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EVER Neuro Pharma GmbH
Certificate of Analysis
Ceprudurar Anaiusa

Batch-NoJ Homep cepun: DARY ] A

Presentation / Gopma swinyexa. 5 mls (ampule / ammyaa)
Date of manufacture / Jlara npoissoeTea; 02,2021

Expiry Date/Toxten 20 01.2026

Manu facturer. Tipowssoantens .
EVER Pharma Jena GmbH, Germany/ 3BEP dapua Heue Fa6X, Fepmanwz

AP] name / nagpanue ADC |
Cerebrolysin® eoncentrate/ LepeBponyumu® KOHUeHaT

AP manufacturer / Mponsseaimens AGC
EVER Neurn Pharma GmbH, Austria? 3BEP Helipo Gapma CugX, ASCTpus

API Batch-No. / Homep cepun AQC AVR2ZD

Cerebrolysin®
solution for injections
Uepedponusnu®
PACITBOP % WHLe K1 H

Page/ Crpaunug | of / 4y 7}

PARAMETER / MOKA3ATEIH

| SPECIFICATION'HOPMBl | RESULT/PE3VJIBTAT i

Description / Onucanve

Appearance

Onucauue

{

Transparent solution of yellowish- Corresponding
brown color. :

MpoapayHeId pacraop menTossaTo- cooTBETCTRYET
KOpW4HEBOro LBeTa, 3

L Identity / NoanusmocTs

Identity {method 1)

MonnuxrocTs {MeTop 1)

.

Maximum deviation of retention Corresponding
time for amino acid peaks on the :
chromatogram of sample solution
shall not exceed + 0.2 min of
retention time of corresponding
amino acids peaks on the
chromatogram of reference
solution.

Honycrumos orknoxenve BpemMeHi | cooTaeTcTayer
YACDHUBAHUA NUKOB aMUHOKUCROT ;

H& XpoMaTOrpaMMme UCnLITyeMoro
PacTBOpa 4ONKHO BbiTh B
npesenax + 0,2 mun or Bpemenu
YOASEKUABAHUNA NnuKkos
COOTBETCTEY IO MX aMUROKUCHOT
Ha Xpomarorpamme craHaapTHOrG
pacreopa.

/&

Identity {method 2)

Quustbuirgau 3. 4868 UNTERS
Tal +43 7685 20555 - 0 i
Fax 143 76888 20555 - 910 ——
£.mall office@evarpharma com

Wty overphaimg cotn

HPLC (peptide profile): The
retention times and peak areas in
the chromatogram of the test
solution should correspond to the
retention times and peak areas in
the chromatogram of the standard
solution,

GeschiNtstOhrer 8z der Geselischaft
Dr1. Frindtich Hitlebrand 3t Giigen, FN318563 t
Ur. Wollgang Schmitzberger Osstiict Court Saizburg

Georges Kahwali USt-id : ATU84474508



Batch-No. Homep cepun DOBY 1A
Y e H Presentation / Gopma exnycka: § mis (ampule £ amriyna)
e Dai_c of manutacture / Jave npouisoacrsa 02,2021
Expiry Date/l'osen g0, 01,2026
ManufacturerTlpowsnonnresn,
EVER Neuro Pha rma GmbH EVER Pharma Jena GmibH, Germany/ IBEP Gapsa Howa T X, Fepyanns
Certificate of Anaivsis API tmnei‘xmmamc ADC )
“ " Cerebrolysin® concentrate/ HepeBponsinn® wosien paT
Ceprudnkar Anamina
AP manufacrurer ) [Tpovisozuren, AGC
EVER Neuro Pharma GmbH, Austria/ JBEP Hepo dapua ['ueX, Aserpus
AP Batch-No. / Homep cepiy ADC AFR2D |
;i Cerebrolysin®
; solution for injections Page/ Crpsauna 2 of s 7
| Hepebporuzuu®
PACTBOP Jisi HHBEKUMI
DeanusnocTs (Meton 2) B3HX (nentugHsii npouns): cooTBETCTRYET
Bpemena yaepxusanua u
nnowanu nukor Ha
APOMATOrPAMME UCTILITYEMOrD
PacTBOPa QONKHb!
COOTBETCTBOBATL BPEMEHAM
YABDKMBAHKA U nnowaasm nukos
Ha Xpomarorpamme cramaapTHoro
pacrecpa.
Clarity and colour value / NPO3PaYHOCTL U LUBETHOCTS
Clanty The drug is to be transparent. ‘Sonesponciing
MpospayxocTte Mpenapar fgemwen BuTe CooTBETCTBYET
Npo3payHbIM,
f _
| Color value The drug product shouid stand Corresponding
comparison with reference solution i
| BY1
i
E UsertHocTs Mpenapar gonxen Boinepwuears cooreeTcTayeT
] CpasHeHve ¢ aTancHom BY1,
i
{ pH /pH
ff pH 85-75 7.4
| pH 65-7.5 7.4
| Extractable volume / VIsnexaembii obnem
" .
| Extractable volume 5.26 mi
| VisenexaeMeiit 06bem 5.26 mn
[
Density / MnoThocTs
| Density 1.017 giem?
finotHoeTs 1.017 r/cm?
L
2VER Neuro Pharma Gmbi Bitz der Gesalischaft
Obatburpau 3, 1068 UNTERAGH, Dty St Giigen, FN316593 t
Vil 443 7605 20555 . 0 District Count Saizourg
Fax +43 7685 20555 - 910 ATUB4474508

E-mait officegbaverphanno com
YAYW everpharme com

UStd :



EVER Neuro Pharma GmbH
Certificate of Analysis
Ceprudmrar Anamna

Bateh-No./ Howep cepui. DUBY 1A

Presentation / Dopua shimyexa: § mlup {amnpule /

auryna)

Date of mamufacture / Qava npoussoncraa 02.2021

Expiry Date/loaen zo o 1.2026

ManufacturesMnowssoamTens,:

AP name / kassunmue AGC

FVER Pharma Jens GmbH, Germany! SBEP haps Hewa [vBX, Fepmanun

Cerebrolysin® concentrage/ Llepebpornans® KOHURIT AT

APL manufacturer / Mpoutsonsren, AQC:

EVER Neuro Pharma GmbH, Austria/ O9BEP Hefpo tanva Fu6X, Ascrpus

AR
API Batch-No. / Homep cepun ADC AFRID

Cerebrolysin®
solution for injections
HepeSponiznn®@
ALTBOD A MM bE KN

p

Page/ Crpannuad of 7 uz 7
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Eaniculaie contamination / Mexanusecxkue BHNYEHMR

Visibie particles

8”,’1 UMbl Mexanndueckpne BKIMIOMBHAR

According to reguirements

B cootsercrang o TpeBosanusmu

quresponding

cooTeeTcTRYeT

Subvisible particles = 10 pm

Hesugumeie MEXaHuseckue
BRAKOUEHIR, yacTuusl = 10 Mkm

<= 6000 Particles/ampoule

<= 5000 Hacruu/amnyna

?4'Partfcles/ampoufe

M_qacmuiamnyna

Subvisible particles > 25 um

HesuawMbie MeXaHu4eckue
BRIICHRHUR, YacTuUs! 2 25 Mkm

<= 600 Particies/ampoule

<= 800 yactuamnyna

0 Particles/ampoule

0 vactryamnyna

L_Drying residue / Cyxoi ocTatok

Drying residue >=40.0 mg/m| 51.2 mg/m|
| Cyxoi ocraTox >= 40.0 mr/mn 51.2 mrfmn
-
| Prolein / Benox
Protein To be absent Absent
| Berick Bonxen otcyreraceats oTCyTCcTayeT
L
Content total nitrogen / Cogepxanue aaora
Total nitrogen 6.5 mg/mi j
- Kjeldahl method :
- elementary analysis (alternative
meathod)
OBumi asor p—— 6.5 mrimn
- Meroa Kvenbaans gjﬂ f"“ﬁm
* SNEMEHTHBIA aHa P it i,
{BneTepHaTUBHLI Seron)
EVER Neure Pharm, 8itz der Gesellschaf
Obarburgnu 3, 4566 UNTE Sl Gilgen, FN316803 1
Tl +d] 7685 20555 . 0 ) District Court Salzburg

Fax +43 7683 20555 . 510
E. molt otficefhaver phara com
WAYW BveIphanme cam

‘UStld - ATUB4474508




Batch-No. Hossep cephn. DORY 1A
Presentation / @opaa Buinyckal 3 misp (ampule / aMayag}
Date of manulfaciure / Tara NPOH3BoOACTaE 02.202)
Expiry Date/lNonck no: 01.2026
Manuﬁ".cmmr!ﬁpomwmm:ub, o
EVER Neuro Pharma GmbH EVER Phanna Jena GmbH, Germany’ BBEP Giapwa Heua PMGX, Tepmanug
i ifio: / et APL name / nasanne ADC
C,el‘ltﬁc.l e nf Anal} S13 Cerebroly sing concentrate’ lepeSponmwann KUHueHTRAT
Ceprudmnay AHAHIg ;
APl manufacturer / {Ipouznoaurens ADC }
EVER Neuro Pharma GmbH, Austias IBEP Heiipe Dapya I MOX, AscTpis
AP Bawch-No. / Hosep cepun AGC AFR2D
{ Cerebrolysin®
solution for injections Page / Crpaunuz 4 of /a3 7
! Hepebpoayaun®
| PACTBOD 298 uhbeKuuil . |
| Sterility / CrepunsHocTs
! i
Sterility The product should he sterile Sterile
CrepunsHocTs Mpenapat gonwen Bbits CTepuanHo
CTEPUNbHEIM
’ Bacterial endotoxins / bakrepuansHbie SHOOTOKCHHB!
l Bacterial endotoxins <= 1.2 EU/m| < 0.3 EU/m
Eakrepuansrse BHAOTOKCHHBI <= 1.2 E3/mn < 0.3 E3/mn
LM £
Lgonterzf of amino acids / Konuuecrsennoe onpegenesxve aMuHoKUCHoT
L-Aspartic acid 2.40 - 3.60 mg/m| 2.92 mg/mi 1
L-acnaprumosan kucnoTa 2.40 - 3.80 mrimn 2.92 mrivn
L-Glutamic acig 3.20 - 4.80 mg/mi 3.74 mg/m|
L-rioTamunosas KUCnoTa 3.20 - 4.80 mrivn 3.74 Mrimn
L-Sering * 0.21-039 mg/mi 0.33 mg/mi
L-cepun * 0.21-0.39 mrimn 0.33 mrimn
L-Histidine 1.04 - 1.56 mg/mi 1.20 mg/mi
L-rucrugun 1.20 mr/mn
Glycine 1.44 mg/m|
Frnim 1.44 mrimn
L-Threonine * 0.29 mg/mi
EVER Neuro Pharma GmbN 8itz der Gesslischan
Oberburgay 3, 4866 UNTERAGH, g St Gitgen, FN316863 1
Tul +43 7665 20555 . ¢ Drstrict Coun Salzburg
Fux +43 7865 20555 . g1p UStid - ATUB4474508

Eargil o HitegDevarpharma com
WY everpharma com
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EVER Neurg Pharma Gmby
Certificate of Analysis
Ceprudmrar Ananmsa

lBamh-Nu / Homep cepuy, DeBY A ;

Presentation, / Popma seinyexs 5 mla (ampuje / AMOY I )

Date of many facture / Hara NpoHIROACTHa (2,202 )
Expiry DateTopey 10, G1.2026

Mnnufhcmrc!.’ﬂp{m‘lsn:.umnhr . ]
EVER Pharma Jena GmbH, Germany/ 3BEp ‘Dapma Heng MBX, Tepmaznug

APl pame / nasgguye ADC
Cercolysing voncentrate’ |epefipennmg KUILISRTRAT

AP manufacuurer s {Ipousnoguren, ADC ]
EVER Neuro Phamna GmbH, Austria/ IBER Hedtpo Dapua | MEX, Anerpuy

AP Batch-No. ! Homep copun AdsC AFR2ZD

f Cerebrolysin®
! solution for injections
Page/ ¢ Sof/asy
" Hepeﬁpwunml@ e Franania Sof fuy
| PACTBOD AN nuberypii
E-TDEOHHH " 021-030 Mr/mn O,ZQ;MﬁMn
| Laisiie 2.40 - 3.60 mg/m 2.95 mg/mi
| :
| L-anamu 2.40 - 360 mr/mn 2.95 mriwn
} L-Argining 0.30 - 1.10 mg/mi 0.76 mg/mi
[ L-aprimup 0.30-1.1p MIiMn 0.76 mrimn
| L-Valine 1.80 - 2.40 mg/m 1.94 mg/mi
L-Banun 1.60 - 2 40 mr/mps 1.94 mr/mn
L-Msthionine 0.35 - 0.65 mg/m| 0.44 mg/m|
L-MeTUOHH 0.35 - 0.65 mr/mn 0 44 ur/mn
L-Tryptophan 0.35-0865 mag/mi 0.45 mg/m|
L-tounroman 0.35- 0.65 mr/mn 0.45 mr/mn
L-Isoleucine 1.80 - 2.40 mg/mi 1.80 mg/mi
L-uaonenymn 1.80 Mrimn
L-Phenylalanine 1.93 mg/mi
I L-tberunanammm 1.93 Mr/mn
,LM
| L-Leucine 5.83 mgim!
| Lnenuu 5.83 mMr/mn
e '
EVER Keuro Pharma Gmbn atd Sitz der Geselischan
Uorburgay 3, 4856 UNTERAGH, Ca1g i Hillebrand 51. Gilgon, FN316903 t
Tal.+43 7805 20555 . Pang Schmitzbesgar District Court Saizbyrp
Fax a4y /685 20555 . gyg Kahwati UStid | ATUe4474508
E-mai SHico@overbhaima com 4 _

W Bverphorme com




Batch-Ne/ Hosiep cepuu: DORY 1A :
W ?-:: \"s.\j'; E Q Prosentation / Gopma SEHIyCKa: 3 misT (amipule / amnyna)
5 4 Date of manufacture / lara NPONIBOACTRA: 02,2021
Expiry Date/Tonen a0 01 2026
Manufacturer/[Tpenaaoanren, L
EVER Neuro Pharma GmbH EVER Pharma Jena GmbH, Gennany/ DBEP Papma Hena FuEX, epranug

Certiﬁcate of Analysis APl name / iaspanne AQC :
) Cercbralysin® concentrate/ Uepebponsasinds KOHLEHTRAT |
Ceprudmiar Anasmnsa

o

APl manufacturer / [Tposasoaurens ADC
EVER Neuro Phanma GinbH, Austria/ HBEP Helipo Dapaa I'uX, AnCrpus

AP] Batch-No. / Homep cepin ADC: AFR2D

Cerebrolysin®
! solution for injections i Page / Crpanuun 6 of /s 7
i Uepedponusun®
‘ PACTBOD 497 UHbeKUNT
L-Lysine 4.80 - 7.20 mg/mi 5.80 mg/m|
L-ru3nm 4.80 - 7.20 mr/mn 5.80 mr/mn
L-Profine 1.60 - 2.40 mg/m! 1.97 mg/mi
L-npornus 1.80 - 2.40 mr/mn 1.87 mr/mn
Total amino acids * 28.08 - 42.12 mg/m! 33.98 mag/ml
Obiee conepxanne aMUHOKUCHOT * 28.08 - 42.12 mr/mn 33.98 mr/mn
Lpaoxage / Buixogrom konTpons YNaxkosKu
Package Comply with ND reguirements Corresponding
Ynaxkosxa Coorsercrayer HO CooTBETCTBYET
Labeling Comply with ND requirements Corresponding
Mapkupoaxa Cooreercrayer HA cocTeercrayer
s

" The specification for the parameters "Quantitative determination® are given for the batch release of product and

differ from the specifications in the Normative Documentation, which Is drawn up at the end of the shelf iife of
the drug.

* Hopmel no nokasarano «KonuuecTeeHHoe onpenenexues npuBegersl Ha MomeHT BbINYCKa NpogyKukm u

CTNVNAITCA OT cnedutbukayuy s Hopmarusroi Hoxymenrayun, KOTOpas cocraenewa wa OkOH4aHue cpoka
FeAHOCTY Npenapara. !

! confirm that this batch was produced according to the current GMP requirements and controlied according to
the Normative DocumentationNe 1 N013827/01-210817, Variation # 1 to Normative Documentation dated
11.11.2019, Variation # 2 to Normative Decumentation dass :-2820 and Variation # 3 to Normative

Lecumentation dated 27.10.2020 approved by the Minié . 8, Russian Fedsration. Batch is allowed
for use Ay

{38

O &
SVER Neuro Pharma GmbH 11 -

. Sitz der Gessilschan
Dorburgay 3, 4580 UNTERACH, Ol oKt

Tl 443 7685 70555 . 0 St. Gligen, FN318803 |
.34 TEBL 20555 . 3

Fux 843 7685 20885 - 410 W i Caun Sazmug
E-mo officegdeverphsima com Q’t\*\ 3 TUG44

WY Qvarpharma, com
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Fﬁarch-!\’o;" Houep cepun. DOBY A

Preseatation ! Dopug BLINyCKa: § misa {nmm!m‘aunynaé

Date of manufacture / Hara nmpowsnoaersa- 02.2021
Expiry DateTonen no: 01.202¢

Manu E)ch:rer!ﬂponauoun?e:w. ; E
EVER Neu ro Pharma GCm bH EVER Pharma Jena GmbH, Germany/ IBEP Dapuma Henia méix, Tepsainig
Certificate of Analysis AP namne / nasnanpe Ape: !
CfepTHQJHRﬂT Ana 'i:tﬂa Cerebrolysin® Loncentate Llepefiponig kUMt Tar

APLaanufacturer / 11 POMIBOANTE L ADC
EVER Neurs Phirma GmbH, Austria/ 3BEP Helipo Gapaa Mg, ABCTPHE

APT Bateli.No, / Hontep cepry AQC. AFR2D

Cerebrolysin®
| solurmnyf‘or injections Page/ Crpannun 7 of / 3 7
f Hepepoansnu® : o
f PacTBOp A5 unbernuii

MCNOb30BAHMIO,

Qualified Person
!Cpoi‘zcmai’tp
.\-'F?(}.fll‘.{)MO‘!Cf-IHQ{: o

DI Rainer Kroismayr / Ilmmo.!@upoaammﬁ Hikerep Palinep

name/ums

EVER Neurs Pharma GmbH
Oberburgau, 3, A-4866. Unterach am Attersee, Austria

IBEP Heiipo Gapma TmbX
OSepGypray 3. A-4866, YHTepax aym ATTepice, AsCTpra

1 !
12 APR, 202 %,7

date/nata  signawres NHCB

Dipt }ing. R :ine}}r Kroismavr
Qualified Persan

EVER Neure Pharma Gmbi
Obarburgau 3, 4686 UNTERAGH, Ont
Tul+d3 7805 70555 . g A i B 4
Fax:+43 7585 20555 . p1g “~Uazasl Goorgé
E-mal officegeverpharma com o =

i
e
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