N

JEPXCUTIKCITYXBA
AEPKABHA CJTYKBA 3 JIIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y THIITPONETPOBCHKIH OBJIACTI

HHiI‘IpO,‘l'IJI.COGOpHaA, K. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37070665

BHCHOBOK
npo AKicTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody
21.12.2021 , Ne 75991/21/0411
HEPEBPOJII3SUH®

(HaliMeHyBaHHS iKAPCHKOTO 3aco0y 3riHO 3 PEECTPALiHHAM NOCBITYCHHAM)
po3uHH A in exniit, 215,2 Mr/mi, no 5 ma (1076 mMr) B ammyJii; mo 5 ammyJ1 B KapToHHiH
KopoOui

(¢opma BHIYCKY, HO3YBAHHS, BUJl NAKYBAHHS nikapcskoro 3acoby)

Homep peectpauititioro nocsizaenns UA/9989/01/01 crpox xif peectpamittroro nocsixuernns 01.01.2099

Cepis nikapcskoro 3aco6y Ne D2AZ1A KinbkicTs BBe3eHOTO Jlikapcskoro 3acoby 9870
Bupo6Huk EBEP Heiipo ®apma I'M6X, ABcTpis
(natimeHyBanHs BUPOGHKKA Tikapchkoro 3aco0y, KpaiHa NOXOKEHHS)
BeesenoB Vkpally ~ TosapucTBO 3 oGMeskenoo Binnosinanbnictio "baJlM", inent. xon:
31816238 :

(naliMenyBanHs Ta koA 3a €IPTIOY 1opuamunoi ocobu abo npissuLue, iM's, 1o GaTbKOBl
tiznunol oco6u - minnmpuemL, ii Micue NPOXHUBAHHS Ta peecTpauiitHuit Homep 06nikoBoT
KapTKH TUIaTHUKA N0AATKiB aGo cepis Ta HOMEp Nacnopra)

Iporokoa BisyansHoro kouTpomo six 20.12.2021 Ne 03-01/4394/3.

3a pe3ynbTaTaMH JIEPXKABHOTO KOHTPOJIO BCTAHOBNEHO, INO JKapchKHMi 3aci6 BBeseHo B VkpaiHy 3
JAOTPHMAHHSAM BUMOT 3aKOHO/IABCTBA LOA0 3a6e3MeyeHs AKOCTi JikapChKHX 3acobis.

Hauansuuk JepxaBHOT ciryx0Ou 3
JKapChKUX 3ac00iB Ta KOHTPOJIIO 32

HapKOTHKaMH y JIHinponeTpoBChKil =
obnacri /Z@M

(mocanosa ocoQpiamanyViiepRaly (ni,unmy > (ininiam Ta npi3sue) -

Onis OBYAPEHKO

Ceitnana BovyapHikoBa +38(066)345-41-71



CEPTU®DIKAT AKOCTI
Analysis Certificate of Quality

Hepeoponizun®, posuun onn is’exniis, 215,2 mz/ua no 5 ma (1076 m2) & amuyni Ne 5; cepin Ne D2AZ 1A

Cerebrolysin®, solution for infection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batck No, D2AZIA

PexsiznTn enpobnixa;

Name and address of producer:

Hemep ninersii;

Manufacturer’s authorization:

Ceprudiker sianosinsocri suroram GMP
Certificate of GMP compliance of a manufacturer
Buerovok moao nitsepaxenss GMP

GIMP recognition

EBEP Helipo ®apra T'MGX, Obepbypray, 3, 4866 Yhrepax-na-ATrepaee, Asctpix
EVER. Neuro Pharma GmbH, Oberburgan, 3, 4866 Unicrach am Attersee, Austria

INS-482197-0028-010 8i203.12.2015
INS-432197-0028-010 0f 03.12.2015

IN5-482197-0053-001 (1/10) sin 08,02.2019 aiiferuii 2o 06.11.202t
INS-482197-5053-001 {1/10) 0f 08.02.2019, valid till 06,11.2021
223/2019/C-743 nin 28.05.2019, aidicunit xo 06.11.2021

223/2019/C-743 0T 28.05.2019, valid il 06.11,2021

poaykT: UepeBponiznn® 5 awn; § amnyn: poaunn ann in'exnifi; | Ma posusy MictuTe 215,2 Mr koHUEHTRETY
LlepeSponianiy® (neptuaxore HPENAPATY, OACPHAHOIO 3 TOROEHOTG MO3KY CBRHEH}
Product: Cerebrolysin® 5 ml; 5 ampoules; solution for injection; 1 m) of solution containg 215.2 mg of Cerebrolysing

concentrate (porcine brain derived peptide preparation)

Pecerpaniiive nocsindensn: Mo UAMS9B9A01/0) pin 21.03.2019, Teputin AT weobmemenuii
Registration certificate: No. UA/9989/01/01 issued 21.03.2019, unlimited validity
Haomep cepii: DIAZIA

Batch: D2AZ1A

Kinskiers npoayrnii b cepit: 31,980 you.

Amount of packages in the batch: 31,980 pes.

JHara supobnstroa; 05.2021

Broduction Date: 05.2021

TepMin npnaaTaoeTi: 04.2026 repmin 3Gepiranus; 5 pokis

Expiry Date; 04,2026 shelf- life; 5 years

JaGoparoprnlt araniz AKOCTI NPOBOARDCA 3TFAHO i3 METOLAMM KOHTPONIO AKOCT] MixapcLrore 3acoly pHpoGHHKOM EBEP Heftpo @apma TybX.

The laboratory analysis was performed according to Methods ol Quality Control of the finished produst by mamufacturer EVER Neuro Pharma GmbH.

Teer Creundikanin Peaymurar
Test Specification Resule
Omnmuc / Description
Ipozopicts pozunH Mac SYTH npo3opuM BiAnoBRiNae
Clarity solution shail be clear complies
Konavoposicts pozuyH SYpIITRHOBOTO KOABOPY Bixnopinae
Colour amber coloured solution complies
Mexaniyni exarouenss / Impurities
Buapmi gacris matoTs Syry sigcyTHi Bignoeinae
Visible particles free of particles complies
Heppaumi yactin Posmipom > 10 Mxm <= 6000 /ronreiinep 9 /rouTelinep
<= 6000 /container 9 fcontainer

Subvisible particles > 10 um
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

HepeGponrisun®, posyun éna in’exuiil, 215,2 mz/nx no 5 mn (1076 m2) ¢ amnyai M 53 cepia No D2AZIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. D2AZIA

Hesnmimi yactin PosMipom = 25 MKkM <= 600 /komTelinep 0 /xoureiinep
Subvisible particles > 25 pm <= 500 /container 0 /container
Toxa3suuk pH / pH-value
[oxasuux pH (sriaHo 3 €8p. Gapm.) 6.5-75 7.2
pH-value (acc. to Ph.Eur.) 6.5-7.35 7.2
O6'em, mo BUTAracTLed / Extractable volume
O6'eM, mio BuTAracTLEA (3rifHO 3 €Bp. 5.00-5.75 Mn 527 mn
$apm.)
Extractable volume (acc. to Ph.Eur.,) 500-575ml 5.27 mi
T'yernna / Density
Cyctuaa 1.005 - 1.020 rfew® 1.016 r/cm’
Density 1.005 - 1.020 g/em® 1.016 g/em?
Maca cyxore sansmky / Drying residue
Maca cyxoro saniamky == 40.0 Mr/mn 5L.5 mMr/mn
Drying residue >= 40,0 mg/ml 51.5 mg/mi
Binox / Protein
Binok He NOBURHO Bymn Bianopizde
Protein not detectable complies
Inenmidixania / Identity
Lnentudirauis aminoxucnor (BEPX) Yac yTpHMAHHR OCHOBHNX HikiB Ha BianoBinHNE

XPOMATOTPaM] ROCHIWicyBAHOTO

Po3uMHY, CTpHMaHOT NpH KINbKICHOMY

BH3NaYeHH] mae Bignosinati vacy

YTPUMaHHA BiENOBiA#MX mikiB Ha

XpOMATOrpamMi CTAHRAPTHOMO POSHHHY
ldentity of amino acids (HPLC) Retention time of the main peaks of complies

the investigated solution obtained

under quantitative designation at

chromatogram mst maich the

refention time of corresponding peaks

of the standard solution at

chromatogram
3aranennii BmicT asory / Content total nitrogen

5.8-6.8 mr/ma 6.2 mr/mn

3aranbuuif BMicT asoty
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Lepebponizun®, posuun ons in’exuii, 215,2 mz/mn no 5 mn (1876 m2) & arnyni Xz 57 cepia Mo D2AZIA
Cerebrolysin®, solution for injection, 215,2 mg/ml S mi (1076 mg) in ampoules No S; batch No. D2AZIA

CEPTH®DIKAT AKOCTI
Analysis Certificate of Quality

Content total nitrogen 5.8 - 6.8 mg/ml 6.2 mg/ml
Kinskicanit emicr aminoxsacnor / Content of amino acids

L-acnaparitopa K-Ta 2.40 - 3.60 mr/ma 2.95 Mrima
L-Aspartic acid 2.40 - 3.60 mg/ml 2,95 mg/ml
L-rnyramMinosa k-ta 3.20 - 4.80 mMr/mn 3.79 Mr/mn
L-Glutamic acid 3.20 - 4.80 mg/m] 3.79 mg/ml
L-cepun 0.21 - (.39 mr/ma 0.33 Mr/mn
L-Serine 0.21 - 0.3% mg/ml 0.33 mg/ml
L-ricTuany 1.04 - 1.56 Mrimn 1.21 mr/mn
I-Histidine 1.04 - 1,56 mg/ml 1.21 mg/ml
TAiLEH 1.20 - 1.80 mr/mn 1.46 Mr/mn
Glycine 1.20 - 1.80 mg/m] 1.46 mg/mi
L-tpeonin 0.21 - 0.39 mMr/mn 0.29 mr/mn
L-Threonine 0.21 - 0.39 mg/ml 0.29 mg/ml
L-anaHix 2.40 - 3.60 mr/ma 2.90 Mr/ma
L-Alenine 2.40 - 3,60 mg/m! 2.90 mg/ml
L-apridin 0.30 - 1.10 mr/mn 0.73 mr/un
L-Arginine 0.30 - 1.10 mg/ml 0.73 mg/ml
L-panin 1.60 - 2,40 mr/ma 1.94 mr/mn
L-Valine 1.60 - 2.40 mg/mi 1.94 mg/ml
L-Mmetionin 0.35 - 0.65 Mr/mn 0.44 mr/mn
L-Methionine 0.35 - 0.65 mg/ml 0.44 mg/ml
L-mpuntodan 0.35 - 0.65 mr/mn 0.45 mr/mn
L-Tryptophan 0.35 - 0.65 mg/mi 0.45 mg/m]
L-izonefiupn 1.60 - 2.40 Mr/Ma 1.91 mr/mn
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Uepebponizun®, pezyun onn in’exuiss, 215,2 me/nn 1o 5 un (1076 M2) ¢ artnyni Ne 5; cepin Me D24AZ1A
Cerebrolysin®, solution for injection, 215,2 mg/mi S ml (1076 mg) in ampoules No 5; batch No. D24ZIA

L-Isoleucine 1.60 - 2.40 mg/mi 1.91 mg/mi
L-deninananin 1.60 - 2.40 mr/Mn 1.91 mr/ma
L-Phenylalanine 1.60 - 2.40 mg/ml 1.91 mg/ml
L-nefiunn 4.80 - 7.20 mr/mn 5.81 mr/mn
L-Leucine 4.80 - 7.20 mg/ml 5.81 mg/ml
L-nisnn 4.80 - 7.20 Mr/ma 5.90 mrimvn
L-Lysine 4.80 - 7.20 mg/ml 5.90 mg/ml
L-nponid 1.60 - 2.40 mr/mn 1.99 mMr/mn
L-Proline 1.60 - 2.40 mg/mli 1.99 mg/ml
Paszom 28.08 - 42.12 mar/mn 34,00 mr/Mn
Total 28.08 - 42,12 mg/ml 34.00 mg/ml
CrepunnHicys / Sterility

Crepunehicts (3ripso 3 €sp, dapm.) Mae OYTH cTeprunbHAM CcrepHabHuil
Sterility test (ace. to Ph.Eur.) sterile complies
BaxrepianeHi enacroxcusu / Bacterial endotoxins

Baxrepianbui esnorokenty (3 €8p. <= 1.2 MO/mn < 0.3 MO/mn
Papm.)

Bacterial endotoxins (acc. to Ph.Eur.) <=1.2 EU/ml < 0.3 EU/ml
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepedpoalzun®, posuun 0na in'exylit, 215,2 me/nth no § mn (1076 m2) ¢ amuynl Mo 5; cepia Mo D2AZ 1A
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mil (1076 mg) in ampoules No 5; batch No. D2AZ1A

1 hereby cenlify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/ labeling and quality
control at the above mentioned site(s) in full compliance with the GMP requirements of the focal Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packeging and analysis records were reviewed and found to be in compliance with
GMP.

During the course of manufacturing and testing

[ X ] no quality related deviations occurred,

[ ] the following quality reluted deviations occurred and have been reviewed and approved in accordance with established deviation procedures (see attachment):
These deviations do not have any adverse cffect on the quality of the product.

The product has been released to the macket = 27.07.2021

Lum 5 3achingyio, wo aci cranil supeGiMUTE BALIEIAZHAYEHOT cepil FOTOBOFD NiKapesxoro 36coby, BRIIOYM0N NAKYRANHA, MAPKYBEHHS TG KONTPUIL
fixorTi, npoenent y Roanii sinnasinnocti 2o phmor GMP €C ta BianosiaacoTL BUMOraM peecTpatiiiol AokymMerTanit kpaing mpazHeneHn, TTIpoToKoAH
EUpCGHHLITEA, IAKYBAHHA T2 aH2N3{E GYA0 REPErNAHYTO T BeTaRoBNENO slanoeiaHicts GMP.

TIin uac PHPOGHHUTRA TA KOHTPOMO AKOCTI

[X] se puspneuno Syne-akux Bigxunens mwono akocTi

[ 1 snsvkns nactynni sixxanennas, sxi Gynn NeperIAHYTI Ta 3aToepxEH] SIANOBINHD 3 BCTAHORASHHMH APOLELYPAMH (ANB. AORATOK):
Hi pimspnesHA He MAOTH HeGaKRNONO edekTy MOA0 AROCTI RPOTY KL,

Lis cepin aoaronena Ao sacrocysanus - 27.07 2021 p.

Cepradivar odopmnenaii 20.07.2021 p. The certificate has been issued on 29.07.2021
Ynopsorawena ocola Jp. Knemenc Typuep / Qualified Person Dr, Clemens Thomer

Yurepax-Ha-ArTepaee,
Unterach am Atterses,

Cﬁééaaw(ﬁ-owf

Dr. Clemens Thurner

igmne/ sign Qualified Person
Tlevanalstamp
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JIEPXJIKCITYXBA
JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH -
V AHITPOIETPOBCHKIN OBJIACTI

Huinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dis.gov.ua, httDs /www.dls. gov.ua, Koz €APIIOY 37070665

‘BUCHOBOK Iy
Tpo AKiCTh BB€3eHOro B YKpaiHy JikapcbhKkoro 3acoby
15.09.2022 T e  Ne3687322/04M0
HEPEGPOJII3HH®

(HakiMeHyBaHRA JIKAPCHKOTO 3acoby 3rinHo 3 pee(:'rpaumHHM nocachumm)
Po3YHH 1A in'exnifi, 215,2 mr/ma, mo 5 ma (1076 mr) B amnyJi; no 5 amIyJ1 B KapTOHHlH
KopoOmi -

(dhopma BHITyCKY, 103yBaHHA, BII HAKYBaHHs TIKAPCLKOTO sacofy)

Homep peectpauifitoro nocsizueans UA/9989/01/01 CTpoK il pegcfpauiﬁﬁoro noceingenna 01.01.2099

-

Cepis nixapcbkoro 3aco6y Ne D2BT1A KinbkicTs BBE3eHOTO nikapeekoro 3acoby 2777
Bupo6Huk EBEP Heiipo ®apma I'm6X, ApcTpis
(HatiMeRyBaHHSs BHpOGHHKa nikapcz,xoro 3acofy, xpaiHa noxomkeHHs)
BBeseHo B Vipaiuy ToBapucrso 3 oﬁMemeHom Bl,lllIOBlIlaﬂLl-nCTlO "BaI[M", ieHT. KOX:
31816235

(HaliMeHyBaHHS Ta KOJ 32 GHPHOY 10pHAMYHOT 0c00H 260 Ipi3BHLLE, iM'q, 10 GaThkoBi (iznunoi
ocobu - nignpuemus, ii Micue RPoXHUBAHHS Ta peecrpaumnnu HOMED 0011iKOBOI KapTKH MIaTHHKA
" nozgatkis afo cepis Ta HoMep maciopra)

IpoToxon Bisyaaenoro kouTposo eix 14.09.2022 N 07‘-01'/ 1822/5. .

34 pesymbTaTaMH [IEpkABHOTO KOMTPOIO ~BCTAHOBAEHO, IO niKapchKMi  3aci6 | BBe3gHO B pramy 3
AOTPHMAHHSIM BHMOT 3aKOHO/I2BCTBA LIOJ0 3a6e3Meyer s SKOCTi JKaPChKHX 3acobiB,

3acT, HawanbHHKA JlepkaBHOT i1y OH 3
TKapchKHX 3aco6iB Ta KOHTPOIIO 3a
HapKOTHKaMH y JIHInponeTpOBCHKIi
obnacrti

€rop BOJIKOB

(mocayosa ocoda oprany mepxaBHOro KOHTDOJTIO) é(/(mnmalc) (igiuianm Ta npi3suie) -




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetpanisun®, porvun dan in’exuiit, 215,2 sz/sn no S sn (1076 mz) ¢ amnyni J& 5; cepin e DIBTIA
Cerebrolysin®, solution for injection, 215,2 mg/m! 5 m{ (1076 mg) in ampoules No 5; batch No. DIBTIA

Pexsivwers srpofamka:

Name and addross of producer:

Houep mingasil:

Manufactarer’s authorization:
Ceprwdikar sinmosizuocti amworas GMP

EBEF Helipo dapas ['wGX, Obcpliypray, 3, 4666 Virepax-na-Atepace, Aacrpis
EVER Neuro Pharma GmbH, Obaburge, 3, 4866 Untorach am Attorsoe, Anstria
INS-482197-0028-010 »ix 03.12.2015

INS-482197-0028-010 0£ 03.12.2015

INS-482197-0053-001 (1/10) wix 08.02.2019 nificamii 1o 06.11.2021

Centificate of GMP complisnce of 3 manmfactarer INS-482197-0053-008 (i/10) of 08.02.2019, valid ¢l 06.11.2021

Brcobok MO tixtsepmweans GMP
GMP recegnition

Registration certificae:

Expiry Date:

22019C-743 vin 28.05.2019, pilicani xo 06.11.2021
2232019/C-743 of 28.05.2049, valid 41l 06.11.2021
Tlepebpomizssr® $ Mu; § asurys; poramn any i'extils; 1 sn poyoany sicTare 215,2 Mr sormesrpaty
Tiepefponisy® (NOITHRRND DPEAPRTY, VIEPIAROTO S FURORNOI0 MOIKY CRATN}
Carobrolysin® 5 ml; 5 ampoukes; solution for injection; 1 ml of solution contains 215.2 my of Cercbeolysin®
concentrate (porcine bruin derived peptide prepuration)
N UASSSH01/01 wix 21.03.2019, ropain aif eobuexennis
Wo. UAAIR901/01 issoed 21.03 2019, unlinsited validity
D2BTIA
D2BTIA
31,986 ym
31,986 pcs.
07.2021
07.2021
062026 Topuin s6cpiranp 5 pouis
05.2026 shelf- life: 5 years

WWMWWEWWMWMWMWMW
MMMWMMhMMMMyWﬁMWMWWMNmMM

Teer Cneunixngin Pesymuray
Test Specification Result
Omwc / Description
HpasopicTs poayma uae GyTd nposapHM vimmosinac
Clarity solution shall be clear complies
Colour amber coloured solution complies
Mexasiani pemosenns / Impurities
B 9scTsH MaAKTE §yR RifcyTHI pianenitae
Visible particles free of particles complics
Henumos uacTid Posmipos = §0 mod <= 6000 /rourefincp 16 /womreiinep
Subvisible particles = 10 pm <= 6000 /container 16 /container
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Uepebponizun®, possun dns in’exyiit, 215,2 n2/mn no 5 mn (1076 m2) ¢ annyni Jt 5; cepin M D2BTIA
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg) in ampoules No 5; batch No. DIBTIA

Hermmani acTias Poamipom = 25 mxm <= 600 /onrednep O fworrreiinep
Subvisible particles = 25 ym <= 600 /container 0 /eontainer
Ilogasunx pH / pH-value
Howasaux pH (arigeo 3 Cep. Dapa.) 65-7.5 73
pH-valae {acc. to Ph.Eur.) 65-15 73
O6en, mo saTAracTRcx / Extractable volume
O6'en, mo purarseTscs (ariano 5 Cap. 5.00-575mn 532 mn
Dapu.)
fixtractable volume {acc. to Ph.Eur.) 5.00-575ml 532 ml
I'yeruna / Density
Cycriea 1,005 - 1.020 r/cw® 1.017 riew?
Density 1.005 - 1.020 glen® 1017 g/em®
Maca cyxoro samumwy / Drying residue
Maca cyXoro 3aHmEy > 4,0 Mrfaan 51.7 mximn
Drying residue >= 40.0 mg/ml 51.7 mgfml
Binox / Protein
Bizox He nosEaEo OyTa riAmOBINBE
Protein not detectable complies
Inermadimauia / [dentity
{ncirrndiranis aminowcitor (BEPX) 3¢ yTpEMAKHE OCHOBHEX Wikin Ra siamoBiAnmi
XPOMATOTPEM] ACCTIRKYSAROTO
po3uny, mpmt_loi FPH KLKCHOMY
SUsHAYEHH] M3€ BIANORINATH TCy
yipHMABHA BIITORARIX DiKip Ha
XpOMATOTPAM] CTABAAPTHOTO POSSRAY
Identity of amino acils (HPLC) Retention time of the main peaks of the] complies
investigated sohution obtsined under
quantitative designation at
chromatogram must match the
retention time of comresponding peaks
of the standard solution at
chromatogram
BarankHuii eMicT azoty / Content total nifrogen
Saram.Auii BMICT A30TY 5.8 - 6.8 mrinn 6.2 vrhan
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Hepebponisun®, posuus dnx in’exuiii, 215,2 me/mn no 5 pux (1076 m2) ¢ amnyni Ae §5; cepin A2 D2BT1A
Cerebrolysin®, solution for injection, 215,2 mp/mi 5 mi (1076 mg) in ampoules No 5; batck No. DZBTIA

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Content total nitrogen 5.8 - 6.8 mg/ml 6.2 mg/ml
Kimexicanii pmicT asisoxucnor/ Content of amino acids

L-acuaparigosa ¥-Ta 2.40 - 3.60 wrin 2.95 arivn
L-Aspartic acid 2.40 - 3.60 mg/ml 2.95 mg/ml
L-rayTaMincEa X-T3 320 - 4.80 urfun 3.77 wr/un
L-Glutamic acid 3.20 - 4.80 mg/ml 3.77 mg/ml
L-cepaH 0.21 - 0.39 srfun 0.32 Mrfum
1-Serine 0.21 - 039 mg/ml 0.32 mp/nl
L-ricTupma 1.04 - 1.56 mr/un 1.22 myr/n
L-Histidline 1.04 - 1.56 mg/ml 1.22 mg/ml
LIHEE 1.20 - 1.80 srfun 1.46 mxfmn
Glycine 1.20 - 1.80 mg/ml 1.46 mg/ml
L-tpecrin 021 - 0.39 sxhun 029 mrimn
1-Threonine 021 - 0.39 mg/ml 0.29 mg/ml
L-ananin 2.40 - 3.60 urfun 2.94 un/un
L-Alanine 2.40 - 3.60 mg/ml 2.94 mg/ml
L-apriuia 0.30 - 1.10 mxhan 0.73 urhHan
L-Arginine 0.30 - 1,10 mg/mi 0.73 mg/ml
L-maniu 1.60 - 2.40 wrfun 1.94 mr/sn
L-Valine 1.60 - 2.40 mg/m} 1.94 mg/ml
L-meTiomin 0.35 - 0.65 wriun .44 uniun
L-Methionine 0.35 - 0.65 mg/ml 0.44 mg/ml
L-tprrodan 0.35 - 0.65 uxfun 045 ur/an
L-Tryptophan 0.35 - 0.65 mg/mi 0.45 mg/ml
L-izonetman 1.60 - 2.40 urfuan 1.92 mrfsan
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Ilepebponinun®, porvun dnz bu’exyili, 215,2 mz/ws no 5 un (1076 m2) ¢« aunyni Ne 5; cepin Ne D2BTiA

Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg) in ampoules No 5; batch No. D2BTIA
L-Isoleucine 1.60 - 2.40 mp/m} 1.92 mg/mi
L-deainananin 1.60 - 2.40 ar/un 1.91 mr/man
L-Phenylalanine 1.60 - 2.40 mg/ml 1.91 mg/mi
L-neiinma 4.30 - 7.20 mrhan 5.83 mr/ma
L-Leucine 4.80 - 7.20 mg/m] 5.83 mg/ml
L-miswn 4.80 - 7.20 Mrfmn 5.89 saYun
L-Lysine 4,80 - 7.20 mg/ml 5.89 mg/ml
L-oponis 1.60 - 2.40 sn/nun 1.99 mrun
L-Proline 1.60 - 2.40 mg/ml 1.99 mg/ml
Pasom 28.08 - 42.12 ur/mn 34.03 mrfun
Tatal 28.08 - 42.12 mg/ml 34.03 mg/ml
Crepanpaicts / Sterility
Creprmaicrs (arigeo 3 Cep. Dapu.) Mac GyTH CTePRIBAHM CTEPRNEHHIT
Sterility test (ace. to PhEur) sterile complics
Baxrepiamsai cruororcans / Bacterial endotoxins
Baxrepiansgi exnororcrmn (3 €8p. <= | 2 MOAw < 0.3 MO
Qapu.)
Bacterinl endotoxias (acc. to Ph.Eur.) <= 1.2 EU/ml < 0.3 EUfml
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetiponisun®, porun dan in’cxyisi, 215,2 m2/na no 5 sn (1076 mz) ¢ anryni M 5; cepin e D2BTIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in amponles No S; batck No. D2BTIA

lMWMNMM&MﬂmM%MWMMMMImmMWM
ocnlmlstIhubnvenenﬁoudﬂu(s)hﬁﬂwnﬂhnewﬁhﬁoﬁmmmnoﬂwlwdmmmﬁummmmmmhm
mm&&mm.mmMMﬂMMMMMﬂthhmmm
GMP.

During the course of margfcinring and (csting

[ X ] 2o quality refated devistions occomod.

[ ]mMMW@MMthMWdMWHWMWWM(M
attachment):

These devistions do nol bave sy adverse efoct oa the quality of the product
The prodact has been relosed o fhe market - 04.11.2021

unamimmmﬁcnﬁmmlmmﬂmﬂmmmm,mmmwmnm
DT, oposeneat ¥ noaRil mmmm&d?&nmﬂmmmmhﬁwwmnm TipoTonem

£l cepin zosponenn Ao sacrocysamns — 04.11.2021 p.

Cepradimar opopsnznui 16,11 2021 p. The cestificats has been insued on 16.11.2021
Yooumosaxens 0c06a [lp. Kueuesc Typrep / Gualified Pasen Dr. Clemens Thumer

Yo A Oft 0o e Coreeecr

M. Clemaens T amet
Qualified Person

1650V, 200
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JIEPXJIKCITYXXBA
JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH -
V AHITPONETPOBCHKIN OBJIACTI

Huinpo, nn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dis.gov.ua, httDs /www.dls. gov.ua, Koz €APIIOY 37070665

‘BUCHOBOK o e
Tpo AKiCTh BBe3eHOro B YKpaiHy jikapcbKkoro 3acoby
15.09.2022 e C Ne3687322/04M
HEPEGPOJII3HH®

(HakMeHyBaHRA JIKAPCHKOTO 3acoby 3rinHo 3 pee(:'rpaumHHM nocachumm)
Po3YmHH 1A in'exnifi, 215,2 Mr/ma, mo 5 ma (1076 mr) B amnyJi; no 5 amIyJ1 B KapTOHHlH
KopoOui -

(dhopma BHITyCKY, 103yBaHHA, BI HAKYBaHHs TIKAPCLKOrO sacofy)

Homep peectpauifitoro nocsizucans UA/9989/01/01 CTpoK il pegcfpauiﬁﬁoro nocsingenna 01.01.2099

-

Cepis nixapcbkoro 3aco6y Ne D2BT1A KinbkicTs BBE3eHOTO nikapeebkoro 3acoby 2777
Bupo6Huk EBEP Heiipo ®apma I'm6X, ApcTpis
(HatiMeRyBaHHSs BHpOGHHKa nikapcz,xoro 3acofy, xpaiHa noxomkeHHs)
BBeseHo B Yipatuy ToBapucrso 3 oﬁMemeHom Bl,lllIOBlIlaﬂLl-nCTlO "BaI[M", ieHT. KOX:
31816235

(HalfiMeHYBaHHS T KOJ 32 GHPHOY 1opHAMYHOT 0c00H 260 Ipi3BHLLE, iM'q, 10 GaThkoBi (isnunoi
ocobu - nignpuemus, ii Micue RPoXHUBAHHS Ta peecrpaumnnu HOMEp 0011iKOBOI KapTKH MiIaTHHKA
- nogarkis afo cepis Ta HoMep macniopra)

IpoToxon Bisyaasnoro kouTposo eix 14.09.2022 N 07‘-01'/ 1822/5. -

32 pesymbTaTaMH IEpXABHOTO KOHTPOIO ~BCTAHOBAEHO, IO niKapchKMi  3aci6 | BBe3gHO B pramy 3
AOTPHMAHHSIM BHMOT 3aKOHO/I2BCTBA LIO/0 3a6e3eyer s IKoCTi JKAPChKHX 3acobiB,

3acT, HawanbHHKa JlepkaBHOT i1y KOH 3
TKapchKHX 3aco6iB Ta KOHTPOIIO 3a
HapKOTHKAaMH y JIHINponeTpOBCHKIi
obnacri

€rop BOJIKOB

(mocayosa ocoda oprasy AepxaBHOro KOHTDOJTIO) é(/(mnmalc) (igiuianm Ta npi3suie) -




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetpanisun®, porvun dan in’exuiit, 215,2 sz/sn no S sn (1076 mz) ¢ amnyni J& 5; cepin N DIBTIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 m{ (1076 mg) in ampoules No 5; batch No. DIBTIA

Pexsizwers srpofEmks:

Name and addross of producer:

Houep mingasil:

Manufactarer’s authorization:
Ceprwdikar sinmrosizuocti amworas GMP

EBEF Helipo dapaa T'uGX, Qbcpliypray, 3, 4866 Virepax-na-Atepace, Ancrpis
EVER Neuro Pharma GmbH, Obaburge, 3, 4866 Untorach am Attorsoe, Anstria
INS-482197-0028-010 »ix 03.12.2015

INS-482197-0028-010 0£ 03.12.2015

INS-482197-0053-001 (1/10) wix 08.02.2019 nificami xo 06.11.2021

Centificate of GMP complisnce of 3 manmfactarer INS-482197-0053-001 (i/10) of 08.02.2019, valid ¢l 06.11.2021

Bacobok MO tixtsepmwesns GMP
GMP recegnition

Registration certificae:

Expiry Date:

202019C-743 vin 28.05.2019, pilicani xo 06.11.2021
2232019/C-743 of 28.05.2019, valid 61 06.11.2021
Tlepebpomizssr® $ Mu; § asurys; poramn any i'extils; 1 sn poyoany sicTare 215,2 Mr sosmesrpaty
Tiepefponismy® (NOITHRIND DPENAPRTY, VIEPIAROTO S FUORHOI0 MOSKY CRATNL}
Carobrolysin® 5 ml; 5 ampoukes; solution for injection; 1 ml of solution contains 215.2 my of Cercbeolysin®
concentrate (porcine bruin derived peptide prepuration)
N UASSSH01/01 wix 21.03.2019, ropain aif neobuexennis
Wo. UAAI8901/01 issoed 21.03 2019, unlinsited validity
D2BTIA
D2BTIA
31,986 ym
31,986 pcs.
07.2021
07.2021
062026 Topuin s6cpiranp 5 pouis
05.2026 shelf- life: 5 years

WWMWWEWWMWMWMWMW
MMMWMMhMMMMyWﬁMWMWWMNmMM

Teer Cneunixngin Pesymuray
Test Specification Result
Omwc / Description
Hpasopicrs poavyma uae GyTd mposapHM vimmosinac
Clarity solution shall be clear complies
Colour amber coloured solution complies
Mexasiani pmosenns / Impurities
B 4scTeH MaAKTE §yTR RifcyTHI piznenitae
Visible particles free of particles complics
Henumos uacTid Posuipos = $0 mod <= 6000 /xourefincp 16 /xomreiinep
Subvisible particles = 10 pm <= 6000 /container 16 /container
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Uepebponizun®, possun dns in’exyii, 215,2 sz/mn no 5 un (1076 m2) ¢ annyni J 5; cepin M D2BTIA
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg) in ampoules No 5; batch No. DIBTIA

Herrmani acTias Poamipom = 25 mam <= 600 /onrednep O fworrreiinep
Subvisible particles = 25 ym <= 600 /container 0 /eontainer
Ilogasuux pH / pH-value
Howasnux pH (arigeo 3 Cep. Dapa.) 65-7.5 73
pH-valae {acc. to Ph.Eur.) 65-15 73
O6en, mo saTAracTRcx / Extractable volume
O6'en, mo purarseTscs (ariano 5 Cap. 5.00-575mn 532mn
Dapu.)
fixtractable volume {acc. to Ph.Eur.) 5.00-575ml 532 ml
I'yeruna / Density
Cycriea 1,005 - 1.020 r/cw® 1.017 view?
Density 1.005 - 1.020 glen® 1017 g/em®
Maca cyxoro samumwy / Drying residue
Maca cyXoro 3anHmey > 4,0 Mrfaan 51.7 mx'mn
Drying residue >=40.0 mg/ml 51.7 mgfml
Binox / Protein
Bizox He nosmako OyTa riAmOBINBE
Protein not detectable complies
Ineamdimauia / [dentity
{ncirrndiranis aminowcitor (BEPX) Q3¢ yTpEMAKEE OCHOBHEX Wikin Ra siamoBiAAmi
XPoMATOTPEMi AOCTIRKYSAHOTO
po3uny, mpmt_loi FPH KLKCHOMY
SUsHAYEHH] M3€ BIANORINATH TcCy
yipHMABIHA BIITORARMX DiKip Ha
XpOMATOTPAM] CTABAAPTHOTO POSSRAY
Identity of amino acils (HPLC) Retention time of the main peaks of the] complies
investigated sohution obtsined under
quantitative designation at
chromatogram must match the
retention time of comresponding peaks
of the standard solution at
chromatogram
3arankHuii eMicT azoty / Content total nifrogen
Saram.Auii BMICT A30TY 5.8 - 6.8 mrinn 62 vrhan
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Hepebponisun®, posuus dnx in’exuiii, 215,2 me/mn no 5 aux (1076 mz) ¢ amnyni Ae §5; cepin A2 D2BT1A
Cerebrolysin®, solution for injection, 215,2 mp/mi 5 mi (1076 mg) in ampoules No 5; batck No. DZBTIA

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Content total nitrogen 5.8 - 6.8 mg/ml 6.2 mg/ml
Kimexicanii pmicT asisoxucnor/ Content of amino acids

L-acuaparinosa ¥-Ta 2.40 - 3.60 wrion 2.95 arivn
L-Aspartic acid 2.40 - 3.60 mg/ml 2.95 mg/ml
L-rayTaMincEa X-T3 320 - 4.80 urfun 3.77 mur/un
L-Glutamic acid 3.20 - 4.80 mg/ml 3.77 mg/ml
L-cepan 0.21 - 0.39 srfun 0.32 Mrfum
1-Serine 0.21 - 039 mg/ml 0.32 mp/nl
L-ricTuzma 1.04 - 1.56 mr/un 1.22 my/nm
L-Histidine 1.04 - 1.56 mg/ml 1.22 mg/ml
LIHTEE 1.20 - 1.80 srfun 1.46 mxmn
Glycine 1.20 - 1.80 mg/ml 1.46 mg/ml
L-tpecrin 021 - 0.39 sxhun 029 mrimn
1-Threonine 021 - 0.39 mg/ml 0.29 mg/ml
L-ananin 2.40 - 3.60 urfun 2.94 un/un
L-Alanine 2.40 - 3.60 mg/ml 2.94 mg/ml
L-apriuia 0.30 - 1.10 mxhan 0.73 urhHan
L-Arginine 0.30 - 1,10 mg/mi 0.73 mg/ml
L-maniu 1.60 - 2.40 wrfun 1.94 mr/sn
L-Valine 1.60 - 2.40 mg/m} 1.94 mg/ml
L-meTiomin 0.35 - 0.65 wriun .44 uriun
L-Methionine 0.35 - 0.65 mg/ml 0.44 mg/ml
L-rprrodan 0.35 - 0.65 uxfun 045 urhan
L-Tryptophan 0.35 - 0.65 mg/mi 0.45 mg/ml
L-isonetman 1.60 - 2.40 urfun 1.92 mrfsan
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Ilepebponinun®, porvun dnz bu’exyisi, 215,2 mz/n no 5 un (1076 m2) « amnyni Ne 5; cepin Ne D2BTIA

Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg) in ampoules No 5; batch No. D2BTIA
L-Isoleucine 1.60 - 2.40 mp/m} 1.92 mg/mi
L-deainananin 1.60 - 2.40 ar/un 1.91 mr/man
L-Phenylalanine 1.60 - 2.40 mg/ml 1.91 mg/mi
L-neiinma 4.80 - 7.20 mrhan 5.83 mr/ma
L-Leucine 4.80 - 7.20 mg/m] 5.83 mg/ml
L-miswn 4.80 - 7.20 vrfmn 5.89 maYun
L-Lysine 4,80 - 7.20 mg/ml 5.89 mg/ml
L-oponis 1.60 - 2.40 sn/nun 1.99 mrun
L-Proline 1.60 - 2.40 mg/ml 1.99 mg/ml
Pasom 28.08 - 42,12 ur/mn 34.03 mrfun
Tatal 28.08 - 42.12 mg/ml 34.03 mg/ml
Crepansaicts / Sterility
Creprmaicrs (arigso 3 Cup. Dapu.) Mac GyTH CTePRIBAHM CTEPRNEHHI
Sterility test (ace. to PhEur) sterile complics
Baxrepiamsui erpororcans / Bacterial endotoxins
Baxrepiansgi exnororermn (3 €8p. <= | 2 MOAwn < 0.3 MOAm
Qapu.)
Bacterinl endotoxias (acc. to Ph.Eur.) <= 1.2 FU/ml < 0.3 EUfml

40f5



CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetiponisan®, porun dnn in’cxyisi, 215,2 m2/na no 5 sn (1076 mz) ¢ anryni Mo 5; cepin o D2BTIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batck No. D2BTIA

lMWMNMM&MﬂmM%MWMMMMImmMWM
ocnlmlstIhubnvenenﬁoudﬂu(s)hﬁﬂwnﬂhnewﬁhﬁoﬁmmmnoﬂwlwdmmmﬁummmmmmhm
mm&&mm.mmMMﬂMMMMMﬂthhmmm
GMP.

During the course of margfcinring and (csting

[ X ] 2o quality refated devistions occomod.

[ ]mMMW@MMthMWdMWHWMWWM(M
attachment):

These devistions do nol bave sy adverse efoct oa the quality of the product
The prodact has been relosed o the market - 04.11.2021

unamimmmﬁcnﬁmmlmmﬂmﬂmmmm,mmmwmnm
DT, oposeneat ¥ noaRil mmmm&d?&nmﬂmmmmhﬁwwmnm TipoTonemg

£la cepin zosponenn Ao sacrocysamns — 04.11.2021 p.

Cepradimar opopsnenui 16,11 2021 p. The cestificats has been insued on 16.11.2021
Yooumcsanens 0c06a [lp. Kuewesc Typrep / Gualified Pasen Dr. Clemens Thumer

Yo A Oft 0o e Coreeeer

Ny, Clemaens T amed
Nualified Person

1650V, 200
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HAEPXKABHA CJIYKXBA 3 JIKAPCBKHUX 3ACOBIB TA K()HTPOJIIO 3A
HAPKOTHKAMMU
Y JHIIPOIIETPOBCBKIA OBJIACTI

Juinpo, mn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665 '

BHUCHOBOK ,
NPO AKICTh BBE3€HOro B YKpaiHy JikapcbKOro 3ac06y
05.10.2023  Ne'50041/23/0411
HNEPEGPOJII3BUH®

(HaliMeHyBaHHA JlikapchKkoro 3acoby 3rinHo 3 peecTpaliftiuM nocnumemmwl}
PO34HH A1 iH'exnii, 215,2 mr/mi, mo 5 ma (1076 mr) B ammy.ii; mo S aMHyJI B KapTOHHIH
KopoOui i

(dhopma BHITyCKY, KO3yBaHHS, BUI TaKyBaHH: JlikapcbKOro 3acoby)

Homep peectpanisisoro nocsimuenns UA/9989/01/01 ctpok aii peectpaiiinoro nocsizuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne D8ST1C KilbKiCTh BBE3€HOTO JIIKAPCHKOTO 3acoby 775
BupoGHuk EBEP Heiipo ®apma I'M6X, ABcTpist
(HaitMeHyBaHHs BUPOGHHKa JlikapchKoro 3acoby, kpaika noxoumem-m)
BaeseHo B YkpaiHy ToBapucTBO 3 06MeKeHOI0 BiANMOBigaIBLHICTIO "BaIIM", inenT. xox:
31816235

(natiMeHyBaHHA Ta koA 3a €JPTIOY 1opuanyHoi ocobu abo npisanmej iM's, o 6aTbkoBi (izuynOl
0co6u - mianpremuLs, i MicLie IPOXUBAHHA Ta peeCTpallifHuit HoMep 06,1iK0BOT KapTKH IUTATHHKA
nozxarkis abo cepis Ta HOMep nacnopra)

TIporokoa BisyannHoro koutposuo six 04.10.2023 Ne 07-01/2812/4.

3a pesynabTaTaMH JEPKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JiKapchkhi 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHSAM BMMOT 3aKOHO/IaBCTBA OO 3a6e3neYeHHs AKOCTI JiKapChKHX 3ac00iB.

Hauansauk Jlep>xaBHOI ClTyx0u 3 -
NiKapChKHX 3ac00iB Ta KOHTPOJIIO 33

HapKOTHKaMH y JIHimponeTpoBChKii

obnacri

FOnis OBUAPEHKO

(mocanoBa oco6a opraHy Aep>KaBHOIO KOHTPOJTIO) (nizmu(;\)/_,/ (iniuianu Ta Npi3BUILE)




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetiponizun®, posuun dan inexulis, 215,2 mz/nn no 5 mn (1076 m2) 8 annyai N 5; cepin M2 DSSTIC
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg) in ampoules No 5; batch No. DSSTIC

Pexaizrm aupoSiixa:

Name and address of producer:

Homep sinenaii;

Manufacturer’s suthorization:

Ceprndirar Bianobinracti srsoras GMP

EBEP Hefipo ®epma TubX, O6epbypray, 3, 4866 Yirrepax-Ha-ATrepact, Ascrpix
EVER Newre Pharma GmbH, Obesturgan, 3, 4866 Unterach am Attersee, Austria
INS-482197-0028-010 »in 03.12.2015

INS-482197-0028-010 of 03.12.2015

Ne 482197-14182326 pig 22.12.2021, nificani ao 14.10.2024

Certificate of GMP compliance of a manufacturer No. 482197-14182326 of 22.12.2021, valid 1l 14.10.2024

BucHoBOK o0 riyymeepoxcaan GMP

GMP recognition
Tipoayxr:
Product:

Peectpaniiinc mocRiaTenas;
Registration certificat:

Homep cepil:

Batch:

Kinexicys npoaykuii » cepii:
Amount of packages in the batch:
Jats nupobunyiea:

Production Date:

Tepuis IPHAITHOCTI!

Expiry Date:

Ne 197/2022/C-415 sin 08.06.2022, nikenwd zo 14.10.2024
No. 197/2022/C-415 of 08.06.2022, valid tilt 14.10.2024

Iepebponizun® 5 an; § anny; posTAR Aux i'exigh; 1 wa posmHy it 215,2 MI KOHIERTpATY
Mepebponitiuy® (MeTTHANOTO MPENAPETY, OAEPATIHOND 3 TOTOBHOTO MOJKY cauneli)
Cerebrolysin® § ml; 5 ampoules; solution for injection; 1 m of solution contgins 215.2 mg of Cercbrolysin®
concentrate {porcine brain derived peptide preparation}

Ne UA/9989/01/01 pig 21.03.2019, Tepuin nil ueolmesennit

No. UA/M989/01/01 ismed 21.03.2019, unlimited validity

DESTIC

DSSTIC

16,000 yrm.

16,000 pes.

11.2022

11.2022

10.2027 Tepmin abepiranun; 5 poxis

102027 ghelf- life; 5 years

Tnboparopnnii aranis sxocTi TPOBOINACK THHO i3 METARAMI KOHTPOIO TE0CTI Mixapcticorn vacoby srpabiiikonm EBEP Hedipe dapia TibX.
The laboratory aaalysis was performed according to Methods of Quality Confro] of the tinished product by manufacturer EVER Neuro Pharma GmbH,

Teer Coeundiranin PesyawTaT
Test Specification Result
Onuc / Description
TTpo3opicTs PO3vHH Mae GyTH OPo30PHM BiauoBigac
Clarity solution shall be clear complies
KonsopoBicts posuMH SYPITHIOBOTO KOALO0PY BiTIOBizae
Colour amber coloured solution complies
Mexeninni sxmorcHuy / Impurities
Bagrmi 9acTrY marxorthk GyTH BiACYTHI BIATIOBiRAE
Visible particles free of particles complies
Henuaani zacTkd Posmipom 2 10 Mim <= 6000 /roHTeiiHED 21 /xonTetivep
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Hepebponizun®, posvun dan in
Cerebrolysin®, solution for injection,

*exyii, 215,2 me/ma no 5 mn (1076 mz) 6 annyai M 5; cepin M DSSTIC
215,2 mg/ml § ml (1076 mg) in ampoules No 5; batch No. DESTIC

21 /container

Subvisible particles = 10 ym <= 6000 /container
Herwmmmi aactxy PosmipoM 2 25 mMrM <= §0{ /xoHTEHHED 0 fxonrciincp
Subvisible particles > 25 pm <= 600 /container 0 /container
[Mokassmk pH / pH-value
Tlokasumx pH (arigno 2 €sp. Gapm.) 6.5-75 7.3
pH-value (acc. to Ph.Eur.) 65-75 73
O6'em, mo BuraracTsex / Extractable volume
Of'eM, 10 BRTATACTRCA (3rifuo 3 €Bp. 5.00-5.75 mn 534 mn
Gapm.)
Extractable volume (acc. to Ph.Eur.) 500-575ml 534 ml
T'yeruua / Density
T'ycTHH2 1.005 - 1.020 rica’ 1.017 riem®
Density 1.005 - 1.020 g/em? 1.017 pfom®
Maca cyxoro sanuniky / Drying residue
Maca ¢yxoro 3anmilKy >= 40,0 my/mn 51.2 mr/mn
Drying residue >=40.0 mg/ml 51.2 mg/ml
Binok / Protein
Binox He roBuHHO OYTH pianosigae
Protein not detectable complies
Lnewrndixanis / Identity
Inenudixania amittoknenor (BEPX) Yac yTpHMaHHS OCHOBIHX TIKiB Ha Bigmonignwi

XPOMATOFpaMi AOCRITKYBAHOTO

po3uARY, OTpEMaHOL IpY KiZILKiCHOMY

Pi3HAUYCTIH MAE BILIOBIATH Yacy

YTPHMaHHA BIANORIZHWX MiKiB Ha

XpOMATOTPaMi CTARAAPTHOIO POIYMEY

Retention time of the main peaks of the| complies

Identity of amino acids (HPLC)

investigated solution obtained under
quantitative designation at
chromatogram must match the
retention time of corresponding peaks
of the standard solution at
chromatogram
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Hepebponizuu®, poruun ona in
Cerebrelysin®, solution for injection,

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

ey, 215,2 mz/mn no 5 mn (1076 m2) 6 amnyai e 5; cepin Ne DESTIC
215,2 mg/ml 5 mi (1076 mg) in ampoules No 5; batch No. DSSTIC

JaransHui BMicT azoTy / Content total nitrogen

BaransHuif BMicT a30TY 5.8 - 6.8 ur/Mn 6.3 mr/mMn
Content total nitrogen 5.8-6.8 mp/ml 6.3 mg/m!
Kinsxicuuit pmict amiroxrenot / Content of amino acids

L-acnaparinona k-1a 2.40 - 3.60 mr/mn 2.97 mrivn
L-Aspartic acid 2.40 - 3.60 mg/ml 2.97 mg/m}
L-royTamiHOoBA K-T2 3.20 - 4.80 Mr/mn 3.75 mr/mn
L~Glutamic acid 3.20 - 4.80 mg/ml 3.75 mg/ml
L-cepuu 0.21 - 0,39 Mr/an 0.33 mr/mn
L-Serine 0.2] - 0.39 mg/ml 0.33 mg/ml
L-rictaaun 1.04 - 1.56 Mr/un 1.25 mr/mz
L-Histidine 1.04 - 1.56 mg/ml 1.25 mg/m}
T 1.20 - 1.B0 mr/Ma 1.47 mr/mn
Glycine 1.20 - 1.80 mg/ml 1.47 mg/mi
L-tpeonin 0.21 - 0.39 mr/Mn 0.29 mr/mn
L-Threonine 0.21 - 0.39 mg/ml 0.29 mg/ml
L-ananin 2.40 - 3.60 Mriun 2.94 mr/mn
L-Alanine 2.40 - 3,60 mg/m| 2.94 mg/ml
L-aprinin 0.30 - 110 mr/mn 0.79 mr/mn
L-Arginine 0.36- 1.10 mg/ml 0.79 mg/ml
L-ganin 1.60 - 2.40 mr/va 1.95 mr/mn
L-Valine 1.60 - 2.40 mg/ml 1.95 mg/ml
L-Metionin 0.35 - 0.65 mr/ma 0.44 mr/mn
L-Methionine 0.35 - 0.65 mg/ml 0.44 mg/ml
L-rpuoTodan 0.35 - 0.65 Mr/Mn 0.44 mr/mn

Jofs




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetiponizun®, porunn ons in’cxnil, 21 5,2 mz/mn no 5 an (1076 m2) & arnyni Mo 5; cepin Mo DESTIC

Cerebrolysin®, solution for injection, 215,2 mg/ml $ ml (1076 mg) in amnponles No 5; butch No. DSSTIC
L-Tryptophan 0.35 - 0.65 mg/ml 0.44 mg/ml
L-izoneiiimn 1.60 - 2.40 mr/ma 1.91 Mr/un
L-Isolencine 1.60 - 2.40 mg/ml 1.91 mg/mi
L-eninamasin 1.60 - 2.40 Mr/Mn 1.93 mrivn
L-Phenylalanine 1.60 - 2.40 mg/ml 1.93 mg/mi
L-neiiupm 4.80 - 7.20 Mp/Mn 5.82 mr/Mn
L-Leucine 4,80 - 7.20 mg/ml 5.82 mg/ml
L-nizun 4,80 - 7.20 mr/vn 5.92 mr/mn
L-Lysine 4,80 - 7.20 mg/ml 5.92 mg/ml
L-nposin 1.60 - 2.40 Mr/Mn 1.94 wmr/vn
L-Proline 1.60 - 2.40 mg/m} 1.94 mg/ml
Pasom 28.08 - 42.12 mMr/mn 34.14 mr/mn
Tota! 28.08 - 42.12 mg/ml 34.14 mg/ml
Crepunsaicts / Sterility
CrepunsHicTs (3rinno 3 €ap. Bapm.) Ma¢ BYTH CTEPHITEHUM CTepHnbHU
Sterility test (acc. to Ph.Fur.) sterile complies
BakTepianbHi erpoToxcurd / Bacterial endotoxins
Baxrepiansii eHACTOKCHHA {3 €8D. <= 1.2 MO/Ma < (0.3 MO/Mn
Tapm.)
Bacterial endotoxins (acc. to Ph.Eur.) <= 1.2 EU/ml < 0.3 EU/ml
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Ifepetiponizun®, poruun 0an in’exyit, 218,2 m2/un no § mn (1876 mz} 8 annyni Mt 5; cepin N DSSTIC
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg) in ampoules No 5; batch No. DSSTIC

1 bereby centify that the above information is authentic and sccurate. This baich of product has been manufactured, including packnging/ Iabeling and quality
control at the above mentioned site(s) in full compliance with the GMP requircrocats of the local Regulatory Austhority and with the specifications in the
Marketing Authorization of the impnrﬁngcounny.mhtchwocessing,packasing udamlysismcordswmrwiewedmdfoundtobeincmnpﬁmcewith
GMP.

During the course of manufactaring and testing

[ X ] no quality related deviations occumred.

[ ]lhcfollowingqmlﬂynhuddwhtiomoecuﬂodmdhuwbmmiewedmdnppmwdhmdmwhhemblisheddevimionpmecdm(m
attachment):

These deviations do not have any adverse cffoct on the quality of the product.

The product has been released to the market - 03.07.2023

Ilum 8 34cBigMy™, WO Bei CIAZIT MHPOSHEIR RITERaTHAYEHOT cepit FoToROrO HtiXaRCHKOro 3acoly, BXAKIYA0GY MBKYBANHA, MADKYBAHUHA T4 KOHTPONL
xxocti, mposcacni y toauill winmosinxoeti Ro sinor GMP €C 1a FiATORRIOTE ANMOCAN PECCTPRNIAROT JoXYMeRTaL KpainA RpuaateHis. [Tporokons
BRPOSHHLTER, MAKYBAHHN TA 2Hanisin Gyne NEPEFIARYTE T3 BCTARORTERG pimmoniumicts GMP,

T1ix 9ac BpoGHHLTEA TA KGHTPOMO AKOCT]

{ X ] e prmmpeAo By AL-SXHX RUOXNIEHS HIONG HEOCTI

[ ] sHummer RacTyTIHi BiZXHAGHNA, AKi ByK NEpErIANYTi TA JATREPAKEH] RANOBUTHT 3 BCTZHOBIEHHIMM APOICTAYPAMY (AHE. AOTATOK):

Llj minxmneHKA He MBi0Ts ReGoKaROre SHEKTY HIOAD EKOCT] npoywl.

Lin cepiz nosgcneHa Lo JacTOCYRanN — 03.07.2023 p.

Ceprndiser odopracini 7.07.2023 p. The certificate has beon issued ca 07.07.2013
Dr, Clemcns Thurner

gnnrepa:-uawhfmvm. F‘—q
terach am Attersee, Ly Ev E
ot PHARMGB
EVER Meurc Pharma GmbH
ABCE T o AN T

The certification of batch DEST1C was performed via electronic signature by means of
a validated computerized system. -~ VE@
Cepmudplrauia cepit DSTIC Gyna nigTeepxaena UMhpPOBUM NQNACOM 38 |
[OMOMONOIO KOMNIOTEPWICBEHOT CHOTEMN. . E i E(ﬁl M n
Qualifisd Person ! YnoaHomawena Carlification parformed by stectronic signature by
Date / Qara: Time [ Yac: ocoba 4 xontpono Akoetl:  Dr, Clemens Thumer, 03.07.2023, 18:23:18
03/07/2023 18:23:18 Dr. Clemens Thumer

This documnent was lssued electronically and therefore Is valid without signature.
Lo cepTHdpinaT MaE (hopMy aNBKTPOHHOND QOKYMEHTY Ta & Aificaam Gea nianwey,
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JEPXKABHA CJIYXBA 3 JIIKAPCBKAX 3ACOBIB TA KOHTPOJIIO 3A
_ HAPKOTUKAMH
Y JHITPOTIETPOBCHKIHA OBJACTI

Jainpo, m1.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
‘E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

, BUCHOBOK
npo AKicTL BBe3eHOTo B YKpaiHy Jikapchkoro 3acody
06.05.2023 ' Ne 22094/23/0411
NEPEBPOJIIBUH®

" (HalMcHyBaHHH ikapchEOro 3aco6y 3ri/IHO 3 peecTpauiHAHM TIOCBIIMSHHAM)
PO3YMH Ans iK' exuiit, 215,2 mi/vur, mo 5 mut (1076 mr) B ammy.i; mo S amiyJ1 B KAPTOHHIH
KopoOLi

(popma BHITyCKy, A03YBARHS, BHI NaKyBaHHS JiKapcskoro 3acoby)

Homep peectpanifinoro nocsimuesns UA/9989/01/01 crpox aii peectpauiiinoro mocsixaenHs 01.01.2099

Cepia nixapcskoro 3aco6y Ne DOMR1B Kinskicts BBe3eHOTO JTikapckkoro 3acofy 445
Bupobrux EBEP Hetipo ®apma 'M6X, ApcTpis - _
(maiiMenyBaHHg BUpoGHIKa mikapchkoro sacofy, kpaiHa HOXOMKECHHR)
Baesexo B Ykpainy Tosapncrso 3 o6mexenoro sinnoeinaneuicrio "baJIM", inenr. koa:
31816235

(HaliMenyBanHs Ta ko 3a CJIPTIOY wopuandHoT ocobu aGo npissuie, iM's, o GaTEKOBI DispaHOT
0colii - migpEemus, fi Miclle MpoKEBaHHS Ta peecTpaLliffaut somep o6IIKOBOT KAPTKH MIATHUKA
foiaTkiB a60 ¢epis TA HOMED [JacIopTa)

HpoToxoa BisyansHoro koutpomo sin 05.05.2023 Ne 07-01/1226/6.

3a pesyJTRTATAMA JIEPABHOTO KOHTPOJHO BCTAHOBNEHO, TIO JiKApChKMH 3acid BBe3eHO B YKpaiHy 3
):lOTpHM&lHHJlM BHMOT 38KOHOJABCTBA MO0 3a6e3neyeHns AKOCT] TKaPCEKUX 3ac00iB.

HauansHux HepxaBHOI CIryKOH 3

TIKapChKMX 3ac001B Ta KOHTPOIIO 33 .
=R . POIIO 33 , , IOnis OBUAPEHKO
HapKOTHKaMH y JIHIIPOIETPOBCHKIA —
obmacTi 7 «M/
(mocaaoBa ocoba opraly nepﬁ«imorokomponm) (ni@ ' (iHiuizimfl T4 npisnmue') -
M.IL

(AN
o, .
A\ ("o?"e \kfbopssy

Yidinpn ¥°
2 gisoov, B




Hepetponizun®, porenn
Cerebrolysin®, solution for

Pexniypra supobmma;

Namic and address of produces

Homep xiuensi:

Manufacoarer's suthorézation;
Copraiksr signosignocri snsoram GMP

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

das inexcniii, 215,2 mz/sen no 3 mn (1076 m2) ¢ asnyrl Mo §; cepin M DIMRIB

injection, 215,2 mg/ml 5 mi (1076 mg) in amponles Ne 5; batch No, DSMR1B

EBEP Heitpo Depiu TGX, Ofeplypray, 3, 4866 Yermepan-na-Arremee, Ancrpia
EVER Neuro Phorns GuobH, Oberburgau, 3, 4866 Unterach am Attorsee, Austrin
INS-482197-0028-010 nlg 03.122015

INS-482197-0028-010 of 03.122015

INS-482197-0053-001 (1/10) »in 08022019 pificauii xo 06.11.2021

Certificete of GMP complience of » comufacturer INS-482197-0053-001 (1/10) of 08.02.201 9, valid till 06.11.2021

Bucnosox mogo marsepaacns GMP
GMP recoguition

[TponyxT:
Product

Percrpaniiae Nocpimseha:
Registration cectifipats:

Howep cepil:

Batch: - #
Kinasders npoayxegl & cepd:
Amaunt of packages @ the batch:
JHate sapolummre:

Production Date:

Tepaist aprANTHOCTI:

Expiry Date:

m&mwBﬂMumﬁnmmumhMmmmmuwﬁnMpmmﬁyw EBEP Heitpo

223/2019/C-743 win 28.05.2019, pikcruA ac 06.11.2021
223/2019/C-743 0f 28,05.2019, valid ult 06.11.202]
LiepeBpanizan® 5 pn; 5 axemys; pocraH M im'exii; | un permmmy wicrurs 213,2 s koauenTpaty
Hepebponionay® (Heamaatora Npenapayy, OSCHRANOTD I TOLIPEID uoaxy ceunel)
Cercbrolysin® 5 ml; 5 ampoules; sofution for injection; | ml of solution contxins 215.2 mg of Cersbralysind®
concetrirade (parcine benin derived peptide preparation)
2 UA/9989/01/01 min 21.02.2018, vepuisn 1¥ reobuencrnk
No. UAS985/01/0) issned 21.03.2019, unlimited validity
DOMRIB
DIMRIB
15,591 yne,
15,591 pes.
10.2022
102022
092027 Tepicin sbepirannx: 5 poxis
09.2027 ahelf- life: 5 yeary

mubmmmiymmmmdmmwmmormwwmwmtwm&cwﬁvmmmm 2

Teer Cuennlicauis Peaynsmar
Test Specification Resuolt
Ommuc / Description
IposopicTs pOFIRR Mae 5YTH Ipo3opuM sianosigse
Clarity solution shall be clear complies
KonsoposicTs PosANE GYPUITHHOBOTO KONEROPY pimmorinac
Colour amber coloured solution coinplics
Mexaniumi sxmovernn / Impurities
Bumpimi 9acTel M3IOTE 6yrn sincyTni Eimtosizec
Visible particles free of particles complies
Henmmani 2acTen Posmipom 2= 10 M <= 6000 /xorrrefinep 15 /soureiinep
Subvisible particles = 10 pm <= 6000 /container 15 /container
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality
Hepetponisun®, posuun oas in'oxit, 215,2 sme/rus no 5 ua (1076 xi) ¢ annyni e 5; cepin Mo DIMRIR
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) im amponles No 3; batch No. DSMRIB

Heprumami wacTiH Poamipom > 25 MkM <= G0 /eonTelinep 0 /xoxrefinep
Subvisible particles > 25 pm <= 600 /container 0 /container
Moxatpux pH / pH-value
Hoxaarwg pH (arizeo 3 €pp. PapM.) 65-7.5 12
pH-value ¢acc. to Ph.Eur.) 6.5-75 12
OFeM, mo paTaTacTLes / Extractable volume
Of'eM, mio suraracTies (ariome 3 €Bp. 5.00 - 575 un 522 un
Dapm.)
Extractabte volume {ace. to Ph.Eur.) 5.00-575ml 522ml
Tycruna / Density
Cycrans 1.005 - 1.020 riem® 1017 riew?®
Density 1.005 - 1,020 g/em® 1.017 glemy?
Maca cyxoro samunky / Drying residue
Maca cyXoro saaHOIKY o= 40.0 Mriun 51,8 mr/un
Drying residue >= 40.0 mg/ml 51.8 mg/ml
Binox / Protein
Binox §e noBAHHG GyTA sianosinae
Protein not detectable complies
Inenrndirauiz / Kentity
Iaerrndixanin aMinoxucaor (BEPX) Yac YTPHMANHA OCHOBHYX RIKis Ra pignosinEmH

XPOMATOFPAMi OCALTKYBAHOTO

POIIHHY, CTPHMAHOT P RiTEKicHOMY

BHZHAMEMHI MAE BiNONINRTA uaCY

YTPEMAHEA BiANOBIAHIX MHKIB Ba

XPOMATOTpaMi CTARAAPTHOTO POIHHY
Identity of amino acids (HPLC) Retention tine of the main peaks of the] complies

investigated solution obtained under

quantitative designation at

chromatogram must maich the

retention time of corresponding peaks

of the standard solution at

chromategram
3aram.w BMicT asoTy / Content total nitrogen

5.8 - 6.8 mr/mn 6.2 mrhHax

Jaransmsdl BMicT asory
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

dun i "exagiii, 215,2 m2/ma no 5 sn (1076 mz) ¢ amnyni M 5; cepin M DIMRIB

Hepetpontzun®, pozuun

Cerebrolysin®, solution for injection, 215,2 mg/mi 5 ol (1076 mg) in ampoules No 5; baich No. DIMRIB
Content total nitrogen 5.8 - 6.8 mg/ml 6.2 mg/ml
Kinsxicamit euict amiroxknenor / Content of amino acids
L-acnaparinosa x-1a 2.40 - 3.60 mo/vr 2.96 Mrimn
L-Aspartic acid 2.40 - 3.60 mp/ml 2.96 mg/ml
L-TayTaMiHOBa X-TA 3.20 - 4,80 mr/un 3.70 mrian
L-Glutamic acid 3.20 - 4.80 mg/ml 3.70 mg/ml
L-cepun 0.21 - 0.39 Mr/ma 0.33 mrimn
L-Serine 0.21 - 0.39 mg/ml 0.33 mg/mi
L-ricrugvm 1.04 - 1.56 mMr/Mn 1.21 vr/un
T-Histidine 1.04 - 1,56 mg/ml 1.21 rag/ml
FAinHA 1.20 - 1.80 mr/an 1.46 urhan
Glycine 1.20 - 1.80 mg/mi 1.46 mg/ral
L-rpeonin 0.21 - 0.39 nr/un 0.31 mrfian
L~-Threonine 0.21 - 039 mg/ml 0.31 mg/m}
L-anauin 2.40 - 3.60 nr/un 2.93 ur/mn
L-Alanine 2.40 - 3.60 mg/ml 293 mg/m!
L-aprinin 0.30 - 1.10 Mr/mn 0.78 mrivn
L-Arginine 0.30 - 1.1 mg/ml 0.78 mg/ml
L-sanin 1.60 - 2.40 mr/san 1.94 mrivn
1L-Valine 1.60 - 2.40 mg/ml 1.94 mg/mi
L-Metionin 0.35 « 0,65 Mr/mn 0.45 wr/mn
L-Mcthionine 035 - 0.65 mg/ml 0.45 mg/ml
L-tpunTodan 0.35 - 0.65 Mr/atn 0.46 Mr/un
L-Tryptophan 0.35 - 0.65 mg/m] 0.46 mg/ml
Leizomelitiyn 1.60 « 2.40 mrfun 1.89 ar/nn

3of5




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hlepebponivun®, poywur dns in’aaii, 215,2 Me/wn no 5y (1076 m2) 8 ameyni M 5; cepin e DIMRIB
Cerebrolysin®, sclution for Injection, 215,2 mg/m! 5 mi (1076 mg) in ampoules No 5; batch No. DIMRIB

L-Isolevcine 1.60 - 2.40 mg/ml 1.89 mg/mi
L~jenirananin 1.60 - 2.40 ar/vn 1.94 mr/vn
L-Phenylalanine 1.60 - 2.40 mg/ml 1.94 mg/ml
L-neimma 4,80 - 7.20 mr/un S.81 mrimn
L-Leucine 4.80 - 7.20 mg/ml 5.81 mgfml]
L-nisnn 4,80 - 7.20 sr/mn 5.94 mr/mn
L-Lysinc 4.80 - 7.20 mg/mt 5.94 mg/m!
L-nporin 1.60 « 2.40 mr/mn 197 srian
L-Proline 1.60 - 2.40 mg/ml 1.97 mg/ml
PasoM 28.08 - 42.12 Mr/vn 34,08 mr/man
Total 28.08 - 42.12 mg/ml 34.08 mg/ml
Crepunsnicrs / Sterility

Crepunsticrs {srinso 3 €op. Gapw.) mac SyTA CTCPHABEHEM CTepHABHNHI
Sterility test (acc. to Ph.Eur.) sterile complies
Bakrepianwui esoroxcuuu / Bacterial endotoxins

BaxTepianeri eraoTokcHad (3 €pp. <= 1.2 MO/Ma < .3 MO/ux
Papm.)

Bacterial endotoxins (acc. to Ph.Fur.) <=1.2 EU/ml < 0.3 EU/ml
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, pozunn dnn in'cxnli, 215,2 mziven o 5 ma (1076 vz} ¢ amnyni M 5; cepin JMe DIMRIB
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg) in ampoules No 5; datch No. DIMRIB

lhﬁymﬁﬁmmmmkmmmmmMMMMnm including packaging/ [sbeling and quality
eomlalﬁeabwementinnada'w(s)hﬁﬂlmpﬁmwihﬂ:eGMquMoftheloulReguhmAmﬁqmdwﬂhﬂnspodﬁmmme
Mmmammma&:hpmwmy‘mhwhwm;whmww&mwmmmdﬁmdtobeineonplhmewim
GMP.

Druring the courss of snufacarring and testing

[ X ] oo quality related devistions ocoured.
z]hwmmmmmmwmmmmwmmwmwmm(m
atinciatent):

These devistions do not bave any adverse affect oo the quality of the product.

The product hag been retonsed 1o the market — 13.01.2623
umumnimmo,mﬁwmmwmimmnwmm,mmmwum
axot, Mpowexend ¥ roswiit simonigrocTs no saor GMP EC 12 RIMFOBIABATE NitMLral poreTpaniEot foxymentandl xpalu uprseaseana. [Tporoxean
mmmmmmmmmnmmmwmm‘

Tl e BspOfEMILIBE T KOETPONIC AKOCTI

[ 7] we sramasso Syzn-AKAX BHIXATCHS IMOAG SKOCTH

[ ] eecistiam macTYIORI RKETEYHE, axi GyiTH HCperaskyTi TA sTsepesi BUINOBIAND 3 BCTAMOBACHHNH IPOUSAYPANH (AFS. DOUITOK):

11§ mimxurerns He n0TH HeBAEABOrG HPEKTY MoAR BwoCTi npoxyRuil.

I cepis Aoasaneia Ko 3acrocysaynx — 13.01.2023 p.

Ceprsbisar opopancasii 17.01.2023 p, The certificate has beon insued on 17.01.2023
Ynoesoszmens ocoba Ap. Knewenc Typaep / Qualified Person Dr. Clemens Thurner
Yerepax-Ha-ATrepaes,

Untctach am Attervee,

e
17, JA0. 20 (hruees Fete

Ny, Clemens Thurnes
Cusatified Person

Timwe/ sign

ﬂEVEQ
)t rARMA

EVER Neuro Pharma GmbH
4363 UmerscntAustia
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NEP)KABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIMPOIIETPOBCBKIN OBJIACTI

Juinpo, m1.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €IPTIOY 37070665

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKPaiHy JiKapcbKOro 3aco0y
03.06.2023 Ne 27290/23/0411
HEPEBPOJIIBUH®

(HalMeHyBaHHsl JikapChKOro 3acoby 3rifHO 3 peecTpallifHiIM NOCBiAYEHHSM)
034MH A8 iH'exuiii, 215,2 Mr/mi, no 5 ma (1076 Mr) B amny.Jii; no 5 aMmyJ B KapTOHHI
’
KOpoOIi

(dopma BHMYCKY, K03yBaHHS, BUI MTaKyBaHHS JIkapChKOTo 3ac00y)

Homep peectpaniitoro nocsiguenns UA/9989/01/01 crpok aii peecrpauiittoro noceinuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne DOINATA KinbkicTs BBe3€HOTO Jikapcekoro 3acoby 7500
Bupo6Huk EBEP Heiipo ®apma I'm6X, ABcTpist
(nalimMeHyBaHHs BUpOGHHKa Nikapchkoro 3acoly, kpaiHa MOXOMKEHHs)
Baesero B VkpaiHy ToBapucTBo 3 06MexeHoI0 BignosinaabnicTio "BaJIM", izenr. koa:
31816235

(naliMenyBanHs Ta koA 3a €[IPTIOY topuauuHoi ocobu abo npissuie, iM's, o 6aTbkoBsi Gizuunoi
oco6H - niAnpHeML, ii MicLie MPoXkUBaHHA Ta peecTpauifHuit HoMep 06NiKOBOT KApTKH MIATHHKA
noaatkis abo cepis Ta HOMep nacnopTa)

TMpoTtokon BisyansHoro koutpoo Bix 02.06.2023 Ne 07-01/1563/5.

3a pesyjbraraMH [AEPXKABHOTO KOHTPOJIIO BCTAHOBJIEHO, W10 JiKapchKWit 3aci6 BBeseHO B YkpaiHy 3
JAOTPHMAHHAM BHMOT 3aKOHOJABCTBa LIONO 3a0e3MeUeHHs AKOCTi JTIKapchKuX 3aco6iBs.

B.o. 3acTynHuka HayaibHUKa [lepxaBHOT
ciry>0u 3 jikapchkux 3aco0iB Ta

)
KOHTPOITO 38 HAPKOTHKAMH Y W Harans MAHJIPUKA

JlHinpomeTpoBCEKiif 06acTi

(nocanosa ocoba opraHy JepKaBHOTO KOHTPOJIO) (mizxnuc) (iHiuiany Ta npi3BHlLLE)

%, ‘4’6‘3\

ZAD)

\%

e L
Qipa MM




CEPTU®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, pozuun dnn in'exuiii, 215,2 mz/mn no 5 mn (1076 m2) 8 amnyni it 5; cepin Ne DINAIA
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg)} in ampoules No 5; batch No. DINAIA

PexpiznTi BHpOGHMKA:

Name and address of producer:

Homep ninensil:

Manufacrurer's aythorization:

Cepmadixar pizmosiggocTi stidorast GMP

EBEP Heitpo ®apua Tw6X, OepGypray, 3, 4866 Vemepax-ua-ATrepaes, ABeTpix
EVER Neuro Pharma GmbH, Oberburgau, 3, 4866 Unterach am Attersee, Austria
INS-482197-0028-010 sin 03.12.2015

IN5-482197-0028-010 of 03.12.2015

No 482197-14182326 mig 22.12.2021, piiceeii go 14.10.2024

Certificate of GMP compliance of a manufacturer No. 482197-14182326 of 22,12.2021, valid till 14.10.2024

BreHorox moaoe nigracpmkenas GMP
GMP recognition

Mpoaykr:

Product:

PeecTpaniiiHe nocaiTIeHHs:
Registration certificate:

Homep cepil:

Batch: .

Kmmm Mpomykuil B cepifs
Amount of packagu in the batch:
rJIa'_ra BHPOGHHILTRA!
Pib&lﬁt::ﬁon:Dau:

Tepmin OpuaRTHOCTI: |

Expiry Date:

Ne 197/2022/C-415 sin 08.06.2022, niitennii no 14.10.2024
No. 197/2022/C-415 of 08.06.2022, valid till 14.10.2024

Iepefponian® 5 Mn; § amoyn; poaans Jna in'exuid; 1 mn posauny MicTdTs 215,2 Mr XORIEHTpaTY
Liepetponiznry® (MeNTHAHOrG OPENapary, OACPXAROIO 3 TONOBHOTO MOIKY CBHHCH)

Cerebrolysin® 5 ml; § ampoules; solution for injection; 1 ml of solution containg 215,2 mg of Cercbrolysin®
cancentrate (parcine brain derived peptide preparation)

Ne UA/9989/01/01 5izx 21.03.2019, repaist il weoGmexcxm
No. UA/9989/01/01 issued 21.03.2019, unlimited validity -
DINAIA

D9NAIA

15,455 yn&.

15,455 pos.

112022

11,2022

10.2027 Tepwist 36epirams: S poin

10.2027 shelf- life: 5 years

JaGopaTopHuii aHamis axoct NpoROAHECK IFiXEO i3 MeToAaMi KOHTPOMO NEOCTi Aikapchiora 3acoly supobiukom EBEP Hefipo ®apma MubX,
The laboratory analysiz was performed according to Methods of Quality Control of the finished product by manufacturer EVER Neuro Pharma GmbH.

Tect Cﬁeﬂ'ﬂ@iﬂalﬂﬂ PesynnTar
Test -Specification Result
- Ommc / Description //ﬁﬁ—oﬁ‘;\
~
. IIposopicTe posuuH Mae 6yTH nposopH, n mumo}q.ﬁ \
kS : ; A MEFITIB WA
**Clarity solution shall be clear JIOKY 1c:]]:amphes s
: ) \o
N -; i
.Il.i{onht:)f)oﬁi'm PO3YMH OYPHITHHOBOTO Y
;'..Coloﬁxj ; amber coloured solution
Mexanivni BrmogcHEs / Impurities
Blumm JACTKK MaKTh Gy'm Bmcyml Biamosinac
V1s1ble partlclcs free of partlcles : complies
Hepumami gactie Poauipom > 10 MxM <= 6000 /koHTeHHep ' 21 /konTelinep
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Hepebponisun®, pozuun onz in’exnlii, 215,2 mzmn na 5 mn (1076 mz) & amnyni Ao 5; cepin Ne DINA1A
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. DINAIA

CEPTUH®IKAT AKOCTI

Analysis Cem'ﬁcate of Quality

| 3aransunit BMicT asory / Content total nitrogen

3araneHuii BMiCT 30Ty 5.8 - 6.8 Mr/un 6.4 Mr/mn
Content total nitrogen 5.8-6.8 mg/ml 6.4 mg/ml
Kinexicuuii Bmict aminoxucior / Content of amino acids
L-acmapariHoBa K-Ta 2.40 - 3.60 Mr/mn 2.98 mMr/mun
L-Aspartic acid 2.40 - 3.60 mg/ml 2.98 mg/ml
L-rmyraminoBa x-Ta 3.20 - 4,80 Mr/Mn 3.75 mrivn
L-Glutamic acid 3.20 - 4.80 mg/ml 3.75 mg/ml
L-cepus ] 021-039MomMn - 032 mrivm
 L-Serine 0.21 - 0.39 mg/ml 0.32 mg/ml
Lericrwpun . . . 1.04 - 1.56 mMr/mn 1.23 mrémn
L-Histidine 1.04 - 1.56 mg/m! 1.23 mg/ml
TainuH £.20 - 1.80 mr/ma 1.46 Mr/mn
Glycine 1.20 - 1,80 mg/ml 1.46 mg/ml
L-tpeomin 0.21 - 0.39 Mr/mn 0.30 Mr/mn
L-Threonine 0.30 mg/ml
_ L—g_na.uin 2.93 mr/Mn
L-Alanine 2,93 mg/ml
L-apriui 0.78 mriun
L-Arginine 0.78 mg/ml
L-sarin 1.60 - 2.40 Mr/r 1.94 Mr/mn
L-Valine 1.60 - 2.40 mg/ml 1.94 mg/ml
L-merionin 0.35 - (.65 mr/mn 0.45 mr/mn
L-Methionine 0.35 - 0.65 mg/ml 0.45 mg/ml
Lipmnocl:an 0.35 - 0,65 Mr/mn 0.46 M/
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, pozuun dnn in'exyli, 215,2 ma/mn no 5 mua (1076 m2) 8 aunyri i2 5; cepin Ne DINAIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1876 mg) in ampoules No 5; batch No. DINAIA

=

L-Tryptophan 0.35 - 0.65 mg/ml 0.46 mg/ml
L-izonefioun 1.60 - 2.40 mr/mn 1.92 mr/Mn
L-Isoleucine 1.60 - 2.40 mg/ml 1.92 mg/ml
L-peninamamin 1.60 - 2.40 ser/san 1.93 sr/sn
L-Phenylalanine 1.60 - 2.40 mg/ml 1.93 mg/ml
L-neiupn 4.80- 720 mr/Mn _ 5.84 mr/mn
L-Leucine 4.80 - 7.20 mg/ml 5.84 mg/ml
L-gisnn. ; -~ | 4.80-7.20 MT/Mn - ' 5,92 mr/mMnm -
L-Lysine | 4180 -7.20 mg/mt ' 592 mg/ml
L-nponia _ 1.60 - 2,40 mr/mn 1.95 Mr/mn
L-Proline 1.60 - 2.40 mg/ml 1.95 mg/ml
Pazom 28,08 - 42,12 Mr/mn 34.16 mr/Mn
Total 28.08 - 42.12 mg/ml 34.16 mg/ml
C'nepnm.mcn / Sterility
C‘rcpm:bmm {3rigmo 3 Cnp Dapm.) Mac OyTH CTEpHIEHAM CTePHILHHA
Sterility test {acc. to Ph.Eur.) sterile . . . complies
/f_?\
BakTepiankHi ennorokcunu / Bacterial enW 8 \\
> T

Baxrepiamesi enporoxcnnn (3 €rp. K QT{IQZMOI‘MI 1B \ < 0.3 MO/Mn
Dapm.) & " ]
Bacterial endotoxins (ace. to PhEur) (| &f & B gﬂlM <0.3 EU/ml

\ & ;

‘?\ 3 o -/ * ,'
J \\_I \ \_\ /\\\_\ /4
’“Hd M. M‘/
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Lepebponizun®, pozvun ons in’exyif, 215,2 mz/mi no 5 ma (1076 mz) ¢ amnyni M 5; cepin Ne DINAIA
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg) in ampoules No 5; batch No. DINAIA

I hereby certify that the above information iz authentic and accurate. This batch of product has been manufactured, including packaging/ labeling and quality
contro] at the above mentioned site(s) in fufl compliance with the GMP requirements of the local Regulstory Authority and with the specifications in the
Marketing Authorization of the imperting country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

During the course of manufacturing and testing

[ X ] no quality related deviations occurred,

[ 1the following quality related deviations occurred and have been reviewed and approved in accordance with established deviation procedures (sec
attachment):

These deviations do not have any adverse effect on the quality of the product,

The product has been released to the market — 30.01.2023

Lz 1 3acBiTuyto, 160 BCi CTARIT BEPOOHHITTEA RATEIA3HAYEHO! cepil TOTOBOMD MKAPCEKOTO 34000y, BRTKMAIYH NAKYBAHHS, MapKYBAHER Ta KOHTPOND
AKOCTi, Rposesieni y nonnili signosiarocTi Ao srMor GMP €C ta BiAN0BiA0TE BuMoraM peecTpaniiinol foxyucaTanil kpainw opusuaeHus, [TpoTokonn
. RUPOGHMITEE, M4KYBAHHA T2 £Kanisin 5y0 NEPETIAHYTO T4 BCTAHORICHO eianosiguicts GMP,

i wac supobrKuTEa T2 ROHTPOMIEO AKOCTI

[X] =e susnacHo ﬁyzw-:mx BiIXUNEH: DIOA0 IKOCT

[ ] ermExme RacTymRi BimaUICHIA, AKi GYAH NEPETIAEYTE T IATECPIXCHI RIATOR{THO 3 RCTARORICHMMH TPOICTYPAME (XHB, JONATOK):

1H sizxumctis He MawTs ReGaxanoro sbekTy moaoe AKOCTI MpoxyHil.

1la cepia nossonesa Ao sacTocynaus — 30.01.2023 p.

Cepradikar oopmncuuit 03.05.2023 p. The certificate has bem issued on 03.05.2023
Dr. Clemens Thurner

‘YuTepax—Ha-ATTep3ec,

Unterach am Atterses,

The- cartification of batch DONA1A was parformed via electranic signature by means of
a validated eompulerized system.
Coprudixalina copil DONA1A 6yna nimsepmena umchpoBYM NiaNUCOM 32

DONOMOIOI0 KOMT I0TEPUSOBAHO! CHCTOMM. e ﬁ MA
Quallﬂnd Parsdn !Ynonuosuﬁnna Certification performed bg.(.electronlc signature by
Date / Dara: Time / Yae: ocaba 3 kouTpome skeetl:  Dr. Clemens Thumer, 30.01.2023, 1£:03:56

30/01/2023 11:.03:56 - Dr. Clemens Thurmer

This document was issued electropically and therefore is valid without signature.
Ueit cepruhikaT Mae OpNY ENeKTPOHHOMD AOKYMEHTY Ta € glilckum Bea nlanucy.

- —— O‘, )
i \’g,

I.Uh\ VIFHTIB
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JAEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JTHIITPOITIETPOBCBKIA OBJIACTI

Aninpo, w1.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €EAPIIOY 37070665

BHUCHOBOK ;
Npo AKiICTL BBe3¢HOro B YKpaiHy JlikapchbKoro 3aco0y
05.10.2023 . Ne 50042/23/0411
HEPEBPOJIIBUH®

(HalMeHyBaHHA NTiKapchkoro 3aco6y 3rifHO 3 peecTpauifHuM NOCBIAYCHHAM)
034MH A4 iH'exui, 215,2 mr/mi, mo S ma (1076 mr) B ammyJti; mo 5 aMmyJs B KapToHHiH
my
KOpooi

(dopma BHITyCKY, 103yBaHHA, BUJ NaKyBaHHS Jikapcbkoro 3acoby)

Homep peectpauitivoro nocsizuenus UA/9989/01/01 crpox nii peectpauiitnoro nocsimaerms 01.01.2099

Cepis nikapcskoro 3acoby Ne E2YG1A Kinbkicts BBe3eHOro Jikapcskoro 3acoby 4895
Bupo6HuKk EBEP Heiipo ®apma I'M6X, ABcTpis
(walimeHyBaHHS BUPOGHHKa JlIKapCEKOro 3ac0o0y, KpaiHa MOXO/KEHHS)
BaeseHo B YkpaiHy Tosapucrso 3 06Mexenoro Binnosinaasnictio "BaJ{M", inent. kon:
31816235

(naiimeHyBaHHs Ta koa 3a €JIPTIOY 1opuauaHoi ocobu abo npissuine, iM'a, no 6atbkoBi QizuuHOT
oco6H - nixnpueMu, ii Miclie MPOXHUBaHHA Ta peecTpauifHuit HoMep 06iKOBOI KapTKH MIATHHKA
noaatkis abo cepis Ta HOMep nacnopra)

Iporokon Bisyannuoro kourposio ix 04.10.2023 Ne 07-01/2812/5.

3a  pesynbTaTaMM JEPKAaBHOTO KOHTPOJIO BCTAHOBJIEHO, IO JIKApChKWA 3aci6 BBeseHO B VYkpaiHy 3
AOTPHMAaHHAM BMMOT 3aKOHOAABCTBA LIO/0 326€3MeYeHHS AKOCTI JIikapChbKHX 3ac00iB. .

Hauansauk JlepxaBHoi cityx0u 3

TiKapchKHX 3ac006iB Ta KOHTPOIIIO 3a A IO.IIi)I OBYAPEHKO

HApKOTUKamH y JIHIIPONIETPOBCHKiM
obnacri /
P .V . . .
(nocanosa oco6a oprasty, iie HTPOJIO) (mnnug)/ (iniuiany Ta npi3BuLIE)

A ETPOSC, o
r'I' (o

Bumnskosa Kapina +38(066)345-41-71




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebpoatsun®, posuun dan in’cknin, 215,2 M/wn 1o 5 ma (1076 m2) & asnpai Ne §; cepin M E2YGIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg) in ampoules No 5; batch No. E2YGIA

PorwisnTi BpoGHKa:

Name and address of producer:

Homap ninemsit;

Mamfactarer's authorization:

Ceprubixar sianosignocti pitoram GMP

EBEP Heffpo Gapaa TNGX, OGepSypray, 3, 4366 YHrepax-Ha-ATTepsce, ARCTpin
EVER Newo Pharma GmbH, Oberburgan, 3, 4866 Unterach am Aticrsee, Austrid
INS-4%2197-0028-010 nin £3.12.2015

INS-482197-0028-010 0f 03.12.2015

Mo 482197-14182326 min 22.12.2021, miensi po 14.102024

Certificate of GMP compliance of a manufacturer No. 482197-14182326 of 22.12.2021, valid till 14.10.2024

Bucnoeox Wwoao mgreepmres GMP
GMP recognition

NMpoayxt:

Product:

Peccrpullifiite nocwiguemna:
Registration certificate:

Howmep cepii:

Batch:

Kinsxicts Mpoaykuil » cepit:
Amaount of packages i the batch:
Jara setpobiniraa:

Production Date:

Tepmin TPHAITHOCTI:

Expiry Daig:

Ne 197/2022/C-415 uin 08.06.2022, nificanii no 14.10.2024
No, 197/2022/C-415 of 08.06.2022, valid 1ill 14.10.2024

Hepebponisku® $ M; 5 aNmyn; poyanm Ana in'eianii; 1w podupny MicTrs 2135,2 Mr soullenTpaTy
Hepetpanizny® (DEMTIILHONG TIPETIAPATY, REPKBHOT 3 FONOIAOTG Mosxy casthel}
Cerebrolysin® 5 ml; 5 ampoules; solution for injection; 1 al of solution containe 215.2 mg of Cerebrolysin®
concentrate (porcine brain derived peptide preparation)

Na UA/9985/01401 sin 21.03.2019, Tepmin ail seobuexenni

No. UA/989/01/01 issued 21.03.2019, unlimited validity

E2YGIA

E2YGIA

15,595 yix.

15,595 pos.

02,2023

122023

012028 Tepuin abepiranaa: 5 poxis

01.2028 shelf- life: S yewrs

JIsGopavopHuh auaniy #xocTi nposormaca AN i3 METONAMH RORTROIIO AKOST] JIKBPCEROTO sacoby srpobuiixod EBEP Heiipo ®apma TMEX.
The labaratory aualysis was performed according to Methods of Quality Control of the finished product by manufacturer EVER Neuro Pharma GmbH.

Teer Cnegrlkanls Peymemay
Test Speciflcation Result
CQmnc / Description
[posopicts posuns Mae GyTH Opo3opHM Bianosigae
Clarity solution shall be clear complies
Koneoporicte POATRA GYPIITRHOBOTO KOALOPY pinmosinae
Colour amber coloured solution complies
Mexaninui sxmouenns / Impurities
BRauMi 9acTKH MaroTs 6yTH BiICyTHI sianosinac
Visible particles free of particles ~{ complies
Heppummi uacten PossipoM > 10 MM <= G000 /xorTeimep 6 /xouToitaep
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Hepebponisun®, poauun dna in’exylit, 215,2 s2/mn no 5 xn (1076 x2) o anmyi M 5; cepin M E2YGIA
Cerebrolysin®, solution for injection, 215,2 mg/ml § ml (1076 mg) in ampoules No 5; batch No. E2YG14

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Raranuuuii smicT asoty / Content total nitrogen

3arankHuit BMiCT 2201y 5.8 - 6.8 Mriun 6.3 Mr/ma
Content total nitrogen 5.8 - 6.8 mg/ml 6.3 mg/ml
Kinsxicamit smicT aminorucnor / Content of amino acids

L-acnapariHoBa k-Th 2.40 - 3,60 mr/Mn 2.96 mrimn
L-Aspartic acid 2.40 - 3.60 mg/ml 2.96 mg/ml
L-riyTaMiHOBa K-T8 3.20 - 4.80 mr/an 3.77 Mr/mn
I.~Glutamic acid 3.20 - 4.80 mg/ml 3.77 mg/ml
L-cepun 0.21 - 0.39 Mr/Mn 0.32 mr/mn
L-Serine 0.21 - 0.3% mg/ml 0.32 mg/ml
L-ricTunss 1.04 - 1.56 }r/mn 1.21 mrhan
L-Histidine 1.04 - 1.56 mg/ml 1.21 mg/ml
FIIMH 1.20 - 1.80 Mr/aen 1.46 Mrimn
Glycine 1.20 - 1.80 mg/ml 1.46 mg/ml
L-rpeoHin 0.21 - 0.39 mr/mn 0.30 mr/an
L-Threonine 0.21 - .39 mg/ml 0.30 mg/ml
L.-amanin 2.40 - 3.60 mr/mn 2.94 Mriun
L-Alanine 2.40 - 3,60 mg/ml 2.94 mg/ml
L-apriniu 0.30 - 1.10 Mr/Mn 0.76 Mr/mn
L-Arginine | 030-1.10 mg/ml 0.76 mg/m]
L-panin 1.60 - 2.40 mr/mn 1.93 mrfmn
L~-Valine 1.60 - 2.40 mg/mi 1.93 mg/m]
L-merionin 0.35 - 0.65 wr/mn 0.42 mr/mn
L-Methionine 0.35 - 0.65 mg/ml 0.42 mg/ml
L~rpurrrodan 0.35 - 0.65 Mr/ma 0.46 mrimn

3o0f§



CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

MepeOponisun®, posuun dnn in'exsiist, 215,2 m2/nn no 5 wun (1076 m2) ¢ annyni M 5; cepin N E2¥G1A

Cerebrolysin®, solution for injection, 215,2 mg/ml 3 mi (1076 mg) in ampoules No 5; botch No. E2YGIA
L-Trypiophan 0.35 - 0.65 mg/ml 0.46 mg/ml
L-isoneifunm 1.60 - 2.40 MT/Mn 1.91 mr/mu
L-Isoleucine 1.60 - 2.40 mg/mt 1.91 mg/ml
L-beninananix 1.60 - 2.40 Mr/mn 1.93 mr/um
L-Phenylalanine 1.60 - 2.40 mg/ml 1.93 mg/ml
L-nefiuun 4.80 - 7.20 Mr/mn 5,82 mr/un
L-Leucine 4.80 - 7.20 mg/ml 5.82 mg/ml
L-nisun 4.80 - 7.20 Mr/vn 5.94 mrimn
L-Lysine 4.80 - 7.20 mg/ml 5.94 mg/ml
L-nponiu '1.60 - 2,40 mr/un 1.95 mr/vn
L-¥rolinc 1.60 - 240 mg/ml 1.95 mg/ml
PazoM 28.08 - 42.12 mrimn 34.07 mr/vn
Total 28.08 -42.12 mg/mi 34.07 mg/ml
Crepamsuicrs / Sterility
CrepumenicTs (3rigno 3 €np. Papm.) Mac GYTH CTEPRILHUM crepaabimil
Sterility test (ace. to Ph.Eur.) sterile complies
Baxrepianssi cioroxcuny / Bacterial endotoxins
BaxTepiamui engorokcurn {3 €sp. <= 1.2 MO/Mn < 0.3 MO/mn
Gapm.)
Bacterial endotoxins (ace. to Ph.Eur.) < 0.3 EU/ml

<=1,2 EUi/ml
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Iepebponinun®, posuun dan in’exniil, 215,2 ma/nn no S ma (1 076 mz} ¢ amnyni Ae 5; cepin Mo £E2YGIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg) in ampoules No S; barch No. E2Y (14

I bercby catifly that the above information is authentic and accurate. This batch of product has been manufacturcd, inctuding packaging/ labeling and quality
uonu'ollttbeabcvememimedsitc(s)inﬁ.lllcompliamewimmeGMPmummofmcbulResuhquuthudtymdwiﬂaﬂnspmﬂ'mﬁmhthe
Marketing Authorization of the hupowﬁngcmky.mhmhpmesdng.mhﬁngmdmlysismm were reviewed and found to be in compliance with
GMP.

During the course of manufachuring and {esting

[ ] mo quality relatcd deviations occured.

[ X ] the following quality rctated deviations occurred and have been reviewed and approved in accordance with cstablished devintion procedures (see
attachment): NC2-04545

These deviations do not have any adverse offect on the quality of the product.

The product has been released to the market - 23.05.2023

(s & SacBiRaYER, Lo Bei CTanil XHPOGAALYRA SRIIeIIHaYEI0] cepii ToToRoro nizepckkoro sacofy, BRICIADNH KAKYBAHHA, MAPEYBIRRN TA KCHIPOIL
axocti, Dposeneni y nopail stanosizaccti oo amor GMP €C Ta RiZNONABIOTE BRMOTAM peccTpatifioT AoayatenTauil KpaTen npHsHavcuus. IpoTokoni
RRpOBHELTBA, MAKYEARHA T8 SHAniSiE Gya0 IEPETIAHYTO TH RCTAAORIEHD pimnosiakicTs GMP.

1Tix yac BAPOSHMUTEA T EOKTPORIO AKOCTE

[ 1 ne auxsiewo Syan-Txux BiAXMINS HIOAG AROCTI

[X] emmxan sucTyRni BiAXRIeHHA, i GynH meperAAKYTI TA JTACPDkesi BLINONIAHO 3 BCTILOBNCHIMA POty PaMH (ans. nomatox): NC2-04645

Ll siaxumenux we maiots nefaxanoro sexty 4i0A0 AxoeTi npoyKiti.

L cepis fosaonena o sacTocyRamux - 23.05.2023 p.
Ceprxiixar ohopsuresmli 25,05.2023 p. The centificate has been isgued e 25.05.2023

Dr. Clemens Thurner
e eVER
ﬂ punsM -
- harmd Gmbﬂ
g st

The certification of bateh E2YG1A was performad via elactronic signature by means of
a vaidated computerized system.
Cepnplkauin copil E2YG1A Gyna nigreepxaeHa UIpoaith nianmcom 3a

LONOMOTOK KOMITIOTERNI0BAHOT CHETEMM, LIE ﬁ
Qualified Person / Ynoonosmxsna  Certification performed by electronic signature by
Data / flava: Time { Yac: ocobe 3 kowTpona mxo¢Tl:  Dr. Clemena Thumer, 23,05,2023, 08:34:33
23/05/2023 08:34:33 Dr. Clemens Thumers

This document was issued alectronically and therefone |s valid without signature.
Liaét copTMcikaT Mae dopMy ENEKTPOKHOMO QOKYMEHTY Ta € AJACHUM 6e3 nignucy.

Sofs



CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Iepebponinun®, posuun dan in’exniil, 215,2 ma/nn no S ma (1 076 mz} ¢ amnyni Ae 5; cepin Mo £E2YGIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg) in ampoules No S; barch No. E2Y (14

I bercby catifly that the above information is authentic and accurate. This batch of product has been manufacturcd, inctuding packaging/ labeling and quality
uonu'ollttbeabcvememimedsitc(s)inﬁ.lllcompliamewimmeGMPmummofmcbulResuhquuthudtymdwiﬂaﬂnspmﬂ'mﬁmhthe
Marketing Authorization of the hupowﬁngcmky.mhmhpmesdng.mhﬁngmdmlysismm were reviewed and found to be in compliance with
GMP.

During the course of manufachuring and {esting

[ ] mo quality relatcd deviations occured.

[ X ] the following quality rctated deviations occurred and have been reviewed and approved in accordance with cstablished devintion procedures (see
attachment): NC2-04545

These deviations do not have any adverse offect on the quality of the product.

The product has been released to the market - 23.05.2023

(s & SacBiRaYER, Lo Bei CTanil XHPOGAALYRA SRIIeIIHaYEI0] cepii ToToRoro nizepckkoro sacofy, BRICIADNH KAKYBAHHA, MAPEYBIRRN TA KCHIPOIL
axocti, Dposeneni y nopail stanosizaccti oo amor GMP €C Ta RiZNONABIOTE BRMOTAM peccTpatifioT AoayatenTauil KpaTen npHsHavcuus. IpoTokoni
RRpOBHELTBA, MAKYEARHA T8 SHAniSiE Gya0 IEPETIAHYTO TH RCTAAORIEHD pimnosiakicTs GMP.

1Tix yac BAPOSHMUTEA T EOKTPORIO AKOCTE

[ 1 ne auxsiewo Syan-Txux BiAXMINS HIOAG AROCTI

[X] emmxan sucTyRni BiAXRIeHHA, i GynH meperAAKYTI TA JTACPDkesi BLINONIAHO 3 BCTILOBNCHIMA POty PaMH (ans. nomatox): NC2-04645

Ll siaxumenux we maiots nefaxanoro sexty 4i0A0 AxoeTi npoyKiti.

L cepis fosaonena o sacTocyRamux - 23.05.2023 p.
Ceprxiixar ohopsuresmli 25,05.2023 p. The centificate has been isgued e 25.05.2023

Dr. Clemens Thurner
e eVER
ﬂ punsM -
- harmd Gmbﬂ
g st

The certification of bateh E2YG1A was performad via elactronic signature by means of
a vaidated computerized system.
Cepnplkauin copil E2YG1A Gyna nigreepxaeHa UIpoaith nianmcom 3a

LONOMOTOK KOMITIOTERNI0BAHOT CHETEMM, LIE ﬁ
Qualified Person / Ynoonosmxsna  Certification performed by electronic signature by
Data / flava: Time { Yac: ocobe 3 kowTpona mxo¢Tl:  Dr. Clemena Thumer, 23,05,2023, 08:34:33
23/05/2023 08:34:33 Dr. Clemens Thumers

This document was issued alectronically and therefone |s valid without signature.
Liaét copTMcikaT Mae dopMy ENEKTPOKHOMO QOKYMEHTY Ta € AJACHUM 6e3 nignucy.

Sofs
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