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CEPTHOUKAT KAUECTE
CERTIFICATE OF QUAL,
Hazpanue npogyrTa: AKTOBETIH, posunn aan iH exutd, 40 M/Ma o 5 Mn {200 Mr) 8 ammynax 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 Konuueeteo ynaxogok: / Number of packs: 29 319
JHata wirotopncunn: / Mig, date: 04.2017 Cpox ropnoen: / Exp. date: 04.2022
PerncTpantitonnoe cenacTennerso Ne UA/) 1232/01/01 nefcteyer Ao 21.09.2020
Registration certificate No. UA/] 1232/01/01 is valid 1o 21.09.2020
Ne n/n MapameTpsa Crncnndurauna Pesynnromst
8r. No. Tesis Speeifications Ohservations
I OnuHcarie Pactzop eTToRATOTE UBCTA. CoprnetcTyer
Description ¥eliowish solution. Complies
2 [pozpattocTh PacTsop RORKEH BHITH IROTPIRHLIM. CooTeTCTDYET
Clearity Solution should be clear. Complics
3 Hommaanenmii ofimen 5.00-575mn 5,20 mn
Extractable Volume 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 BEKIIOTEHHA
- BHANMEBIC Y3CTHIE {ipakTimecky ¢poBonHBIA 6T HaCTHIL CooTBETETBYCT
- HCBHIHMBIC YACTHIIK:
> 10 pxm He Gonee 6000 s amn. CooTtneTeTnyeT
> 25 MKm He Gonee 500 B 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 WMacamubnkanns:
PuGoaua Mmouenoll KHCNOTe Jonxub: cOOTRETCTEORATE TRCOOBAUNAM. CooTneTCTBYET
Identification:
Uric acid riboside Should meet the requirement. Complies
] KonyecTseRNOE ONIPEACTCHHE!
Cyxqe BEWCCTRO 38 ~42 mr/mn 41 mr/mn o
Assay: Dry mass 38 .- 42 mp/ml 41 mg/ml’
TAFP/O48/17 Crparpiea Ne: 1 w32
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Ne nifm NapameTphl Crennduranus PesynngaTss
Sr. No. Tesls Specifications Observations
9 OTipeAEACHHE YHETU DY
AficopBuna, 420 nm He Gonec 1wem 0,25 0,03
Purity:
Absorption, 420 nm Not more than 0.25 0.08
10 AXTHEHOCTE:
Yenncude Anoreea Huaeke eTivyaauna p = 2.0 =47
Activity:
Increase of lipogenesis Stimuiation index p > 2.6 p=47
[ BaxkTCPHANBHEIS JHEOTORCHHH He Gence mem 1,0 ME/Mn CooTRETETRYET
Bacterial endotoxins NMT 1.0 1U/mi Complics
12 CTepiABHOCTh Honxen 6Th CTEPIWIBHBIM CooToeTcTRYyCT
Sterility Should be sterile Complics

BAKAMOMEHME npoayet (in bulk ¢upMu-npossroawtens Takeda Austria GmbH, Austria) npoauatmsporan n
COOTBETCTBHH € TPeBOBAHMAMY YTREPKAEHAGE cnensdikaun perHCTRPALMONHORD CEMASTE AR TRA. OinewaeT TpeGorannam it
crarnaprad 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 nPONIBOACTAD AcKAPCTBCHHMX cpencTs: Cepna AR N 5950354
Licence for medical products proeduction; Bateh AR No. 593054

XHMHK-IHAANTHR. 3am. navansanka OKK: Hauaaennx OKK:

Analyst: A« Deputy QC head: QC Head:

Nara: g:: D/\\“g\s\\\o.\ 'ﬂ( Jara:

Date: anjrefuery Dhate: C:f‘-‘a? 1ol 1™

VRDAHOMOTEHHDS INNIG: .
Quolificd Person: Vi
/f%?z%'-’lﬂ"”‘ﬁ

flara: &° ;o
Due:_ LS

Crpasana Ne: 2 13 2
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Kniecrka ginia TOB «Kycym Papm»
TOB «Kyecym diapm» Vipaiua, 40020, m.Cymn, syn. Cxpabina, 54
Vipaina, 02092, m.Kuis. Ten.: +38(0542) 77-46-10, daxrc: 77-46-11
BYN. ANMETHHCHEKR, 58 e-mail; mfo@kusmnphann com
Tex.: +38(044) 495-82-88, dakc: 495-82-87 Kusurne Phavie www kusum.ua

CEPTHOPHMKAT KAYECTBA
CERTIFICATE OF QUALITY

Hazpaune npoaykra: AKTOBETTH, pozuun ana in’exiii, 40 mr/mn o 5 Ma (200 mr) B amnynax Ne$
Name of product: ACTOVEGIN®, solution for injection 40 mg /ml, 3 ml (200 mg) in ampoutes No.5

Per. No: / AR.No.: TAFP/037/20 Pasmep cepun: / Batch size: 143 925 amnyn/ampoules
Cepna No; / Batch No.: 11869660 KonmuecTBe ynaxorox: / Number of packs: 28 785
Jata uzreToeaenua: / Mig. date: 04,2020 Cpox roanocta: / Exp. date: 03.2023

PerucTpaunonnoe cenaeTeascreo Ne UA/11232/01/01 peficteyet a0 21.09.2620
Registration certificate No. UA/11232/01/01 is valid to 21.09.2020

Ne nfm Hapamerpst CrennduKanaa PeayinTaThl
Sr. No. Tests Specifications Observations
1 Onucanne PacTROp XCNTOBATONG UBETA, CooteeTcTBYET
Description Yellowish solution. Complies
2 {lpo3pauHocTh PaciBop ACXeH OBITH IIPOIPAUHLIM. CoOTECTCTBYET
Clearity Solution should be clear. Complies
3 Homunansnsiit 66sem 5,00 — 5,75 mn 5,20 mn
Extractable Yolume 5.00-575mi 5.20 mi
4 pH 6,5-73 7.0
pH 6.5-7.5 7.0
s OTtHocuTenbHaa wioTnocTs (d20/4) | 1,0217 - 1,0237 1,0225
Relative Density (d20/4) 1.0217 —1.0237 1.0225
6 MexanHyeckye BITOYEHHA:
- BUANMBIE HaCTHMLBL TlpakTnueckn cBO00EHBIA OT YacTHL CooreetctByeT
- HEBHANMBIE YaCTHUHBL
= 10 mxm He Gonee 6000 B amn. CooTBeTcTRYET
> 25 MKM He Gonce 600 B amn. COOTBETCTBYCT
Particulate contamination:
- Visible particles Free from particles Complies
- Sub-visible particles:
=10 pm NMT 6000 in amp. Complies
>25 pm NMT 600 in amp. Complies
7 Hpentnduxauua:
Pubosni MoueBO# KACROTEI JomKHEl COOTBETCTBOBATh TpeboBaHUAM. CooTeeTcTBYET
Identification:
Uric acid riboside Should meet the requirement. Complies
8 Konnyecteennoe onpefencHue:
Cyxoe BeliecTBO 38 —42 mr/ma ) 41 mr/mn L
Assay: Dry mass 38 — 42 mg/ml 41 mg/ml i, e L T
T T 2F g
= ‘.
T
TA/FP/037/20 CrpaunugiNe: 1 #d '/ ““'fh i
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Knipenxa dinia

TOB «Kyvcym @apm»

Vrpaina, 02092, v.Kuie,

BYJ. ARMaTHACHKA, 58

Tes.: +38(644) 495-82-88, darc: 495-82-87

Q

S

TOB «Kycym @apm»

Vipaita, 40020, m.Cymn, syn. Cipabina, 54

Ten.: +38(0542) 77-46-10, daxc: 77-46-11

Kusuie Phave:

e-mail: mfo@!{usumpharm com

‘www. kusum.ua

Ne n/ni Mapamerps1 Cneundnranua Pesynntars
Sr. No. Tests Specifications Observations
9 OnpcacneHie YUCTOTEI:
Abcopbuna, 420 um He 6onee uem 0,25 0,1t
Purity:
Absorption, 420 am Not inore than 0.25 0.11
1¢ AKTHBHOCTD!
YCHIeHHe IUROTEHesa Wanexe cravyaanun p = 2.0 n=27
Activity:
Increase of lipogenesis Stimulation index u = 2.0 p=27
11 BakTepuansssle HAOTOKCHHEI He 6osee yem 1,0 ME/wa CooTRETCTBYET
Bacterial endoioxins NMT 1.6 IU/mi Complies
12 CTepnnbHOCTD Jionmxen 65ITh CTEPHMABHRIM CooTtreTeTRYET
Sterility Should be sierile Complics

JAKJIIOUEHNE npoaykt (in bulk dupmei-npomssonutens Tekeda Austria GmbH, Ausiria) npoanannsnpogad B
COOTBETCTBYY ¢ TPEHOBAHMAMY YTBEPAICHHOH ceunMKalMy PETHCTPAUMOHHOro ceuaetenscTsa. OTeeuacT Tpefosanuam 1
cranpaptam GMP. Ceprudnukat Ne 009/2020/GMP
CONCLUSION: product (in bulk preducts manufactured by Takeda Ausiria GmbH, Austria) analyzed as per approved
specification requirements of Registration Certificaie. It complics with GMP standards and requirements.

Certificate No. 009/2020/GMP

Nuuensna Ha RPOHM3BOACTEO NEKADCTECHHUBIX CPCACTB!

Licence for medical producis production:

oNkox 33525097

leenmagiraniing

*P‘”HA - dt\‘f‘

Cepua AB MNe 598054
Batch AB Ne. 593054

XuMHK-aHa AHTAK 3am. nagansrrka OKK Hayaneanx OKK Y nonHoMoucHHOC NHHO
Analyst Deputy QC Head JQC Head Qualified Person
; 7 m o
Unma/Name: /?Zﬁ(gﬁyé o | Jetenwo € Lf P‘:‘\ﬁ"’“ ‘&d”oh ﬂmﬁb@,

[loanuce/Signature:

]M/

D%M/CL/' /R

&‘fﬁ et gl mzr/

Hata/Date:

A #ﬂf/ﬁw

oy Jog /2o | ool

TAFP/037/20

C'rpaﬂnua Ne: 2 s 2
Page No.x 2 of 2"




Kuiscoka iiia

TOB «Kycym dapm»
Yikpaita, 02092, m Kuin.
BY/1. AaMatuHceka, 58

Fei: #38(044) 495-82-88, hakce

495-82-x7
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Kusum Pharm

TOB «Kycysm @apm»

Ykpaiua, 40020, v.Cysu. Byn. Ckpadina, 54
Tea: < 3R8(03542) 77-46-10, paxc: 77-46-11

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

CEPTUD®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa npoaykry:
Name of product:

AKTOBETIIH, po3uuu ans in’ekuii, 40 Mr/mn
ACTOVEGIN?, solution for injections, 40 mg/m|

Cuna gii:
Strength:

I amnyna 1o 5 MA MICTUTB I€NPOTETHI30BAHOTO reMONePHBATY i3 KPOBI TEAAT Y BUrAAAI

AKTOBeriHy KOHUEHTpaTy, 200 Mr cyxoi Mack

Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin

concentrat 200 mg of dry mass

Cepin Ne / Batch No.: 12059936 Po3mip ynaxoeku / Package size: 5 amnyn / S ampoules

Peccrp. Ne / A.R.No.: TA/FP/004/22 Tun ynaxoexu / Pack type: Awmnyna Ne 5/ Ampoule No. 5
Po3smip cepii / Batch size: | izﬁ;ﬁfgmpouies Hara Buroroenenns / Mfg. date:  04.2021 )

Kin-te ynakosok / No. of packs: 21 226 Tepmin npunatrocti / Exp. date:  03.2024

Kpaina / Market: UKR

Peccrpauiiine nocsiguenun Ne:

Registration Certificate No.:

TepMiH aii HeoBMekeHu it

JA/11232/01/ i ik
Haraane) unlimited validity

Ne n/n Haiga ananisy Crneundixauis PesyabTaTh anamizy
Sr. No. Test name Specification Test result
; OnHcanue Pactsop wentosatoro upera CooTBeTcTBYET
Description Yellowish solution Complies
" Ipo3paynocTs PacTeop nomkeH 6uiTh Npo3payHbiM CooTteetcTRYyeET

~ Clarity Solution should be clear Complies

" HomunanbHbiii o6bem 5,00 -575mn 5.20 mn

) Extractable Volume 5.00 - 5.75 ml 5.20 ml

§ pH 6.5-7,5 7.0
pH 6.5-75 7.0
OrHocHTenbHan 1.0217 — 1,0237 1,0224

5 MOTHOCTL (d20/4)
Relative Density (d20/4) 1.0217 — 1.0237 1.0224
MexaHHuyeckHe BKIIOYEHHS
Budumsie yacnuye IMpakriueckn ceobonHbIH OT YacTHLL CooTBeTCcTBYET
Hesuduveie vaucmuie: :
=10 um He Gonee 6000 B amn. CootBercTByer

p =25 um He Gonee 600 8 amn, CooTBercTBYET
Particulate contamination
Visible particles Practically free from particles Complies
Sub-visible particles:
=10 gm NMT 6000 in ampoule Complies
>25um NMT 600 in ampoule Complies
Haentudmkauus: o

" Pubosuod souesoir kuciome JlomKHbl COOTBETCTBOBATH TPEGOBAHIMAM _~ 1 Cootastatyer
Identification: _ ;’{77' =S
Uric acid riboside Should meet the requirement. 4
KojiniecTBeHHOE onpenenetie S

" Cyxoe geugecmeo 38 - 42 mr/Mn P
Assay !.r’r
Dry substance 38 — 42 mg/ml [ LIS

TA/FP/004/22 N /&Top.lPage Ne: 1 3/0f2



KHiBcbka diris

TOB «Kyveys Dapy»
Yrpaiuna, 02092, v Knis,
RY.1L ALIMAaTHHCBKA, 38

Te:r: +38(044) 495-82-88, parc: 4935-82-87
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Kusum Pharm

TOB «Kycys ®apy»

Yepaina, 40020, m.Cymu, Byn. Cxpadina, 34
Tea - ~3R(0542) 77-46-10, daxc: 77-46-11

e-mail: plantwkusum.ua
www.kusum ua

- Ne n/n  Has3sa ananily . Cheundikauis ) PesyabTaT ananisy
Sr. No. Test name Specification Test result
OnpeneneHHe YHCTOTHI:
5 Abcopbuma, 420 um He Gonee vem 0.25 0,10
Purity determination:
Absorption. 420 nm NMT 0.25 0.10
AKTHBHOCTH
IO Yewrenue sunocenesa Hnneke ctumynsumnm p = 2.0 u=22
Activity:
il Increase of lipogenesis Stimulation index p >2.0 p=22
| bakTephanbibie 3HAOTOKCHHBI He Gonee yem 1,0 ME/Mn CootBercTBYET
1
in Bacterial endotoxins NMT 1.0 IU/ml Complies
- CTepHILHOCTE Honxen GbITh CTEPHILHBIM CooTsercTByeT
L | Sterility | Should be sterile Complies N

BUCHOBOK: / CONCLUSION:

fpoaykt Burotossneno. ynakosaHo ta MPOAHANI30BAHO 3TIAHO 3 BUMOraM# PEECTPALIHOIO MOCBIAYCHHS.

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

Bianosinae cranaapram ta Bumoram GMP.
It complies with GMP standards and requirements.

Jliven3is na BUpoGHUUTBO Aikapcbkux 3acobis:
Licence for medical products production:

Ceprudikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Llum niareepaayio, wo sei supodmini craaii s wici cepil roToBoi npoaykuii Gyan 31ificHeni 8 noskik BLANOBLINOCTI 3 BHMOIAMH, JATHAYCHUMH B YHHHIM
Hactanosi 3 GMP. satsep.oreniii MinicTepeTBom oxoponu 120pos ‘s Ykpainu, i 3 Bumoramn PeCCTPaLifiHOTO 20Ckht KPAIHI NPH3HAYCHNA,

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in fu
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination

Ul compliance with the GMP requirements of the
country,

XiMiK-aHaniTHk {3a8. naGoparopieio BKS | Hauanbuuk BKS < __j?qﬁ'ﬁ?éﬂ'ﬁ%a ocoba
_ Analytical Chemist QC Lab In-charge _19C Head / Qua!iﬁed Pérsan

Ia’st'Name: Z-dﬁ”ﬂ.{ﬂdtuc.(fﬁ Jbovoseka BN . 4

[lianuc/Signature; (79/ Ef ™
I— i ke

Ed

Hara/Date: LS O3 ot SL210x 120 5

TA/FP/004/22 Crop./Page No: 2 3/of 2



Kuischia binin

TOB «Kycym Dapm»
Yipaina, 02092, M.Kuis,
BYA. AJIMaTHHCEKA, 58

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

OK

Ksum Pharm

TOB «Kycym ®apm»

VYipaina, 40020, M.Cymu, Byn. CkpaGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

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

CEPTUD®IKAT T
CERTIFICATE OF QUALITY

Hassa gpoaykry:
Name of product:

AKTOBETI'TH, pozans ang in’exuifi, 40 mr/ma
ACTOVEGIN®, solution for injections, 40 mg/ml

1 aMnyna o S M1 MiCTHTE AeNpoOTEiHi30RAHOTO FEMONREPUBATY i3 KPOBI TENAT Y BUCAAMI

Registration Certificate No.:

unlimited validity

Cuna aii: AxToBeriny koHueHtTpary, 200 Mr cyxoi macu
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass

Cepin Mo / Batch No.: 12065218 Posmip ynaxosxn / Package size: 5 ammya /S ampoules

Pecerp. Ne/ A.R.No.: TA/FP/011/21 Tnn ynaxosxn / Pack type: Awmniyna Ne 5 / Ampoule No. §
] 146 625 : .

Po3mip cepii / Batch size: asmynfampoules Jarta Buroroniennsa / Mfg. date:  04.2021

Kin-Ts ynakosok / No. of packs: 29 325 Tepmin npuaaTaocti / Exp. date:  03.2024

Kpaiua / Market: UKR

Peectpaniiine noceinuenun Ne: UA/11232/01/01 TepMiH aii HeoOMexeaHi

Ne n/n Hasna anaaizy Creundixanin PesyabTaTH ananizy
Sr. No. Test name Specification Test result
g Onucanne PacTBOp XeATOBATOro HBETA CooTBeTCTBYET
Description Yellowish solution Complies
y TIpospauHocTsb PacTBop HOIDKEH OBITh MPO3PaYHbIM CooTBeTcTBYCT

Clarity Solution should be clear Complies
5 HoMunansaniii o6seM 5,00 - 5,75 mn 5,20 ma
Extractable Volume 5.00 — 5.75 m] 5.20 ml
; pH 6,5-7,5 7,1
pH 65-75 7.1
OTHOCHTEIbHAs 1,0217 - 1,0237 1,0237
5 mwiotHocTs (d20/4)
Relative Density (d20/4) 1.0217 - 1.0237 1.0237
MexaHHueCckHe BKIIOUEHHS
Buoumvre vacmuyei Ipaxtnueckn cBoGOAHBIH OT HacTHY CooTBeTcTBYET
Hegudumuie vacmuybt:
210 um He 6onee 6000 B amn. CootBeTeTBYCT
p 225 pum He 6Gonee 600 B amn. CooTBeTCTBYET
Particulate contamination
Visible particles Practically free from particles Complies
Sub-visible particles:
210 ym NMT 6000 in ampoule Complies
>25 ym NMT 600 in ampoule Complies
Hpentuduxanns:
. Pubosud mouesoli kucromo JlomKHBl COOTBETCTBOBATE TPCOOBAHMAM CoaTBeTcTBYET
Identification:
Uric acid riboside Should meet the requirement, Complies
KonuuecTBeHHOE OnpeacneHye
. Cyxoe sewgecmeo 38 - 42 mr/Mn
Assay
Dry substance 38 — 42 mg/ml

TA/FP/011/21




Kuiscbka hixin

TOB «Kycym Gapm»
Vpaina, 02092, m.Kuis,
ByN. AJIMAaTHHCHKA, 58

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

3

Kuswme Pharm

TOB «Kycym ®apm»

VYipaina, 40020, m.Cymu, syn. Cxpabiua, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11

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

Ne n/n Haaga anajizy Cuenudixanis Pe3ynsTaTH anatizy
Sr. No. Test name Specification Test result
Onpejcnesue 4UCTOTHI:
5 A6copbuns, 420 am He Gonee uem 0,25 0,08
Purity determination:
Absorption, 420 nm NMT 0.25 0.08
AKTHBHOCTD
19 Yeunenue nunozenesa Hupexc ctumynanmn p = 2,0 u=38
Activity:
Increase of lipogenesis Stimulation index n>2.0 pn=38
" BakrepuansHpie IHAOTOKCHHBL He Gonee uem 1,0 ME/ma COOTBETCTRYET
Bacterial endotoxins NMT 1.0 IU/ml Complies
- CTepuaLHOCTh Hoinxen 6pITh CTEPHIBHBIM CootseTcTBYET
Sterility Should be sterile Complies
BHCHOBOK: / CONCLUSION:

TTIpoAKT BHTOTOBJIEHO, YIAKOBAHO T4 IIPOAHAN30BAHO 3riAAHO 3 BHMOTaMH PEECTPALIRHOTO NOCBIAYCHHA,

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

Ceprnadixat Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Batch AB No. 598054

Bianosinac cranapram ta suMoram GMP.
1t complics with GMP standards and requirements.

JlizcH3ia Ha BHPOOHULTBO NiKAPCHKUX 3acobin:
Licence for medical products production:

L{1M 2 3acBin4yo, 1O HaBEACHA BHILC iHGOPMALIS € AOCTOBIPHOI Ta TOUHO10. Lo cepito nposyxmii 6yno sAPOGICHO (BICTIONAIOMH NAKYBANHA/MAPKYBAHHA) T8
NIPOBEASHO KOHTPOI Ti AKOCTI H3 BHILE3R3HAYCHIMA AiNbHMUI y NoBHIA BIANOBIAHOCTI 3 BUMOraMn GMP, BCTAHOBACHUMH MICLICBHM PCTYASTOPHHM ODraloM, &
TAKON BIANOBIARO 0 crieumixaLil, M0 MICTATECA ¥ peccTpauiitnomy Aocke a6o Toproeil mieHs!] kpainy-anpobHuKa 360 KpaiH-iMNOpTEpa, KO NPOYKIID
iMnoprosana, 460 y Aocke cnelMPixauiit Ba NPenapaT ANA AOCHILKYBAHOro NiKapchkoro 3acoby. TIpoTokomn supoGHuuTa, NaKyBaHHA Ta amanisis 6yno

NEPErIAHYTO TA BCTARORNEHO BiANORiAHicTE GMP.

Thereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and its
quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of @ manufacturer country or importing country if the product was imported,
or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and approved in

complying with GMP.

XiMik-aHaNiTHK _Pan. na6oparopieio BKS | Hauansnux BKA VYrnossoBaxxeHa 0co6a
Analytical Chemist | 'QC Lab In-charge 7 QC Head Qualified Person
Im’s/Name: BitiHite Covenpobs Hus | Cpiotenco S
7 ¢
Mignnc/Signature: (% (it / Coere “?/ < ‘(;‘L, 1l
Jara/Date: /dp/‘///pz/ /5/4(/:2./ VELTET

TA/FP/011/21




Kuiscnka gicin

TOB «Kveyym Gapay»
Vipatua, 02092, v, Kuis,
By N pvarducera, 58
Tein

-3RE044) 495-82-88 dhake: 493-82-87

o

S

Kusum Pharm

f‘

TOB «Kycym dapy»

Ykpaina, 40020, st.Cymn, By, Crpadina. 34
Ten.: +338(0542) 77-46-10, dawc: 77-46-11

e-mail: plantiaz kusum.ua
\V\N“'.]\'USUIH.LIH

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hazea nponykry:
Name of product:

AKTOBEI'TH, po3uun ana in exuift, 40 Mr/Mn
ACTOVEGIN®, solution for injections, 40 mg/m]

Cuaia nii:

| amMnyna oo 5 M MICTHTb ACOPOTCTHI30BAKOTO TEMOACPHBATY 13 KPOBI TCAAT Y BITAsU

AKTOBeriHy KoHuenTpaty, 200 Mr cyxoi MacH

Hegudusr wacmey.

TIpakTHUHO BUILHILT BLT HACTOK

Strength: Each ampoule (3 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass
Cepin Ne/ Batch No.: 12152562 Pesmip ynaxkoskn / Package size: 5 amnyn /5 ampoules
Peccrp. Ne/ A.R.No.: TA/FP/009/22 Tun ynakosxu / Pack type: Amnyna Na 5/ Ampoule No. 5
Posnip cepii / Batch size: L4SH025 Hata suroToraennn / Mfg. date:  11.2021
aMnysr/ampoules
Kiis-1e ynakosok / No. of packs: 28 605 Tepnin npugaTHocTi / Exp. date:  10.2024
Kpaina / Market: UKR
Pecerpauiiine nocsiguenna Ne; TepMit AT HCODMEem e HELT
: ; : 232/ - S
Registration Certificate No.: LISALLZ3I0Le) unlimited validity
Ne n/n Hasga ananizy Coeundikauin PezynnTaTit anadizy
Sr. No. Test name Specification Test result
Onne Po3ulH JXOBTYRATOTO KOILOPY Bignoeinae
]
Description Yeliowish solution Complics
[TpozopicTs Po3unH noBHHEH OYTH IPO30OPHM Binnosigae
2
Clarity Solution should be clear Complics
HoMinansuuit 0b’em 5,00 — 5,75 Ma 5,20 mn
2
Extractable Volume 5.00-5.75 ml 520 ml
A pH 6,5-7,5 7.0
pH 65-75 7.0 o
Bianocna rycruna {(d20/4) 1,0217 - 1,0237 1,0234
5 Relative Density (d20/4)
- 1.0217 - 1.0237 1.0234
MexaHiaHI BKITIOYCHHS
Bucdusi wacmxu Binnosigae

Bignoeinae
Bignosijace

Complics

Complies
Complies

[dentification:
Urie¢ acid riboside

=10 He dinsuie 6000 5 n.\ )
v =25 M He binsure 600 B amylZ, - »
' Particulate contamination ﬁa
Visible particles Practically free frorfl 8%
Sub-visible particles: \
=10 pm NMT 6000 in ampoNNag =
> 25 um NMT 600 in ampoule
| Iaewrndikauis:
- PuGoiug cevogol kucaomu TToRHAHI BIANOBINATH BUMOTAM

Should meet the reguirement

Bizuosipae

Complics

KiaskicHe Bi3HAUCHUA
Cvvg peuoguna

oo

Assay
Dry substance

38 - 42 smr/mn

33 -2 mpg/ml

40 mrima

40 mg/ml
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Kuisenka dictin

TOB «Kyeym @apy»
Yrpaina, 02092, y.Kuis,
gyt AZMATHHCRKA, S8

Tem: =38(044) 495-82-88 hake: 495-82-87

TOB «Kycyvy @apa»

Yipaina, 40020, s, Cymu, By, Cxpsdina. 53
Tei: v38(0542) 77-46-10, axe: 77-46-11

Kusume Pharm

e-matl: plantia kusam.ua
www kusum.ua

Ne ni/n Hazga ananizy Cnenudikania Pesyanraru amaliiiy
Sr. No. Test name Specification Test result
Bisuauesnns aucToTH:
AdcopGuis, 420 uMm He dinswe mix 0,25 0,07
9
Purity determination:
Absorption, 420 nm NMT 0.25 0.07
AKTHMBHICTS
[locunenns ainosenesy Inpere crumynsuii w > 2.0 n=352
Lo
Activity:
Increase of lipogenesis Stimulation index p > 2.0 n=52
GaxTepiansHi CHAOTOKCHHY He tinbnie sine 1,0 MO/ vn Bignosiaae
1l
Bacterial endotoxing NMT 1.0 IUim] Complies _
CrepuibHICTE MosrHCeH BYTH CTEPHALHIM Bianosiaac
12
Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

ITpoayKkT BHrOTOBACHO, YTIAKOBRHO Ta NPOAHANITORANO 3MIAHO 3 BUMOTAMH PECCTPALIiHOr0 HOCRIUCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprurdirar Ne 009/2020/GMP

Bianosizae cranaapram ta suMoram GMP,

It complies with GMP standards and requirements.

JlineH3is Hy BHPOBHHLTBO NKAPCLKKX 3ac00in:

Licence tor medical preducts production:

Certificate No. 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

LIHae 0iTRep LAY 0, 010 Bei Rpodanai cTanii 198 1ich cepii rorosol upoy Kl Sy 3iHCHEH! B NOBAIA BIINOBIANOCTI 3 BHMOTAMH, TAHALCHIINGS # NiHRIT
nactanori 1 GMP, satsep preniit MiHICTEPCTEOM GXOPOHH 310p0B S VKpaTHH. | 3 BHMOUAMH PECCTPAIEAHOIG A0CkE KPATHH NPH3IANCHHA.

[ hereby certity that al) the manufacturing stages of this batch of finished product have been carried ous in full compliance with the GMP requirenwents of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation tile of the destination country.

XIMIK-QHaNITHK
Analytical Chemist

Bas, masopatopici BKS

'QC Lab In-charge

Hauaaesunk BKA
QC Head

Ynosuopimena ocood
Qualified Person
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CEPTHOUKAT KAUECTE
CERTIFICATE OF QUAL,
Hazpanue npogyrTa: AKTOBETIH, posunn aan iH exutd, 40 M/Ma o 5 Mn {200 Mr) 8 ammynax 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 Konuueeteo ynaxogok: / Number of packs: 29 319
JHata wirotopncunn: / Mig, date: 04.2017 Cpox ropnoen: / Exp. date: 04.2022
PerncTpantitonnoe cenacTennerso Ne UA/) 1232/01/01 nefcteyer Ao 21.09.2020
Registration certificate No. UA/] 1232/01/01 is valid 1o 21.09.2020
Ne n/n MapameTpsa Crncnndurauna Pesynnromst
8r. No. Tesis Speeifications Ohservations
I OnuHcarie Pactzop eTToRATOTE UBCTA. CoprnetcTyer
Description ¥eliowish solution. Complies
2 [pozpattocTh PacTsop RORKEH BHITH IROTPIRHLIM. CooTeTCTDYET
Clearity Solution should be clear. Complics
3 Hommaanenmii ofimen 5.00-575mn 5,20 mn
Extractable Volume 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 BEKIIOTEHHA
- BHANMEBIC Y3CTHIE {ipakTimecky ¢poBonHBIA 6T HaCTHIL CooTBETETBYCT
- HCBHIHMBIC YACTHIIK:
> 10 pxm He Gonee 6000 s amn. CooTtneTeTnyeT
> 25 MKm He Gonee 500 B 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 WMacamubnkanns:
PuGoaua Mmouenoll KHCNOTe Jonxub: cOOTRETCTEORATE TRCOOBAUNAM. CooTneTCTBYET
Identification:
Uric acid riboside Should meet the requirement. Complies
] KonyecTseRNOE ONIPEACTCHHE!
Cyxqe BEWCCTRO 38 ~42 mr/mn 41 mr/mn o
Assay: Dry mass 38 .- 42 mp/ml 41 mg/ml’
TAFP/O48/17 Crparpiea Ne: 1 w32
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Ne nifm NapameTphl Crennduranus PesynngaTss
Sr. No. Tesls Specifications Observations
9 OTipeAEACHHE YHETU DY
AficopBuna, 420 nm He Gonec 1wem 0,25 0,03
Purity:
Absorption, 420 nm Not more than 0.25 0.08
10 AXTHEHOCTE:
Yenncude Anoreea Huaeke eTivyaauna p = 2.0 =47
Activity:
Increase of lipogenesis Stimuiation index p > 2.6 p=47
[ BaxkTCPHANBHEIS JHEOTORCHHH He Gence mem 1,0 ME/Mn CooTRETETRYET
Bacterial endotoxins NMT 1.0 1U/mi Complics
12 CTepiABHOCTh Honxen 6Th CTEPIWIBHBIM CooToeTcTRYyCT
Sterility Should be sterile Complics

BAKAMOMEHME npoayet (in bulk ¢upMu-npossroawtens Takeda Austria GmbH, Austria) npoauatmsporan n
COOTBETCTBHH € TPeBOBAHMAMY YTREPKAEHAGE cnensdikaun perHCTRPALMONHORD CEMASTE AR TRA. OinewaeT TpeGorannam it
crarnaprad 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 nPONIBOACTAD AcKAPCTBCHHMX cpencTs: Cepna AR N 5950354
Licence for medical products proeduction; Bateh AR No. 593054

XHMHK-IHAANTHR. 3am. navansanka OKK: Hauaaennx OKK:

Analyst: A« Deputy QC head: QC Head:

Nara: g:: D/\\“g\s\\\o.\ 'ﬂ( Jara:

Date: anjrefuery Dhate: C:f‘-‘a? 1ol 1™

VRDAHOMOTEHHDS INNIG: .
Quolificd Person: Vi
/f%?z%'-’lﬂ"”‘ﬁ

flara: &° ;o
Due:_ LS

Crpasana Ne: 2 13 2
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Kusum Pharm

TOB «Kycym ®@apm»

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

www.kusum.ua

KuiBcbka ¢inia

TOB «Kycym ®apm»

Vkpaiuna, 02092, m.Kuis,

ByJ. AJIMaTuHChbKa, 58

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

CEPTH®IKAT JAKOCTI
CERTIFICATE OF OQUALITY

HasBa npoaykry: AKTOBEI'TH, po3uuH ans i’ exuii, 40 Mr/mn

Name of product: ACTOVEGIN®, solution for injections, 40 mg/ml
1 amMmyna no 5 Ma MiCTHTL AeNpOTEIHI30BaHOTO reMOAEPUBATY i3 KPOBi TEJAT Y BUIIAAI

Cuna pii: AxToBeriHy xoHLeHTpaTty, 200 Mr cyxoi Macu

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

Cepia Ne / Batch No.: 12152566 Po3mip ynakosku / Package size: S ammyn/ 5 ampoules

Peectp. Ne/ A.R.No.: TA/FP/002/23 Tun ynakosxu / Pack type: Amnyna Ne 5 / Ampoule No. 5

; A 142 130 .

Po3mip cepii / Batch size: axaramsoules Jarta BuroroBnenns / Mfg, date: 11.2021

Kin-Te ynakxosok / No. of packs: 28 426 Tepmin npunatHocti / Exp. date:  10.2024

Kpaina / Market: UKR

PeecTpanifine nocBiguenns Ne: TepMiH J1ii HeoOMeXeHUMH

Registration Certificate No.: UA/LL232/01/01 unlimited validity

PesyabsTaTn ananily

Ne n/m Ha3zsa ananizy Cneundikanis
Sr. No. Test name Specification Test result
. Onuc Po34uH K0BTyBaTOro KONBOPY Bianosinae
Description Yellowish solution Complies
. IMpo3opicts Po3unn noBuxeH 6yTH po3opuM Bignosinae
Clarity Solution should be clear Complies
5 HoMixanbHuii 06’eM 5,00 — 5,75 mn 5,20 Mn
Extractable Volume 5.00 - 5.75 ml 5.20 ml
q pH 6,5-7,5 7,1
pH 6.5-17.5 7.1
BigHocHa ryctasa (d20/4) 1,0217 - 1,0237 1,0227
5 Relative Density (d20/4)
1.0217 — 1.0237 1.0227
MexaHiyHi BKIIOYEHHA
Buoumi vacmxu [TpakTyHO BiNBHMIA Bi 4aCTOK Bianosinae
Hesuoumi vacmxu:
>10 um He 6insure 6000 B ammn. Binnosiaae
5 >25um He 6ins1ue 600 B amn. Bianosinae
Particulate contamination
Visible particles Practically free from particles
Sub-visible particles:
210 um NMT 6000 in ampoule
>25 um NMT 600 in ampoule
Inentudixauis:
. Pubo3uo cevosoi kucnomu IToBuHHI BiANIOBiAATH BUMOTaM
Identification:
Uric acid riboside Should meet the requirement
KinbkicHe BH3HaYCHHS p ol
Cyxa pevosuna 38 —42 Mr/mn 40 Mr/ma
8 Assay
Dry substance 38 —42 mg/ml 40 mg/ml
TA/FP/002/23 Crop./Page Ne: 1 3/0f 2




Kuiscnka ¢pinin

TOB «Kycym ®apm»
Yxpaina, 02092, m.Kuis,
By/l. AnMaTHHCbKA, 58

e

S

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

Kusum Pharm

TOB «Kycym ®apm»

VYkpaina, 40020, Mm.Cymu, Byn. Ckpsbina, 54
Ten.: +38(0542) 77-46-10, paxc: 77-46-11

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

Ne n/n Ha3sgsa ananizy Cnenudixania PesyabraTn anajuilzy
Sr. Neo. Test name Specification Test result
BuszHayeHHA YACTOTH:
g Ab6copbuis, 420 um He 6inpme ik 0,25 0,08
Purity determination:
Absorption, 420 nm NMT 0.25 0.08
AKTHBHICTb
i Iocunenns ninozenesy Inpexc crumymamii p > 2,0 p=63
Activity:
Increase of lipogenesis i Stimulation index p > 2.0 u=6.3
1 BakTepiansHi eHAOTOKCHHH He 6inbwe wix 1,0 MO/Mn Bianosinae
Bacterial endetoxins NMT 1.0 IU/ml Complies
3 CrepunbHicTh IloBuHeH GYTH CTEpHIBHUM Binnosinae
Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

ITpoayKT BUTOTOBJIEHO, YIIAKOBAaHO Ta MPOaHaLi30BaHO 3IiJHO 3 BAMOTaMHM PEECTPaLliifHOro MOCBiAYEHHA.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Ceprudikat Ne 009/2020/GMP

Binnosiaae cranaapram ta Bumoram GMP.

It complies with GMP standards and requirements.

JliueHsis Ha BUPOGHULTBO JIIKApChKUX 3acO6iB:

Licence for medical products production:

Certificate No. 009/2020/GMP

Cepisn AB Ne 598054
Batch AB No. 598054

LluMm miarsepkyio, 1o BCi BUpoOHMYI cTanii WA wiel cepii rotoBoi npomykuii Gyau 34iHCHEHI B NOBHIA BiANOBIZHOCTI 3 BUMOraMH, 3a3HAYEHHMH B YHHHIHA
HactaHoBi 3 GMP, 3aTBepmkeHiii MiHicTepcTBOM 0XOPOHH 310poB’s YKpaiHH, i 3 BHMOTaMH PEECTPaLifiHOr0 JOCHE KpaiHH NPU3HAYCHHA.

I 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.

7

“‘Xl‘mi("-f{nani'mx ¥3aB. naboparopiero BKS | Hauansunk BKA YnoBHoBaxeHa ocoba
Analytical Chemist [ QC Lab In-charge QC Head Qualified Person
IM’s/Name: ’Z\Zﬂif&f@ E?LUQ/LQ)JJLO 3 ?CLQ’)M\\\QA\MQIA- @UP& Jﬁ
. . < ( \%
Iianuc/Signature: < Moree JCrans _ y A\
\/ (,.Y/ : P - - L — '
Hara/Date: | seserte3 roioer’ g \"( s \] 2% /0723
TA/FP/002/23 Crop./Page Ne: 2 3/0f 2
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