCHE KPATHH NPH3HAYECHHS.

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

OHamo‘

Ximik-anamiTux HL'Balz nabopartopicio BKA | Hauansuuk BKS YnoBHoBaxeHa ocoba ‘
Analytical Chemist | QC Lab In-charge 1LQC Head Qualified Person
IM’2/Name: M(‘%ﬁ G&L[n f H ol Q/::,ao--\,Q; > CQ“./‘ g
[4 1
Mignuc/Signature: MM ) / Cureee/ - _
Q”Y 3 -
Aata/Date: oY) A3 Dl 42/23 5L
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Kuiseska dbixig

TOB «Kycys Dapa»
Yipaina, 02092, m.Kuis,
ByA. AnMaTuHChKa, S8
Tei.: +38(044) 495-82-88, daxe: 495-82-87

Kusum FPharm
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TOB «Kyeym Qapm»

Vrpaiua, 40020, m.Cymu, Bya. Cxpsbina, 54
Teun.: +38(0542) 77-46-10, paxc: 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

CEPTHOIKAT KOCTI

CERTIFICATE OF QUALITY

HasBa npoayxkry:
Name of product:

AKTOBEITH, posumu aaa is’exii, 40 mr/mn

ACTOVEGIN®, solution for injections, 40 mg/ml

1 ammyna 1o 5 M MicTHTB AeTpOTeIHI30BAHOIO FEMO/IEPHBATY 13 KPOBI TENAT Y BUIIAA]

Registration Certificate No.:

Cuna pil Axroseriny Konuentpary, 200 mr cyxol macn

Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass

Cepin Ne/ Batch No.: 12466714 Poswip ynaxosxu / Package size: 5 amnyn /5 ampoules

Pecerp. Ne/ AR.No.: TA/FP/024/23 Tun ynaxoeks / Pack type: Awmriyna Ne 5/ Ampoule No. 5

Po3smip cepii / Bateh size: e 02,5 . Iara purotossenns / Mfg. date: 04,2023
amIitya/ampoules

Kin-1e ynakosox / No. of packs: 28 6035 Tepnin npupataocri/ Exp. date:  03.2026

Kpaina / Market: UKR

Pecerpauiiine nocpiguenns Ne: UA/11232/01/01 Tepmin aif neobmexenmit

unlimited validity

Ne n/n Hassa apanizy Crreuudixauis Pesyasrata ananizy
Sr. No. Test name Specification Test result

) Omaie Po3YUH KOBTYBATOIO KONLOPY Bianoeinae
Description Yellowish solution Complies

5 IMposzopicts Posyun nosmxes 6y TH Npo3opuM Bingnorinae
Clarity Solution should be clear Complies

g Hominansuuit 06’em 5,00~ 5,75 M 5,20 mn
Extractable Volume 5.00~35.75 mi 5.20 ml

A pH 6,575 7,1
pH 6.5 7.5 7.1

5 Bignocua ryctusa (d20/4) 1,0217 - 1,0237 1,0237

%)
Relative Density {d20/4) 1.0217 ~1.0237 1.0237
MexaHiuai BKIOYEHHT
Buoumi wacmxu TpaxTiiso BimsHUM Bil 4aCTOK Binnoginae
Hegudwumi wacmuu:
> 10 um He Sinpie 6000 Bamn. Bingnosixae

¢ > 25 um He Ginnuie 600 B ami. Bixnosinae

' Particulate contamination
Visible particles Practically free from particles Complies
Sub-visible particles: 7 epE e
>10 um NMT 6000 in ampoule gcj;ﬁ\gl’i{@«-,\}%«:‘iifg PN
> 25 pm NMT 600 in ampoule ouiniips AA N
LaerTadikanis: f & »:r”/ 1 \. 4 \
Pubozud cenoeoi kucromu [TosuHHI BIANOBIIATH BUMOTAM Bigropinac-t'" Y ’i,

7 Ve CEPTHOIRATE S84 Jr
{dentification: }) ‘ol
Uric acid riboside LG
KinskicHe BU3IHANEHHSA
Cyxa pevoguna 40 Ml

8 Assay
Dry substance 40 mg/ml

TA/FPI024/23 Crop./Page Ne: 1 3/0f 2
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TOB «Kyeym dapay
Yrpaina, 40020, m.Cymu, syn. Cxpabira, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kusum.ua

Kuiscsra giain
TOB «Kyeym Qapm»
Vpaina, 02092, m.Kuis,

BYIL. AnMaTHHCEKE, 58
Teu.: +38(044) 405-82-88, akc: 495-82-87 Kusum Tharm Wy Ksum A
Ne i/ Hazga ananisy Crcundiranis Pesynuratn ananisy
Sr. No. Test name Specification Test result
Busnauenus uncToTH:
g Abcopbuis, 420 uM He Ginswe uix 0,25 0,09
Purity determination:
Absorption, 420 nm NMT 0.25 0.09
AXTUBHICTH
0 THocunenns ninozenesy Innexc ctumynandi p > 2,0 w=35,7
Activity:
Increase of lipogenesis Stimulation index p>2.0 w=357
it BaxrepiansHi CHAOTOKCHHH He Ginpine nbx 1,0 MO/Mn Bianosinac
Bacterial endotoxins NMT 1.0 IU/ml Complies
12 CrepunbHicTs ToBunen 6yTH CTEPHIALHUM Binnosinac
~ | Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

[IpORYKT BHFOTOBIEHO, YNIAKOBAHO T [IPOAHANIZ0BAHO 3MILHO 3 BUMOraMy PEECTPAliHHOrO NOCBIAMEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnosinae crannapram Ta sumoram GMP, Ceprudirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensis #a BUPOOHUITEO NiKapPCHKHX 32c00iB: Cepia AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Ll riATBepibicyIo, o Bei BupoGiitgi cramii ang Wik ¢epii roTOROT npoAYKLIT Gyan sailcieni B DOBHIN BUINOBIANOCTI 3 BUMOLaNN, 3a3HACHINN B YL
nactanosi 3 GMP, 3atsepmkeniil MidicTepeTaom OXOpOHA 310pos’s YKpaitii, 13 BHMOTAMH PEECTPatiiHON0 A0CKE KPATIH NPIBHAMCHHS.

1 hereby certify that all the manufactaring 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 the requitements of the Marketing Authorisation file of the destination country.

(; AR RIS
) i\,.q..., iy SR Al (Lg) ‘ i
il ;;;ﬁo%ﬁﬁ%’%‘éé%%’? &)

Ximix-ananitux ,3as. natopatopiczo BKA | Hauanbunx BKA sy

Analytical Chemist  1QC Lab In-charge QC Head w7
TTinnmc/Signature: 7 "/2&‘ " / : \‘y}\\\/}J Z‘x’,ﬁ;’ P gb;ﬁ;’i?/
Hara/Date: o /‘;,/ [;/‘ (f3 ¢ f C"& 3 \\\ K Q &')«j)) A //f & /f’_f)/

TA/EP024/23 Crop./Page Ne: 2 3/0f 2
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CEPTHOUKAT KAUECTE
CERTIFICATE OF QUAL

e e s ki cony
waviv kit 11',1h1m neang

Hazeanue npogyrTa: AKTOBETIH, pounn
Name of product: ACTOVEGING®, solution for injection 4G

i R ekui, 40 Me/Ma 1o 5 mn {200 Mr) B amarynax NeS
mg /ml, 5 mi (200 mg) in ampoules Na.3

Per. Je: { A.R.No.; TAJFP/Q48/17

Pazmcp cepun: / Bateb size: 146 595 amny/ampoules

Cepuna Ne: / Bateh No.: 11332141

Konuaeereo ynaxosok: / Number of packs: 29 319

Hata wirotosnenns: / Mig. date: 04.20] 7

Cpox roanoen: / Exp. date: 04.2022

PerncTpantitonnoe cenacTenserso Ne UA/) 1232/01/(1 nefcreyer go 21.09.2020
Registration certificate No. UA/ 1232/01/01 is valid 1o 21.0%.2020

Ne n/n MNapameTpea Crcnndurauna Pesynnromst
Sr. No. Tesis Speeifications Ohservations
1 Onncadne Pactaop meTTOBATOTO UBCTA. CoorretcTayver
Description ¥ eliowish solution. Complies
2 [pozpattocTh PacTsop ROKEH BHITH IROTPIRHLIM. CooTReTCTDYET
Clearity Solution should be clear. Complics
3 Hommnansnmii ofimen 5.00-575mn 5,20 mn
Extractable Volume 5.00-5.75ml 3.20 ml
& |pH 6,5-7.5 7.1
pH 6.5 -7.5 7.1
5 CnocHTenbHan wioTHecTs (d2044) | 10217 — 1.6237 1.0213
Relative Density (d20/4) 1.0217 — 1.0237 1.0218
6 Mexanuueckne BKNIOTEHHA
- BHANMEIC Y3CTHIER {ipakTimecky ¢BeBOHBIA 6T HacTIIL CooTBETETBYCT
- HCENIHMBIC YACTHIK:
> 10 pxm He Honee 6000 & amn. CoortneTeTnyeT
> 25 MKm He 6onee 600 B amMm. COoOTEETCTBYET
Particulate contamination:
- Visible pasticles Free from particles Complies
~ Sub-visible particles:
>10 pm NMT 6000 in amp. Cormplies
> 25 pm NMT 600 in amp. Complies
7 WMacrmubnkanns: e
PuGoaun Mouenoll RHENCTE Jlomxye: cogTReT CooTRETCTBYET
Identification:
Uric acid riboside Should mect Complies
] KonyecTseRNOE ONIPEACTCHHE!
Cyxqe BEWICCTRO 38 ~42 mr/mn 41 mrimn o
Assay; Dry mass 38 .- 42 mg/ml 41 mg/ml’

TA/FPO4RAT

C'rpmi‘gll!.‘-l Ne:lm2
Page No.: | of 2
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MRy, 020 0 Cvnanr, vor G Rpstdiimg, &3

Ten: +3

Kyevs bapas

B2 7740 L wadwe: TN )

Kusune Pharm

c-mi. iiforr Susunyhaniea o
wyns habstoiphami e

Ne nifm NapameTprl Crennguranus PesynngaTss
Sr. No. Tests Specificntions Observations
9 OTipeAEACHHE YHCTU DY
AficopBuna, 420 nm He Gonee 1em 0,25 0,03
Purity:
Absorption, 420 nm Not more than 0.25 0.08
10 AXTHEHOCTE:
Yenncude Anoretea Huaere etvyaauna p = 2.0 =47
Activity:
Increase of lipogenesis Stimuiation index p > 2.6 p=47
11 BaxkTCPHANBHEIE JHEOTORCHHH He Gence mem 1,0 ME/Mn CooTRETETRYET
Bacterial endotoxins NMT 1.0 1U/mi Complics
12 CTepHABHOCTh Honxen 6uTh CTEPIIBHBIM CooTneTcTRYCT
Sterility Should be sterile Complics

BAKAMOMEHME npoayet (in bulk ¢upMa-npossroavtens Takeda Austria GmbH, Austria) npoauamsporan n
COOTBETCTBHH € TPeSOBAHMAMY YTREPKAEHHGE crendikaunt perHCTRPALMONHORD CEMASTE AR TRA. OinewaeT TpeGorannam it
crapnapraM GMP, Cepramicar Ne 016/2017/GMP

CONCLUSION: produet (in bulk products manufactured by Takeda Austria GmbH, Austtia) analyzed as per approved
specification requirements of Repistration Certificate, it complies with GMP standards and requirements.

Certificate No. 016201 7/GMP

Jlaneiiznn na npoN3IBOACTAD AcKAPCTBCHHMX cpencTs: Cepna AR N 593034
Licence for medical products proeduction; Bateh AB No. 593054

~X

Q’ff/\[\
1B \¥,

XHMHK-IHAANTHR. 3am. navansanka OKK: Hauaaennx OKK: Ymmnomo‘wn‘noe mne: /
Analyst: &,— Deputy QC head: QC Head: Quolified Pepson:
AWAETE A’
Hara: Jara: D/\ -3 Hara: flama: ~77 A
Date: evirefweid Date: D\'\\ Date: tﬂ“? R)! {3} Daie: cby/‘/‘{y"/
TAFP/O48/17 Crpasana Ne: 2 132
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Kuisebka s

TOB «Kyeyw @apmy»
Vxpaina, 02092, M. Knis,
BYI. ANMBTHHChKE, 58

TOB «KycyMm ©apm»

Vipaina, 40020, m.Cymu, ryn. Crpabina, 54
Ten.: +38(0542) 77-46-10, dawc: 77-46-11

e-mail: plant@kusum.ua

Tem.: +38(044) 495-82-88, daxc: 495-82-87 /&t.fm ..7) harm www.kusum.uza
CEPTHOIEAT AKOCTI
CERTIFICATE OF QUALITY
Haiea OponykTy: AKTOBET'IH, posunn gna e’ ¢xuiit, 40 Mr/mn
Name of product: ACTOVEGIN®, solution for injections, 40 mg/ml
1 aMuyJa no § M MICTHTE AEIPOTEIHI20BAHOI0 MEMOIEPHBATY i3 KDOBI TENAT Y BULAS A
Cana aif: AXTORETiHy ROHIEHTpaTY, 200 Mr ¢yxol Macu
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass
Cepla Mo / Batch No.: 12571712 Pozmip yaaxopkn / Package slze: 5 ammyn / 5 ampoules
Pecerp. Ne/ AR.No.: TA/FF/004/24 Tun ynaxobkn / Pack type: AMnyma Ne 5/ Ampoule No. 5
; i 14G 325
Puoamip cepii / Batch size: B e Jata earotornenns / Mfg. date:  09.2023
Kir-1b ynaxosok / No, of packs: 28 065 Tepmin npagaTHocti / Exp. date;  08.2026
Kpatua / Market: UKR
Pecerpaniiine nocpingenna Ne: TepMin il HeoGMexeHui
Registration Certificate No.: UAsLIZ32101/01 vulimited validity
Ne ni/nn Ha3ea ananizy Cnenxdirkauis PesyneTaTH aHamzy
Sr. Ne. Test name Specification Test result
Omuc PO391H XOBTYBATOT0 KONBOPY Bianoeinae
1| Description Yellowish solution Complies
ITpoaopicTs Po3usH noBAHeH GYTH NpOZOpHM Bignorinae
2 Clarity Solution should be clear Complies
HomigansHe 06’ eM 5,00 - 5,75 M 5,07 M
3| Extractable Volume 5.00 - 575 ml 5.07 ml
. r' H 0 m
pH 6,575 o2\ \ 7,1
4 - nad ‘@
pH 6.5_7-5 IL)h\ viE 1‘1‘ ,\\ 7.1
Binnocna rycrama (d20/4) 1,0217 - g‘ ' M " e 1,0233
5 . . s "ba n\ B
Relative Density (d20/4) 1.0217-1.0 ’\; w/3] 1.0233
D\ 2 PR AS) )
Mexarivsi BKTIOUCHES : ARy
Budumi uacmxu NpakTraHo Bilk JadTHR \/f\\‘: J Biznoeinae
Hegudumi wacmxu: 3ipg W[V
> 10 pM He Gimsme 6000 5 aMm. : Binnosizae
=25 um He 6imeme 600 B avm.
8 Particulate contamination
Visible particles Practicalty free from particles
Sub~visible particles:
=10 pm NMT 6000 in ampoule
>25 um NMT 600 in ampoule
Imeertrdpirarmia:
Pubozud cevosol kucromu [Mosrant BiAMOBI AT BHMOTAM
7 Identification:
Utic acid riboside Should meet the requirement
KinbkicHe BH3ZHAYEHHA
8 Cyxa pevosuna 38 —42 Mr/mn 40 mr/mia

TA/FP/004/24

Crop./Page No: 1 3/0f 2




Kuisceka inin TOB «Kveym Trapn»
TOB «Kyecym Papm» VYxpainua, 40020, M.Cyva, pyn. Crpadiaa, 54
VYipaina, 02092, m.Kuis, Ten.: +38(0542) 77-46-10, dake: 77-46-11

EVI. ANMaTHHCBRKA, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

Kasum Pharm

e-mail: plant@kusum.ua
www kusuim.ua

Ne o/ Haiga ananizy Croenndixanisa PesynsTarn anatizy
Sr. No. Test name Specification Test resnlt
Assay
Dry substance 38 — 42 mg/ml 40 mg/ml
BH3naueHHs YHCTOTH:
AGcopbitia, 420 e He 6imeme nixk 0,25 0,10
§ Purity determination:
Absorption, 420 nm NMT .25 0.10
AXTHBHICTD
Hocunenns ninozenagzy Inpgexc craMyaamii p > 2,0 nw=3,0
10| Activity:
Increase of lipogenesis Stimulation index p> 2.0 wu=3.0
Bakrepiansii €HAOTOKCHHR He Gimepme mix 1,0 MO/Mn Biamorinac
11| Bacterial endotoxins NMT 1.0 IU/ml Complies
CTepmILHICTL IloBuneH OYTH CTEPHIEHEM Biaoosigae
12| Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

ITpodyKT BATOTOBIEHO, YIAKOBAHO Ta IPOAHAN30BAHO 3TIIHC 3 BAMOrAMH PEECTPALIAHOTD NOCRI TIEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bingonigae crangapTam ta BuMoran GMP. Ceprudixar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jines3in Ha BUpOOHUOTRG NiKapCEKEX 32C0GiB: Cepia AB Ne 558054

Licence for medical products production: Batch AB No. 558054

[ nixTeepmHyre, mo Bei Bupobieni cTanil A il cepil roTorol MpoayKuiT G/ 3ZificHeH] B N0BHIHA BLANOBLIROCTE 3 BIMOTAMM, JASHANSHUMY B THHHIH

necranosi 3 GMP, samsepmreniit MisicTepeTROM 0OXOPOHH 380p0R"™ ViKpaiHy, i3 BirMoravy percTpartiftnoro BoCke XpalHH IPH3HANEHHA,

1 hereby certify that all the manufacturing stages of this batch of finished product have beer carried out in full compliance with the GMP requirements of the

Minisizy of bealth of Ukraine and with the requirements of the Marketing Authorization file of the destination country.

; st ;
JTOKY MEHTIB
L1

Ximix-aHamiTAK 1[3:15. naboparopiero BEA ?[Haqansmu( BKi
Analytical Chemist | QC Lab In-charge QC Head
InM*aName: Q}ffz’{t’é?f 17. @zemz"ip 3 gﬂ oz/_ ) %wam:@
Miamic/Signature: . M GEW FJ/'GEM”O‘\.
C?‘Y T
Hara/Date: Qé"/pb’/auf Cy loélay o qﬁcgﬁ;ﬁr
TA/FP/004/24 Crop./Page Me: 2 s/of 2




Kuiscrwa dinin

TOB «Ryeyym dapys
¥rpaiua, 02092, . Kuig,
BY.L AJIMATHHCBKA, 58

Tex: +380044) 495.82-88, daxc: 495-82-87

L]

5

Kusume Pharu,

/s

TOB «Kycym ®apa»

Yxpaina, 40020, r.Cyyu, syn. Ckpsibina. 54
Ten.: +38(0342) 77-46-10. thaxe: 77-46-11

e-mail: planit@kusum.ua
www.kusurn.ua

CEPTHDIKAT AKOCTI

CERTIFICATE OF QUALITY

Hassa npoayrry: AKTOBET'IH, posuny ans i1’ exuist, 40 s/
Name of product: ACTOVEGIN®, solution for injections, 40 mg/ml
1 amMmyna 5o 5 Ma MicTHTE AeNpOTEIHI30BAHOrO reMoNepUBaTy i3 KPOBi TeAAT Y BHrAAA]
Cuna git; AKTOBeriny KoHUEHTpaTY, 200 Mr cyxof Macu
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of drv mass
Cepist Né / Bateh No.: 12567154 Poamip ynakoekn / Package size: 5 amntyn / 5 ampoules
Pecerp. Ne/ A.R.No.: TAFPIO07/24 Tun ynakoskn / Pack type: Amryna Ne 5/ Ampoule No. 5
: 132 205
. . . )
Possip cepit/ Batch size: asnyn/amponles Hlata purorosncuun / Mig, date:  09.2023
Iin-5 ynaxosox / No. of packs: 26 441 Tepmin npupatrecti / Exp. date;  08.2026
Kpaiua / Market; UKR
Peectpauiitie nocsiguenns No: TepMiH Nif HeoBMexmeHNi
Registration Certificate No.: UA/11232/01/01 unlimited validity
Ne n/n Hassa ananisy Crnennpirauis Pesynutarn ananizy
Sr. No. Test name Specification Test result
Omnnc Posunn sworTyBartoro KOIBOpY Binnosiznae
1 Description Yellowish solution Complies
TNposopicTs Po3uun noenuen 6yti APO30PIM Binnorinae
2
- Clarity Solution should be clear Complies
Hosminaneuuii o6’em 5,00-5,75 Mmn 5,30 mn
3 Extractable Volume 5.00-575ml 5.30 m]
pH 6,5-17,5 6,9
A 6.5-75 6.9
Binnocua ryctina (d20/4) 1,0217 - 1,0237 1,0233
> | Relative Density (d20/4) 1.0217 - 1.0237 1.0233
Mexaniani Braovenns
Buduni wvacrcu NpakTHuHo Binsuui Big yacTox Binnosigac
Heguduati vaccu:
2 10 umM Ile Ginpure 6000 B amm, Bianoginae
225 pu He Binbue 600 B ammn, Binnoeigae
6 Particulate contamination ZNra T Sy
Visible particles Practically free from particles iggah YEp, f:s’: £y
Sub-visible particles: = A
210 pm NMT 6000 in ampoule
=25 pm NMT 600 in ampoule
InenTudiranis:
Pubosnd cevosor xucnomn Nosunni vinnosinaTy Bmoram 3
o, iy
7 Identification: :g’u‘!‘;‘ 'F‘;“;\ -
Uric acid riboside Shouid meet the requirement Comphe
Kinpxicxe pusnauenms
8 Cyxa pevosuna 38 — 42 mrivin 40 mr/vn
TA/FP/007/24 Crop./Page No: 1 3/of 2
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Kniecora ¢inin

TOB «Kycym @apn»
VYpaina, 02092, m.Kuip,
BY1. AJIMATHHCRKA, 58

Tem.: +38(044) 495-82-88, thaxe: 495-82-87

Kusurwe Phars

TOB «Kycym ®@apan

Yipaina, 40020, s.Cywsu. sy:1. Cxpsdina, 54
Tea.: +38(0542) 77-46-10, daxe: 77-46-11

e-mail: plantreskusum.ua
www.kusum.ua

Ne nfnt Haszea ananizy Crieundieanis PesyantaTi ananisy
Sr. No. Test name Specification Test result
Assay
Dry substance 38 ~42 mg/ml 40 mg/m!
Bisnayenns uncrory:
Abcopbuisn, 420 um He 6inblue wix 0,25 0,10
9 Purity determination:
Absorption, 420 nm NMT 0.25 0.10
AKTHBHicTh
ocurenns rinozenesy IHaeke cramynanii p=2,0 =34
18 Activity:
Increase of lipogenesis Stimulation index p = 2.0 =34
BakTepianbni eHzororeuun He 6insine mine 1,0 MO/mn Binnosinae
M Boewiial srigamns NMT 1.0 TU/ml Complies
CreputericTs Mosnuen 6ytn crepuapnmm Binnoeinae
2
12 Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

ITponyxr Burorosneno, ynakosauo 1a TNIPO2HaNI308aHO 3TIAHO 3 BuMOraMy peectpauiiinoro nocpiauenns.

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

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

Cepint AB M 508054
Batch AB No. 598054

Lt nizrnepangrio, mo pei Bupobunni cragil ang uiei cepii rotorol npogyxuii Oyau 3xi
wacTanosi 3 GMP, saToepaueniit Minicteperson oxopons 310DOB’S YRpaium, i 3 sinora

Biznosinae cTannapram Ta BuMoram GMP.

It complies with GMP standards and requirements,

Jiuensis ua supoBHuLTRO JKapChKIX 3acobip:

Licence for medical products production:

I heicby centify that all the manufacturing stages of this batch of finjshed product have b
Ministry of heaith of Ukraine and with the requirements of the Marketing Authorisation fi]

cen carried out in full comp
& of the destination country.

ficteni b nosniii sitnosinuocTi 3 BHMOranH, 3A3HAYCHIMH B HHil
t5 PCECTPALLNHOrD AOCke Kpaiun npuzitauenns.

liance with the GMP requirements of the

.“1\.;".3"11;-; .
f & ‘r\-‘!\ y K‘P'l}'[""s: i

P

]

.¢i'?'*¢- \-@:{;i‘
# AL \" =°

Kimix-anamitag ;3a8. naGoparopieio BKA [/Hauanshuk BKS *‘ga‘og ‘@gﬁ.jz{}iféiw};ﬁéd@zhly qﬂ
Analytical Chemist  {TOC Lab In-charge QC Head (Wialified Person S8y
: . - ] - 2 \ ‘S"r‘.:_:"'fé, t‘?'}‘?
i aMame: PURAE | Cotrpmpeta st |SrisoacinsT 3| G 2N
“ y i g N 0E 2
Mianue/Signature: § /Z“ ,5(/ &2 i/ = & fu_u)\ 7 -.CACLCLZH“":,
Y = = r
Hara/Date; [57 %4 / -ad C5742 facs o\y)/,'.z, ﬁ‘.f",e; y, f/’{’of / /4
f

TA/FP/007/24

Crop./Page Ne: 2 3/of 2




Kuiscexa pisia

TOB «Kycym (Papyn
Yxpaiun, 02092, m.Kuig,
BYN. AIIMATHHCEKA, 58

Te1.: +38(044) 495-82-88, dhaxc: 495-82-87

G

S

Kusurn Phare

7,

TOB «Kycywm apas»

Yrpaina, 40020, m.Cysn, syn. Ckpalbina, 54
Ten.: +38(0542) 77-46-10, (uxc: 77-46-11

e-mail: plant@kusum.ua
www. kusum.ua

CEPTHOIKAT IKOCTI

CERTIFICATE OF QUALITY

Hazea nponykry:
Name of produet:

AKTOBEI'IH, posuun nas iH'exuiit, 40 Mrfvn
ACTOVEGIN®, solution for injections, 40 mg/ml

1 amnyna no 5 mMa micTits nem

POTEiHi30BaHOrO reMONICPHBATY i3 KPOB TensT Y BUTiaAj

Cuna giv; Axroseriny kosuerTpary, 200 mr CyXof Macy
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass
Cepisi Ne / Bateh No.: 12567152 Pozaip ymakosin / Package size: 5 aMnyn/ 5 ampoules
Peecrp. Mo/ AR No.: TA/FP003/24 Tun ynarosxn / Pack type: AMnyna Ne 5/ Ampoule No, 5
: i ; 137 605
! i/ Bs o % ] .202
Posntip cepii / Batch size amnyn/ampoules Hata suroTopnenns / Mfg. date: 09,2023
Kir-1b ynawosor / No. of packs: 27 521 Tepmin mpunarnocti/ Exp. date:  08.2026
Kpaina / Market: UKR
Peccrpaniiine noceinuenna Ne: Tepuin Al HeobMemerit
Registration Certificate No.: UA/11232/01/01 unlimited validity
Ne n/q Hasea ananizy Crneundikanis PesyabTaTi anasisy
Sr. Ne. Test name Specification Test result
Onnc Poguiin sxorTyBaroro konnopy Bianesinae
L Description Yellowish solution Complies
Mpo3opicTs Poanu noeuuen Sytu IpO30pHM Binnoginac
2 Clarity Solution should be clear Complies
Houminansuuii o6'em 5,00 -5,75 mn 5,20 mn
3 Extractable Volume 5.00-5.75mi 5.20ml
pH 6,5-17.5 6,9
R T 6.5-7.5 6.9
BizHocHa rycTina (d20/4) 1,0217 - 1,0237 1,0232
5 Relative Density (d20/4) 1.0217 - 10237 1.0232
Mexaniuui pruiouenns
Buowwi vacimn IlpakTiraso BinbHuil Biz yacTOK Binnosinae
Heeuduasi vacmren:
> 10 pm He 6insiue 6000 B amm. Binmosiaae
225 um He @insure 600 B ann, Binnosinae
. Particulate contarnination
Visible particles Practically free from particles
Sub-visible particles:
210 pm NMT 6000 in ampoule
225 um NMT 600 in ampoule
Inenrudiraisia:
Pubosud cevosor xucnomu Tlosuuui sinnosigary suvoram
¢ Identification:
Urie acid riboside Should meet the requirement
KinnxicHe Busnauenus
8 Cyxa pevosung 38 —42 mr/vn 41 Mrfun
TA/FP/008/24 Crop./Page No: 1 3/0f 2
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L]
Kuisewnka dixia TOB «Kyeym hapan,
TOB «Kycym dapan Yipaina, 40020, m.Cyatn, Bys. Ckpadina, 54
Yrpaiua, 02092, m.KCuis, Ten.: +38(0542) 77-46-10, daxc: 77-46-11
BY:1. AJIMATHHCBKa, 58 e-mail: plani@kusum.ua

Ten.: +38(044) 495-82-88, daxc: 495-82-87 Ieh'.ﬂ!!% .7) hari www.kusum.ua
Ne n/nn Hassa ananisy Croenndixanis Pesyavrati anasisy
Sr. Ng, Test name Specification Test result

Assay
Dry substance 38 —42 mg/ml 41 mgfml
Buznauenns yHcToTH:
Abcopbuis, 420 um He Ginsute mix 0,25 0,10
4 Purity determination:
Absorption, 420 nm NMT 0.25 0.10
AKTHUBHICTE
Hocuaenus ainozenesy [Haexe crisynanii p = 2,0 pt=3,0
10 Activity:
Increase of lipogenesis Stimulation index p > 2.0 p=35.0
Bakrepiansni ennoTokcunm He 6imswe wix 1,0 MO/ma Binnorinae
L Bacterial endotoxins NMT 1.0 IU/mi Complies
Crepunnticts Hosunen SyTu creprnbiim Binnoginae
12 Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

Tposnyxt iroTosneno, ynakopano ta TPOaHANI30BAHO 3TIAHO 3 BUMOraMy PeecTpauifiHoro nocpiauenus.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bianosizae crannapram ta sumoram GMP, Ceprudikar Ne 080/2023/GMP
1t complies with GMP standards and requirements, Certificate No. 080/2023/GMP
Niuensis va supoBumireo AiKapCLKHX 32c06in: Cepia AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Linne miateepaxyio, me aci supolHt evaaii nas wiei cepil roTonai npolykwii Sy saiiicneni B nopwil sianosinHocs 1 BHMOTAMY, 3A3HAUCHUMII B MprHHifT
Hacrawosi 3 GMP, satseppxeniit Minictepcroonm OXOPOHH 3110p0OB'2 YipaTHy, | 3 BIMOraMy PeecTpawiitnera Jocte kpaiin NPH3NAMCHNA,

I hereby certily that afl the manufacturing stages of this batch of finished product have been carricd out in fll compliance witit the GMP requirements of the
Ministry of health of Ukraine and with the requiremnents of the Marketing Authorisation file of the destination country.
IR

XiMmik-ananitux 3as. naboparopicio BKS | Hasanenik BIGT X\P
Analytical Chemist JJOC Lab In-charge QC Head AL

* 0.‘4.%,‘. 'f /‘... any
o RN @h‘?ﬂ%m Coscompes 2o utt] [J7 oo Lyproh %@W
Hinnuc/Signature: . /rcea /‘ &LQLL/ (:J’\M\M G’/fé,) 05208008 W;;/
=l *1' Y b
Hara/Date: /;L//d,g/og(,/ PRl l"-'l'“')-’ =i ,/"'75/-/:5 -/a’-'é‘/ v

d Person ,-’?1‘; 3|/

TA/FP/008/24 Crop./Page Ne: 2 3/of 2




TOBAPHCTBO 3 OBMEXEHOIO BITBOBLIAJIBHICTIO
«KYCYM DGAPM>»

Kesiersn Pheion syir. Crpsabina, 54, M. Cymn, 40020,
e {0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Kon €/IPTIOY 33525927
CEPTUDIKAT SAKOCTI
CERTIFICATE OF QUALITY

Hasga npogyrry: AKTOBEI'H, posann s 10’ ekuilt, 40 sr/mn
Name of product: ACTQVEGIN®, solution for injections, 40 mg/ml
1 aMIyna 1o S MA MICTHTh JeTPOTETHIZ0BANOIO FEMOLCPUBATY i3 KPOBI TEAAT Y BUrAAA
Craa ail: AKTOREriHY KOHTIEHTPaTY, 200 MP cyxof MacH
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass
Cepist No/ Batch No.: 12568712 Posmip ynakosks / Package size: S amiyn / 5 ampoules
Peecrp. N/ AR.No.: TA/FPIOO3/25 Tun ynakoskn / Pack type: Asnyna Ne 5/ Ampoule No. 5
Posmip cepii/ Batch size: 27 879 yn/packs Hdara surorosnenus / Mig, date:  09.2023
Kparua / Market: UKR Tepmin upuaataocti/ Exp, dater  08.2026
Peccrpauiitne noesinaenns No: Tepmin xii Beobmexenuit
A 2/01/ i i
Registration Certificate No.: LA 1252/ 01 unlimited validity
Ne i/t Haspa anaunisy Creundikanis PesyavraTy anasnisy
Sr, No. Test name Specification Test result
Onme Po3uuH XOBTYBaTOr0 KOJbOPY Biznosinae
y Description Yellowish solution Complies
[Tposopicrs Posunn nosrHet 8yTH npoO3OpHM Binnosinae
2 . . .
- Clarity Solution should be clear Complies
Hominansuui o6 en 5,00~ 5,75 ma 5,10 Mt
3 .
Extractable Volume 5.00-35.75ml 5.10ml
pH 6.5-175 7,0
b pn 6.5-75 7.0
Binnocua rycruna (d20/4) 1,0217 - 1,0237 1,0234
3 Relative Density (d20/4) 1.0217 - 1.0237 1.0234
Mexaniuni BrImOueHHs
Buduati wacmeu IpakTHiko BiNLHUA Bid 1acTOK Bianosinae
Hesuouxi wacmeu:
> 10 um He dinbuie 6000 B ammn. Bianosinae
=25 umM He Sinbiue 600 B avn. Binnosinae
§ Particulate contamination
Visible particles Practically free from particles
Sub-visible particles:
=10 um NMT 6000 in ampoule
> 25 um NMT 600 in ampoule
InenTudixauia:
Pubosud cevosol kucaomu TTOBMHHT BILIORI@TH BEUMOTAM
7| 1dentification:
Uric acid riboside Should meet the requirement
KisbkicHe BH3HAMEHHS
Cyxa pevosuna 38 ~ 42 mr/ma 40 Mr/Ma
8
’ Assay
Dry substance 38 - 42 mg/ml 40 mg/ml
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Krsum Pharo:

«KYCYM DAPM»

By, Ckpsbina, 54, M. Cymu, 40020,

TOBAPUCTBO 3 OBMEKEHOO BIANOBUIAJBRHICTIO

rens (0542) 77 92 30, daxe: (0542) 77 92 32,
e-mail: plant@@kusum.ua, web: www.kusum.ua

Koa CHPIIOY 33525927

Ne n/n Hassa awanizy Crenudirauis Pe3yabTaTH ananisy
Sr. No. Test name Specification Test result
BusuayeHus YHCTOTH:
AbcopBuin, 420 nm He inbwe nik 0,25 0.09
9 \ -
Purity determination:
Absorption, 420 nm NMT 0.25 0.09
AKTHBHICTh
Hocuaenua ainocenesy Tuaeke crumyssgt p 2 2,0 =29
10 'y
Activity:
Increase of lipogenesis Stimulation index u 2 2.0 =29
Bakrepiaipii eHAOTORCHIN He Giapwe nine 1,0 MO/mn Binnosinae
11 ; ; 3 :
Bacterial endotoxins NMT 1.0 [U/ml Complies
CrepranrnicTs IMopuueH DYTH CTEPHALHEM Binrnosiaae
12 - 5 : :
Sterility Should be sterile Complies

BUCHOBOK: / CONCLUSION:

TIPOY KT BHIOTOBICHO, YIAKORAHO T4 UPOAHWIIZOBAHO 3I1AHO 3 BUMOraMy PEECTPaLiiHOIe NOCBIAYeH S,
‘The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranaapram Ta suMoram GMP,

It complies with GMP standards and requirements.

JliueHsia Ha BEPOGHUIIBO HiKApChKUX 3acobis:
Licence for medical products production:

Ceprudirar N 0B0/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB No 5908054
Batch AB No. 598054

LM NETBRPIDKYIO, WO BCI BHPOOHHHE Cramil san wiel copil rarosol npoeasyxuii Syiu 3ailiceti B NOBHIMA BLANOBIAHOCT 3 BHMOTAMIL, 3AIHAMCHUMY B YRHHITT
nacranoni 3 GMP, sarpeparaeniin MIicrepersosm oxopons 30pos’ss YEpain, i 1 BIMOIEMH PECCIPAiorO A0Cue KPATHN HPIIHAUCH,

1 hereby centify that all the manufacturing stages of this bateh 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,

XiMik-aHariTHK Bas. saGoparopiero BKA | Havansuux BKS
Analytical Chemist  1'QC Lab In-charge . QC Head
IM’s/Name: ;&, /[‘ (R Y
[Tianuc/Signature: Q/Z/cu! /
e/
Jata/Date: A1 VT G LSIOT 42E
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