AEPIKABHA CJIYIKBA 3 JIIKAPChbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHITPONETPOBCBHKIU OBJACTI

Huinpo, ni.CoBopna,d4, k. 601-605, 49003, Ten. (066)3454171
E-mail; dis.dp@dls.gov.ua, Kog CHAPITQY 37070665

BUCHOROK

Npo ARiCTh BBE3EHOTO B YKpalny Jikapenkoro 3acoly

07.03.2024 Ne 10949/24/0411

UEPEBPOJIIIMH®

‘ (HaHMeHyBauHg Aikapeekoro 3acofy sriaHo 3 peecTpauiiHHM NTOCBIAMEHEAM)
po3uny ans in'excuii, 215,2 mr/mur, mo 10 ma (2152 mr) B amnysi; no 5 amuya B kaprounii
Kopobii

(thopma BuNyCKy, N03YBAINA, BUA NIAKYBRHHA NiKapcekoro aacofy)

Homep peectpauiiinoro nocsinvenus UA/9989/01/01 erpox nii peectpauitinoro nocsinuenus 01.01.2099

Cepis nikapenxoro 3acofy Ne E2ZHX1A Kinukicts Byesenoro nikapeskoro sacaby 390
BupoBunk EBEP Hetipo Dapma I'mOX, AscTpis
(naftmenysaniy supoliura Nikapebkoro 5acoBy, xpafia NOXOMKEHIA)
Bueseto 8 Yipainy Tosapucrso 3 o6meskenoio Binnonizansuicrio "BaJM", ixenr. wox:
31816238

(HalmeryBaius Ta ko 3a €JIPTIOY oprauynai ocobr afo npizsuue, iM's, No GaTeKoBR]
{(pizuunol ocobu - niznpueMid, Ti Micte IPOKUBAHHA Ta PeccTpalifumit HoMep oBnixosol
KApTKK IUISTHAKS TOAATKIB abo cepia Ta woMep nacnopra)

[pororon slayansioro kowrpoao sia 00.03.2024 Ne 07-01/528/3.

3a  pe3ynRTATAMH ASDKABHONO KOHTPOMO BCTAHQBIGHO, Wio Jikapcekull 3acib  BBeseHo B Yrpaluy 3
AOTPHMAHHIM BuMor 3aK0HORARCTAA MO0 3aBe3NeueHH AKOCT] JiKapPChKUX 3acobin,

B. 0. navanenuka depxaruoi cnyxfu 3
JIKapehKUX 33¢006iB Ta KOHTPOIIO 38
HApKOTHKaMA y JIHilIpOIeTPOBCEKI i
obnacri
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponisun®, pouuu dnn in'exnih, 215,2 m2/sn no 10 ma (2152 mz) & avnyni M 5; cepin Mt E2HX 1A
Cerebrolysin®, solution for injection, 215, 2 mg/ml 18 ml (2152 mg) in ampoules No 5; batck No. E2ZHX1A

Pexuiznes RpoGaHEa:

Name and address of producer:
Hosep aiugersii:
Manptscturer's anthorization:

EBBP Hedipo Ospun FrebX, Obepliypray, 3, 4866 Yurepax-ra-ATrepice. ARcTpin
EVER Nearo Pharma GmbH, Oberburgan, 3, 4866 Unterach am Attersee, Ausiria
[N5-4821%97-0028-010 pin 03,12.2015

INS-482197-0028-010 0f03.12.2015

N 482197-14182326 8in 22.12.2021, ajfcamii no 14.10,2024

Centificate of GMP compliance of a masafactyrer No. 482197-14182326 0f 22.12.2021, valid dil 14.10.2024

BacEDsox nioae nigrscprxenEs GMP
GMP recognition

IIponyxT:

Product;

Peccrpayifine nocaigaeus:
Registration cerfifican:
Howep cepil:

Kimxiers apozysulf » cepii:
Amonnt of peckages in the batch:
Hava aapofmmrea;

Production Dete:

TepMiB APREATHOCT:

Expiry Date:

Jlaboparopunli ananiy mocti NPOBORMMCH FrimHe is

e 199/2022/C-415 »ix 08.06.2022, niftermit ao 14.10.2024
No. 197/2022/C-41t5 of 08.06.2022, valid ull 14.10.2024

Uepebpontauu® 10 mn; 5 aunys; poywmn ana iw'exmii; 1 st posamay mictirs 215,2 MF kospeR7pary
TepeSponiziay® {IMeaTATAOT Mpenapary, OEPMARONO 3 FONOBHOND MO3KY COUREH)
Cerebrolysin® 10 ml; 5 ampoules; solution for injection; 1 mi of solution contains 215.2 mg of
Cercbrolysin® concentrate (porcine brain derived peptide prepanstion)

e UAMSEY01/01 ig 21.03.2019, repmin ¥ neobmexensll

No, UA/S989/01/01 issued 21.03.2019, nnlimited validity

E2HXIA

E2HX1A

17,589 ynx.

17,589 pcs,

022023

02,2023

©01.2025 Tepuin abepiramas: 5 poxis

01.2028 shetf life: 5 years

ECHTPOIO AKDCT! AiXeperKore sacoby BrpoSnicon EBEP Hetipo Dapus MvbX,

Meroname eosTpOmc
The Inboratory analysis wes performed according 10 Methods of Quality Contro) of the finished product by mamifacturer EVER Neuro Pharma GmbH,
ZeREHOI0 N

Tecr

PesyarTar
Test Resolt
Onue / Description
Nposopicrs Bizmopinac
Clarity complies
KomeopopicTs PoatH ﬁypnrmnonoro xonlopy Bimmosizae
Colour amber coloured solution complics
Mexaniani sxmonenna / Impurities -
Bramnai gacTyn MaroTs OYTH BineyrHi Biftoninae
Visibie particles free of pm'ncles complies
Heangmmi wacrkn PoamipoM 2 10 Miod <-6000:‘xoa'reﬂnep 10 /xonreiinep
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Hepebponizun®, porusn dan in’exuifi, 215,2 mo/an no 10 ma (2152 m2) & amnyni Mo 5 cepin } EZHX 1A
Cerebrolysin®, solution for injection, 215, 2 mg/ml 10 mi (2152 mg) in ampoules No 5; batch No. E2ZHXIA

{ chromatogram

| Subvisible particles > 10 ym | <= 6000 /container 10 /container
Hepuaswmi sacTin Posmipom > 25 Mxn | <= 600 /xonrefimep { /xonrTelinep
Subvisible particles = 25 pm <= §00 /container { /container
Moxawnx pH / pH-value
Hoxasunx pH (4rigao 3 Cap, Dapu,) 65-75 7.3
pH-valuc {ecc. to Ph.Eur.) 65-7.5 73
O6'em, 1o mm:mcu / Exh-actable vo]umc. _ _
OG‘m,monmamcs(mosEBp lﬂ.ﬂo-ll.DOnm 10.41 mn
@apu.)
Extractable volume (ace. to Ph.Eur.) 10.00 - 11.00 ml 1041 ml
Pycm!la- { Dénsi(y
Tyctrma 1.605 - 1.020 riem? 1.016 r/ca?®
Density | 1.005 - 1.020 g/em® 1.016 g/ony’
' Maca cyxoro sammmixy / Drying residue
Maca CyXoro 3a0EmKy | >=40.0 vx/mn 51.1 mr/n
Drying residue >=m 400 mg/ml | 51.1 mg/ml
" Biaox / Protein '
| Binox .emﬁ‘-‘%mﬁ Bixmosinge
| Protein complics
Tncerrugixania / Tdentity -
Inearndiramia amisoxucior (BEF] ' signonimiai
Identity of amino acids (HPLC) § Retention time of the main peaks of the] complies
investigated solution obtained under
quantitative designation at
chromatogram must match the
] retention time of corresponding peaks
)| of the standard sohation &t :

2of5




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Iepebporisun®, porvan onn in'exyii, 215,2 mz/mn no 10 mu (2152 m2) ¢ annyri A2 5; cepin Mo E2HXTA
Cerebrolysin®, solution for injection, 215, 2 mg/mi 10 ml (2152 mgj in ampoules No §; batch No. E2HXIA

. hrmnnﬂMﬁmwler&cmmalnimgen'

Saraneuaii sMicT a30TY 5.8 - 6.8 ur/un 6.3 Mr/ivt
Content total nitrogen 5.8 - 6.8 mg/ml 6.3 mg/mi
| Kinxicuuii smicr aminoxucnor / Content of amino acids
| L-acusparizosa k-ra 2.40 - 3.60 urhan 3.00 srhun
| L-Aspartic acid 2.40 - 3,60 mg/ml 3,00 mg/m]
 f P — 3.20 - 4.80 sar/aen 3.79 urhat
L-Glutamic acid 3.20 - 4.30 mg/ml 3.79 mg/ml
L-cepua 0.21 - 0.39 Mr/un 0.33 aar/aan
{ L-Serine ' 0.21 - 0.39 mg/ml 0.33 rg/ml
| Loricmmee 1.04 - 1.56 mrfaen 1.23 sar/nan
' L-Histidine 1.04 - 1.56 mg/mi 1.23 mg/ml
| raizem 1.20 - 1.80 Mr/ma 1.48 Mrfher
Glycine 1.20 - 1,80 mg/ml ' 1.48 mg/ml
L-tpeomin 0.21 - 0.39 mr/mn 0.31 mMr/un
1-Threonine 021 - 0.39 mg/mi 0.31 mg/ml
" L-ananiy 2.40 - 3.60 ur/sin 2.98 mr/uan
L-Alanine 2.40 - 3.60 mg/ml 2.98 mg/ml
‘1" Leaprigin 0.30 - 1.10 mp/un 0.78 vmiun
 L-Argini 30 - 1.10 mg/ml 78 rrpfral
ne ¢ . ) /%(‘Hﬂm B,
g g g .y (;
L-naxin 1.60 - 2.40 srhor . \,
hi \w mns
 L-Valine 1.60 - 2.40 mg/ml 1.96 m w2\
} Lerionin 0.35 - 0.65 Mr/un -1 0.43 mrhan \:-'—* /3
: /%
L-Methionine 0.35 - 0.65 mg/ml [ 0, 7Y
S’ . 931:%8{ -/ \\
L-tpanrodan 0.35 - 0.65 Mr/mn )45 W ui |

Jofs
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

HepeSporizun®, poagur dnn in’exulll, 215,2 mz/oen no 10 s (2152 mz) & amnyni M 5; cepia Mo E2HX1A
Cerebrolysin®, solution for infection, 215, 2 mg/ml 10 mi (2152 imng) in ampoules No 5; baich No. EZHX1A

L-Tryptophan | 0.35 - 0.65 mg/ml - 0.46 mg/ml
L-izozeitnym 1.60 - 2,40 ur/mn 1.94 mr/van

| L-1soleucine 1.60 - 2.40 mg/ml - 1.94 mg/ml
L-gessinanauin ' 1.60 - 240 ur/vn 1.96 Mriua
L-Phenylalanine 1,60 - 2,40 mg/mt | 1.96 mg/ml

1 L-nefiipn 4.80 - 7.20 mr/un 5.91 urivn

1 L-Leucine 4.80 - 7.20 mg/ml 591 mg/ml

| Lorives 4.80 -7.20 sr/un 6.02 Mrhan
L-Lysine 4,80 - 7.20 mg/ml 6.02 mg/ml

| L-nponia 1.60 - 2.40 mr/un 1.98 sn/vm
L-Proline 1.60 - 2.40 mg/ml 1.98 mg/ml
Pazom 28.08 - 42,12 mr/un 34.53 rar/un
Total 28.08 - 42.12 mg/ml 34.53 mg/ml

[ Crepmnicrs Seciy _
CrepansHicTe (3rigao 3 €8p. Oapm.) Mae OyTH CTepHREHHM CTCPRALAKHR
Sterility test (ace. to Ph.Fur.)} sterile complies
Bampimmf emnoToxcums / Bacterial endotoxing
Baxrepiamssi cngoroxciy (3 Ep. <= 1.2 MOz | <03 MOMn

| @apm.) .
Bacterial endotoxins {ace. to Ph.Eur.) <= L2EU/ml | <0.3 EU/m]

40f 5




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetporizun®, posunn dnx in"cxniii, 215,2 m2/sa no 10 wa (2152 mz) ¢ annyni M 5; cepin Vé E2ZHX1A
Cerebrolysin®, solution for injection, 215, 2 mg/ml 14 mi (2152 mg) in ampoules No 5; batck No. E2HXIA

Iharabyun.tyMlhuhwcmmuaMwﬂmmwdmmmmmmmequ
cantro] at the above mentioned site(s) in full compliance with the GMP requitements of the local Regulatory Anthority and with the specifications in
Muketing Anthorization of the importing comry. mhmhmmw.pdwmuﬂmbumdammwdmmmdnhmmﬂ:mm

OMP.

During the course of menufachring and testing

[ X ] no quality related deviations occurred.

[ ]the following quality related deviations occumed mnd have been reviswed and approved in accondance with sstablished deviation procedunes (see
attachamenst): .

‘Thepe deviations do not bave any adverse effect on the quality of the prodact.
The product hax been rolessced to the merket — 18.04.2023

Liem = 3ncuigaywo, o Bol eTanil aupofmurea sumessianenol cepil roToBore Tixeprnxoro 3acoly, BRTIOTAMN CAKYRAIIE, MADKYBAHHA Td KOETPANS
NKOCTi, npopeacri y mopwift sinmonizuocti go ppor GMP £C Ta BiINORANOTS REMOTAM peecTpaniftuol nokyserTani xpalay Tpissaseway [Tporoxoan
BupoGHHITTIA, DAXYBARHA T8 2an13is 50 DEPETTANYTO To BCTaHOMICHO RigMuNnHicTs GMP.

Tin sac prpoSHuiTes TA KOHTPONIO AXOCT

[X] me smwictic Gyns-awux BiOXHnenk TORO AEOCT

[ 1 sesmxan uacrynsi simennennn, md Sy neperasy™ T4 3TRepIKCH] FATONIHO S BCTANDETCHINA NPOLOTYPAMH (1HB, AOSTOK):

Hi piaxanesnn e MaoTs BeSauanoro eexry BOA0 XKOCTI RPOTYKIIL.

Ilx cepin XovnOReHa 00 3acTOCYBaHMUR — 18.04.2023 p.

iKar cpoprencunit 19.04.2023 p. The certificato has been issocd on 19.04.2023
DI Rainer
Yutepax—ne-ATTEpsee,
Unterach am Atterise,

The certification of batch EZHXTA was performed via alectronic signature by means of
a validated computartzed system.

Ceprupixain copll E2HX1A Gyna nlTeepmasa Lxbpoem nignncom sa
OONOKOIOI0 KON KITEPWIDBAHOT CHCTEMN.

m A

Quatified Person / Ynoawosxxerm by electronk: signatyre by
Date / Dwra: Tims / Ylac: ocoba 2 xowTpomio axoet: DI Ralnerl(rumyr 18.042023 07:15:30
180472023 071530 DI Ralner Krofsmayr

This document was [ssued eloctronically and therefore is valid without signature.
Lie# capmchixat uae dopuy NeNTPOHHOM JORYMAHTY Ta € DiRcHam Ges ninnmcy.

E EVER

EVER Neuro Pharma GmbH
ABi6 UnterachrAustng
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