EVER Neuro Pharma “,‘ E\/EQ

OSwectBo ¢ orpanmyerton OTBETCTBEHHOCTRIO ' _—
«3IBEP Henpo ®apmas

NIOATBEPKAEHUE Ne 221/D3XE1A/10202]
COOTBETCIBHA BBO3KMOIO NEKAPCTBEHHOTO Npenapara TPeGOBAHHAN, YCTAHOBICHHBIM NpH

€ro rocyaapcTeentofl perucTpammun
Jlexapcraennpiii npenapar LlepeGpomuzun®
JlexapcTeennas dopua PAcTBOD JUIA HHBbEKUMI
Dopma seinycka amny.i SmaNeS (nauxa kapronnas)
cooTBeTCTBYeT Tpelonannam Hopmatuskolt  |Ne I1 NO013827/01-210817 u Mamencnne Nel
Jloxkymentany ot 11.11.2019 ., M3m Ne2 ot | 1.09.2020,
H3m.Ne3 o1 27.10.2020, Msm.Ned o1 04, 12.2020

Ha ocnosanun Cepruduxara Anaamsa 1us Jaumoit CCPHil, NOAY4YEHHOIO OT NPOH3IBOANTENA i
Tpotokona pusnko-xumuyeckoi nabopatopun

000 «T]1 «Jlensman 21141221258
BBINYCKA IPOTOKOA: 14.12.2021

MexuyHapoanoe HenaterToBamoe HE NIPHMERHMO

HaUMEHOBaHHE (rPYNINHPOBOYHOE HIN

XHMHYECKOE)

DapmauesTHyeckas cvocTanms LlepeSponsuu® KOHUCHTpaT

03HPOBKa He NPHMEHHMO

Homep cepun D3XEIA

O6bem cepun (3 VIIaKOBKaX ) 32 225
POH3IBOACTBA 10.2021

losen o 09.2026

Hauvenosanue u anpec HPOH3BOAHTE R :

Tpon3soanreas rotonoii Nexapcreennoii popm{ IBEP Mpum 'MGX, Mepmanns

(Otto-Schott-Str. 15, 07745 Jena. Germany)

lepsnunas ynaxoska: BEP dapwa Hena IMGX, [ epvari
(Otto-Schout-Str. 15, 07745 Jena. Germany)

Bropuuhas ynakoska: 3BEP ®apwma Hena I MGX, I'epaasns
(Bruesseler Str. 18, 07747 Jena, Germany)

Brnycxaiomuit kouTpons xavectsa: IBEP Heiipo ®apuma ['u6X, ABCTpus
(Oberburgau 3, A-4866 Unterach am Altersee,
Austria)

Homep u 1ara perucrpaunonsoro (No [TN013827/01 or 08.07.2007

JIOCTOBEPEHHS:

Homep Hopmatusroii goxymentawmn: No ITNO13827/01-210817 1 Mamenenne 1
11.11.2019 r., Msn Ne2 o1 11.09.20203a.
ot 27.10.2020, H3m.Ned o1 04.12.2020
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EVER Neurc Pharma
OBbutecres ¢ OTPaHMYCHHCR OTBETCTBENHOCTLIO
«3BEP Hewpo Dapmay

’:‘ EVER

PHARM &

Hanvenopanne u anpec aepxarens

9BEP  Heiipo Qapua  'wm6X,

PETHCTPaUHOHHOIO y0CTOBEPEHMS: Oberburgau 3, A-4866 Unterach am Antersee,
Austria

Orercrsennoe nuuo Bospckas H.A,

JloxymenT, onpenesmomuii nonosoms 1. losepensiocts or IBEP Heiipo ®apua

'™GX, Asctpns, 3asepennan 21.01.2020 3a
per. Homepom 79/2020

2. Jlosepennocts 77 A" 5746638 ot
18.01.2021 33perucTPHPOBANO B peectpe: Ne

50/994-1/77-2021-4-78
OrsercrBennoe mmo r _
000 «3BEP Hefipo ®apmay, Poccits 16.12.202] o g\’ ol
Bospckas H.A. Aara noanuchk

COU (EEP Howps Capmas
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OBmectrso ¢ orpamrscunoi orserersemoctnio
"Toprossiit Jom " Jeassa”

(000 "TJ "Aeasma™)
Duznko-xnMuveckas aaboparopus (OX.T)
IOpraireckuii aapec: 142290, Poceinn,

Mockosckas ofnacts, r. Hywwso, ya. I'pysoeas, 2.8, nomewmenne |4
ALPEC MECTR OCYLISCTBICHIS ACKTENLHOCTI: 142290, Poccus,
Mocxoscxas 06:1acts, r. INyusso, ya. I Py3osas, 1.8, non. Ne3.0; Ne3 4; No3.5: Ne3.6:
Ne3.Ta; Ne3.7/6: Ne3.8; No3.9; Ne3.10; Ne3.11: Ne3. 12; Ne3. 13; Ne3.14; Ne3.17; Ne3.18:
Ne3.15: Ne3.16: Na2.20; Na2.22: No2.23: Ne2.24; Na2.25; Na2 26: Ne2 27+ Ne3.3; Ne2 2
Tencton: 8(495) 968-22-47, c-mail: td-delma@mail.ru
Vunxatumi HOMCP 3amicit of aKxpeIMTAILN B poccTpe
AKKpeanToBanHuX ann RA.RU.21HP36

MTPOTOKOJ MCIIBITAHMIT X 21141221258 o1 14 Aexabpn 2021 r.

Cacaemitn o6 obopyrosanmn

Haumenosanne obopyaosanus, | Cougeremnerso o nosepre/ATTecrar/ |
3aBoACKoll HoMep [ Ceprugurar o kaanbposxe, |
i Cpox aeiicrans z0xymenra

| Noanoe nauseuonanume obpasua

llepeﬁponmmacwm;: Ans isexumii (asimyna) 3 ma x 3 (mauxa K2pToiHHas)

| (npoGu) mpoayxumn
| Cepun D3XE1A
| Waeurudnraunounstii koa !
o sonsly o IC21-141201/08 |
! 3BEP Heflpo ®apwma M'ubX, Fepsanis / IBEP Mapwma Tlena IuGX, Ascrpiis !
! 1Opuowsecsanii adpee: Orro-WWorr urpacce 15, 07745 Hesa, Fepuariug / !
OGepGypray, 3. 4866, Yurepax an Artrepice, Ascrpis 1

_f Hirorosureas

| Paxmuveckuis adpec: Orro-Ulovr urpacee 15, 07745 flewa, I epumamms /
| OBepbypray, 3, 4866, Yurepax aw Arrepace. Ancipns

;’ Homep pernerpaunonmnore

TIND13827/01 o7 08.07.2007 (azva sastenm PV 1 1.09.2020) putiano IBEP Helipo j

| ¥aocTonepenus, AaTa Papma M'ybX, Ascrpin |
| SRR D | o SACWARLTENC CKITAZTbI» Ne 30983 or 13.122021 1. 5
‘ 000 "IBEP Hefipo ®apma" T
. fOpuduveckwii adpec: 107061, r. Mocksa, TNpeoGpamencxas na.. 2om 8. yram 7, gon.
| 3amnurens XLIV, kosn. 44
‘ Daxmuwecsuis adpee: 107061, r., Mocxksa, fpeoSpaxenckas ni.. 20w 8. 3rax 7. nox,
l XLIV, kosi, 44
; 3A0 «AHTEMC CKIAZIBI»
, % | 10pucuneckwi adpec: 121059, r. Mocksa, ¥, Bpanckaa, 2. 12, Komeacsa Etena
Wap | 10psenun, pyosonirTeas GapmauesTiraeckoro oraena, $(903)790-27.90, esmi@items.ru
Daxmusecsai adpee: 109428, r. Mocxse, Pnauscxatii apocnext, 4. 16 .
O76op ob|
umo:ueup. e 3assirrenen. OreeTcTREHHOCTS 32 o180p npoab wecer Jassires.
Aava nocrynaenns odpadua s> ‘
(npadhs) B OXT 14.12.2021 o . 3'““"? \
Jara nauana nposeaenus 14.12.2021 ,} 3/ Ueu!’"_f']m
| menuITanss (uimeponns) : A 1 1,
Tporoxoa ucnsrraumit N 21141221258 o1 14 Ackabpa 2021 1 -.'\."‘. EVER R
ng




3¢-02-COI1-27-07

MaTa oxousanus nposeacuny

HENLITanng (H3vMepesns) 14.12.2021
PE3YJIbTATBI HCIIBITAHMI
3uavenun noxasareaci Hopyavmnumii | © z
Onpeaeasemsic Hi ra AOKYMENT, ig E
nokaaresan, “ peraasenTnpy i E w
CAHIIUL ouLtii ouenky
i i uenwitanuii | PeayanTaTh nensrramuii Hopsma no HJ1  1aBopaTopubIx 2 g
| | penbiranmii L
| S
Onucanue n TMpospaunsili pacTacp Tpospaumssft pactaop IINO1382701- | C
: NO13827/01- | senrosaro - KopiyHesoro HENTORATO - KOPUHHEROIO 210817 i
, 210817 useTa. uBTa. am Ne | -4
Ynakosika | [ | lpu npowsecdcmes wa TIN0I3827/01-  C
N013827/01- W@ 210817 ‘
210 o aoKax MG .
.ms\r&?z Hewa Mwb6X. Fopranus. | w4 !
- Avnyas | uz, 2 a0 {
R nyast § e, ‘
Mo I s, 2 Ma & crexanmusic ’

MY/l KOPHYISBOrO .
useTa. 1
Mo 10 amiva nomemaior » |
KOHTYPHYIO suciikonyio
ynaxosxy i [IBX,
NOKPLITYIO BOIEHO!
Gywsaroit, !

| AMITYALI KOPHYHEBOTO
! usera.
| 5 amnyn nomenieni s

Hakneixn.

§ M1 B CTCKNSHHBIC

KOHTYpHYIO suciikosyio
ynaxosxy i3 [IBX,
NOXPLITYIO BOUEHOR
Oywmaroit

Oana xouTypHas
A4cfKoBaA ynakoska c
HHCTpYKuHe# no i
DPHMCHCHIIO NOMCICHE B ]
KPTOHKYIO NEYKY, HA
KOTOPYIO AONOIHITEALHO
HAHECEHb! JAUITHIE

| MHCTpyXumeit no
' NPHMECHCHINO MOMCILAIOT B

Oany koutyp | J
A9efKORYIO YIAKORKY ¢ ]
|

JAUMMTHLIE HaKTefiky.

Asiyn 5 an, 101 5 20 7 |
MoSwa, 10m2, 20 a2 ‘
CTCKIRNINBIC AMITY b
KOPIMIEBOro LaeTa. i
Ilo 5 amnya nomewasor &
KONTYPHYI0 suciikonyio
ynaxosky i [1BX,
NIOXPRITYIO BowICHOf
Gywaroit. Il
Ouny xourypuyio .
24efKoBYI0 ynaKosKy ¢ {

——— e

HHCTPYKUMSH no !
OPUHMEHCHINO NOMEILAOT B ]
KEPTOHKYIO NA%KY, Ha I
ROTOPYIO JONOTHHTE IBHO

MOTYT ObITE HaHECEHM |
JAUMTHLIC HAKICHKIL |
llpu npouzcooemee na

APOUIBOICTRECHNBLX ‘
miowadray 340

«Oapudupua «Comeres, i
Poccus. - f
Avenyae 2 v | |
Mo 2 Ma v crexanmme , |
AMITYJIB KOPUMNEBOrO BeTa | '
¢ wenvofi Touxoil. |

Ilo 5 aunyn nomemasor s
KOHTYpHYIO auciikoByio
ynaxosxy i3 [IBX,

7
/ “IREP [\e)
Hetipo OIp*l

o f

no nacuxof
KOHTY

Nporoxo senurraman Na 21141221258 or 14 acxalps 2021 ¢
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YTAKOBKH ¢ MHCTPYRUICH mo
(PHMEHCHHIO NOMCIAIOT B

| KIPTOHHYIO N8UKY, Ha

I KOTOPYIO 20NOIHHTCALHO

! MOryT GhiTs HaHeCoH!

[ JALIMTHBIC HAKACHKH.

j Aseryan 5z, 10 3¢ u 20 401 |

Mo 5sa, 10Mn, 20 a8

| mncTpyxumeit io
| MPUMEHSHINO NOMEIEIOT B
KapTONHYIO Navky, Ka
KOTOPYIO JOMOHNTE b0
| MOYT ObiTh HAICCCHM
.| JamnTHBE nakaeiky.

e —

I | Hpu npowssoocmee na
NO13827/01- | MPOUTEOdCmE LN
210817 { omedxax IBEP Papua
man No2 Hena MucX, Nepvara:

NG pyeckay Aynxe
IRgIE@OmMCH; TOProBoe
HANMEIIOSaNNe penapaTa ¢
NPEAYNPEANTEAbHON

I vapkuponkoft X;

I JCKapcTacKHas Popua;
ofbenm Mpenapara B avmnyse
B M JOTOTHN KOMAAHMH
IBEP Heiipo dapya 1a
Aamnenue (EVER Pharma);
HOMED Cepint: nata
NCTCHSHMA CPOKA OIHOCTH;
JABOACKIE
NPCINBOACTBCHHELIC KOIbL.

TIOBEPXHOCTH AMITYLE €
HOMMHATBHLM 00bemon |
M1 HA CTEKIE BiHA
TPABHPONKR KPACHBIM
UBCTOM 12 arrnuiickoM

B MA; JOTOTHI KOMAZHIH
JBEP Hefipo ®apya ua
Aamieone (EVER Pharma):
HOMEp cepuy; 1ata
HCTEYCHIA CPOKA FOANOCTH,
JaBOACKHE

; ACTBCHITBIC KO

Tpu ynanem Imukery na

"TINOI3827701-

210817
| M Ne -4

<
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A L'_A-n-.. g

-
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HE JYCCKOM RINKE
AT UG DYVCCKOM BINKE a |
| YK@3@no. TOprosoe JEDINeaIomcH TOprosoe
Ii HaifnMeHOBRMNC Npeniapara | "ANMCHOBAILE fipenapara ¢
npeaynpezgreasuol
‘ € nmpeaynpeanTeIbHOH 3
apxuponKofi ®; MapRUpOBKOfi®;
nexapcTnennax dopua; | MS@PCTBeINAR opya;
oBem npenapata » 0duem npenapata » ammyae
, | asmyse & sax; Joromun B MJ; JOIOTHI KOMITAHYT
| xosmaist JBEP Hefipo | 2BEP Heftpo ®apya i
O —— Jaruwmue (EVER Pharma);
(EVER Pharma); womep | MOMEP Copui; Jama )
COpInE Zate SCTSRRINM HCTSHEHNAS CPOKA TOAHOCTH,
CPOKR roaHocTIL; D
sanoackol | IIPOHIROACTRCHHAIC KOALL
MpoMIBoACTaCHMM Ko, | |IPH YARICHMI DTHRCTRM Ha
Mpw ymssans Staspres f TMOBEPXHOCT! AMMYAM ¢
2 1103EPXHOCTH AMMY.IM HOMMHATLHLIM ofnenmon §
M8 CTekie Buns M H3 CTERAS BIVTHR 5
rPaBipOBKa SeThint TpuBiposKa Geamin useTon |
uBeTOM ia aurmmiicxon | '@ AMFAMACKOM wynike ‘
s3bike «Cercrolysin®», | “Corebrolysind®n, «Made in
«Made in Austrias, Austrias, «<EVER Pharma» n
EOHTYPHbI pricyrox
4EVER Pharmas # x
KOITYpHMIL priCyHOK J0roTHmn::
| AoroTHOA: Cerebrolysin’
I Cergbrofysin’ ':'.:.’ Puifma
| AR i
‘ Vb et Ha ymuseme gunyses 10 ,
L1 NG PYCCKOM SINKE |
‘ . 1XQIie@OmMER: Topronoe |
{ ! HAUMEHOBANNE NpenapaTa ¢
i ‘ npexynpenTeinHoli
| Mapxuposkofl @,
| -iexaperacinas Gopua;
' ofwen npenapata B awmae
I B ALT; JOMNOTHIT KOMITANHIY
| IBEP Heitpo Qapya a |
| Aarminue (EVER Pharma);
HOMED CSpHil; aTa |
HCTCHCHIA CPOKE FOIROCTH,
3aBoaCKHe '
TIPOIIBOACTECHHBIC KOIb.
Tlpn yaaneim ymnketin na
NOBCPXHOCTH AMOYALL ¢
HOMMHRTLHLIM ofsemoym [0
Caratrolysin
E L) A
s minsra

[Tpn yaazsewn ymuxeTsn ua
TOBSPXHOCTH aMMyAL! ¢
HOMHH&ABHBM 00bemon 2
M1 H8 CTeKNe BlLIKa
TPaBHpPOBKa Seaniv uReTOM

Ha AN ACKOM R3NKe

Austriay, «EVER Pharma» u
KOHTYpuB!f} prcyHox
Jororina:

Cerebrolysin’

ZRYRR

et 8 forty

«Cercbrolysin®», «Made in :

Tporoxo: ucusrasmi Ne 21141221258 or 14 acxalps 2021 r
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M H3 CTERAC BIIHA

rPasipoRKa KpacHLM
UBETOM Ha aHrifickoy
A3ptxe «Cerel
«Made in Austrian, EVER
M KONTYpimil
| PHCYROK A0TOTHIA: .
| tla amusene gy 20 f
! | SET NG PYOCKQV FINKE
. HAIDICHOBAHMC NIpeTapaTa ¢
I npennpcmlmmnu
mpnlpomn ®;
AeKapcTennas Gopua; ‘
| ofuem npenapara 8 avmye |
i B ML J0FOTHN KOMPAHHN |
‘ IBEP Helipo ®apya na |
aamiiue (EVER Pharma): |
HOMEP cepinir; nata
HCTENCHIA CPOKA TOAHOCTH; |
33BOACKNC !
| NPOIMIBOACTBEHIMIC KOS, |
Mpn yrasenmn srukerss va
. TOBEPXHOCTI aNNY.IN ¢
| HOMUHANLHMIY Ofsenon 20 |
‘ | | MUl H3 CTEKIC BUANA
{ TpaBipoBka Geistyw uBeTOM
] HA aHramiicRoN Kisike
«Cercbrolysin®», «Made in
‘ Austrias, «EVER Pharma»
{ KOHTYPHBII pHCYHOK
{ AoroTHna:
i l BRI
i.' ! Bx riats l’
i y
| | ¥naxoexa: na sowmewoft J{GROGRG, KR BOIICHOR
! Symare, noxpusaromefi | Gyare. nokpsinaomeit
KOHTYPHYIO sueilkoylo | KOMTYPHYIO aucikoryio
ynaxonxy, YUAKOBKY, NORTOPRIONIINGSE |
NOBTOPRIOLLNCS Ha Ha JATHHRLE TeKCTOM
A2THHIUE TEKCTOM FESNE—aex: )
yrasano: «Cerebtolysmm «Made in
«Cerebrolysin®», «Made | Austria». j
Pi——" Ha xapmonioi nawse ua
Ha kaprounoit nauke ia m rosoe I
PyCekoM suuike yiaamo: | LAGRBEARMICY: TOp |
lAHMEHOBANNE NpenapaTac |
TOPronoe HaMMEHOBANE npeynpeiTeasHoli -
fperiapata ¢ ot mpmpomnm
NpeaynpeanTes AexapeTRennas hopaa;
MapEHPOBKOAE; ofbem nperapara B avmyae
| JexapcTeeitian (opa; B M1 KOARYECTRO ammy s,
| o0nem npenzpata B HARMEHOBIME 11
| AMIYAC B ML KOHECTBO | KOTHYECTBOHHOS
AMIYJL UAMMCLOBAAME N | COSpiKamiie aeficTeyvioumero |
KOLI4eCTReNNOT BeIcCTa & | wa pactsopa n |
| neficTRYIOWIETO BewecTRa scmoumumx seuiects, |
J 8 | M1 pacTBopa B M | €10col nse e ’
| HasenoasHns , («Biisanne: sBoguts 10 5 |
| M BUYTPEMMIENHO, 10 |
:mmmms | 10 M = BHyTpuBCHHO,
mm"’{m .| cebm [0 M - B Buge
BBCRE #ndyamil (xaneasio)y);
B30ANTH 10 5 M — |

——— e

Tporoxna ucnarrannit Ne 21141221258 o7 14 aexalpa 2021 ¢
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BHYTPHMbILIEYNO, 10 10
M ~ BHYTPHBEHHNO, nanmicn («lloxasanms i
casie 10 s - 8 sine PCEKHM J0IHPORIHUL: CM.
imndynil (xaneasno)s): r’ﬂp}'ﬂl:o-“:;:xnﬁgn B | . ‘
NPEAYNPERAOULIS caocTyn - |
sannncn («loxazanms » | Mectely, aHe npisiensts no i’ ;
j:ne:uu Jow;(u oM. m"““"‘m“);m) e , |
HCTPYRILNO. », «XpaHuTs s i i !
B HEOCTYNHON 38 fneteli | OTYCKE: YCa0DKA {
mecteln, «He npinvensmy, | XPEHCHIS; oGaacTs f
NO MCTEYEHHN CPOKa IR—— |
(«Xpounueckas {
TOINOSTRE), JENoans uepebposackyispras |
OFRyCHR; yeatumy HEOCTATOROCTS. ;
XpacHk: 06nacTs Himemsraecxuit iicy1st 1t
OPIMCHEHIA ero nocnencrans. Yepenno-
(«Xpowsecxas uo3rOBan Tpamva. Jancpaka
| uepedposacky.ispHas yncrnl;;lm pnnr)nu y |
HE0CTATOYHOCTS. Reteit. CHLLGD,
Huexuveckuit uycynst u | «[lposssomsrens:n
| ro NOCTEACTBIA. HLHMEHOBAN HE
Yepentio-uoironas OpPOIABOIITENR rOTOROM i
Tpasxa. JekaperacHuodt dopasi, {
yumwmm, y | CTpasa; «Buinyckaiomusi !
Aereil. [lemeniin. »); KOHTPQ.IL KavecTsa: »
«llpoissomrrens:n IBEP | HAHMEHODAHME i
l?tpm Hewa MubX, Mﬂ m;?r-:p |
ng::lytmomun ' E’:E;m 1 JaTHHNUE
KOHTPO:Th Ka¥eCTDa: » &
, MapKHMpOBK2 8 BiAC
3BEP Helipo Gapa Hammen: «Kowrpo.iupyercs
MGX, Anctpiis; sororan | AscTpaiicxin
komnanun IBEP Heiipo eacpansmy uHCTITYTOM
m“‘ H2 A2THiinLge wlmm“ "
(EVER Pharma); cepoorun. Crepivision ¥ |
MapkHpoBka B BHAS «MADE IN AUSTRIA» (52 |
| HaanmMen: JATIGAUR), HOMEP cepity; |
«Kontpomipyerca JaTa HCTeHCHMA Cpoka
i AscTpaiickin roasoCTIz; i
eaepanbiniv pemcrp:;:w:::ﬂ HOMED: |
‘ A WTPHN-KOL 32DOICKIIE
HHCTHTYTO! 4 e
| eeposonist. Crepunsion u | Tpn ReoSxozmeocTs
«MADE IN AUSTRIA» | MaHOCITCH undiopmatuss Uik
(na namioue); nowep MOIHTOPIMIITR ABIHKCIIIA i
CEPIIL; AaTa MCTCYSHNS o‘:""’"‘“m";';”;l"m [
"PORL TR .| Xoueunoro norpelitreas, |
perncTpeuAGial novep; BISTHOMAI0IUAN CPEICTRO |
PPN SO— HACSHTRPIKIUIN KOHTDO, T H f
NPOMIBOACTHCHHLIE KOBI, Bl ICHTHO RO AL !
Hauecena undopuawis MK B BILIC ABYMEpHOTO |
478 MoITOpYIIA WTPUXOBOTO K022 WuAY |
JABKCHUA NOKEPCTBEHMBIX OTACABHO Wﬂm
NpenapaTos o1 KOTOPYIO COICPRNT
NporseaNTeas 10 CpeacTso waeHTidukaLmny
| KONEHHOTO nOTPelNTes, | KONTPOARILI
BETIOYAIONIANR CPEACTBO HASHTIUKAUROHILIT Tk,
IICHTH I B Bille nNevaTHoro
| KOHTPQ:ILELI HATSEMOro TeKcTa (8 ToM
| naeHTHguKaONHbIH HUCHE LEMATHOrO :
| 3HAK B BHIC ABYMCPNOTO HHTACMOro TERCTa (B ToM
: MWTPHXOROro KOAA 1 '.“me GTI.\ u m.
T — KOOb VYKUINEUOICH 1P
| KOTOPYIO COAPHKHT o -
|_epeacao G

IMporoxoa weomrnmedi Na 21141221258 o7 14 Jexalpx 2021 ¢
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nacHTngumsawmy
KOHTPOIL 11k}

3UAK, B BUIe NEYATHOrO
wirraemoro Texcra (GTIN
1 SN).

Mecmopacnazoxcenie
MONCEI MEHIMBCH &
SACUCUMOCIN G
MEXHOAO2UeCKUX
ocobennocmes;
APOUIGOICMEa,
flpu nporasodcinee na
NPOUISOICMBEHHNX
niowadxax 340
« Papu@upsia «Comexcs,
Poccus:
Ha amueme avnya ng
FYCCROM R¥SIKE
| MEQINGAOMCR: TOProBoe
HANMEHOBAHNE NpenaparTa ¢
TpeaynpexITeIbHOf
| Mapkupoakoli ®;
| fieKapcToelinas gopma;
o8wem npenapats B avnyae
| B M 0TOTHT ROMDAHMH
3BEP Heitpo Mapma 1ia
sariiie (EVER Pharma);
HOMED CepHM; AaTa
HCTCYCHIA CPOKR FOZHOCTH;
3ABORCKHE
NPOM3BOACTBEHIMES KOALL
Ha xapmoiosi navie ng

FYCCRGM RINKS
EGNSIORICR TOProsoe
HARMEHOBRIHE NpenapaTa ¢
NpeaynpeanTeabHon
MEpKupoBKOn®);
AexapeTaenHan HopMa;
o0%em npenapara B avnyne
B M KOAWYECTBO 2Mmya;
HAHMCHOBAHME ¥
KOJTIHYECTBCHHOC
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Yeaosune oBoanaveis:

Bainoa o cootaeTcTaIn canmim ma ocuonanini «Ipasia npuustia pewenns ©XJ1 000 o T «deasrman

NPHUMEYAHHE:

Hanssic pesyastare APOTOKOIA HCNLITAHMIT PACIPOCTPANAIOTCS TOBKO Ha OBPAICLL MOASEPIHY Thill HEMBITAHIIAM,

HacTosustht npoTokoa we soket GhTs NOAHOCTMO MR WACTINHO NepeniesaTan Ge3 paspetieHus HenuTaTemb Ol
aaGopatopim.

s
e T
Orserctaernsiii 3a odoprienne npoToKoIa Leds - / Coagaxuma M.B.

[Mpotoko:: measramii Ne 21141221258 o7 14 Acxadpa 2021 r




y Y EVER

e ———

[ Bateb-No. Howep cepror: DIXEIA
Preseatation / Gopaa sumycua: 5 mlhan (ampule / aaryna)
Date of masufacture / Jlxra nposssoqcraa: 10,2021

il" AR A | Expiry Date/Tonew 20: 092026
Masufacturer/Tlposasomren.:
EVER Neuro Pharma GmbH IEVBM—!—MG-:MM&MM—:
Certificate of Analysis liﬂu-f—-m
Cepraguxar Auanmsa e et supapes
API manufacturer / Iposssomeren, ADC:
mm—ﬂ-ﬂ-&.wm&mnﬂm
API Batch-No. / Hosep cepis AGC: ADGAP; ADKAP
Cerebrolysin®
solation for injections
Teped » Page/ Crpasnua 1 of /33 7
PAcTBOp AR mirbexmuil

PARAMETER /TIOKASATEIH

] SPECIFICATION/ HOPMBI I

RESULTPE3YALTAT "]

Description / Onucaswe

Transparent solution of yellowish-
brown color.

npoapuunplcrnopwnmm-
KOPHYHEBOIo YBeTa.

Corresponding
COOTBETCTEYET

Identity / NognuusocTs

Identity (method 1)

MognuunocTs (MeTon 1)

Maximum deviation of retention
time for amino acid peaks on the
chromatogram of sample solution
shail not exceed x 0.2 min of
munﬁm&nedcnrmpondim

identity (method 2)

7 3BEP )
/ Heiipo @apna

i (enanr)
! ___..-——-__‘- bd
A E\'Eg =1
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Bateh-No./ Houcp copax: DIXEIA

o Presentation | Qopaca maryces: S b (sapule/ aryaa)
-— Expiry Dato/Toses 2o: 092026
Manufacturee/Ilpomnamprre.:
EVER Neuro Pharma GmbH | EVER Pharma Jens GaubH, Genmany/ IBEP Gpuca fesa IW6X, Tepasasus
Certificate of Analysis AP name / naxsames ADC:
Ananusa Cercbrolysind® conocntrate/ |epebpomens® xomuesrrper
APl manufacturer / poscasomeren ADC:
m&nrhm-mwmwmn‘x,m
API Batch-No. / Homep cepan ASC: ADGAP; ADKAP
Cerebrolysin®
n"“:“"" Page/ Crpauna 2 of /3 7
PACTBOP LN BHLCKIMI
NagmummocTs (metaq 2) BIXX (nenmwansii npoduns): COOTBETCTRYET
Bpewmena ynepxueanua u nnowagu
NUKOB Ha XPOMATOIPaMME
UCTIBITY@MOrO PACTBOPA AOSDKHbI
COOTBETCTBOBATL BPEMEHaM
YAEPXMBAHUA W NNOWAARM NAKOS
Ha XpomarorpaMue CTasapTHoro
pacTeopa.
Clarity and colour value / NpoapasHOCTs ¥ uBeTHOCTL
Clarity Thedmgbtohelrmspamm. Corresponding
Npospasocn Npenapar forken Guts cooTBeTCTBYeT
NPO3PaUHLIM.
Color vl The drug product should stand | Corresponding
comparison with reference solution
BY1.
Usemocrs Mpenapar gormken cooTBETCTBYRT
CpasHexue ¢ atanoHom BY1
pH/pH
pH 65-75 73
PH 85-75 73
Extractable volume / Mssnexaemsiit o6uem
Extractable volume 5.00 -5.75 mi 5.32mi =
Wasnexaemuiit 06bem 5.00 - 5.75 mn 5.32 Mn
Density / MnomHocTs
Density 1.005 - 1.020 glem® 1.017 glem®
MnothocTs 1.005 - 1.020 rfew® 1.017 ricw?®
Nearo Pharme GmbH T,
::: 3, 4808 UNTERAGH, Ostrvoic . Frodiich ifilctrand .3.' -3REP ':‘:1\\‘
mﬁ"w‘ﬂmm:“nm Ooveges Kot Dl.g-:‘co\“n Fren Heupo Papma
{yuse

WY OVOrphAnT. Coam




;% EVER

| Batch-No./ Flowep cepror: DIXELA

Presentation / Gopaca sharycxa: 5 mliun (ampale / anaryza)
Date of masufacture / [lara npowssoscrsa: 10.2021

— Expiry DateTases no: 09.2026
ManufacturenTlposseomerens:
EVER Neuro Pharma GmbH | EVER Phara Jeas GmbH, Germany/ SBEP Gapua fiens IM6X, Fepustons
Certificate of Analysis API name / naseasue AGC:
wm Cerebrolysin® coocentratey Uepebpomaas® roauenmpar
APl manufiscturer / Npoansomrrens. ADC:
mu—»h—mwqu—mw
API Batch-No. / Hosep cepun AGC: ADGAP; ADKAP
Cerebrolysin®
"‘Wm'mm"m" Page / Crpanmma 3 of /u3 7
PacTBop Ans HELexmuii
Particulate contamination / Mexannieckue BxioNeHns SRS 14 T
Visible particles According lo requirements Cormresponding
Bugnmble MexaHuueckne sxmoNeHMn | B cooTeeTCTeMM ¢ TpeGosaxnamMn COOTBETCTRYET
Subvisible particies 2 10 ym <= 6000 Particles/ampoule 61 Particles/ampoule
Heaugumbie Mexannuecxne <= 6000 vacTuw/amnyna 61 vacrwu/amnyna
BITIONEHMSA, MacTHUL 2 10 M
Subvisible particles 2 25 pm <= 600 Particles/ampoule 5 Particles/ampoule
HeBrguMble MexaHuecKMue <= 600 wacrv/amnyna § yacriw/amnyna
BKMIONGHUA, Ya8CTUUN = 25 miou
Drying residue / Cyxoit ocraTox
Drying residue >=40.0 mg/ml 51.4 mg/ml
Cyxoit ocraTok >= 40.0 mrfmn 51.4 mr/mn
Protein / Benok
Protein To be absent Absent
Benox [forxeH oTcyTcTBOBaTL arTcyTCTBYeT
Content total nitrogen / Cogepxanue azora
Total nitrogen 8.7 -7.3 mg/ml 6.3 mg/mi
- Kjeldah! method
- elementary analysis (alternative
method)
OBwwi asor 5.7-7.3 wiimn 6.3 mr/mn
- meToq Kvenegann
- 3NGMEHTHLIR aHa M3
L(ammpmmm merog)
&% 4860 UNTERAGH, Ostaroich Or. Friotich Hilebrand iua:: % \
Te:rid -0 or. Schemzherper District Court )
Fax 43 7665 20555 - 010 Goorgos USLid: A JREP N
wive everphanma com £ Hr'.':'r::::l’“‘ -\\

Iy L
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Batch-No./ Hosep copans: DIXEIA

Presentation / Gopss sumrycr: § mi/ia (ampale / swarysa)

Date of mapufacture / [lara npomssoncrss: 102021

vt A Expiry Date/Tones 10: 092026
Manufacturer/Tlposssomrren,:
EVER Neuro Pharma GmbH  |EVER Phacma Jesa GuubH, Gormany/ OBEP Qepue feus IWGX, lepucsens
Certificate of APi name / nassanue AOC:
Analysis /
AP! manufacturer / [posasogure ADC:
mmm—mwwwwmw
AP1 Batch-No. / Houep cepunt AOC: ADGAP: ADKAP
|
dmkrhjeeﬂm Page/ Crpaunma 4 of /u3 7
L PACTEOP LIN HNLeRmMi
Sterility / CrepunsrocTs
Sterility The product should be sterile Sterile
Crepunshocts Mpenapar foroxes Gems CTepunbHO
CTepPHNbHLIM
Bacterial endotoxins / BakTepuansHbie 3HROTOKCHHL!
Bacterial endotoxins <=1.2 EU/mi <0.3 EU/ml
Baxrepuanbbie SHIOTOKCHHL! <=1.2E3Mmn <0.3 E3/mn
w«mm:mmm
L-Aspartic acid 2.40 - 3.60 mg/mli 2.86 mg/mi
L-acnapnimosan icnora 2.40 - 3.60 mrfmn 2.96 mrfmn
L-Glutamic acid 3.20 - 4.80 mg/ml 3.73 mgimi
Lrniotamunosas icnora 3.20 - 4.80 mr/mn 3.73 mr/mn
L-Serine * 0.21 - 0.39 mg/m! 0.31 mg/mi
L-cepun * 0.21 - 0.38 mrfmn 0.31 mrian
L-Histidine 1.04 - 1.56 mg/ml 1.21 mg/mi
L-wermgus 1.04 - 1.56 mrfmn 1.21 mr/mn
Glycine 1.20 - 1.80 mg/ml 1.46 mg/mi
MAUMH 1.20 - 1.80 mo'mn 1.46 mrimn |
L-Threonine * 0.21 - 0.39 mg/ml 0.28 mg/mi
L-TpaoHux * 0.21 - 0.38 mrfmn 0.28 mrimn
m t:nmw g.mmm
Emonmsm'.n e




% EVEF?

lm-NnJ Howep copmat: DIXEIA

[wimwm: 5 mlf (ampule / sayza)

W Date of manufscture / [lrra nposesancrsa: 102021
_— Expiry Dato/Tosen 70: 09.2026
MazulscturcoT lpomsagorem.:
EVER Neuro Pharma GmbH | EVER Pharma Jess Gmbil, Germany/ IBEP Gupea flews TwSX, Feprenies
Certificate of Analysis API name / saansune AGC:
Ceprudaxar Anatusa Comhelyseld somsmtsstel ippclponmuush wumomsper

AP manufacturer / [powssogsyen ADC:

EVER Neuro Pharma GmbH, Austria’ 9BEP Hefipo Papua iSX, Ascrps

API Batch-No. / Homep cepu ABC: ADGAP; ADEAP

m Page / Crpanmua 5 of / xa 7
PACTBOP LaN RIrbexIuil

L-Alanine 2.40 - 3.60 mg/ml 2.98 mg/mi
L-ananus 2.40 - 3.60 mrian 2.96 mrfmn
L-Arginine 0.30 - 1.10 mg/mi 0.74 mg/mi
L-apramum 0.30 - 1.10 mrimn 0.74 mrfmn
L-Valine 1.60 - 2.40 mg/ml 1.92 mg/mi
L-sanux 1.60 - 2.40 mrfmn 1.92 mrimn
L-Methionine | 0.35-0.65 mgimi 0.44 mg/mi
L-meTHoHmMH 0.35 - 0.65 mrfmn 0.44 mr/man
L-Tryptophan 0.35 - 0.656 mg/ml 0.45 mg/mi
L-tpuntodpan 0.35 - 0.65 mrfmn 0.45 mr/aan
L-isoleucine 1.60 - 2.40 mg/ml 1.80 mg/mi
L-uaonefiuuH 1.60 - 2.40 mrfmn 1.80 mrimn
L-Phenylalanine 1.60 - 2.40 mg/mi 1.82 mg/mi
L-chermnananmq 1.60 - 2.40 mrfmn 1.92 mrimn
L-Leucine 4.80 - 7.20 mg/ml 5.83 mg/mi
L-nefumus 4.80 - 7.20 mrimn 5.83 mrimn
L-Lysine 4.80 - 7.20 mg/mil 5.80 mg/ml
L-raum 4.80 - 7.20 wrimn 5.90 mrimn
EVER Neuro Pharma GmbH ) Geschafisfobwer
Qn-m 4868 UNTERACH, Osterreich DOr. Friockich Hilabrand
Tetedd -0 Dr. Schmitzhorger
Fac+43 7865 20555 - 910 Geomges

N .
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[mmh-pe- D3IXEIA

& = [Presentation / Gopuca samycxa: § miacx (ampale / saayas)
v ‘ Ev;—':j Date of manufacture / [lava npomssancrsa: 102021
— Expiry Date/Toges so: 09.2026

ManufacturcoTlpososommren.:
EVER Neuro Pharma GmbH  |FVER Pharma Jens GmbH, Germany/ 3BEP Qupua flena [u6X, Nepaamus

Certificate of Analysis API name / uxnasnie AGC:
Cepraduxar Anamsa Cercbrolysin® concentrate/ Lepobipassmui® xommemrrpar

AP| masufacturer / [possamerexs. AQC:
mmmmwmn@mmm_

API Batch-No. / Homep cepim AOC: ADGAP; ADKAP

; Cerebrolysin®
solution for injections Page / Crpasmua 6 of /37
[ pacTeop AN Mk e
L-Proline 1.60 - 2.40 mg/ml 1.98 mg/ml
L-nponux 1.60 - 2.40 mrimn 1.88 mr/mn
Total amino acids * 28.08 - 42.12 mg/m! 34.01 mg/ml
OBuwee conepxanue amuHoMcnoT * | 28.08 - 42.12 Mrimn 34.01 mrimn

Package / BuixogHOR KOHTPONS ynaxosim

Package Comply with ND requirements Corresponding
Ynaroexa Cooreercrayer Hf COOTBETCTBYET
Labeling Comply with ND requirements Corresponding
Mapupcexa Cootsatcrayer HJ} COOTBETCTBYST

'mmmmmnmwwmm'mmwmmuuuormm
mmmmmmmmmumwummammmdm
drug.

'Hmumm«hmmmmummmmmmmmmu
mwmlwmmmmwm
FOOHOCTH Npenapara.
1mmmmmwmmmmmwmmmmwmmmmm
Normative Documentation Ne T N0O13827/01-210817, Variation # 1 to Normative Documentation dated
11.11.2019, Variation # 2 to Normative Documentation dated 11.09.2020, Variation # 3 o Normative
DowmmuﬁmamzzwmwvmuonammmwumdMuMammm
the Ministry of health of the Russian Federation. Batch is allowed for use.

A noATEepXKAalo, YTO 3Ta NapTHA Gslna NPousBeAGHa B COOTBETCTEMM C ASICTRYIOLMM TpeboaatsMu GMP 1
661 NPoBE/EH KOHTPANL B COOTBETCTBMM C TPGOBAHMAMM HOPMATMBHOIN AoKyMeHTaUWel Na I NO13827/01-
210817, Mamenenme Na1 x HopmaTnenol goxymenTauuy or 11.11.2019 r., MameHenneNa2 k
AoxymeHTaumm ot 11.08.2020 r., Mamenenne Ne3 k HopmaTvanodt goxymenTawum or 27.10.2020 r. u MameHenne
Mthﬂmmmﬁwmr"ywﬂummmm
Pocouiickoit ®egepaipit. Capin paspeiuexa X UCnons308aHuio.

Oterburgus 3, 4666 LNTERACH, Geiarroch Or. Friocich Hilbeand
Tods Tass 20556 0 or.
TaaTs -0 Wollgnng Schiritzberges




rﬁw&wm D3XEIA
>, Presentation / Gopua sanyexs: § mla (smpule / anmyma)
y ‘ EVER Date £ manufacture / Joma npowseazcraa: 102021
v‘ miah Expiry Date/Tosen 10: 092026

Maaufactures Ipomssoxrress:
EVER Neuro Pharma GmbH  |FVER Pharma Jens GuabH, Germany/ IBEP Gaps Hens IW6X. Fepaasns

Certificate of Analysis API name / sassase AGC:

AP manufactarer / [posssoprren. ADC:
mmm—m”mwa’.n‘;m

AP1 Batch-No. / Howep copun AOC: ADGAP; ADKAP

Lepebpoammn® Page/ Crpanuna 7 of /:3 7
‘ PACTBOP A% MirbexImnil
S———— Dlmxm/wmepm
Kpoitcuaitp
Ynonsosmosessoe o name/uus /
EVER Neuro Pharma GmbH /:"’_
Oberburgau, 3, A-4866, Unterach am Attersee, Austria ,/ /
IBEP Heiipo Qapua [W6X s Ly’xr S
OBepbypray 3, A-4866, Yurepax am ATtTepsce, AscTpix date/nata J iy
Dipl.-ing RaineriKrojsmay
Qualified Peson
L3, 4866 UNTERACH, Oserreict Dr. Friearich Hcbond
Toledd ‘m'o or. Schenitzborger
Faxcv43 7065 20985 - 910 Stagst
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QUIBCTBO C :—} dHUYEGHHOM OTBETCTE@HHOC b0 v
(JBEF Heipo ®apma -

Beem sannepecoranmnim CTOpOHaM
O nosom amsaiine ynaxosok Hepetpoansun®, pacTsop aan wineumii (PY Ne I1 N013827/01 ot 08.07.2007)

Komnanus 000 «IBEP Heiipo ®apman, seipaxaer Bam caoe NOYTEHNE # MHPOPMUPYET 0 HEGOABLIIMX HIMEHEHIX
8 AM3alHe yNakoBoYHOTO MaTepuana kopolka KapToHHas u Mapkuposka amnyn npenapata LiepeSponmsun®, pactsop
AR WHBeKLMA, npouiroacTea « IBEP apma Hena Mu6Xy, lepmanus/ «IBEP Hefipo ®apma I'u6X» (PY Ne 1
NO13827/01 or 08.07.2007). Hosui avsafK  ynakosok JAPETHCTPHPORAH H  YTREpPAIEH Munmcreperaom
ilpaeooxpanenns PO,

Hamenenns savponynu KOHTPOMTb NEPBOTO  BCKPITHA, HEGOMBIIHE I3MeHeHMS TEKCTA B COOTBETCTBHM ¢
TpeGoBannamin Munigpasa u ONPEACHCHO MECTO [UIA HAHECEHHR MapKHPOBKH. Hononuurensio coobiuacm, wro
KIKIIAS CEPHA NIPOXOIMT KOHTPOML N0 TpeM NOKalaTensy (omwcanne, ynakosxa, MAPKHPOBKA) B AKKPEAMTOBAHHOH
fnaGopatopum, pesynbTaThi KOTOPOTO NpefOCTARMAOTCA B MecTe ¢ MOATBEPAACHHEM OTBETCTBEHHOrO NHUA. B
HACTORIWMA MOMCHT B OGpaleHnn HaxosTes YNAKOBKH CTApOro m wosoro oGpasua. IMpoaykums 8 ynaxoskax
craporo obpasua Gyner obpawarscs wa puinike P® o ucrevenus CpOKa roAHOCTH.

Hioxe npusencws npumeps ynaxosox:

Crapwiil amsafin f Hoewiit au3aiin
Ynakoska LlepeGponmann®, PACTBOD AnR MHBEKUMI, ammyast 20 ma Ne §

]
!I
|

j

DTHKETKA aMITy TR

Uepebponusum J MmN

o

,I
I

! Po3oBhic nONS Ha ITHKETKE FBNKIOTCH HACTEIO MPOMIBOLCTBCHHBIX MaKeTOB. Peanbhan 3tukerxa Genas, Ges

30BOI0 UBCTA.
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PEAEPAALHAS CAYXEBA IO HAA3OPY
B COEPE 3APABOOXPAHEHMS

(¥nakosumr/dacosupx (BTOPHUHAS/TPETHUHAS YNaKOBKA))

NO13827/01-210817; Ham. Ned x I
NO13827/01-210817

Dapma”

Mata snecenns 8 AHC Tpomssoaurens Opraunsauns, Homep Homep, nara
Pocanpasramsopa Toprosoe manvenosanme (BBimycKalommi Crpana C 0 cTajuax np TBa HopmaTusnas a0kymentauns BLINYCTHBIAS B cepHH, pajpeinenns Ha
KOHTPOE) rpaxnanckmii obopor napTHH Hi
Lepetponmann®: pacteop ais 3BEP ®apma Hena I'm6X, Fepmanns (Mpoussomurens (rotosoii MOJMMWWWMH.W_ _rwma_vw_ﬂsﬁw«m_ _w._ n
16.12.2021 HHBCKUMA 1w, (5 M), 9BEP Heiipo ®apma A JIb)); IBEP dapma Hena M'vbX, Fepmannsa (¥ nakosmmk/thacommx Zcm.xmu...a_.m_cm_...” :mz. Zuu * " 000 "3BEP Heiipo D3XEIA
amny st (5), nauku KapTonubie/ m6X TP (B nepaiany0 ynakosxy)); SBEP dapwma Flena Tm6X, Tepmannua 2 5 PR (R )




