IEPKIIKCIIVABA
HEPKABHA CIYKBA 3 JTIKAPCEKHX 3ACOBIB TA KOHTPOJIEO 3A
HAPKOTHKAMI
V IHIMPOIETPOBCHKIN OBJIACTI

Luinpo, w1.Cobopra,4, k. 601-605, 490035, tem. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.pov.ua, Kog €/TPIIOY 37070665

BHCHOBOK
PO AKICTH BBe3eHoro B YRpainy Jikapebroro 3acoly
05.08.2022 Ne 30517/22/0411
NEPEBPOJIIBHH®

(mativenyranms nikapeskoro 3acoBy TITHO 3 peecTpaIitHuM OB IYSHTM)
po3uEH A i exuii, 215,2 vr/mir, mo 10 M (2152 mr) B aMnyal; mo 5 aMIoyd B KApTOHEIR
Kopobni

{hopma BREMyCKY, AO3YBAHHS, BUX [AKYBAHE TiKAPCHKOFO 34000Y)

Homep peectpauiiinoro nocsimaenna UA/9989/01/01 crpox aif pecctpartiitoro roceiguetns 01.01.2099

Cepix nikapesxoro 3acoby Ne BIBG1A Kinsxicts BBe3eHOTO Tikapceroro sacofy 2005
Brpobimg EBEP Helipo ®apma I'M6X, ABctpis
(maiivMeHyRamas BupoGHHKA TKAPCEKOTO 3acoby, kpaiHa moXoIKeH:)
Bresero B Vipainy Tomapucrso 3 o0me:keHoIo Binmosigansuicrio "BalM", inenr. kox:
31816235

(mativenysauss Ta xox 38 €IPIIOY 1opraimmol ocobu abo npispriie, iM's, o HaTsros (isnumyi
ocolH - minmpuemns, T Mice NpoXUBIHHEA TA peecTpaniitaui HoMep 06MIKOROT KAPTKH FAATHHKA
nogarkis abo cepis ra HoMep nacnopTa)

IEporoxon sisyansrore koxrpomoe eiz 04.08.2022 M 07-01/1437/3.

33 pesyNpTATAMH OCPKABHOIO KOHTPOJIK) BCTAHORIEHO, IO Aikapcekuii  3aci6 BBeseHO B Vkpalny 3
HAOTPHMAHEAM BAMOr 3aK0HONEECTEA MOA0 3a0e3MOUeHAT SKOCTL niKapeEREX 33c00is,

Hawaypauk Jlepxaerol cryxou 3

JIKapCHKHX 3aC001R Ta KOHTPOTIIO 34 ;
P . OO 34 IOnisr OBUAPEHKO
HApKOTHKaMHK y JIHIIpOTIeTpoBChKIH
obmacTi ¢
{mocanopa ocoba OPTEEY IePIKABHOre KOHTPOIO) (ni,ur{ny (inirgdaim Ta npissume)

Bumrskopa Kapina +38(066)345-41-71
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CEPTU®IKAT AKOCTI
Analysis Certificate of Quality

Liepetponisun®, posvus 017 in’excuiit, 215,2 se/n no 10 mx (2152 m2) & amnyni M 8} cepin N DIBGIA
Cerebrolysin®, solution for injection, 215, 2 mg/nl 10 mi (2152 mg) in amponles No 5; barch No. DIBGIA

PexpisiTin enpoGunxa:

Name and address of producer:

FfoMep Miueksit:

Manufacturer's authorization:

Ceprudixar sianosizsoeri sumoran GMP
Centificate of GMP compliznce of 2 manufacturer
Brcosok wone ninTesprsents GhP

GMP recognition

EBEP Hesipo ®apua I'mGX, O8eplypray, 3, 4266 Virrepax-ua-Arrepace, Ascrpin
EVER Newro Phariaa GmbH, Oberburgau, 3, 4866 Unterach am Attersee, Austria
INS-482197-0028-010 ein 03.12.2015

INS-482197-0023-010 0f03,12.2015

INS-482197-0053-001 (1/10) pia 08.02.2019 niticaslt 5o 04112021
IN5-482197-0053-001 {1/10) 0f 08,02.2019, valid ill 05.11.2021
223/2019/C-743 pin 28.05.2019, nificanit 10 06,110,202

223201940743 0 28.05.2019, valid tilk 06.11,2021

Npomyer: LlepeGponizun® 10 mn: 5 ammyn; posun A in'exuiii: 1 Ma Po3RuHY MictiTs 2152 Mr konuenTpaTy
LepeGpanizuny® (NENTHIHOTO NPENAPATY. DAEPMABOID 3 TOACBHOMD MOIKY CBHHE)

Product: Cerebrolysin® 10 w}; 5 ampoules; solution for injection; 1 mt of solution contains 215.2 mg of Cerchrolysin®
concentrate (porcine brain derived peptide preparation)

Peccrpanifine nochimenns; Ne UAS989/01/01 &in 21.03.2019, Tepmin il HeoBhewmennil

Registration certificate; No, UA/9989/01/01 issued 23.,03.2019, unlimited validity

Homep cepir: DIBGIA

Batch: DIBG1A

Kinskiers npoaykuii e cepif: 16,228 ynk.

Amount of packages in the baich: 16,228 pes.

HNara sapoSunuTtes: 03.202]

Production Date; 05.2021

Tepmin npunatrocT: 04,2026 Tepmin 3Gepirannn: 5 poxis

Expiry Date: 04.2026 shelf- life: 5 years

JlaGioparoprait anania akocti npoBoavAacs ariano iz Metoaany KOHTPOAO AK0CT] Aikapeskoro 3acoby nupabrngom EBEP Helips Mapma FMEX.
The faboratory analysis was performed according to Methods of' Quality Control of the finished product by manufucturer EVER Newro Pharina GmbH.

Teer Cneundirxanin PesyapTar
Test Specification Result
QOnue / Description ‘
Hposopicts PO3UMA MaE GYTH NpozopHM Bizmosinae
Clarity solution shall be clear complies
Konroposiets pozunH BypIITHHOBOTO KoNLOpY Binnosinac
Colour amber coloured solution complies
Mexaniuni sxmouesns / Impurities
Bnaumi uactin Matots Gyrn BincyTi Binoeinae
Visibie particles free of particles complies
Hepuaynmi yacten Poamipom = 10 mMrm = 6000 /xoureiinep 14 /roneiinep
Subvisible particles 2 10 pm <= §000 /container 14 Jeontainer
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CEPTUHDIKAT AKOCTI

Analysis Certificate of Quality

Hepebpoalzun®, pasuun dnn in'eryis, 215,
Cerebrolysin®, solution for injection,

2 M2/mn no 10 mu (2152 m2) ¢ asnyni Ne 5; cepin Ne DIBGIA

215, 2 mg/ml 10 ml (2152 mg) in ampoules No 5; batch No. DIBGIA

HepnmiMi qactin Poamipom = 25 mxm <= 600 /xonTeiinep 0 /ronTeiinep
Subvisible particles = 25 um <= 600 /container 0 /container
Iokasunk pH / pH-value
Toxaznkk pH (3riato 3 €ep. Gapm.) 65-7.5 7.3
pH-value (acc. to Ph.Eus,) 65-75 73
Of'em, wio sutaraeTees / Extractable volume
O6&'eM, 10 BrTATAETRCA (3riaN0 3 €8P, 10.00 - 11.00 Mn 10.35 mn
dapm.)
Extractable volume (acc. to Ph.Eur.) 10.00 - 11.00 ml 10.35 ml
I'yeruna / Density
I'ycruua 1.005 - 1.020 r/em® 1.016 r/em?
Density 1005 - 1020 gfem? 1.016 g/em?
Maca cyxoro sannwky / Drying residue
Maca cyxoro sannuxy == 40.0 Mr/mn $0.9 mr/mn
Drying residue >= 40,0 mg/m] 50.9 mg/m]
Binok / Protein
Binox He NOBHHHO GyTH Bignosinae
Protein not detectable complies
InenTudixauis / Identity
Ipexmudirania aminoxncnor (BEPX) Hac yrpRManna 0CHOBHHX MIKiB Ha BiAROBiAHMIA
XpomMaterpaMi aocnimiysatnoro
Po3ulHy, OTpHMAHO] npH KineKicHomy
BH3H&YeHHi Mae BiamopiaaTya uacy
YTpUManHa BifnoBiARKX nikip B2
XPOMATOTPAMI CTAHAAPTHOTO POSHHHY
Identity of amino acids (HPLC) Retention time of the main peaks of complies
the investigated solution obtained
under quantitative designation at
chromatogram must match the
retention time of corresponding peaks
of the standard solution at
chromatogram
3aransunli BMicT azoty / Content total nitrogen
3aranpenii BMicT 430TY 5.8 - 6.8 mrimn 6.2 Mr/mn
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CEPTUHDIKAT AKOCTI
Analysis Certificate of Quality

Uepebponizun®, pozunn dna w’exyiti, 215,2 mz/ma no 10 mn (2152 m2) & asnyni Ne 5; cepin Ne DIBGIA
Cerebrolysin®, solution for injection, 213, 2 mg/ml 10 ml (2152 mg) in ampoules No 5; bateh No, DIBGIA

Content total nitrogen 5.8 - 6.8 mg/ml | 6.2 mgfml]
Kinbxicnuit Bmict aminokuscnor / Content of amino acids

L-acnaparinora x-1a 2.40 - 3.60 Mr/ma 2.95 mr/ma
L-Aspartic acid 2.40 - 3.60 mg/ml 2.95 mg/m]
L-rayraMivosa k~ta 3.20 - 4,80 mriMn 3.77 mr/mn
L-Glutamic acid 3.20 - 4.80 mg/ml 3.77 mg/ml
L-cepun 0.21 - 0.39 Mr/Mn 0.32 mr/ma
L-Serine 0.21 - 0,39 mg/ml 0.32 mg/m}
L-rictuavn 1.04 - 1.56 mr/mn 1.21 mMr/mn
L-Histidine 1.04 - 1.56 mg/ml 1.21 mg/ml
rRiaH 1.20 - 1,80 mr/ma 1.45 mr/mn
Glycine 1.20 - 1.80 mg/ml 1.45 mg/mi
L-tpeouin 0.21 - 0.39 mr/mn 0.29 Mr/ma
L-Threonine 0.21 - 0.39 mg/ml 0.29 mg/m]
L-ananin 2,40 - 3.60 mr/ma 2,89 mr/mn
L-Alanine 2.40 - 3.60 mg/ml 2.89 mg/ml|
L-aprinin 0.30 - 1.10 mr/mn 0.73 mr/mn
L-Arginine (.30 - 1.10 mg/ml 0.73 mg/ml
L-gania 1.60 - 2.40 Mr/mn 1.93 mr/mn
L-Valine 1.60 - 2.40 mg/m) 1.93 mg/m]
L-mevionin 0.35 - 0.65 Mrvmn 0.44 yrimn
L-Methionine 0.35 - 0.65 mg/ml 0.44 mg/m]
1-tpuntodan 0.35 - 0.65 Mr/ma 0.45 mr/mn
L-Tryptophan 0.35 - 0.65 mg/ml 0.45 mg/m]
L-izonetiupn 1.60 - 2.40 mr/mn 1.90 mr/ma
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LepeGponisun®, posuus ona in’exuidl, 215,2 sz/nn 1o 10 mn (2152 m2) 6 ampyni M 5; cepin Xe DIRGIA
Cerebrolysin®, solution for infection, 215, 2 mg/ml 10 mi (2152 mg) in ampoules No 5; batch No. DIBRGIA

CEPTUDIKAT AKOCTI
Analysis Certificate of Quality

L-isoleucine L.60 - 2.40 mg/ml 1.90 mg/ml
L-teninananin 1.60 - 2.40 mMr/mn 1.90 mr/ma
L-Phenylalanine 1.60 - 2,40 mg/m] 1.90 mg/ml
L-nefiuny 4,80 - 7.20 mMr/mMn [ 5.79 mr/mn
L-Leucine 4.80 - 7.20 mg/ml 5.79 mg/m
L-nizun 4.80 - 7.20 Mrimn 5.89 Mr/mn
L-Lysine 4.80 - 7.20 mg/m] 5.89 mg/ml
L-riponin 1.60 - 2,40 mr/mn 1.98 mr/ma
L-Proline 1.60 - 2.40 mg/ml 1.98 mg/mi
Pazom 28.08 - 4212 mr/mn 33.89 mr/mn
Total 28.08 - 42,12 mg/mi 33,89 mg/m]
Creprabnicts / Sterility

Crepuashicts (3riano 3 €sp. dapm.) Mag OYTH CTepHIbHIM CTEPHALHAR
Sterility test (acc. to Ph.Eur.) sterile complies
Barepianthi exnorokcanm / Bacterial endotoxins

Bakrepianthi ennoroxcnnn (3 Eep. <= 1.2 MO/mn < 0.3 MO/mn
hapm.)

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

Hepebpoaizun®, posuust dna in’exylii, 215,2 m2/mn no 10 mn (2152 mz2) ¢ amuyai Mz 5; cepin e DIBGIA
Cerebrolysin®, selution for injection, 215, 2 mg/ml 10 mi (2152 mg) in anpoules N 5; batch No. DIBRGIA

1 hereby centify that the above information §5 autheatic and accurate, This baich of product has been manufactured, including packaging/ labsling and quality
control et the above mentioned site(s) in full compliance with the GMP requirements of the Tocal Regulatory Authority and with the specifications i the
Marketing Authorizatios of the importing country. The baich processing, packaginp and analysis records were reviewed and found to be in compliance with
GMP.

During the course of manufacturing and testing

[ X ] no quality refated deviations occurred,

[ ] the following quality related deviations occerred and have been reviewed and approved in accordance with established deviation procedures (see attachment):
These deviations do not have any adverse effect an the quality of the praduct.

The product has been released 1o the market ~ 27.07.2021

Ly 2 3acainuyvio, wo vei cTanil sHpobiulras BaweIasHayenol cepii rovozoro nikapeskone ageoly, BrnouAOYH ReKyBAHHA, MOPKYBAHHR T4 KOHTPORE
RKOCT, riponeneHi y nonuill eiznosinacti Ao sumor GMP €C 7a eiznosiTaroTh BuMOram peccrpanifinol aokymenTanil kpaikn npasnauennn, poToronn
BHPOOHULTEA, AKYBAHHA TA AHANIIB Yo NEPEFARYTO T BCTAHORIEHO BIANORIANICTE GMP.

ITia vac BUPOBHKAITEA T2 KONTPOMIO AKOCT]

[ X1 ue BisBneno Gyab-ai1x BiaxHREHD OO AKOCT]

{ ] oranknn wactyni bigxanenss, axi Gyan nepeenmpyti T 3IaTBEPINCH] RITRODIAHO 3 BCTAHOBACHIMN NPOLCAYPOMY (AHE. A0IATOK);

LI nizxnaeus #e maioTs HeGkanoro efexty mono aroeri npoaykujt,

s cepiz aoanosena A0 3acrocynanus - 27.07.2021 p.
Ceprudikar odopunennli 27.07.2021 p. The cenificate has been issued on 27.07.2021
Ynosroaamena ocoba Ap. Knemenc Typuep / Qualified Person Dr, Clefnens Thumer

YHrepax-Ha-Avrepaee,
Unterach am Attersee,

Nianac/ sign

Meseriastamp Dr. Clemens Thumer
Qualified Person
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CEPTH®IKAT AKOCTI
Aralysis Certificate of Quality

Lfepebpoaizun®, posyun 034 ir’cxuine, 215,2 ma/mn no 16 mz (2152 u2) ¢ axuyni At 5; cepia Ne DIWYIA
Cerebrolysin®, solution for injection, 215, 2 mg/mi 10 ml (2152 mg) in ampoules No 5; batch No. DIWYIA

PekaianTi Bipenixa;

Name and address of producer:
Homep aivenzii:
Manufacturer's autharization:

Ceprudirar sianoriauocti pusoran GMP

EBEP Helipo @apwa I'v5X, O6epdypray, 3. 4866 Yimrpax-na-Arrepice, Aacipin
EVER Newn Pharma GmbH., Oberburgau, 3. 4866 Unterach am Attersee, Austria
INS-482197-6028-010 Bin 03.12.2015

iNS-482197-0028-010 03.12.2015

INS-482197-6053-001 (110} nia 08.92.2019 jilicaui o 06.11.2021

Cenificate of GMP compliance of a manufacturer INS-482197-0053-001 (}:10) vf 02.02.2019, valid il 06.11.2021

Bucucsor moge aieepxerna GMP

GMP recognition
tipeayxr:
Product:

Pecctpaniiine nocsizuenua:
Registration cenificate:

Homep cepil:

Bateh:

Kianxiets apozysuii B cepii:
Amount of packages in the balch:
Mara rupoGuuirea:

Production Date:

Tepmiy npHAATHOCTE

Expiry Date:

223°20194°-743 zig 28,05.2019, aificunit 10 06.11.202)
2232019:C-743 of 28.05.2019, valid 112 06.11.2021

Lepebpoainni€ 10 ma: 5 anayn: pozum asa in'oxuift; | Mn poxgimy sicmiom 215.2 M xonuenTpary
LepeGpoaisuny & (enTuAHOro NpCnapaty, 036PAAHONG 3 TOIOBHOTG MOKY CRNRCHE)

Cerebrolysin# 10 ml; 5 ampoules. solution for injection; 1 ml of solution cantains 215.2 mg of
Cercbrolysin®: coneentrate {porcine brain derived peptide preparation)

M2 LIA9989°01:01 Bia 21.03.2019. repain aif weabmessenuii
No. UA3989:01/01 issued 21.03.2019, unlimited validity
DIwY1A

DIwYia

16,138 ymx.

16.138 pes.

05.2021

05.2021

©4.2026 Tepasin aGepiranun: 5 poxis

04.2026 shell- life: 5 years

Jlaoparapunii anaziz AK6CTi NPOBOAMACS 2riano iz MeToRaMN REHTPOMO AKACTI nixapeskore 1a¢oBy supofiikoy EBEP Helipo ®apya TMEX.
The laboratory analysis was performed according to Methods of Quality Contrel of the finished product by manufacturer EVER Neuro Pharma Gmbli,

Teer Crenndixania Pesyantar
Test Specification Result
Oupue / Deseription
Tipozopicis postiul MaF SyTH npo20opaM BipnioBizac
Clarity solution shall be clear complies
KonwoporicTs po34nH GYpIUTHHOROTO KONBODY pigmonizac
Colour amber coloured solution complies
Mexauiuni xmodenns f Impurities
Buanmi gacTky maTe 6yTH BiacyTii Bianosizac
Visible particles free of particles complies
Hepwnanmi uacTrn Posmipom = 10 mrm <= 6600 /xoureiinep 1 15 /xonveiinep
Subvisible particles > 10 um <= 60060 /container 15 /container
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Hepetpoaizun®, pozuun dqn in'cruit, 215,2 malman no 10 mu (2152 222) 8 amnnyni o 5; cepin Ne DIWYIA
Cerebrolysin®, solution for infection, 215, 2 mg/mk 18 ml (2152 mg) in ampoules No $; batch No. DIWYIA

Bepnauni yacTiy Pasmipow 3 25 MRM -:= 600 /xonTeiinep 0 /xouTeiinep
Subvisible particies = 25 pm -= 600 fcontainer 0 feontainer
Tloxasmnx pH / pH-value
Toxazuux pH (zriaso 3 €8p. Dapa.} 65-7.5 7.3
pH-value (ace. to Ph.Eur.} 6.5-7.5 7.3
O6'em, mio puTaraerses / Extractable volume
O6'em, o BuTaracThea (3riguo 3 €ap. 10.00 - 11.00 Ma 10.37 ma
Papm.)
Extractable volume {ace. io Ph.Eur.) 10.90 - 11.00 m!? 10.37 ml
T'yetisa f Density
Tyctuna 1.005 - 1.020 riem® 1.017 views®
Density 1.005 - 1.020 glem? 1.017 gfem®
Maca cyxoro samumky / Drying residue
Maca cyzero sanuixy >= 40.0 mrfma 51.4 mr/Mn
Drying residue >=40.0 mg/ml " 51.4 mg/ml
Binox / Protein
Binox #e noruxHO 6yTH pianorizac
Protein not detectable complies
Inenmadixanmis / Identity
laesmdixaunia amizoxucaor (BEPX) Yac yTpuMania OCHOBHUX TIKIR Ha BiAnOBIARYA

XpoMaToTpamMi BOCAKYBAHOTD

posEHKRY, OTPHMMAsO] NpK KiNbKICHOMY

BH3HAUCHHI Mac RiAROBIZATY BaCY

YIpuManRHd BifnoRiANMX Nikie Ha

XpoMaTorpaMi CTaHRAPTHOTO PO3IMRY
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 solution at

chromatogram
Jaragpunii uicT asoty / Content total nitrogen

5.8 - 6.8 mr/van 6.3 Mr/mn

3aransunii BMICT 430TY
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Hepetpoaizun®, pozunn 028 in'crxuin, 215,2 a2/ma no 10 m2 (2152 sz} ¢ anuyai Xe 5; cepia Xe DIWYIA
Cerebrolysin®, solution for injection, 215, 2 mg/ul 10 ml (2152 mg) in ampoules No 5; batch No. PIBYI1A

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Content total nitrogen 5.8 - 6.8 mg/m! 6.3 mg/ml
Kinpxicanil pmict aminoxncnot / Content of amino acids
L-acnaparinona k-Ta 2.40 - 3.60 mr/ma 2.94 vr/mn
i-Aspartic acid 2.40 - 3.60 mg/ml 2.94 mg/ml
L-rayraminoRa K-1a 3.20 - 4.80 Mr/mn 3.78 mrimn
L-Glutamic acid 3.20 - 4.80 mg/mi 3.78 mg/ml
L-cepun 0.21 - 0.39 Mr/mn 0.32 mr'vn
L-Serine 0.21 - 0.39 mg/ml 0.32 mg/ml
L-rictmany 1.04 - 1.56 mr/Ma L.21 sst/vn
L-Histidine 1.04 - 1.56 mg/mi 1.21 mg/ml
THNMH 1.20 - 1.80 Mrimn 1.45 mrfvn
Glycine 1.20 -~ 1.80 mg/ml 1.45 mg/mi
L-TpeoHin 0.21 - 0.39 mr/un 0.29 mr/ua
L-Threonine 0.21 - 0.39 mg/ml 0.29 mg/mli
L-ananin 2.40 - 3.60 mr/un 2.89 mr/vn
1-Alsnine 2.40 - 3.60 mg/ml -2.82 mgfml
L-aprisin 0.30 - 1.10 Mr/mn 0.73 Mr/mn
L-Arginine 0.30 - 1.10 mg/mi 0.73 mg/mi
L-Banis 1.60 - 2.48 Mrhan 1.94 mr/mn
L-Valine 1,60 - 2.40 mg/ml 1.94 mg/mi
L-meTiosin 0.35 - 0.65 mr/mn 0.44 mr/va
L-Methionine (.35 - (.65 mg/mi 0.44 mgfml
L-tpuntodan 0.35 - 0.65 mr/vn 0.45 vrivn
L-Tryptophan 0.35 - 0.65 mg/mi 0.45 mg/ml
1.60 - 2.40 mrfun 1.90 sar/un

L-izoneiinug
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Hepegponisun®, pozunn 813 in’exuin, 215,2 as2/mn na 18163 (2852 42) ¢ annyai N2 5; cepis Ne DIWYIA
Cerebrolysin®, selution for injection, 215, 2 mg/ml 10 mi (2152 mg) in ampoules No 5; batch No. DIWY1A4

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

L-Isoleucine 1.60 - 2.40 mg/mi 1.90 mg/ml
L-deninananin 1.60 - 2,40 mMr/mn 1.91 mr/mn
L-Phenylalanine 1.6G - 2.40 mg/mi 1.81 mg/ml
L-neinny 4.80 - 7.20 mr/un 3.80 Mrvai
L-Leucine 4.86 - 7.20 mg/ml 5.80 mgiml
L-nizan 4.80 - 7.20 mriva 5.91 mrfmn
L-Lysine 4.80 - 7.20 mg/ml 5.91 mg/ml
L-aponin 1.60 - 2.40 mr/ma 1.9 Mriva
L-Proline 1.60 - 2.40 mgfl 1.99 mg/mi
Pazom 28.08 - 42.12 mrhvn 33.95 mr/mn
Total 28.08 - 42.12 mg/ml 33.95 mg/ml
Crepunpaicts £ Sterility

CrepunnricTs (3rigzo 2 €ap. Dapm.) Mae 6YTH cTeprRBHAM cTepuALHnii
Sterility test (ace. to Ph.Eur.) sterile complies
Baxrepianbni enporokcuun / Bacterial endotoxins

Bakrepianbsi enporoxcumn {3 E8p. = 1.2 MOhsn < 0.3 MOhan
Dapm.)

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

Hepebpoaizun®, posuun ona in'cxyin, 215,2 salun no 10 a3 2152 s2) 6 amnyni Me 5; cepia Ko DIWY1A
Cerebrolysin®, solution for injection, 215, 2 mg/mi 10 mf (2152 mg) in ampoules No 5; batch No. DIWYIA

i hereby centify that the above information is authentic and accurate. This bateh of product has been manufactured, including packaging: labeling and quality
control at the above mentioned sitefs} in full compliance with the GMP requircments of the losal Regnlatory Authority and with the specifications in the
Marketing Autharization of the importing country. The batch processing. packaging and analysis records were revicwed and found 1o be in comphiance with
GMP,

During the course of manufacturing and testing

[ X ] no quality related deviations ceeurved.

[ ] the foliowing quality related deviations ocenrred and have been reviewed and appreved in accordance with established deviation procedurss (see
attachment):

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

The product has been released to the market - 27.08.2021

inn 2 sacBimiyIo, Wo Bej cTazil aupobiniiTaa RRNE3A3XAMCHO] cepfi FOTOROTO NINAPCHROTO 32¢a5Y., RICIOUAIOWS IIAKYRAININ, MAPKYBAHHS T2 KOHTPOAh
gKocTi, NPoREACHI ¥ moryiik sianoniguocti Jo simor GMP €C 7a siznerizators RrMoran peceTpanifinel IokyveHTauil kpalau npuatauekus. liperoxomss
supofiunTaa, naxypatna 72 asanizis Gyne nepernauyIo Ta AcTaHoBRCHE BiNoBiakicts GMP.

11z »ac PHPOGHHUTEA TA KOMTPOID RKOCTI

[ X ] ne puspicno 6yan-axhX BiIAKUALHE WO AKOCTI

[ 1 assupxau wacTyiui BiZXIIENNS, Aki Gyl HEPCrIANYTI Ta JATBCPIAEH BLIHORIAHO 3 BOTANOBACHMMY HpONEayPaMIt (aHB. 0AATOR):

Lii simxuaemnis Be MaioTe He6aXKAHOTO SHICKTY MOAC SKACT TPOIYRHIL.
Lis cepia g03071eHA a0 2acTocyBnnns — 27.08.2021 p; l

Ceptudinat ofopynernit 20.09.2021 p. The centificate has been issued on 20.09.2023
Y¥nopHoBARCHA OC00A mmnomaaums lm«euep Pauncp Kpoitcsaiip / Qualified Person D1 Rainer Kmasmayr

Yurepax-pa-ATIepant. .. L . - S epleen, JEG E B e et
Unterach am Atterses,

(e oo . B - whae

Tliannc/ sign
flevarka stamap
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IEP)KABHA CJYXKEA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPOIIETPOBCBHKIHA OBJIACTI

Juinpo, wi1.CoGopaa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €JIPTIOY 37070665

BUCHOBOK
npo SIKiCTH BBe3eHOro B YKpaiHy JikapcbKoro 3ac00y
06.09.2023 Ne 44940/23/0411
INEPEBPOJIIBHH®

(HalimenyBaHHs fikapcbKroro 3acoly 3riaHo 3 peccTpauiiHHM IIOCBITHEHHAM)
po3unH AIA in'exuiii, 215,2 Mr/ma, no 10 ma (2152 mr) B amMIyJi; o 5 ammyJ1 B KApTOHHIi
KOpoomi

({popMa BUIYCKY, AO3YBAHH, BHJI TAKYBaHHA iKapCEKOrO 3acoby)

Homep peectpauiiinoro nocsinserns UA/9989/01/01 crpox aii peectpaniiinoro nocimdeHHs 01.01.2099

Cepia nixapcrkoro 3acoGy Ne DSZR1A KinekicTs BBe3eHoro jikapcskoro 3acoGy 921
BupoGHHK EBEP Hetipo ®apma I'M6X, ABCTpis
(HatiMeHyBaHHs BHpoGHHKA Nikapcekoro 3acoly, kpaiHa TOXO0KEHHS)
BaeseHo B Ykpainy ToBapucTBo 3 06MmexkeHo0 Bianopinansnictio "Ba/lM", inen. kon:
31816235

(HaliMeHyBanHs Ta koA 3a EJPIIOY iopuauuHoi ocobu abo npizsuile, iM'A, o GaTeKoBi PisHHHOT
0c0o6H - mianpremis, it MicLe MPOKHBaHHA Ta peccTpalliifiHuil HOMeEp o0nikoBof KapTKH MIATHHKA
nofaTKie abo cepid Ta HOMEp MAaclopTa)

IpoTokon BisyaasHoro konTpomo Bin 05.09.2023 Ne 07-01/2543/2.

3a pesynbrTaTaMM OEPKaBHOTO KOHTPOMIO BCTAHOBJEHO, IO nikapchkui 3aci6 BBeseHO B YKpaiHy 3
JOTPHMAHHSAM BUMOF 3aKOHOJABCTBA IIO/A0 3a0€3MICHCHHA AKOCTI JiKapCBKHX 3ac00iB.

B.o. HauaneHHKa JlepxaBHO CIyxOH 3

AMiKapchKHX 3ac00iB Ta KOHTPOIO 34 M)
P ; TPOITIO 38 Harans MAHJIPMKA
HAapKOTHKaMH Y J[HiNponeTpoBCEKIH
obmacTi ‘
(nocanosa ocofa OpraHy JAEPKABHOTO KOHTPOILIO) (nminmuc) (iminiame Ta IpizBUILE)

'



CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetiponizun®, poivun dnx in’exuiiz, 215,2 me/mn no 10 ma (2152 mz) & amuyni M §; cepin Mo DSZR1A
Cerebrolysin®, solution for injection, 215, 2 mg/mi 10 ml (2152 mg) in ampoules No 5; batch No. DSZR1A

EBEFP Hefipo ®apua I'u6X, OSepbypray, 3, 4866 YHTepax-fa-Attepiee, Ascrpix

PrxaianTi? RRPOSANER:

Name and address of producer: EVER Neuro Pharma GmbH, Oberburgan, 3, 4866 Untcrach am Attersec, Austria
Hownep nigexaii: INS-482197-0028-010 »in 03.12.2015

Manufacturer's suthorization: INS-482197-0028-010 of 03.12.2015

CeprrdixeaT sizmosigmocti pumoran GMP Na 482197-14182326 sig 22.12.2021, pisicinat ao 14.10.2024

Centificate of GMP complisnce of a manufactarer No. 482197- 14182226 of 23.12,2021, valid till 14.102024

BHCHOBOK 100 nigreepibxerny GMP Ma 197/20224C-415 vl 08.06.2022, niicemwit o 14.10.2024

GMP recognition No. 197/2022/C-415 of 08.06.2022, vabid till 14.10.2024

Tipopyxr: LepeGpomisun® 10 wn; 5 eMDyT; pox-mn ALy in'cxiid; 1 s posuuny MigTUTE 215,2 MI' KORLCHTPATY
Hepetpanisusy® (TENTRINOrD MPELSPATY, ONCDXEHOTO 3 FQICRHOND MOIKY camHeR)

Product: Cesebrolysin® 16 ml; 5 ampoutes; solution fot igjection; 1 ml of solution containg 215.2 mg of
Cercbrolysin® concentrate (porcine brain derived peptide preparation)

Pererpauifinc nocainuemn M UA/9985/01/01 ain 21.03.2019, Tepmin il reofimemermiii
Registration certificate: No. UA/9985/01/01 issued 21,03.2019, mmlimited vatidity
Homep cepit: DEZR1A

Batols: D3ZR1A

Kinxicts mpogyruil a eepil: 17,461 ymu.

Amount of packages in the batch: 17,461 pcs.

Dara supobimuysa: 11.2022

Productiom Date: 112022

Tepmin NPEASTROCTI: 102027 repuin aficpirakns: 5 poxis

Expiry Date; 10,2027 shelf- tife: § yeary

JlaSoparopaii asaniy AKOCTi NpasoARBCK ITLMHO i3 MeTONAMM KOHTRONIO aEoCYi Aixepeskoro sacoby supobuuson EBEP Heltpo ®apua I'mBX.
The laboratory analysis was performed accarding 1o Methods of Quality Control of the finished product by manufacturer EVER Newro Pharms GmbH.

TeeT Cneundplicauin Pe3ynuTaT
Test Specification Reguit
Ouwc / Deseription
IposopicTs po3usH Mae GyTH nposopHM Biamorinae
Clarity solution shali be clear complies
Konsopopicts poatHH GYPLUITHHOBOIO KOMLODPY sianosinae
Colour amber coloured solution complies
Mexaniwni sxarerns / Impurities
Braymi sacTxH M210Th 6yTH BincyTH Binnosinac
Visible particles froe of particles complies
Hepuaumi nacter Poamipom = 10 MxM <= 6000 /ronTeiitep 38 /xontelinep
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Hepebponizun®, posuun onn in'exuiis, 215,2 me/ma no 10 un (2152 2} ¢ amnyni M 5; cepin )8 DSZRIA
Cerebrolysin®, solution for injection, 215, 2 mg/ml 10 m! (2152 mg) in ampoules No 5; batch No. DSZRIA

Subvisible particies > 10 pm < 6000 /container 38 /container
Hesnanmi gacTrn Poasdiponm > 25 Mxm <= 600 /xonTefiuep 0 /xonrelinep
Subvisible particles = 25 pm <= 600 /container ¢ feontainer
[Moxazsnk pH / pH-value
HNokazmmx pH (3rimio 3 €ap. Gapu.) 6.5-7.5 7.3
pH-value (ace. to Ph.Eur.) 6.5-75 7.3
Of'em, mo mumracreea / Extractable volume
OF'en, 110 BETATAETRCA (3rigno 3 €Bp. 10.60 - 11.00 s 10.28 ma
Oapm.)
Extractable volume (ace. to Ph.Eur.) 10.00 - 11.00 mt 10,28 mi
I'ycrwma / Density
I'yeruna 1.005 - 1.020 r/cw® 1.017 r/ew®
| Density 1.005 - 1.020 gfem?® 1,017 glem?®.

Maca cyxoro ammuxy / Drying residue
Maca cyXoro 3y == 40.0 Mr/mn 51.6 mr/mn
Drying residue >=40.0 mg/ml 51.6 mg/ml
Binox / Protein
Binok HE MOBHAHO 6YTH gignoninae
Protein not detectable complies
Inentndixauis / Identity
Incumndixauin amizokrcraor (BEPX) ac yTpHMaHAN OCHOBHHAX NiKis Ha Bigmosi It

XPOMATOIpaM] AQCIHDKYBAROTO

PO3YHHY, OTPEMEROT IIpH KLIEKiCHOMY

BM3HAMCHHEI MaE BIMOBIAaTH Macy

YTPHMaHHA BiMOBITAAX Mikis HA

XpoMATOTPaMi CTARIAPTRONO POIYHEY
dentity 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 solution at

chromatogram
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

215,2 mz/mn no 19 an (2152 mz) & amnynl M 5; cepin N DSZRIA

I{epebponizan®,
Cerebrolysin®, solution for injection, 215, 2 seg/ml 10 ml (2152 mg} in ampoules No 5; batch No. DSZRIA

Saramerui BMicT 830ty / Content total nitrogen

SaraneHHl BMICT a30TY 5.8 - 6.8 Mr/mn 6.4 Mrian
Content total nitrogen 5.8 - 6.8 mg/ml 6.4 mg/m]
Kimxicumit sMicT aminokncnot / Content of amino acids

L-acmapariHopa K-Ta 240 - 3.60 Mr/mn 2.99 mr/mn
L-Aspartic acid 2.40 - 3.60 mg/ml 2.99 mg/m]
L-rayTaMinosa k-1a 3.20 - 4.80 mr/mn 3.80 mr/ma
L-Glutamic acid 3.20 - 4.80 mg/ml 3.80 mg/ml
L-cepnn 0.21 - 0.39 mr/mn 0.33 Mr/mn
L-Serine 0.21 - 0.39 mg/ml 0.33 mg/ml
L-ricTHmy 1.04 - 1.56 Mr/un 1.24 mr/un
L-Histidine 1.04 - 1.56 mg/ml 1.24 mg/ml
THiImH 1.20 - 1.80 Mr/auu 1.47 mr/mMn
Glycine 1.20 - 1.80 mg/ml 1.47 mg/mi
L-1peoHin 0.21 - 0.39 Mr/mn 0.30 mr/Mn
L-Threonine 0.21 - 0.39 mg/m} 0.30 mg/ml
L-ananin 2,40 - 3.60 Mr/man 2.98 mr/mn
L-Alanine 2.40 - 3.60 mg/ml 2.98 mg/ml
L-apriuin 0.30 - 1.10 mr/mn 0.80 wr/mn
L-Arginine 0.30 - 1.10 mg/ml 0.30 mg/ml
L-sanin 1.60 - 2.40 »r/mm 1.97 mr/mn
L-Valine 1.60 - 2.40 mg/ml 1.97 mg/ml
L-meTioHin 0.35 - 0.65 ur/un 0.44 mr/mn
E-Methionine 0.35 - 0.65 mg/mi 0.44 mg/m]
L-tpunrodan 0.35 - 0.65 Mr/mn 0.46 Mr/Mn
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CEPTH®IKAT AKOCTI

Analysis Certificate of Quality

Hepebponisun®, posuun dnn in’cxutii, 215,2 me/mn no 10 mn (2152 m2) & amnnyi X 5; cepin o DSZRIA
Cerebrolysin®, solution for injection, 215, 2 mg/mi 10 ml (2152 mg) in ampowles Ne 5; batch No. DSZRiA

L-Tryptophan 0.35 - 0.65 mg/m] 0.46 mg/ml
L-izoachuss 1.68 - 2,40 mr/un 1.95 mrivmn
L-Isoleucine 1,60 - 2.40 mg/ml 1.95 mg/ml
L-eninanesxin 1.60 - 2,40 mr/mn 1.97 mr/vn
1.-Phenylalanine 1.60 - 2.40 mg/ml 1.97 mg/ml
L-nefinn 4.80 - 7.20 mr/mn 5.92 mr/ivn
L-Leucine 4.80 - 7.20 mg/m] 5.92 mg/ml
L-nisns 4.80 - 7.20 mr/an 6.00 mr/un
L-Lysine § 4.80 - 7.20 mg/ml 6.00 mg/m]
L-nponin 1.60 - 2.40 mr/mn 1.98 mMr/mn
L-Proline 1.60 - 2.40 mg/ml I 198 mg/ml
PazoM 28.08 - 42.12 mr/mn 34.61 mr/mn
Total 28.08 - 42.12 mg/ml 34.61 mg/m]
Crepusisnicrs / Sterility

Crepunsnicts (3rizzo 3 €op. Gapm.) Mae GyTH CTepANLHMM crepwmnuit
Sterility test (acc. to Ph.Eur.) sterile complies
BarTepiaapni eugorokcwym / Bacterial endotoxins

Barrepianeni cuaoTokcHsn (3 €rp. <=1.2 MO/Mn | < 0.3 MO/mn
Dapmn.) _ .
Bacterial endotoxins (ace. to Ph.Eur.} «=1,2 EU/ml < 0.3 EU/ml
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CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, porwun dnx in’esayin, 215,2 ma/mn no 10 mn (2152 mz) & avnyai A2 S; cepin Ve DBZRIA
Cerebrolysin®, solution for injection, 215, 2 mg/mi 10 ml (2152 mg) in ampoules No 5; batch No, DSZRIA

I hereby certify that the above information is autheatic and accurste. This batch of product has boen manufactured, including packaging/ labeling and quality
cotstrol at the above meationed site(s) i full compliance with the GMT reqaircments of the local Regulatory Anthority and with the specifications in the
MntketingAulhou-izationortheimporﬁngmw.mmmmg.mmhgmdmﬂmmwmmmmmundbh i compliance with
GMP,

During the course of manufacturing and testing

[ X ] no quality related devistions occwmed.

[ ]t.hcfollmingqmlitymm&viahmmmdmdmbmmwwmdamvmhmmw&hmwmm(m

attaclunent): .
These deviations do not have any adverse cffect on the quality of the produst,
The product has been relensed to the market — 17.02.2023

Llunt & 33cBiTY20, Mo 2oi cTagil BUPCGUNITRA ANTIEAMAATCHOT Copil FoTONOr TikaPChkoft 38006y, BRIIGHEIOMH DaKYSAHKA, MADKYBANHA Ta KOHTPOLE
AKocTi, nposcacui y nownill sintosiaocti o movor GMP EC Ta winuosiaakTs Bidoram peecTpaufinel soxymenrauil xpalm nprssaerus. Ipotokoan
BHpOGHHOTES, Naxyestna T2 aramisis 6YT0 NEPErANHYTEO Ta BCTHOMIEHO RiImoRimiicrs GMP.

TTi wac sEpOBHMICTE: T2 ROHTPOTI0 ARDCTI

[ X] ne wamnEeHo Syan-AXHX RITXRICHL IOLD KEOCTI

[ ] msmonom xecrynwi sigicanenes, Kxi Gyan NePErnGIYT] T2 JATBCPIACHI BUANORIARC 3 BCTHHORNIEKHME TIDOHEAYDANH (AR, NORATOX).

L1i niZXRNCHNS HE MMIOTE HEOANQAHONO CCKTY DIOND AKCCTI IPOAYKUIL.

L1 cepia nosmenens 1o yacrocynawsa — [7.02.2023 p.
Cepruixar ofopsinesnd! 22.02.2023 p. The certificate has been Ssued on 22.02.2023

Dr. Clemena Thurner e

Yurepax—He-ATreplec, g r;—: v

Unterach am Attersee, é; d — E H
.\ K

EVER Noyro Pharma Ma
<Y “”‘e-'acnzkszrgmbH
“The certification of baich DBZR1A was performed via sisctronic signature by means of
2 validated computerized system. o
CapTipirauin cepil DEZR1A Syna nigreepxaeHa uwhpoaum igneom sa : :
AONOMONOK KOMM'IOTEPMIOBAHOT CUCTEMH. i ﬁ M A
Qualified Person / YnosHoRaxeMa ceﬁiﬁ perforned by electronic signature by
Data / flara: Timeo { Mac: acoba s konTpome skoctl:  Dr. Clamens Thumer, 17.02.2023, 12:58:40
17/02/2023 12:58:40 Dr. Clemens Thumer

This document was issued electronicaly and therefore s valid without signatura.
LioR capmmchlkaT Mac hopMy ENaKTPOMHOTD LOKYMEHTY Ta & AlAcHws Gea niammcy.
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