AEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH
Y JHITIPONIETPOBCHKIN OBJACTI

Hninpo, nn.CoBopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €ARIIOY 37070665

BHCHOBOK
npo AKicTh BRe3eHOr0 B YKRpaluy Jikapenkoro sacofy

07.03,2024 Ne 10952/24/0411

HEPERPQJIIUH®

{(uatiMenyBsaina nikapcekoro sacoby 3riAH0 3 peccTpaLifiuM NOCBIAYCHHAM)
posunu aas in'exuif, 215,2 mr/mo, no § ma (1076 Mr) B amnyJii; mo § aMny/1 B kapToHHil
KopoOii
(thopsia sunyeKy, RO3yBAlNH, BUI NAKYBAHHA RikapcLKOTO 3acofy)

Homep peectpautlitioro nocsiguernns UA/9989/01/01 crpok nii peectpauittnoro nocasiauenss 01.01.2099

Cepis nixapeskoro sacofy Ne E4HZIC Kinwkicts BBesenoro nikapewkoro 3acofy 1900
Bupofuux EBEP Heiipo ©@apMa I'm6X, Ascrpis
(HaiMeHyBanng BUPOBHUKA DIKAPChKOrO 3ac0By, kpalHa NOXOIKEHH)
Bueaeno b Yepaliy Tosapucreo 3 ofMexenow sianosinansuicTio "baJIM", inewr, xom:
31816235

(naimenypanna Ta xoa sa COPTIOY wopranvbiol ocobu abo npissuiie, iM's, mo Garsiosi
dhizuuiiol ocobu - nianpueMus, 17 Micue HpoKKBaHNA Ta peecTpadinmi Homep oGnikosol
KAPTKM NJATHMKA NOAATKIB alo cepin Ta HoMep nacrnopTa)

Hpovoron sisyanwhoro kenrpoaio pia 06.03.2024 M 07-01/528/6.

3% pedyNhTaTAMH ACPXABHOTO KOHTPOMIO BCTAHOBIGHO, 10 sikapeekufl 3acil  Beezeno B Ykpainy 3
AOTPHMAHHAM suMor 3aK0HGAARCTRA WOH0 3a0e3neveHHA AKOCTL NikapebkuX 3acolis.

B. 0. nauansHuka [lepaxasnol cuy:xbu 3
nikapchKHX 3acobiB Ta KOHTpOIO 3a
HapKOTUKaMH y JIHilponeTpoBCEKii
obaacTi

Mapig BPE3ILBKA

(nocancsa ocolgEain (isiutanu Ta npissuue)
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\
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Hikitizena Oxcana +38(066)345-41-71



CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetponizun®, pazunn onx in’exyil, 215,2 mz/mn no 5 mn (1076 mz) ¢ amnyni M 5; cepis Mo E4HZIC
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mi (1076 mg) in ampoules Na 5; batch No. E4HZIC

PexpiduTit BHpobHAKS:

Name and address of producer:

Houep ninessii:

Manufactirer's suthorization:

Cepmdixar pignosimnocti buMoran GMP

Catificate of GMP compliance of 3 manufacturer

Buciosox mono nigmepxesix GMP
GMP recognilion

TipoayxT:

Product:

Peccrpauifine mocsijienns:
Registration certificate:

Howmep copil:

Baich:

Kimxicrs npoayxmii a cepil:
Amount of packages in the batch:
Jera anpobunirrsa:

Production Data:

Tepuiit nprastHocyi:

Expiry Date:

EBEF Heitpo ®apma I'mbX, Obcpbypray, 3, 4866 Yircpax-na-AtTcpave, Ascipin
EVER Neuro Pharma GmbH, Oberburgan, 3, 4866 Unterach am Attersee, Austria
INS-482197-0028-010 nix 03.122015

INS-482197-0028-010 of 03,12.2015

Mg 482197-14182326 nin 22.12.2021, nilicunit a0 14.10.2024

No, 482197-14182326 0f 22.12.2021, valid till 14.10.2024
Ne 197/2022/C-415 »in 08.06.2022, nificrenii o 14.10.2024
No, 1972022/C-415 of 08.08.2022, valid 111 14.10.2024

Tepedponizem® 5 sor; § avTy; po3THH ANA i'exuifl; 1 Mr poxsuHy MicTHTE 215,2 MI KONOEHTPATY
LepeSporizumy® (DENTHAHON NPEAAPATY, QEEPABHCND I TOIOBHONG MOIKY CRHECH)
Cerebralysin® 5 ml; 5 ampoulces; soletion for imjeclion; 1 mi of solution contains 215.2 mg of Cercbrolysin®
concentrate (porcine brain derived peptide preparation)

M UAMORDA /DT mig 21.03.2019, Tepmin 1T seobuenennls

No. UAM989/01/01 issued 21,03.2019, walimired validity

EFIZIC

E4HZIC

17,075 yix.

¥7,075 pes.,

05.2023

05.2023

04,2028 Tepmin sbepirannd: 5 paxis

H4.2028 shelf- tife: § yeamn

JlaBoparopuwii ananis gxocTi MpoRcKBEA ArixHe i3 MeroaaMi KoRTpoTI AKeCT] mikapeskoro saceBy Bupobiuxon EBEP Hellpo Gapus TMEX,
The laboratory analysis was performed according to Methods of Quality Control of the finiched product by manufactwrer EVER Newro Pharma GmbH.

Teer Cnenndixania PeayasTart
Test Specification Result
Onnc / Description
Tpo3opicTs pozune Mac Sy npo3opHM EiIMoBinae
Clarity Kgﬂ‘hﬁﬁﬁ%\ complies
} 0'0 s oo oY .\\0/) N\
" 1 7 S R
KoakoposicTs & fpommia GypluruO oIS pianosiaee
. v 1 .
Colour of solution g mEcSQ‘EEMIun complies
/ Impurities \\Oﬂ\’_ >
; N _
Buaumi wacTiH BiAnORimaE
Visible particles Complies
Hermmmai sacTer PoamipoM = 10 MeM == 6000 uact./amn. 11 gacT famm,

1of'5




Uepebponizun®, pozusin 0as in’exuif, 215,2 m2/mn no 5 mn (1076 mz) o amnyqi Ae 5; cepin Mo EAHZIC
Cerebrolysin®, solution for injectipn, 215,2 mg/mf 5 mi (1076 mg) in ampoules No §; batch No. E4HZ1C

CEPTH®DIKAT AKOCTY
Analysis Certificate of Quality

Subvisible particles = 10 pm <= 6000 Part./amp. 11 Pant./amp.
Hemuanwmi gacTkn Poamipom = 25 MM <= 600 =acr./aMm. O wacr./ami.
Subvisible particles > 25 pm <= §00 Part./amp. O Part./amp.
Ioxasunk pH / pH-value

Ioxazunx pH (srigac 3 €ep, Papu.) 6.5-75 7.3

pH (acc. to Ph.Eur.) 65-7.5 73

OB'em, o BuTRTacTHes / Extractable volume

O6'em, wo BuTATAETRCA (arigHo 3 €Bp. 500-575mn 527 ma
Qapm.}

Extractable volume (acc. to Ph.Eur.) 5.00-5.75m| 527ml
T'ycruna / Density

TycTuna 1.005 - 1.020 r/cae 1.017 rfem®
Density 1.005 - 1.020 g/om? 1.017 gfen?®
Maca cyxore rupmky / Drying residue

Maca cyxoro sanumiy >= 40.0 Mr/mn 51.9 mr/un
Drying residue >=40.0 mg/ml 51.9 mg/m]
Binox / Protein

Binox He TIORKHHG Gy TH BignoBigac
Protein not detectable complies
Inentndixanis / Identity "

Tacamdrikauis amiroxuesor (BEPX) sipmosinami
Identity of amino acids (HPLC) complies

nne of corresponding peaks
of the standard solution at
chromatogram

20of5




Hepetiponirun®, porvun onn in’cxwil, 215,2 mz/nn no 5 mn (1076 m2) & annyni Ne 5; cepin Mo E4HZIC
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1876 mg) in ampoules No 5; bateh No. E4HZIC

CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

3aranniui sMicT asoty / Content total nitrogen

JarampEmit BMiCT a3oTy 5.8 - 6.8 Mr/mn 6.3 Mr/Mn
Content total nitrogen 5.8 - 6.8 mg/mt 6.3 mg/ml
Kinskicuwit BMicT aminoxncnor / Content of amino acids
L-acnaparisona k-1a 2.40 - 3.60 Mr/mn 2.94 mrimn
L-Aspantic acid 2.40 - 3.60 mg/ml 2.94 mg/ml
L-rayraminoea x-1a 3.20 - 4.80 mr/mn 3.74 mr/un
L-Glutamic acid 3.20 - 4.80 mg/ml 3.74 mg/ml
L-cepur 0.21 - 0.39 Mr/mx 0.33 mrivn
L-Serine .21 - 0.39 mg/ml 0.33 mg/ml
L-ricTHaus 1.04 - 1.56 urimn 1.2 sarfvn
L-Histidine 1.04 - 1.56 mg/ml 1.21 mg/ml
rainus 1.20 - 1.80 mr/mn 1.47 mrimn
Glycine 1.20 - 1.80 mg/ml 1.47 mg/ml
1 L-tpeonin 0.21 - 0.39 mr/Mn ¢.30 Mr/mn
L-Threonine 0.21 - 0.39 mg/ml 0.30 mg/ml
L-anawiv 240 - 3.60 Mr/Mn 2.93 Mr/mn
L-Alanine 2.40 - 3.60 mg/ml 2.93 mg/ml
4—';:-;—;';“'--._ :
WERUH g,
L-aprinin ot =L f—o,,\ 0.76 Mrivn
», nad )
L-Arginine 0.30- 110 Aiginth (| L\ Q\« \76 mg/ml
L-ganin
L-Valine
L-MeTionin 0.35 - 0.65 M/ Wk 0.43 Mr/sen
L-Methionine 0.35 - 0.65 mg/m! 0.43 mg/ml
L-rpurrodad .35 - 0.65 Mr/mn 0.46 Mr/Mn

3of5




CEPTUH®DIKAT AKOCTI
Analysis Certificate of Quality

Hepetponizun®, posuun onz iv’exyili, 215,2 m/mn no S mn (1076 m2} ¢ amnyni Mo 5; cepin Mo E4RZIC
Cerebrolysin®, solution for injection, 215,2 mg/mi 5 mil (1076 mg) in ampoules No 3; batch No. EAHZIC

L-Tryptophan 0.35 - 0.65 mg/ml 0.46 mg/ml
L-isoneHmua 1.60 - 2.40 mr/mn 1.91 mrfmn
I-Isoleucine 1.60 - 2.40 mg/ml 1.91 mg/m]
L-¢peninananin 1,60 - 2.40 mr/mn 1.92 mry/mn
L-Phenylalanine 1.60 - 2,40 mg/ml 1.92 mg/ml
L-neinus 4.80 - 7.20 Mmrimn 5.83 mr/vn
L-Leucine 4.80 - 7.20 mg/m! $.83 mg/ml
L-nisun 4.80 - 7.20 mr/mn 5.92 Mr/mn
L-Lysine 4.80 - 7.20 mg/mi 5.92 mg/ml
L-nponin 1.60 - 2.40 pr/un 1.95 mr/mn
L-Proline 1.60 - 2.40 mg/ml 1.95 mg/ml
Pazon 28.08 - 42,12 mr/mn 34,03 mrimn
Total 28.08 - 42.12 mg/ml 34.03 mg/mi
CrepubiicTs / Sterility

Crepunericrs {3 Cap. GapM.) Mee SyTH CTCPIITBHHM CTepPANEHNR
Sterility iest (acc. to Ph.Eur.) Sterile Complies
BaxrepiansHi enpgorokcimy / Bagterial endotoxins

Baktepiansui eHnoTokcHEy {3 €8p, <w 1.2 MO/Man < 0.3 MO/Mn
Dapm.)

Bacterial endotoxins (ace. to Ph.Eur.) <=1.2 EU/ml < 0.3 EUfml

W CHOM0 !e,'\\
- ~2%,

™ ,

») e ’J,;;
TOKYMEHTIB N5

4 0f 5




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepetponrizun®, poswun oan inexyiii, 215,2 mz/mn no 5 mn (1076 mz) 8 aunyni Mo 5; cepin Ne E4HZIC
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 mi (1076 mg} in ampoules No 5; batch No. E4HZIC

I huwreby certify that the above information is authentic and accurate. This batch of product bas boen manufactured, including packaging/ labeling and quality
coutrol at the above mentioned site{s) in full compliance with the GMP requirements of the local Regulatory Autherity and with the specifications im the
Marketing Authorization of the smporting country. The batch processing, packeging and analysis records were revicwed and found 1o be in compliance with
GMP,

Durrinig the course of manufichming and testing

[ X ] no guality related deviations occurred.

[ ] the following quality related deviations occorred and have been neviewed and approved in accordance with established deviation procedures (see
attachment):

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

The product has been released to the ronrket - 31.08.2023

T % aacainayio, a1 wci cTanil sHpoGsmITea BHItcss3ATCHOT cep rOTOBOTO MiKAPCEROrD 3acofly, MXTUMOUN TARYBEIHA, MAPKYRINHE T4 KOHTPOTL
axocti, nposezesi y noanif signosigrocti s sumor GMP €C ta sinnosinaors simoram peectpaniiinol roxymerTanii kpafumn ApsaRavetss. [peroronn
urpoﬁlmmaa. TIHEYREHHT T8 EHRAIRA Gme BEPEFANNYTO TA BCTSHOBACHO Bizmomiaaicts GMP.

IMix vac BupobBMILTEA T4 KOKTHOMO SXOCT]

[ X] e saxBreno Gynk-giy HiNxwAEaE HIOND NEOCTH

[ ] mmwpxnm HaCTYNR BiAXANCHEX, Aki 6Y)TH REPETIERYTI Ta AaTBEPAREH RIJITORIANO 3 BCTAHDBACHUMY TIPOLERYPIMH (THE. AOAATOK):

Lli Biaxnscna Be M3TE BebawaHoTe eekTy MIOAC SKOCT] TpOYRLiL.

Lx cepin mo3monens go secTocysanEd — 31.08.2023 p.

¥aT obopunenud 06.09.2023 p, The certificate hag been issued on 06.09.2023
D1 Ruiner Kroismayr
Varrepax—sa-Artepsee,
Unterach am Attersee,

The certification of batch E4HZ1C was performed via slectronic signatune by means of
2 validated computerized system,

Ceprudlcatiin cepll E4HZ1C Gyna nigreepxkgeHa LHDPoBMM NIANMCOM 38
ARTOMANOI0 KoM ITEPNIOBAHOT CHCTEMM.

Qualified Person | YrosHoBRKeHA Ceﬂiﬂcatlon performed by elactronic signatura by
Datn / flava: Time [ Yac: ocoBa 2 xouTpomo reoetl: DI Ralner Krolsmayr, 31.08.2023, 18:18:14
31/08/2023 16:18:14 DI Rainer Kroismayr

This documant was lssued alacironically and therefore ia valid without signature.
Ueti ceprwiblear mae diopuy anesrpoHHOM GOKYMOHTY Ta ¢ AlidcHum 5ea nianmey:

Pharma GmbH
iterachifustiia

Sof5



JEPXXABHA CIYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y JHIITPONETPOBCBHKIHN OBJIACTI

Huinpo, nn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
Npo SKICTh BBE3eHOro B YKpaiHy Jikapcbkoro 3acoby
07.03.2025 Ne 11263/25/0411
HHEPEGEPOJII3HH®

(HaiiMeHyBaHHA NIKAPCHKOro 3ac00Y 3TiHO 3 peecTpalifHiM MOCBIAYCHHAM)
PO34HH 1A in'exniii, 215,2 mr/mu, no 5 ma (1076 mr) B aMnyJii; mo 5 aMmys B KapTOHHIH
Kopobui

{dopma BUNYCKY, 103YBaHHS, BUA TAKYBAHHA JMiKApPCHKOTo 3aco0y)

Homep peectpauiitnoro nocsinuenss UA/9989/01/01 ctpox aii peecrpauiiizoro nocsimgenna 01.01.2099

Cepis nixapcekoro 3acofy Ne F2NSTA KinbkicTe BBe3€HOrO nMikapcbkoro 3acoby 6000
Bupo6uuk EBEP Heiipo ®apma I'm6X, AscTpis
(HaliMenyBanHa BHPOOHHKS IIKApChKOTO 3acoly, KpaiHa NOXOMKEHHA)
Beeseno B Ykpainy ToBaprcTBoO 3 00MekeHoio BinnoBinanbuicTio "ba/IM", igenr. koa:
31816235

(naiimenyBanna Ta ko 3a €JIPTIOY wopuanynoi ocobu abo npizsuile, iM'A, 1o GarbkoBi
tbiznunoi ocobu - ninpuemis, T Micue NpoxkuBaHHA Ta peecTpallifnuit HoMep obnikosoi
KapTKH NIATHKKa Nodatkis abo cepia ta HoMep macnopra)

MpoTokon BizyaasHore xonrpoato sin 06.03.2025 Ne 03-01/499/3.

3a pesyneTaTamd [JEPXABHOrO KOHTPONIO BCTAHOBIEHO, WO Jikapchkuli 3aci@ BBeseHo B YkpaiHy 3
AJOTPHMAHHAM BUMOT 3AKOHOAABCTRA LIOA0 3a0e3nedeHHs AKOCTI NikapchKHX 3aco0iB.

T.B.0. HavanbHHKa [epxaBHol ciyxbH 3
JIKapChKAX 3aco0iB Ta KOHTPOIMO 3a
HAapKOTHKamMK y J{HinponeTpoBceKii
obnacTi

Sna IPATAH

(ininiamm Ta npiseame)




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, pozuun ona in’exyii, 215,2 me/mn no 5 mn (1076 mz) 6 amnyni Me 5; cepia Ne F2NSIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. F2NSI1A

PexBiznTH BUpoOHHKa:

Name and address of producer:
Howmep niueusii:
Manufacturer’s authorization:

Ceprnéikar signosinnocti BuMoram GMP

EBEP Heiipo ®apma I'm6X, OGepbypray, 3, 4866 YHTepax-na-Atrepsee, ABCTpis
EVER Neuro Pharma GmbH, Oberburgau, 3, 4866 Unterach am Attersee, Austria
INS-482197-0028-010 8in 03.12.2015

INS-482197-0028-010 of 03.12.2015

Ne 482197-14182326 Bin 22.12.2021, aiticani no 14.10.2024

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

Bucnobsox niono nigreepokenns GMP
GMP recognition

Iponyxr:

Product:

Peecrpauiiine nocBinycHus:
Registration certificate:

Howmep cepii:

Batch:

KinskicTs npogykuii B cepii:
Amount of packages in the batch:
Hara Bupobuuirsa;

Production Date:

TepMin npugatHocTi:

Expiry Date:

Ne 197/2022/C-415 ix 08.06.2022, niiicunit no 14.10.2024
No. 197/2022/C415 of 08.06.2022, valid till 14.10.2024

HepeGponisnn® S mn; 5 amyn; po3unH [uis H'ekitiit; 1 Ma po3unHy MicTHTS 215,2 MI KOHUEHTPATY
HepeGponisuny® (nenThgnoro npenapary, OUEPKaHOTO 3 FONOBHOIO MO3KY CBHHEH)

Cercbrolysin® 5 ml; 5 ampoules; solution for injection; 1 ml of solution contains 215.2 mg of Cerebrolysin®
concentrate (porcine brain derived peptide preparation)

Ne UA/9989/01/01 win 21.03.2019, Tepmin aii HeoOMexennit
No. UA/9989/01/01 issucd 21.03.2019, unlimited validity
F2NS1A

F2NS1A

31,791 ynk.

31,791 pes.

01.2024

01.2024

12.2028 tepmin 36epiranns: 5§ pokis

12.2028 shelf- life: 5 years

JlaGopaTopHHii aHani3 AKOCTi NPOBOANBCA 3rifHO i3 METONAMH KOHTPOMIO AKOCT] Jlikaperkoro 3acoby BupoGuukom EBEP Hevipo ®apma I'm6X.
The laboratory analysis was performed according to Methods of Quality Control of the finished product by manufacturer EVER Neuro Pharma GmbH.

Tect Creundikauin PesyanraT
Test Specification Result
Ommuc / Description
Iposopicts po3uHH Mae 6yTH HPO30OPHM BiAIOBiNae
Clarity solution shall be clear complies
KonsopogicTs PO34HH GYpIITHHOBOTO KONIBOPY BIATIOBIZaE
Colour of solution amber coloured solution complies
/ Impurities
Buanmi yacTkn MaoTh OyTH BiICyTHI BiTIOBiaE
Visible particles Free of particles Complies
Hernaumi yactku Posmipom > 10 mxm <= 6000 yacr./amrr. 6 yacr./amn.

dipa M0




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Lepebponizun®, pozuun ons in’exyii, 215,2 m2e/mn no 5 mn (1076 m2) 6 amnyni Neo 5; cepin Ne F2NS1A
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. F2NSIA

Subvisible particles > 10 um <= 6000 Part./amp. 6 Part./amp.
Hesunumi vactiu PosMipom > 25 Mkm <= 600 yacT./amn. 1 wacr./amm.
Subvisible particles > 25 pm <= 600 Part./amp. 1 Part./amp.

Ioxasuuk pH / pH-value

HNoxka3unk pH (3rigno 3 €Bp. ®apm.) 65-75 73
pH (acc. to Ph.Eur.) 65-75 73

O0'eM, mio BuTAracThes / Extractable volume

O6'eM, mo BATATACTbLCA (3rigHO 3 €BP. 5.00-5.75 mn 530 mn
®apm.)

Extractable volume (acc. to Ph.Eur.) 5.00-5.75ml 530 ml
T'ycruna / Density

I'yctuna 1.005 - 1.020 r/cm® 1.017 r/em®
Density 1.005 - 1.020 g/cm? 1.017 g/em?

Maca cyxoro sanuuky / Drying residue

Maca cyxoro 3anuiuxy >=40.0 mr/mn 51.1 Mr/Mn
Drying residue >=40.0 mg/ml 51.1 mg/ml
Binok / Protein

Binox HE NOBMHHO OYTH BiANIOBiAae
Protein not detectable complies

Inenrudixanis / Identity

Inentudikauis aminoxucnor (BEPX) Yac yTpuMaHHs OCHOBHHX MIKiB Ha BIANOBiAHMH
XpomaTorpami A0CIiIKYBaHOTO
PO34HHY, OTPHMAaHOI IIPH KIJIBKiICHOMY
BH3HAYEHHI Ma€ BiNOBIJATH yacy
YTPUMAaHHA BIATNOBLAHUX 1IIKIB Ha
XpoMaTorpaMi CTaHAapTHOTO PO3UHHY

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




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Uepetponizun®, posuun ona in’exuiit, 215,2 mz/mn no 5 mn (1076 m2) 6 amnyni Ne S; cepin Ne F2NS1A
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. F2NSIA

3araneauii sMicT asoTy / Content total nitrogen

3arajgbHUH BMICT a30Ty 5.8 - 6.8 Mr/Mn 6.4 Mr/mn
Content total nitrogen 5.8 - 6.8 mg/ml} 6.4 mg/ml
Kinbkicuui BMicT aminokucior / Content of amino acids

L-acnapariHoBa k-Ta 2.40 - 3.60 Mr/mn 2.94 mr/mn
L-Aspartic acid 2.40 - 3.60 mg/ml 2.94 mg/ml
L-rinyraminoBa kx-Ta 3.20 - 4.80 mMr/mn 3.72 Mr/Mn
L-Glutamic acid 3.20 - 4.80 mg/ml 3.72 mg/ml
L-cepnn 0.21 - 0.39 Mr/mMa 0.33 Mr/mn
L-Serine 0.21 - 0.39 mg/ml 0.33 mg/ml
L-rictuavs 1.04 - 1.56 Mr/Mn 1.19 mr/Mn
L-Histidine 1.04 - 1.56 mg/ml 1.19 mg/ml
rINUH 1.20 - 1.80 mr/mn 1.46 Mr/Mn
Glycine 1.20 - 1.80 mg/ml 1.46 mg/ml
L-tpeonin 0.21 - 0.39 mr/™Mn 0.30 Mr/mn
L-Threonine 0.21 - 0.39 mg/ml 0.30 mg/m)
L-amauin 2.40 - 3.60 mMr/mn 2.90 Mr/mn
L-Alanine 2.40 - 3.60 mg/ml 2.90 mg/ml
L-aprinin 0.30 - 1.10 Mr/mn 0.76 mr/mn
L-Arginine 0.30- 1.10 mg/ml 0.76 mg/ml
L-Banin 1.60 - 2.40 mr/ma 1.93 mr/mn
L-Valine 1.60 - 2.40 mg/ml 1.93 mg/ml
L-merionid 0.35 - 0.65 Mr/mn 0.44 mr/mn
L-Methionine 0.35- 0.65 mg/ml 0.44 mg/m]

L-rpunrodan

0.35 - 0.65 mr/mn

o

= SN
o AR
dIRa MR




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, posuun ona in’exyiii, 215,2 mz/mn no 5 mn (1076 m2) 6 amnyni Ne 5; cepin Ne F2NS1A
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. F2NSIA

L-Tryptophan 0.35 - 0.65 mg/ml 0.45 mg/ml
L-i3oneiiumn 1.60 - 2.40 mMr/ma 1.90 mr/mn
L-Isoleucine 1.60 - 2.40 mg/ml 1.90 mg/ml
L-deninananin 1.60 - 2.40 mMr/Mn 1.91 Mr/Mn
L-Phenylalanine 1.60 - 2.40 mg/ml 1.91 mg/ml
L-nefnun 4.80 - 7.20 mr/ma 5.72 Mr/mn
L-Leucine 4.80 - 7.20 mg/ml 5.72 mg/ml
L-nizuu 4.80 - 7.20 mMr/mMn 5.85 mr/mn
L-Lysine 4.80 - 7.20 mg/ml 5.85 mg/ml
L-nponiu 1.60 - 2.40 Mr/mn 1.96 mr/mn
L-Proline 1.60 - 2.40 mg/ml 1.96 mg/ml
Pazom 28.08 - 42.12 mr/ma 33.76 mr/mn
Total 28.08 - 42.12 mg/ml 33.76 mg/ml
Crepunsnicts / Sterility

CrepunbHicTh (3 €8p. Papm.) Mac 6yTH CTepHIBHHM CTEPHIBHHIH
Sterility test (acc. to Ph.Eur.) Sterile Complies
BaxTtepiambHi enporokcunu / Bacterial endotoxins

BaxrepianbHi enoTokcHuy (3 €sp. <= 1.2 MO/Mn <0.3 MO/mn
®apm.)

Bacterial endotoxins (acc. to Ph.Eur.) <= 1.2 EU/ml < 0.3 EU/m]




CEPTH®IKAT AKOCTI
Analysis Certificate of Quality

Hepebponizun®, pozyun ona in’exyiti, 215,2 me/mn no 5 ma (1076 mz) 6 amnyni Ne 5; cepin Ne F2ZNSIA
Cerebrolysin®, solution for injection, 215,2 mg/ml 5 ml (1076 mg) in ampoules No 5; batch No. F2NSIA

1 hereby certify 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 local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing 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.

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

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

The product has been released to the market — 12.03.2024

IiuM 1 3acBinyyt0, 1O BCi cTaAli BHPOOKHITBA BUIIE3a3HAUEHO] cepil IFOTOBOTO NiKapchkoTo 3acofy, BKIOHAIOYH NaKyBaHHA, MapKyBaHHA Ta KOHTPONb
AKOCTI, IPOBEJICHI y NOBHIH BiAnoBigrocTi Ko BuMor GMP €C Ta BiANOBINaOTs BUMOraM peecTpallilinoi JoKyMeHTalil KpaiHu npu3KagenHs. [TpoTokonyu
BAPOOHHITHA, TaKYBaHHA Ta aHani3iB 6yJo nepernsHyTo Ta BCTaHOBIEHO BianoBiumicTs GMP.

ITix yac BAPOGHULITBA T2 KOHTPOIO AKOCTI

[ X ] ne susBneno Gyap-aKHX BiAXHIEHD IOAO SKOCTI

[ ] BuHMKIM HacTynHi BIAXHICHHA, AKi GyIH nepernsHyTi Ta 3aTBePUKCHI BIRNOBIAHO 3 BCTAHOBICHHMMU 1Ipoue/lypamy (X8, JOAATOK):

Lli BiaxHneHHs He MaroTs HeGaxanoro eexTy HOX0 AKOCTI MPOAYKUiL.
1Ia cepis nossonera no 3acrocysanns — 12.03.2024 p.

Ceptudikar opopmncruii 13.03.2024 p. The certificate has been issued on 13.03.2024
Dr. Clemens Thurner

YHrepax—Ha-ATrepsee,

Unterach am Attersee,

The certification of batch F2NS1A was performed via electronic signature by means of
a validated computerized system.

CepTundpikanisa cepii F2NS1A 6yna nigreepxaeHa uudpoBvM Nignucom 3a
AONOMOrOI0 KOM'I0TEPU3OBAHOT CUCTEMM.

Qualified Person/ YnoaHosaxena Certification performed by electronic signature by
Date / flata: Time / Yac: ocoba 3 koHTponio sikocti:  Dr. Clemens Thurner, 12.03.2024, 14:48:45
12/03/2024 14:48:45 Dr. Clemens Thumer

This document was issued electronically and therefore is valid without signature.
Lien ceptngikaTt Mac opMy eneKTpoHHOTO AOKYMEHTY Ta € AincHum 6e3 nignucy.
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