v Mharma
MBUrG Fiarma

MU REHACH CTEETOVE pHHOCTLIG

[TOATBEPXIAEHUE Ne 123/DOBV1A/012021
COOTBETCTBHA BBO3HMOTO JICKAPCTBEHHOIO Tpenapara TpeOOBaHHAM. YCTAHOBAECHHBIM IPH
€ro rocyapcTBEHHOH perucTpaLHu

JlekapcTBCHHBIH npenapar LlepeGpoaun3un®

JlekapctBeHHas Gopma PacTBOP I HHBEKLHH

Dopma BbINYCKa aMITy bl Sma Ne 5 (nauka kaproHHas)
coorsercrsyer TpebGopannsam HopmarupHoi Ne ITN013827/01-21082017 1 M3m. Ne 1 11
Hoxymenrtaunu N013827/01-11112019. Uzmenenune Ne2 k

Hopmarusro#i jokymenTaiuu ot 11.09.2020 .
u Usmenenne Ne3 x HopmaTtuBHO#
JokymenTauuu ot 27.10.2020 r.

na ociosanuy Ceprudukara AHaausa A8 JaHHOH CeprH, NOTY4EHHOTO OT NPOHU3BOJMTES U
TTporokona Qu3nko-xuMuueckol 1adopaTopin

000 «T/ «Jlenbman 21230421614
Jlara Bbirycka npoTokona: 23.04.2021
MexAyHapoAHOE HEMATEHTOBAHHOE HE TIPUMEHNUMO
HAHMCHOBAHHUE (TPYNNUPOBOYHOE UM

NHMHYECKOE)

dapmaleBTHYecKas CyOCTaHUMS LepeOposim3anH® koHUeHTpaT
Jlozuposka HE NMPUMEHHUMO
Homep cepun DOBVI1A
O0beM cepul (B YNAKOBKAaXx) 31294

Jlara npou3BoacTBa 01.2021

["ozaen 10 12.2025

HanmeHoBaHUE M aipec NPOU3BOAHTES !

TTpon3soanTe b rOTOBOR AekapeTBenHoi GopM{ IBEP dapma Hena I'm6X, Tepmanus
(Otto-Schott-Str. 15, 07745 Jena, Germany)

[Tepsuunas ynakoska: OBEP dapma Mena 'm6X, 'epmanns
(Otto-Schott-Str. 15, 07745 Jena, Germany)

BropHunas ynakoska: T e . “{OBEP ®apma Hena I'm6X, Tepmanus
a4 " [{Bruesseler Str. 18, 07747 Jena, Germany)

Buiycxatownit koutpons kffiecrsa: " " [DBEP Heiipo ®apma TM6X, Ascrpus

YT YR gs()liéerburgau 3, A-4866 Unterach am Attersee,
- A)jfstria)
}f‘) ITN013827/01 ot 08.07.2007

iy T
Y

Homep 1 f1ara perncrpaummﬁgo-.'
YI0CTOBEPEHHUS:

EVER Pl moedng Gk

- Crpakuua 1us2



EVER Neuro Pharma

sLEYRG C orpamwemxm% OYBETCTBEHHOLTEID
« JBEP Henpe Qapmar

O

HoMmep HOpMaTHBHOM AOKYMEHTAIHH: Ne ITN013827/01-21082017 u Usmenenne Nel
k Hopmarusro# noxymenTauny or 11.11,.2019
r., Usmenenne Ne2 x Hopmatupuoi
nokymenTainus ot 11.09.2020 r. u Uamenenne
Ne3 x HopMaruBHOH xoKyMeHRTalHH OT

27.10.2020r.
HaumenoBauue u ajipec pepxareas - OBEP Hetipo ®apma ['M6X. Ascrpus
PErHCTPAMOHHOTO YAOCTOBEPEHHUS: Oberburgau 3, A-4866 Unterach am Attersee,
Austria
OTBETCTBEHHOE JUIIO Bosipekas H.A.
JloxkymenT, onpeaensionuii noaHOMO U 1. osepennocts ot IBEP Heitpo ®apma

I'MGX, AscTpus, 3aBepennasn 21.01.2020 3a
per. HomepoMm 79/2020

2. Hosepennocts 77 AI' 5746638 ot
18.01.2021 3apeructpuposano B peectpe: Ne
50/994-u/77-2021-4-78

OreetcTBenHOE AULO 4 l WQS\)
000 «3IBEP Helipo dapma, Poccus 13.05.2021 DU
bosipckas H.A. aAara TIOANHCh

FERES Brige apot EVER Phatma Holding GmbH

- U T Fe [P
St e, B

" Crpanuua 2 us 2




EVER Neuro Pharma GmbH
Certificate of Analysis
Cepradurxar Ananusa

Batch-No. Howep cepur: DOBVIA |

Presentation / @opaa seinycka: S mi/ma (ampule / amnyna)

Date of manufacturc / {ara nponssoncraa: 01.2021

Expiry Date/Tonen no: 12.2025

Manu facturer. Tlpowssoaurens:

EVER Pharma Jena GmbH, Germany/ 3BEP ®apua Hena TmsX, Fepmanun

APl name / nassanve ADC:

Cerebrolysin® concentrate.” Liepe6ponnanu® xonuestpar

API manufacturer / ITpoussonsrens APC:

EVER Neuro Pharma GmbH, Austria/ IBEP Helipo ®apma I'M6X, Ascrpus

AP Batch-No. / Homep cepun AQC: AFQ3D; AFQ6D

Cerebrolysin®
solution for injections
Lepedponusun®
PACTBOP NS UHBEKIHHE

Page/ Crpaunua 1 of /u3 7

PARAMETER / [TOKA3SATEJIH

SPECIFICATION/ HOPMBEI

RESULT/PE3YJIBTAT ]

Description / Onucatue

Appearance

Onucanue

Transparent solution of yellowish-
brown color.

MpoapayHbiil pacTeoOp XenTosaro-
KOPUMHEBOro LBETa.

Corresponding

COOTBETCTBYET

Identity / NoanuxHocTs

Identity (method 1)

MopnuHHocTs (MeToa 1)

Maximum deviation of retention
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.

Donycrumoe oTKIOHEHUE BpemeHy
YABPXWUBAHUA NUKOB aMUHOKUCTOT
Ha XpoMaTorpaMmmMe UCbITYeMoro
pacTeopa AOMKHO BuiTh B
npeaenax + 0,2 MuH OT BpeMeHu
YABPXMBAHYS NUKOB

a XMMSQMe cTaHpapTHoro
/ma% ~

Corresponding

coorseTcreyeTr

ldentity (method 2)

EVER Neuro Pharma GmbM
Oberburgau 3, 4868 UNTERACH, Oslemeich
Tal:+43 7665 20555 - 0

Fax:+43 7665 20855 - 910
E-mal.office@everphatma.com
Www.everpharma,com

l/ HPLC {peptide prof)lf.
3 \retenttor\ lides and' pgak areas in

REAR e

-Xhewshromatograny of fhe test
s\oIQtlon shouldgﬁfr pond to the
»cgtent:en tires an peak areas in
the‘shfgmaiagr‘am of the standard
solution.

GeschittstUhrer

Or. Friadrich Hillabrand
Dr. Wollgang Schmitzbarger
Georges Kehwati

Corresponding

Sitz der Gesellgchatt
S, Gilgen, FN316993 1
District Court Salzburg
USE-KI . ATUB4474508



EVER Neuro Pharma GmbH
Certificate of Analysis
Cepraduxat Araansa

Batch-Nv./ Homep cepun: DOBVIA

Presentation / Gopma suinyeka: § mb/un (ampule / amnyna)

Date of manufacture / Jlata npoussoacrsa: 01.2021

Expiry Date/Toxen no: 12.2025

Manufacturer/TpoussoauTens:

EVER Pharma Jena GmbH, Germany/ OBEP ®apuma Hera TM6X, Cepmanns

API naine / naznaune AQC:

Cerebrolysin® concentrate/ HlepeGponuzun® xouueHTpar

AP[ manufacturer / [1poxssoanrens A®C:

EVER Neuro Pharma GmbH. Austria/ 3BEP Heiipo ®apma TMGX, Auctpmn

API Batch-No. / Homep cepun AOC: AFQ3D; AFQ6D

Cerebrolysin®
solution for injections Page / Crpawnua 2 of / w37
epeGponuaun® '
pPacTBOp AN HHBEKUKH
MoanuuHocTe (MeTog 2) B3XKX (nenTtuaHeiii npodunb): cooTseTcTayer
BpemeHa yaepxuBaHus v
nnouann nuKos Ha
XPOMATOrpammMe UCHbITYEMOro
pacTeopa ACIKHbI
COOTBETCTBOBATH BpeMeHam
YAEPXUBAHUA U NNOLIAAAM NUKOB
Ha XpoMaTorpaMme CTaHAapTHOro
pacTeopa.
Clarity and colour value / npo3paYHoCTb U UBETHOCTL
Clarity The drug is to be transparent. Corresponding
Mpo3pa4HoCTh Mpenapat gonxeH GuiTo cooTBeTcTBYeT
npPo3payHbIM.
Color value The drug product should stand Corresponding
comparison with reference solution
BY1.
L{BeTHOCTb MpenapaT ACMKEH BbigepXnBaTh | coOTBETCTBYET
CcpaBHeHKe ¢ 3tanoHom BY1.
pH/pH
pH 7.3
pH 7.3
Extractable volume / Maanekaeaw
Extractable volume : 3 5.25 mi
: SR :
H Joir
W3snekaembliii 06bem CBTRMA 5.25 Mn
A IE
Density / MnoTHoCTb '
Density 1.005 - 1.020 glcm? 1.016 g/lem?®
MnoTHocTb 1.005 - 1.020 ricm? 1.016 rlcm?®
EVER Neuro Pharma GmbH Geschiftstihrer Sitz der Gesellschaft

Oberburgau 3, 4868 UNTERACH, Osterrsich
Tel:+43 7665 20555 - 0

Fax:+43 7688 20555 - 840
E-mail.cfflte@evetpharma.com
WAWW.everpharma.com

Dr. Frisdrich Hillsbrang
Or. Wolfgang Schmitzbarger
Georgas Kahwati

St. Gilgen, FN3168931
District Court Salzburg
USH1d : ATUB4474508
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EVER Neuro Pharma GmbH
Certificate of Analysis
Cepruduxar Anamsa

Batch-No./ Homep cepuis: DOBV Ai

Presentation / Dopua seirycxa. S ml/ma (ampule / aMnyna)

Date of manufacture / lata npon3soaersa: 01.2021

Expiry Date/Tozen 20; 12.2025

Manufacturer/fTpousnosutens:

EVER Pharma Jena GinbH, Germany/ DBEP ®apma Hena T'n6X, Cepmanns

APl name / Hassanne A®C:

Cercbrolysin® concentrate/ LlepeGponu3uh® xouuenTpat

APl manufacturer / [poussoanrens AGC:

EVER Neuro Pharma GmbH, Austria/ DBEP Heiipo dapma 'M6X, Asctpus

APl Batch-No. / Homep cepun AGC: AFQ3D; AFQ6D

Cercbrolysin®
solution for injections
Lepebpoinzun®
PacTBOp U1 HHBEKUUH

Page/Crpaneua 3 of /u3z 7

Particulate contamination / Mexaxudeckue BKAOYEHUS

Visibie particles

Buaumbie mexaHuueckue BKHOHEHUA

According to requirements

B cooreeTcTBMM C TpebosaHUAMM

Corresponding

cooTeeTcrByeT

Subvisible particles 2 10 ym

Hesugumele Mmexanuyeckue
BKNIOYEHUS, yacTuubl 2 10 MKM

<= 6000 Particles/ampoule

<= 6000 wactuu/amnyna

9 Particles/ampoule

9 vactuw/amnyna

Subvisible particles = 25 um

Hesugumbie MmexaHuueckue
BKNIOYEHUA, YacTuULbl 2 25 MKM

<= 600 Particles/ampoule

<= 600 yactvw/amnyna

0 Particles/ampoule

0 wacTuwamnyna

Drying residue / Cyxoit octaTok

Drying residue >=40.0 mg/ml 50.9 mg/ml
Cyxoit ocraTok >= 40.0 mr/mn 50.9 mr/mn
Protein / Benok

Protein To be absent Absent
Benok HoskeH oTcyTCcTBOBaTHL oTCyTCTBYET
Content total nitrogen / Cogepxarve azora

Total nitrogen ] 97 -7.3mg/ml 6.4 mg/ml

- Kjeldahi method B Beed

- elementary analysis (

method)

O6wun asor 6.4 mr/mn

- meron Kwenbgans

- AMEMEHTHbII aHanu3 i

(anbTepHaTUBHLIA MSTO.’Q«)\' .

EVER Neuro Pharma GmbH GeschiiftstUhrer Sitz der Geselischaft

Quarburgau 3, 4866 UNTERACH, Ostereich
Tel:+43 7665 20555 - 0

Fax.+43 7685 20555 - 910
E-mail.office@everpharma.com

wwiv everpharma.com

Dr. Friedrich Hillabrand
Dr. Wolfgang Schmitzberger
Georges Kahwati

St. Gilgen, FN316893
Digtrict Court Salzburg
USt-d : ATUG4474508
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EVER Neuro Pharma GmbH
Certificate of Analysis
Cepruduxar Anannsa

Batch-No./ Homep cepun: DOBVIA

Presentation / opma sainycka: S mi/mn (ampule / amnyna)

Date of manufacture / [{ara nponssoacisa: 01.2021

Expiry Date/l"onen zo: 12.2025

Manufacturer/lIpowrsonurens:

EVER Phanna Jena GmbH, Germany/ SBEP ®apma Hewa ['M6X, Fepmania

API name / wassanne AQC:

Cerebrolysin® concentrate/ LiepeGponusun® konuentpar

APl manufacturer / Tipouzsoaurens AOC:

EVER Neuro Pharma GmbH, Austria/ 9BEP Heiipo ®apma I'm6X, ABctpus

API Batch-No. / Homep cepun AOC: AFQ3D; AFQ6D

Cerebrolysin®
solution for injections
HepeGpoauzun®
pacTBOp AJA UHbEKUUH

Page/ Crpaunua 4 of /w37

Sterility / CrepunbHocTs

Sterility The product should be sterile Sterile
CrepunbHoCTb Mpenapar nomkeH BbiTo CTEPUIBHO
CTEpUIbHBIM
Bacterial endotoxins / BakrepuansHbie 3HAOTOKCUHSI
Bacterial endotoxins <= 1.2 EU/ml < 0.3 EU/mI
BakrepuansHble 3HAO0TOKCUHLI <= 1.2 EQ/Mn < 0.3 E3/Mn
Content of amino acids / KonuuecrseHHoe onpeaenexne aMuHoKMCAoT
L-Aspartic acid 2.40 - 3.60 mg/ml 2.95 mg/ml
L-acnapruHoBasn kucnota 2.40 - 3.60 mr/mn 2.95 mr/mn
L-Glutamic acid 3.20 - 4.80 mg/ml 3.77 mg/m|
L-rnotamuHosas kvicrnora 3.20 - 4.80 mr/mn 3.77 mrimn
L-Serine * 0.21 - 0.39 mg/ml 0.33 mg/m|
L-cepux * 0.21 - 0.39 mr/mn 0.33 mr/mn
L-Histidine 1.04 - 1.56 mg/ml 1.25 mg/mi
L-rucrtuamn ~ f(\q.04 - 1.56 mrimn 1.25 Mr/mn
T AY
-}E
Glycine 120 - 1.80 mg/mi 1.47 mg/m|
MuUrH /;.20 - 1.80 mr/mn 1.47 mr/mn
L-Threonine * 0.21 - 0.39 mg/ml 0.29 mg/mi

BVER Neuro Pharma GmbH
Oberburgau 3, 4866 UNTERACH, Ostarreich
Tel:+43 7665 20555 - 0

Fax:+43 7865 20555 - 810

E-maii ofice@everpharma.com
www.everphiarina.com

GeschéftstOhrer

Dr. Friedrich Hilfebrand

Or. Wolfgang Schmitzberger
Georges Kahwati

Sitz der Gesellschaft
St. Gilgen, FN316093 t
District Court Salzburg
USt-1d : ATU64474508
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EVER Neuro Pharma GmbH
Certificate of Analysis
Ceprudurat Anaansa

Batch-No. Homep cepun’ DOBVIA

Presentation / Gopma ssimycka: 5 mi/mn (ampule / amnyna)

Date of manufacture / lara npoussonctea: 01 2021

Expiry Date/Tonex a0: 12.2025

Manufacturer/ITponsnoaures:

EVER Pharma Jena GmbH, Germany/ DBEP ®apyma fcna TMOX, Fepmanna

APl name / naznanue A®C.

Cerebrolysin® concentrate/ LiepeGponuaun® konuenpar

AP1 manufacturer / [Tposasosurens ADC:

EVER Neuro Phanma GmbH, Austria/ 9BEP Helipo ®apua I'M6X. ARcTpits

APl Batch-No. / Homep cepun AGC: AFQ3D; AFQ6D

Cerebrolysin®
solution for injections Page / Crpauuua 5 of /w37
Tlepe6poiu3nn®
PACTBOP AN HIBEKUHE
|.-TpEOHUH * 0.21 - 0.39 mr/mMn 0.29 mr/mn
L-Alanine 2.40 - 3.60 mg/ml 2.95 mg/ml
L-ananuH 2.40 - 3.60 mr/Mn 2.95 mr/mn
L-Arginine 0.30 - 1.10 mg/mi 0.75 mg/ml
L-apruHuH 0.30 - 1.10 mr/mn 0.75 mrimn
L-Valine 1.60 - 2.40 mg/m| 1.94 mg/mi
L-sanuH 1.60 - 2.40 mr/mn 1.94 mrimn
L-Methionine 0.35 - 0.65 mg/ml 0.44 mg/ml
L-MeTUOHUH 0.35 - 0.65 mr/mn 0.44 mr/mn
L-Tryptophan 0.35 - 0.65 mg/m| 0.45 mg/mi
L-TpunTtodhaH 0.35 - 0.65 mrimn 0.45 mr/mn
L-Isoleucine 1.60 - 2.40 mg/m| 1.95 mg/mi
L-n3onenyuH 1.60 -_._g;fto Mmr/mn 1.95 mr/Mn
e

L-Phenyialanine 17 §.1760 - 2.40 my/ml 1.93 mg/ml
L-cheHunanaHux 160-2’40wlmn A 1.93 mr/mn
L-Leucine 5.91 mg/ml
L-nenymn 5.91 mrimn

EVER Neuro Pharma GmbH Geschiftstihrer Sitz der Geselischaft
Oberburgau 3, 4866 UNTERACH, Ostereich Dr. Friedrich Hillebrand St. Giigen, FN316893 1
Tel:+43 7685 20555 -0 Dr. Wolfgang Schmitzberger District Count Salzburg

Fax:+43 7669 20555 - 910
E-mail office@everphatma.com
wivw.everphatma,com

Georges Kahwat

UStid : ATUB4474508




Batch-No./ Homep cepun: DOBVIA
E \ ,/{ ;:-—-n Presentation / ©opma Beimycka: S mUma (ampule / amnyna)
e Date of manufacture / flata npoussoncraa; 01,2021

Sz Expiry Date/ToacH no: 12.2025
Manufacturer/[Tponssonurens:

EVER Neuro Pharma GmbH  |EVER Pharma Jena GmbH, Germany. JBEP ®apwa Hewa I'MGX, Tepmanun

Certificate of Analysis i :a"(’gﬁ PO
€reoroysin neen CPLOPOAHIKHA) KOHLEH T
Ceprudurar Ananuza ! ks

APl manufacturer / [Tponssozutens AGC:
EVER Neuro Pharma GmbH, Austria/ DBEP Heiipo ®apma ['M6X. Ascrpun

API Batch-No. / Homep ceprt A®C: AFQ3D; AFQ6D

Cerebrolysin®
solution for injections Page/ Crpanmua 6 of /37
Uepebponnsnn®
pacTBOp AR HA'bE KUHH
L-Lysine 4.80 - 7.20 mg/ml 5.91 mg/mi
L-nu3ux 4.80 - 7.20 mr/mn 5.91 mr/mn
L-Proline 1.60 - 2.40 mg/mi 1.8 mg/ml
L-nponunH 1.60 - 2.40 mr/mn 1.98 mr/mn
Total amino acids * 28.08 - 42.12 mg/ml 34.25 mg/m|
Obuwee conepxarue amuHokucnoT * | 28.08 - 42.12 mr/mn 34.25 mr/mn

Package / BoixoaHoi KOHTPOsb ynakosku

Package Comply with ND requirements Corresponding
Ynakoska Coorsercrayer HJi COOTBRTCTBYET

l.abeling Comply with ND requirements Corresponding

Mapukuposka COOTBETCTRYET

7 /' J T :
* The specification for the parameter /{'%ﬁmtit@ﬁye;dgggrmm&_on" are given for the batch release of product and
differ from the specifications in the Ngrhf :

ative Dacymeéntation, iwhich is drawn up at the end of the shelf life of
the drug. B IR B

(DA P
* Hopmel 10 nokasarenio «Konuuecr _&_Expé“ohpeixenenn_egp’__n;'gaseneﬁbl Ha MOMEHT BbINYCKa NPOAYKUUM U
OTAIM4AIOTCHA OT cneywdukauum 8 Hop

TEHON HokymenTauidn, kotopas cocTasnena Ha oKoHYaHue cpoka
roAIHOCTY Npenapara. T N

N\,
| confirm that this batch was produced accér\atrrgv\;" mme current GMP requirements and controlled according to
the Normative DocumentationNe M N013827/01-210817, Variation # 1 to Normative Documentation dated
11.11.2019, Variation # 2 to Normative Documentation dated 11.09.2020 and Variation # 3 to Normative

Documentation dated 27.10.2020 approved by the Ministry of health of the Russian Federation. Batch is allowed
for use.

EVER Neuro Pharma GmbH GeschitftstOhrer Stz der Gesgellschaft
Oberburgau 3, 4888 UNTERACH, Osterreich Or. Frindrich Hillabrand St. Gilgen, FN316993 t
Tel:+43 7665 20555 . 0 Dr. Woligahg Schmitzberger District Court Salzburg
Fax:+43 7665 20555 - 810 Goorges Kahwati USt-Id : ATUB4474508

E-maltoffice@everpharmea.com
WWW.everpharmeg.com




Batch-No./ Homep cepun: DOBVIA

Presentation / Gopma rinycka: 5 mi/sn (ampule / amnyxna)

Date of manufacture / [lata npox3ssoscraa: 01.2021

Expiry Date/Tonen a0 122025

Manutacturer/[1pon3goante:s: .
EVE R Neuro Pharma Gmb H EVER Pharma Jena GmbH, Germany/ 3BEP ®apaya Hena m6X, I'epmanus

Certificate of Analysis API name / naararue ADOC:
Cercbrolysin® concentrate/ LiepeGpoausun® xoHueHTpar
Ceprudmxar AHajH3a

API manufacturer / [poussoantens ADC:
EVER Neuro Pharma GmbH, Austria/ BEP Heiipo ®apma I'm6X, Asctpus

AP] Batch-No. / Homep cepun AOC: AFQ3D; AFQ6D

Cerebrolysin®
solution for injections
Hepebpoansun®
PACTBOP NS HHDbEKUAH

Page/Crpauuua 7 of /w37

S nofTBEPHAAND, YTO 3Ta NapTus Obina NPOUIBEAEHA B COOTBETCTBUM C aevicTayowmmu Tpebosarnamu GMP 1
Bbin NPOBEAEH KOHTPONb B COOTBETCTBUM C TpeboBaHNsMU HOPMATVBHOM pokymenTaumeir Ne M N013827/01-
210817, Viamerenune Ne1 k HopMaTuBHON AOKYMEHTALMK OT 11.11.2019 1., UameHeHue Ne2 « HopmaTtusHoh
pokymenTauuu ot 11.09.2020 r. u Uamenenve Ne3 k HopmaTuBHOI AOKYMEHTaLun oT 27.10.2020 .,
yTBepXAEHHON MUHUCTEPCTBOM 3APaBO0OXPaAHEHNA Poccuitckonn denepaumu. Cepus paspeuseHa K
NCNONb30BAHWIO.

Qualified Person DI Rainer Kroismayr / unaoMnuposanHsii urxeHep Paiinep
Kpoitcmaiip
YTionHOMOYEHHOE JIHLIO name/uma

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

ABEP Heiipo Gapma 'M6X 08, APR 202 K
OBepbypray 3, A-4866, Yutepax am Arrepsee, ABCTPHA date/nata sig%

BVER Neuro Pharma GmbH GeschiftstUhrer Sitz der Geselischaft
Oberburgau 3. 4888 UNTERACH, Osterreich Or. Friedrich Hiflabrand St. Gilgen, FN316983
Tel:+43 7665 20555 - 0 Dr. Wolfgang Schmitzberger District Court Salzburg
Fax:+43 7865 20955 - 910 Georges Kahwati USt-1d : ATUB4474508

E-mail.otfica@everphatma.com
www everchatma.com




30-02-COI1-27-06

OGecTBO ¢ OrpaHHYEeHHO 0TBETCTBEHHOCTHIO
"Toproserii Jom " deabma’

(000 "TJ "Hensma'')
dupko-xuMuyeckasn naboparopus (PXJI)
IOpunuueckuit agpec: 142290, Poceus,

Mocxkosckas obnacts, r. ITymuno, yn. [py3osas, 1.8, nomeierue 14
AIpec MECTa OCYIECTRAeH!s AesTenbHOCTH: 142290, Poccus,

Mockosckas oGnacTs, r. [Tviuuuo, yi. Tpy3osas, 1.8, 3Tax [ (koM. Ne3.0; Ne3.4; Ne3.5;
No3.6; Ne3.7/a; Ne3.7/6; Ne3.8; Ne3.9; No3.10; Ne3.11; Ne3.12; Ne3.13; Ne3.14; Ne3.17)

Tenedou: 8(495) 968-22-47, e-mail: td-delma@mail.ru
VHUKaILHEIE HOMep 3amucy 06 aKKpeAUTAUWH B peecTpe
aKkKkpenToBaHHkIX 1uil RA.RU.21HP36

MPOTOKOJI MCITBITAHMIA Ne 21230421614 ot «23» anpens 2021 roga

YTBEPXIAIO
3amecTHTEdb HAY

N.A. Snymepck:
Ltbel

Creaenust 00 000pyI0BaAHUH

Haumenosanue ofopyaosanus,
3aBOACKOil HoOmep Ceprudukar o KaJaHdpoBxe,

Cpok aeiicTBHS JOKYMEHTa

¢ Tloawoe nanmenosanue o6pasua
! (npo6b) NpoxyKuMH

Lepebponi3na® pacTBop A1 MHbEKUMI (aMmyna) 5 M1 X 5 (agxa KapTOHHAA)

Cepus

DOBVIA

HaenTHdnranHoHHbHE KO
:_ o0pa3sua (npoder)

JIC21-2304/02/02

. [lpeanpuaTHe-H3IroTOBNTENS,
¢Tpana, aapec / Beimyckatommii
ROHTPOJIb Ka4ecTBa

IBEP dapma Vena I'v6X, Tepmanus/IBEP Helipo ®apma [M6X, ABcTpus

Homep peruerpamnionsoro
- ¥0CTOBEpeHus, 1aTa

TINQ13827/01 ot 08.07.2007 (mata 3amensl PV 11.09.2020)

. OcxoBaHne 115 NPOBEACHUS
HCHBITaHMI

3asska o1 3A0 "AMTEMC CKITAZIBI" Ne 30536 ot 22.04.2021 r.

Hanvenosanue H aapec 3aka3unKa

3A0 "AUTEMC CKJTAJIBI"
121059, r. Mocksa, yia. BpaHckad, 1.12.
Tenedon: 8(495)729- 40-04

. Haumenosaniie 1 aapec 3agBuTe I

e

000 "3BEP Hetipo dapma”
107061, r. Mocksa, [TpeoBpakeHckas mmoiuais, 1.8, aTax 7 noMewenne XLIV,
KoMHaTa 44.

| Or6op o6pasua (mpoGsI)
! BLINOAHEH

TlpencraBuTenem 3akasynka. OTBETCTBEHHOCTh 32 0TOOP Npob HeceT 3aKasuuk

. Jara nocrynacHus oGpa3ua
i {(rrpobnr) B OGXJI

23.04.2021 r.

!
¢ laTa wauana nposegesns
. HCNBITaHHS (H3MEPEHUs)

23.04.2021 r.

- AaTa oKoi4aHHs NpoBeeHUS
| HCNLITAHHA (M3MEPeHs)

23.042021 r.

TpoTokosn ucnbiTanuit Ne 21230421614 or 23 .04.2021 r

CBHACTEILCTBO 0 noBepKe/ATTecTaT/
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Onpenensiemuie
noKasarens,
ERUHANDB
H3MepeHui

3uayeuns nokazarenaeH

HopmaTusubii

HA s#a
METOAb]
HCIbITaN i

PesyasTaTht ucnsiTaHu#

Hopma o HX

NMOKYMCHT,
periaameRTUpY
rouguii oleHKy
J1a6opaTopHBIX

HenbITagni

3aNeHHE O

Onucauue

T1N013827/014
210817

[Tpospagmbiif pacTBOp KENTOBATO
- KOPHYHEBOrO LBCTA.
(CootreTcTBYET)

TIpospauHsil pacTBOP XKEJITOBATO -
KOpHYHEBOTO LBETA.

TI'NQ13827/01-
210817
3M.Nel-3

Q| coOoTBETCTRHU

Yaaxorka

[1N013827/01-
210817
1W3m . Ne2

S MJT B CTCKIIAHHBIE aMITy.TBL
KOpPHYHEBOTO LIBETA.

5 aMITyn noMelieHs! B
KOHTYPHY!O AYEHKOBYIO
ynakosky u3 IIBX, nokpsityto
BolLeHOH Gymaroit.

Onrna KoHTYpHas aueitkopas
YIIaKOBKA C UHCTPYKUMEH NO
TIPUMEHEHHIO [IOMELIEHa B
KapTOHHYIO [IAYKY, Ha KOTOPYIO
JIONONHUTEILHO HAHECEHBI
3ANIUTHBIC HAKTeHKA.

(CooteTcTBYET)

IIpu npoussodcmae na
NPOU3BO0CMBEHHBIX NAOUAOKAX
OBEP ©apma Hena ImbX,
Tepmanun:

Amnyner I an, 2 ma

[To 1 mu1, 2 Mi1 B CTEXIIAHELIE
aMITyJIbl KOPHYHEBOro 1BeTa.

Io 10 ammny:s nomemaroT B
KOHTYPHYIO TYCHKOBYIO YIAKOBKY
u3 [IBX, nokpITyro BOMEHOH
Oymaroit.

OnHy KOHTYPHYIO SUESHKOBYIO
YIaKOBKY ¢ HHCTPYKUMEi 110
IPAMEHEHUI0 TIOMCUIAIOT B
KapTOHHYIO TIa4Ky, Ha KOTOpPYI0
AOTIONTHUTENIbHO MOTYT ObITh
HaHECEHbI 3aIMTHBIC HaKiIeHKn.
Amnyner 5 ma, 10 mn u 20 sn

Tlo 5 ma, 10 M1, 20 MA B
CTEKNSHHEIE aMITYTbl KOPUIHEBOTO
LBeTa.

Tlo § ammyn rioMemaor 8
KOHTYPHYIO AUeHKOBYIO YIIaKOBKY
u3 [IBX| nokprITy10 BOLIEHOR
6ymaroit.

OnHY KOHTYPHYIO 4EHKOBYIO
YINaKOBKy ¢ MHCTPYKIUHEH no
TIPHMEHEHHIO NIOMEIAIOT B
KapTOHHYIO Ia4Ky, Ha KOTODPYIO
JOTIOIHATENILHO MOTYT OBITh
HaHeCeHBI 3aIUUTHBIE HakIeHKHY.
TIpu npoussodcmee na
NPOUZE0ACMBENHBIX HAOUAOKAX
340 «PapmPupma «Comexcy,
Pocews:

Amnynvt 2 mn

ITo 2 M1 B CTEKITHHABIE aMITYJIET
KOPHYHEBOTO 1IBETa ¢ KE/TOMH
TOYKOit.
o 5 ammya

elarT s -,
GefroByjo ygaKoBKy
KDATYIQ T HKOR 3

YNaKOBKH
TIpUMeEHEH
KapTOHHYIO

Amnyner 5 ma, 10 mn u 20 mn

Mo 5 mn, 10 Mn, 20 M B
CTEKNTHHBIE AMITY bl KOPHIHEBOTO
LBETZ C KETTOH TOUKOH.

Tlo § aMmy)r nOMEALOT B
KOHTYPHYIO T4eHKOBYIO yNaKkoBKy

TIN013827/01-
210817
m3m.Nel-3

Iporokoit ucnsiranuit Ne 21230421614 o1 23.04.2021 r
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w3 [1BX, MOKPHITYIO ILIEHKO] U3
9T,

O1nny KOHTYPHYKO SUEHKOBYIO
YUaKOBKY ¢ HHCTIPYKIHEi 110
IPAMEHEHHIO TIOMEIAIOT B
KapTOHHYIO TIauKy, Ha KOTOPYIO
ZOTIOTHATENTBHO MOTYT ObiTh
HaHECEHRI 34MATHEIC HAKIIEHKH.

Mapruposra

TIN013827/01-
210817
v . N2

Ilpu npouseodemee xna
NpOU3E00CMEEHNBIX NAOULAOKAX
DBEP ®apma Hena I'méX,
Tepmanua:

Ha smuxemre apmnyaer 1 Mn na
DYCCKOM A3bIKE YKAZHIBAIQMCA:
TOProBO¢ HanMeHOBaHHE
fipenapara ¢ npexynpeauTensHoi
MapKupoBkoli ®; nexapcTBeHHas
dopma; o0veM npernapaTa B
aMITysie B MJI; JIOTOTHIT KOMIAHHU
3BEP Heiipo ®apma Ha naTvHMLE
(EVER Pharma); Homep cepu;
IaTa UCTEHEHHA CPOKa TONHOCTY;
33aBOJCKHE TPON3BOACTBEHHBIC
KOIbl.,

‘Tlpn ynaneHAH STUKETKH HA
NOBEPXHOCTH aMITyJIbl C
HOMUHAIEHBIM 00BeMOM 1 Mt Ha
CTeK/Ie BUOHA IPaBUpOBKA
KpacHbIM LIBETOM Ha aHrnuHckoM
a3srke «Cerebrolysin ®».

Ha smuxemxe amnyier 2 mn na
DYCCKOM A3bIKE PKA3LIBAIOIMCA.
TOPTOBOE HAUMEHOBAHHE
rnpenapara ¢ HpeaynpeauTensHoM
MapKUpoBKOH ®; nexapcTBEeHHAsA
¢opma; oObem npenapata B
aMmITyJie B MJT; JJOTOTHIT KOMIIaHUH
OBEP Helipo ®apma Ha naTHHHLE
(EVER Pharma); womep cepuy;
AaTa HCTEHSHMA CPOKA MORHOCTH;
32BOSCKHE TPON3ROACTREHHEIE
KOIBIL.

Ilpu ynaneHuu 3THKETKH Ha
TIOBEPXHOCTH aMITYJIbI C
HOMUHANLHEIM 00BLEMOM 2 MIT Ha
CTeKsIe BHAHA TPaBUPOBKA GEJIbIM
LIBETOM Ha aHITIHHCKOM S3BIKE

... | «Cerebrolysin®», «Made in

Ha omuxenie aiymyms 5wt i

ustriay, «<EVER Pharmay u
KOHTYPHBI} PHCYHOK JIOTOTHNA:

i g::erebrolysin"

‘ @_ EVER
: PELARMSI

“L Y4 Made inpustia
44

“| Ha smuxemie amnyiet S Mt Ha

DYCCKOM A3HIKE PRI AN

TOProOBOE HAUMEHOBAHHE
Tpenapara ¢
NpeNynpeauTeisHOM
MapKHpoBKoil ®; nexapCTBEHHAs
¢dopma; o6bem npenapata B
aMITyNe B MJI; JIOTOTHI
xomnanuy DBEP Heitpo ®apma

DVCCKOM A3bIKE YKAZLIEAIOMCR.
TOProBO€ HaMEHOBARME
TIpenapara ¢ NpexynpeanTeNbHoH
MapKupoBkoH®; ekapcTBeHHas
tdopma; odbeM npernapara B
aMITyne B MIT; JIOFOTHIT KOMIAHHU
3BEP Heiipo ®apMa Ha naTHHHLE

(EVER Pharma); HoMep CEepHH;

TIN013827/01- | C
210817
u3m.Nel-3

Hpotokon uensrranwit Ne 21230421614 or 23.04.2021 r
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sa naruanue (EVER Pharma);
HOMEp CepHy; 1aTa NCTEYSHUS
CpOKa roZHOCTH; 3aBOCKON
[pOU3BOACTBEHHEIH KOL.
Hpﬂ yp.anemm 3THKETKH Ha
TOBEPXHOCTH aMITYJIbl Ha CTEKNE
BU[IHA [PABHPOBKa GebiM
[IBETOM Ha aH1MUCKOM S3bIKE
«Cerebrolysin®», «Made in
Austriay, <EVER Pharma» u
KOHTYPHSIH PHCYHOK JIOTOTHIIA:
Cerebroiysey’
ﬁgEVER

oy PYRBES
Mas ool

[aTa UCTEUEHNS CpOKa TOXHOCTH;
33aBOJICKUE npomnoncrsenme
KOZBI.

[Tpu ynanesyun STUKETKHA Ha
HOBerHOCTH amnynu [+
HOMUHATLHGLIM 00BeMOM 5 Mil Ha
CTeKIIe BUAHA IPaBUpOBKa OE/BIM
IIBETOM HA QHTTIMHCKOM A3IBIKE
«Cerebrolysin®», «Made in
Austrian, <EVER Pharma» #
KOHTYPHBIH PHCYHOK JNIOTOTHIIA:

Cerebrolysin®
EVER

FHARMA
Hade In Austia

Ha smuxemxe amnyav 10 ma na
DVCCKOM ASbIKE YKAZLIBAIOMCA:
TOProBO€ HaMMEHOBaHHE
TIiperapara ¢ NpeRynpeUTeNLHOMA
MAapKHpOBKOH ®; nexapcTBeHHas
tbopma; obbem npenapara B
aMIyse B MJ1; TIOrOTHIT KOMIAHHH
2BEP Heiipo ®apMa Ha JaTUHHUE
(EVER Pharma); HOMEp CepRrY;
JaTa UCTEUCHUA CPOKa TONHOCTH;
32BOJCKHE NPOH3BOACTBCHHbIE
KOARL.

Ipu ynanesun STHKETKU HA
TIOBEPXHOCTH aMIyJIs! ¢
HOMMHANBHEM 00bemMom 10 M Ha
CTekne BHAHA IPAaBHPOBKA
KpacHhIM [IBETOM Ha aHIJIMHCKOM
meike «Cerebrolysin®», «Made in
Austria», «cEVER Pharma» #
KOHTYpHBLIt pPUCYHOK JIOTOTUIA!

Cerebrolysin®
EVER

PRANMR
Hade In Austrls

Ha smuxemxe anvan 20 mi Ha
DYCCKon A36IKE YKAZHIGAIOMCH:
TOProBOe HAUMCHOBAHUE
fperapara ¢ NpexynpeIHTeNnbHOH
MapKupoBKO#t ®; JleKapCcTReHHAs
dopma; obbeM npernapara B
ammysne B MU, JIOTOTHI KOMITAHKK

OBEP Heiipo ®apma Ha naTUHHIE

(EVER Pharmay); HOMEp CEpHH;
. J1aTa UCTeHEHUA CPOKa rOAHOCTH,

I,
. .l'lS(aBO).ICKHG NpOU3BOACTBCHHLIC

jgo,rm.

; {TIpd ynaneHun 3THKETKN Ha

'd

"IOBEPXHOCTH AMITY.TB! C
HOMHHAILHBIM 00BeMoM 20 M Ha
CTERIIE BUHA IPaBUPOBKA Geirbim
UBETOM Ha AHTIIHACKOM A3biKe
«Cerebrolysin®y, «Made in
Austriay, <EVER Pharma» u
KOHTYPHbLH PUCYHOK JIOTOTHIIA:

Cerebrolysin®

@EVEQ
PHARMA

Made in Austria

Tporokon ucnbranuii Ne 21230421614 ot 23.04.2021 r
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Koumvpuas siiginoses
yngkgera: Ha BolieHolt Gymare,
MOKPHIBALOIIEH KOHTYPHYIO
A4EIKOBYIO YNAKOBKY,
MOBTOPAIOLIHMSA Ha NATHHHUC
PEKCTOM YKa3aHO:
«Cerebrolysin®m, «<Made in
Austrian.

Ha xapronnofi nauxke Ha
PYCCKOM S3bIKE YKA3aHO!
TOProBoe HaHMeHOBaHHE
npenapara ¢
NpERyMpeAnTeNbHOR

| MaPKHPOBKOH®);, sieKapeTeeHHas
dopma; ofbem npenapara B

aMIyiie B MJT; KOJIIRGCTBO
aMITy:1; HaRMEHOBAHUE M
KOJHYSCTBEHHOE COASPXKAHNE
JeitcTBYOWEro BewecTsa B 1 Mil

! PAcTBOPA B MT; HaUMEHOBAHHA
| BCTIOMOraTenbHbIX BEUIECTB,

cnocob eeactusg {«BuuMatie:
BBOIMTL 4O § Mi1 -~
BAYTpUMBIILIEwHO, A0 10 M-
BHYTpUBEHHO, cBbie 10 Mn-B
syjie uudysuit (xaneasHo)»),
NpenynpexIaoLIMe HALMICH
{«JToxaszaHns If pexiM
O3UPOBAHMUA: CM.

| MHCTPYKIIDO.», «XpaHUTb B

HEAOCTYIROM Jina aeteht
Mmecrely, «He npuMensTn 1o
HCTEYEHAI CPOKa TORHOCTH.»);

| YCIOBHS OTIYCKa; YCIIOBHA
i XpaneHis; 00aacTh NPWMeHEHUA

(«XpoHririeckan
uepeGpoBacKkynsapas
HeAOCTATOYHOCTD.
HineMuyecknit HHCYNBT H €ro
nocnaeacTuA. Uepenno-Mo3ropas
TpaBMa. 3a[ICPXKa YMCTBEHHOTO
pasBirTig y gereil. deMesuni»);
«ITpoussoanTens:» SBEP
®apma Hena T'u6X, Tepmanus;
«Brimyckaiounit KOHTpoJIb
XaqecTsar» '3BEP }Iu“xpo Qapma
I'mdX, Agm‘pmr meum
xoMnasiis IBEP Hettpo Papma
'ue (EN’ER Pha‘n_n‘a}\;i

d}enepanaxam m{tﬂnymm :
ﬁpcp\(onomn 1 €eponoTHH.
Cr;p{uib\(o» 1 <(MADE I
AUSMA)) (m.mwﬁugﬁ},
HOME CEpPiL JATA HCTEaeH I
CpOKa FORHOCTIN,
PETHCTPALHOHHBIH HOMEP:
WITPHX-KO, 3aBOACKIIE
MpON3BOACTBEHHBIE KOMBI.
HauneceHa uHGopMaLIHA LA
MOHHTOPYHIA ABHXEHHS
JIeKAPCTREHHBIX NPETIAPATOR OT

Konnivpisat 24einggus ynaxeard:
Ha BOLIEHO# Oymare,
TIOKPLIBAIOLIEH KOHTYPHYIO
RYEHKORYIO YAKOBKY,
NOBTOPAIOCWIAMCA Ha NaTHRALE
TEKCTOM YKA3hIBAOTCH:
«Cerebrolysin®», «<Made in
Austriay.

Ho xapmomio nauxe 1d pycekom
RIOE VRAIN GG TOPI'OBOB
HEAMEHOBAHHE NPENAPATa C
npeAyupeInTenLHON
MapKHPOBRON®); eKapCTBEHHAA
dopMa; o6beM npenapata B
aMITY;IE B MJT; KORIMECTBO aMmImys,
HAaHMEHOBAHHC N KONHYECTBEHHOE
colepxaHiie ICHCTBYIOIETO
selecTsa B | Mn PacTBOPA B MIY
HAaUMEHOBAHHA BCOMOTaTE/1bHbIX
BELIECTB, CNOCOC BBSACHNS
(«BH#HMaHUe: BROAITH JI0 § MI -
BHYTPUMBILIEHHO, 10 10 MJI ~
BHYTPHBEHHO, CBbe 10 M1 - B
Buge HHQYINI (KanensHO»),
NPEAYUPEOKJAIOMUE HAANHCH
(«TIoka3zaHus M PEKHM
JIO3UPOBAHMUA: CM. HHCTPYKURO.»,
«XpaHuTh B HEAOCTYTHOM A4
netedt mecte!y, «He nipnMeHaTs no
HCTEYESHHH CPOKA TONHOCTHLN);
YCNOBUSA OTITYCKa; yCNOBI
XpaHeHut; 06NacTh NPHMCHCHIA
{«XpoHnyeckas
uepeGpoBackynapHas
HENOCTATOYHOCTS. HeMusecknit
HHCYNBT H €70 NOCNEACTBIA.
Yepenio-Mo3rosas TpasMa.
3anepKKa YMCTBCHHOTO PA3BHTHA
y uerell. Jemenumin),
«IpoHsBoAMTENb:» HAUMEHOBAHME
TIPOU3ROANTENS FOTOBOH
nexapcTReHHOH (GopMmsl, CTpaHa;
«Brinyckatoli KOHTPOJIL
KayecTsa:» HARMEHOBaHHE
NPOH3BOAHTENA, CTPAHA: JIOTOTHII
xomnannn DBEP Heiipo ®apma
Ha natuaiue (EVER Pharma),
MapKBpOBKA B BIE HAAMHCH:
«Kontponnpyercs ABCTpHIICKAM
benepatbHLIM HHRCTUTYTOM
GAKTEPHONOTHA 11 ¢CCPONIOTHN.
Crepnsno» i «MADE IN
AUSTRIAY (Ha naTuHIILE); HOMEP
GepRY; AaTa HCTEYEHHS Cpoka
FOJIHOCTH; PETHCTPALHOHHELT
HOMEp; LUTPHX-KOJ; 1aBOJICKHE
TPOU3BOACTBEHHBIE KO,

TTpu HEoOXOMIMOCTH HAHOCHTCA
AHGOPMALIMA 1% MOHHTOPUHTA
ABIGKEHHA NIEKaPCTBEHHBIX
TIpenapaTos OT NPOMIBOANTENA KO
KOHEUHOTO foTpeduTens,
BKIJIIOYalONas CpeACTBO
HACHTHRHKALHAKOHTPONIbHBI
HASHTHHKALHOHHLIA 3HAK B BUIC
ABYMEPHOTO WTPHXOBOTO KoAa
WAL OTACABIO HNGOPMALIMIO,

Tlporokon nensrranndt Ne 21230421614 or 23.04.2020 ¢
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TPOU3IBOAMTENA 0 KOHEYHOTO
noTpebuTens, BRIMOYaoas
CPeAcTBO HAEHTH(HKALHA/
KOHTPONbHBIH
HAEeHTHHUKaUHMOAHbI 3HAK B
BHAE HBYMEPHOTO MITPAXOBOIO
KOJa B OTACNEHO HHGOPMALIHIO,
KOTOPYIO COICPKUT CPENCTBO
nAeHTUGHKALHH/ KOHTPOIBHbL
HIOCHTUQUKALHORHBIH 3HaK, B
BHJIC TIEYaTHOFO YHTAEMOro
texcra (GTIN u S/N).

XpaHuTh 8 3aMMUIUEHHOM OT
CBeTa MECTe NpH TEMIIEpaType He
Beiue 25°C.

Cpox rogsocrti: 5 net (IMonex
Jo: 12.2025)

{CooTBercTBYET)

KOTOPYIO COAEPKUT CPEACTBO
MAeHTU(DUKAIHU/KOHTPONBHBI
HASHTHOHKAUMORHBIH 3HAK, B BUAC
MEYaTHOTO YHTAEMOTO TEKCTA (B
TOM YHUCIC NEYATHOIO YUTAEMOTO
TexeTa (B ToM uucne GTIN u
S/N).

* KOOB YKA3bIBAIOMCS NPU
npou3EOOCMEEHHOT
HeobxoouMocm, 1 ux
MeCMOPACNONONACEHUE MODICEM
MEHAMBCA 8 3Q6UCUMOCIIU OM
mexuonozudeckux ocobenrocmeil
npousgodcmea.

ITpu npoussoocmee na
npOU3BOOCMBEHHBIX NIOUAOKAX
340 «DapmPupsma «Comexcey,
Poccun:

Ha smuxemxe amnyn na pyccrom

H3bIKe YKAZWEAIOMCA: TOPrOBOE
HaUMEHOBAHUE MpeTiapara ¢

NpenypenuTeaILHON MapKHUPOBKOH

®; nexapcreeHHad opma; 06BEM
OpenapaTa B amnyle B Mi;
aorotun xomnanny DOBEP Heitpo
®apma Ha natiaune (EVER
Pharma); Homep cepuu; JaTa
HCTEUEHNs CpoKa TONHOCTH;
33BOACKHC NPOH3BOACTBCHHBIC
KOMBL.

Ha NanOHHOﬁ nayxe Ha pYCCKoM
AIBIKE YKAILIBAOMCR. TOPrOBOE
HaHUMCHOBaHHE NIpenapaTa ¢
npenynpeauTensHON
Mapknposkol®; nexkapcTBeHHas
¢opma; o6pem npenapara B
aMIyJsie B MJI; KOJIMECTBO aMImyss;
HaIMEHOBaHHE U KOJHIECTBEHHOE
COAEPKaHNEe NEHCTRYIOMIETO
BemecTsa B | MJ1 pacTROpa B MT;
HaAMCHOBAaHUA BCIIOMOIaTE/bHBIX
BEIHECTB, CNOCO0 BBCACHHUA
(«BHHMaHME: BBOAKUTH OO 5 M1 ~
BHYTpHMBIIIEyHo, Ao 10 va—
BHYTPHBEHHO, cBhle 10 M- B
Buae undy3uit (KaneasHo)»),
HpenynpexAaroiue Haanucu
(«TTokazanng U pexum
HO3WPOBAHNS: CM. HHCTPYKIIHIO.»,
«XpaHuTh B HEJOCTYTTHOM JUIA
aerelt mecte!», «He NpUMEHATS 110
HCTEYEHHH CPOKa TOMHOCTH.»);
YCNOBHA OTIYCKA; YCNOBUS
XpaHeHHs; 06NacTh NPUMEHSHHS
(«Xponuueckas
nepebporackynsapras
HEIOCTATOYHOCTh. Memudeckuit
HHCYJIBT Y €70 NOCNCACTRHUA.
YepenHo-M03roBas TpaBMa.
3amepxxa yMCTBEHHOTO Pa3BUTHA
y neteit. JdemeHIMU.»);
«ITpousBonuTes:» HAKMEHOBAHHE
NPOM3BOANTESIS FOTOBOM
NeKapCTBEHROM GOPMBI, CTPAHA,;
«BrinycKaromui KORTPOIIb

TIporoxon sensrrapumit Ne 21230421614 ot 23.04.2021 r
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KauecTsa:» HaUMECHOBaHNAE
TPOM3BOMWTENS, CTPAHA; JIOTOTHIIT
koMnasun DBEP Hetpo ®apma
na naranuue (EVER Pharma);
MapKHpOBKa B BH/IE HAAMHCH:
«Koutponupyerca ABCTpUACKUM
¢enepanbHBIM HHCTHTYTOM
6aKTEPHONIOrNY U CEPOIOTHH.
CrepunsHon 1 <MADE IN
AUSTRIA» (Ha naTHHMLE); HOMED
CepHH; JaTa HCTEYEHUA CPOKa
FOJHOCTH; PErHCTPRUMOHHLIH
ROMep; ITPHX-KOH; 3aBONACKHE
IPOM3BOACTBEHHbIE KO

ITpu HEOOXONUMOCTH HAHOCHTCS
urpOpMaLA [ MOHHTOPHHTA
IBIKEHUA IEKAPCTBCHHBIX
IipenapaToB OT HPOH3BOXKTENA A0
KOHEYHOTO noTpebures,
BKIOYAOIMAs CPEACTBO
HISHTADUKAHH/KOHTPOILHBIH
WneHTHOUKALMORHEINA 3HAK B BHAE
IBYMEPHOTO IITPUXOBOIO KOAA
H/WITH OTACNBHO NHQOPMAIIHIO,
KOTOpYIO COIEPXUT CPEACTBO
HIECHTHOHKAIMU/ KOHTPOTBHEIH
unesTHGHAKAIHOHHEIH 3HAK, B BHIS
NEYaTHOTO YMTaeMOro TEKCTa (B
TOM HHC/IE TEYaTHOTO YHUTAEMOTO
TekcTa (B ToM ynciae GTIN u
S/N).

* KoOBl YKA3LIEAIOMCA PU
HPOUIBOOCMEEHHOU
HeodxoeouMocmu, u ux
MecmOopacnonoNICeRUE MONCEM
MEHSMbCR 8 3AGUCUMOCINU OM
mexnonozuyeckux ocobennocmei
npouzeodcmEa.

VYenosua XpaHeHus B
3ALIADICHHOM OT CBETa MECTE IPH
Temmeparype He Boitue 25°C.
CpoOK rofHOCTH: 5 JIET.

Yenorunle 0003HaYeHEA:

«C» - obpazel! (1poba) COOTRETCTRYET TPeOOBAHMAM HOPMATURBHOTO AOKYMEHTA
«Hy - o6pazeu (npo6a) He cooTBETCTBYET TpeOOBaHMAM HOPMATHBHOTO AOKYMEHTA

*BRIBO/E! O COOTBETCTBHH Clenanbl Ha ocrosanmy «I1paswn npussris OXJT 000 «TIT «Mensmar

NPUMEYAHHE:

JlaBHbIe PE3yNBTAaThH! NPOTOXONA HCMBITAHMI PaCPOCTPAHAIOTCS TOIBKO Ha 0Gpasewl, NOABEPTHY THIH HCBITAHKAM.
HacTosupiit IpOTOKON He MOXET 6hITh MONHOCTHIO AIH YaCTHUHO NepenedaTan 663 paspeuienus UCEITaTenbHOH

radopatopuu.

Orsetcraennbiii 3a odopMieHHe NPOTOKONA

//ﬂ*‘%' / _Tonspxuna M.B.
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feuro Pharma
06uBcTEC ¢ OTPAHMHEHHON OTBETCTBEHHOCTBIO
«3BEP Hewpo Gapmar

Beem 3auHTEpeCcOBAHHBIM CTOPOHAM
O HOBOM au3ailiHe YNIAKOBOK uepeﬁponan@, pacTrop ans uHbekuni (PY Ne I N013827/01 ot 08.07.2007)

Komnanns 000 «IBEP Helipo ®apmay». BeipaxaeT Bam CBOE NOUYTEHHE H uHOpMUPYET 0 HEGOMBLLINX H3MEHEHUAX
8 AN3aiiHE YIAKOBOYHOO MaTeprana kopodka KapTOHHaA ¥ MapkHPOBKA aM nyn npenapara Llepe6ponusun®, pacrsop
ans uHbeKuwii, npoussoactsa «IBEP ®apma Hlena TM6X», Tepmanus/ « IBEP Helipo ®apma I'MOX» (PY Ne T1
NO13827/01 or 08.07.2007). Hosblii Au3aiiH YNakoBOK 3apErdcTPUpOBAH W YTBEPAHACH MUHUCTEPCTBOM
3apasooxpatienus PO.

MaMeHeHUss 3aTPOHYNIH KOHTDO!NbL TMEpBOTO  BCKPBITHA, HeOONBUIME W3MEHEHHs TekCTa B COOTBETCTBHUH C
TpeGoBaHHAMH MWH3IPaBa W OMPEAENEHO MECTO JUIA HAHECCHUS MapkupoBku. JIOTIONHUTENBHO COOGUIAEM. YTO
KK;1as cepus POXOIHT KOHTPOJIL 10 TPEM nokasaTenam (OnucaHue. ynakoska, MapKHpPOBKa) B aKKPEAUTOBAHHOM
naGopaTopuy, pesyNbTaThl KOTOPOro MPEIOCTaBiAOTCA B MECTE C MOATBEPk/EHUEM OTBETCTBEHHOrO nuua. B
HACTOSLLMH MOMEHT B OOpallleHWH HaXoasTCs YMAaKOBKH CTaporo W HOBOTO obpasua. ITpomykuns B ynakoBKax
craporo obpasua 6yaet o0pallaThCs Ha pbiHke P® no ucTeueHus cpoka rOAHOCTH.

Hike npuBEIeHbI TTPUMEPDI YITaKOBOK:

Crapblit Au3ain l HoBblii Au3aiH
Vnakoska Llepe6ponuzna®, pactBop ans wHBeKiHi, amnyasl 20 M Ne 5

DTHUKETKA aMTTYJIbI
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I
! PO3OBBIE MO HA ITUKETKE ABMSIOTCA YaCThIO MPOU3BOJICTBEHHBIX Wa
pO30B0ro UBETA.
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C yBaxeHUEM,
Meueasxep ro 00ecneveHnio kKaiecTsa

MaTtiomkuna H.A,

20.11.2020

OO0 «IBEP Henpo Gapmar EVER Pharma Holding GmbH
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Saizburg, Universitetplatz, 972, Austria.




