cenenl
HSC-QUA‘-MOP-‘C;)M?

HaumeHoBaHme

JIEKAPCTBEHHOI'0 Ipenaparta:

BHyTpenHuii Ko roToBOro

JIEKaApPCTBEHHOI'0 Npenaparta:

Homep cepumn:

Tun u pa3mep ynakoBKu:

Hrorosas ynakoBka:
JlaTa npousBoAcTBa:
Crpana-umMnopTep:

CTpaHa-npou3BOJUTEb:

CEPTU®UKAT HA CEPUIO
CEPTU®UKAT COOTBETCTBUA

HEWPOBHOH, AMITYJIBI, 3 MJI x 3, JlekapcTBeHHas

POCCUSI / Helipo6uon®
28070893

L405

AmMrtya BMECTUMOCTBIO 3 Ml

3 ammynsl (3 Mo1)
SuBaps 2026 T.
Poccus

IIpounsBoacTBenHasi(-ble) IUIOLIAAKA(-H)

HaumeHnoBanwme, agpec, HOMep JIMICH3UU U HOMep cepTtudukara GMP:

CENEXI HSC

2 rue Louis Pasteur 14200 Hérouville Saint-Clair France

2024 324 12
2024 HPF_FR_080

Ilnomaaka(-u) ynakoBKu

HaumeHnoBanue, ajpec, HoMep JHLEH3UH U HOMep cepTudukata GMP:

CENEXI HSC

2 rue Louis Pasteur 14200 Hérouville Saint-Clair France

2024 324 12
2024 _HPF_FR_080

Ilnomaaka(-u) KOHTPOJIS KayecTBa

HaumeHoBanue, ajpec, HoMep JHLEH3UH U HOMep cepTudukata GMP:

CENEXI HSC

2 rue Louis Pasteur 14200 Hérouville Saint-Clair France

2024 324 12
2024 _HPF_FR_080

IInomanka BhINyCKa cepuii

HaumeHoBanue, ajpec, HoMep JHLEH3UH U HoMep cepTudukata GMP:

CENEXI HSC

2 rue Louis Pasteur 14200 Hérouville Saint-Clair France

2024 324 12
2024 _HPF_FR_080

Pe3yabTaThl aHa/IM3a: CM. IPUJIATAEMbli

cepruuKaT

¢opma:
Kon 3aka3unka:

ADC:

Coaepxanue /
J03MPOBKA:

KounuecTBo equnni:
Cpox rogHocTH:
Homep
perucTpanuoHHOro
YAOCTOBEpeHHsI:

OPAHIUA

BHyTpenHuii Ko IPOMEKYTOYHOI0 IPOAYKTA:

Homep cepun npomMe:KyTO4HOr0 NPOAYKTA:

KommenTapuii(-u) / orkaonenue(-s):

3HauYUMBbIX OTKJIOHEHHUH YCTaHOBIICHO HE ObLIO.

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

PactBop a1 unbekuunit
80831996

TuamuHa ruIpOXIOpUA
[MupumokcrHa THAPOXIOPHL
IInanokoOanamMuH

100 mr

100 mr

1 Mr/3 mn

64 800 .

Jexabpp 2028 1.
JIII-Ne(011964)-(PT-RU)

28070915
L405

«HacTosimuM yn0cTOBepsiio, YTO NMPHBEIeHHAS Bbille HH(OPMAIHUs SIBJIsETCSl JOCTOBEpPHOiIl U TouHOii. /laHHas cepusi mpemapara ObLIa
Npou3Be/ieHa, BKIKYasl yIAKOBKY/MAPKHPOBKY H KOHTPOJIb KaYeCTBA, Ha BhINICYKA3aHHOM (-bIX) ILUIOIIA/IKe(-aX) B IIOJTHOM COOTBETCTBHH €
TpedoBannsimu IlpaBui Hajgiexkameii npousBoacTBenHoii npakTuku (GMP), ycTaHOB/IeHHBIME MeCTHBIM YNOJHOMOYEHHBIM OPraHOM, a
TaK:Ke C TPeOOBAHMSIMH ClielMHKAIMIA, H3/10)KEHHBIMH B PErHCTPALIMOHHOM YAO0CTOBEPEHHH B CTPaHe-HMIIOpTepe WM B cleld(PUKaluu B
J0che HA HcClIelyeMblil JeKapcTBeHHbI nmpenapaT. BpliH mpoBepeHbl MPOTOKOJIbI MPOU3BOJACTBA, YIAKOBKH U AHAJIN3A CEPHH, U ObLIO
YCTAHOBJIEHO, YTO OHU COOTBETCTBYIOT TpeboBanusm GMP».

MosHoe uMs Yroanomouensoro auna IlTamm: K. CATSIP * 2 mapra

miomaaku, Hérouville Saint Clair FRANCE 2026 .

Jara:

Jlarta Bemmycka: Iltamm: K. CAISIP *

2 mapra 2026 1.

Tlognuck: /noonucano/



CENEXI

2, Rue Louis Pasteur

CEPTUD®UKAT AHAJIM3A
14200 Hérouville St Clair (FRANCE)
Teu.: (33) 02.31.06.92.00 ®Daxc: (33) 02.31.44.45.55
Kon: 28070915 Cepust: L405 Crp.: 173
HEWPOBHOH (R), pacTBOp s BHYTPHMbIIIEUHOro BBeAeH s, 100 mr + 100 mr + 1 mr
[Hata ananuza: 10 derpans 2026 .
Jara mpom3Boactea:  SluBapn 2026 T. CpOK TOIHOCTH: Jexabpp 2028 T.
IIOKA3ATEJIb CIIEHU®UKALIUA PE3YJIbTATBI
(* =HE COOTBETCTBYET)
OIMMCAHUE [Tpo3pauHbIii pacTBOP KPACHOTO IBETA COOTBETCTBYET
NAEHTUOUKALINA
TUAMUWHA TUJIPOXJIOPU Bpemena ynepxuBanus ocHoBHbIX nukoB COOTBETCTBVYET
HI/IPHI[OKCI/IH A Ha XpoMartorpaMmmax HCHBITYEMBIX COOTBETCTBVYET
TUIPOXJIOPU/] pacTBOpPOB  JOJDKHBL  COOTBETCTBOBATH
BpeMeEHaM YACPKHBAHUA |\ yrp e CTRYET
COOTBETCTBYIOIINX ITUKOB Ha
HAUAHOKOBAJIAMUH XpOMaTorpaMMax pPacTBOPOB CTaHIAPTHBIX
00pasios
pH Ot13,7 0o 4,2 3,9
IMTPO3PAUYHOCTD Onanecuennus npemnapara He pomkHa COOTBETCTBVYET

IIPEBBIIIATh OMaJeCLEHIUI0  JTaJOHA
cpaBHeHus |

HIBETHOCTD Ucneityemsrii  pactBop  gomkern  O0biTe COOTBETCTBYET
OKpallleH He MEHee HMHTCHCHBHO, 4YeM
CTaHAapTHBI  pactBop I, ¥  He Oonee
WHTEHCHBHO, YEM CTaHJIapTHBIH pacTBop 2

OTHOCHUTEJIBHA Or 1,019 no 1,023 1,021
IIJIOTHOCTD

TIOKA3ATEJIb ITPEJIOMJIEHUS  Or 1,345 no 1,349 1,347
MEXAHUWYECKHUE He 6onee 6000 gacTum/amiyna 94

BKIIIOUEHA  (HEBUAMMBIE
YACTHULBI) > 10 mxm

MEXAHUYECKUE He 6onee 600 qactuiy/ammyna 4
BKIJIFOYEHUS  (HEBUAMMBIE
YACTHULEBI) > 25 MM

POACTBEHHBLIE MMPUMECH:

MNPUMECH

HUAHOKOBAJTAMUHA
EnunuuHbii npoaykt He 6omnee 3,0 % 0,5
Jerpajalun
Cymma npoaykToB aerpaganun  He 6omee 3,5 % 1,6

Itamn: K. TAVSIP* 2 mapra 2026 T.
/noonucamno/




CENEXI

2, Rue Louis Pasteur

CEPTUO®UKAT AHAJIN3A
14200 Hérouville St Clair (FRANCE)
Teu.: (33) 02.31.06.92.00 ®Daxc: (33) 02.31.44.45.55
Kon: 28070915 Cepust: L405 Crtp.: 2/3
HEMPOBHOH (R), pacTBOp 1Sl BHYTPUMbIIIEYHOTO BBEICHHS
[Hata ananuza: 10 derpans 2026 .
Jara mpom3Boactea:  SluBapn 2026 T. CpOK TOIHOCTH: Jexabpp 2028 T.
IMOKA3ATEJIb CIIEIU®UKALIUSL PE3YJBbTATHBI
(* =HE COOTBETCTBYET)
BUAUMBIE HACTUILIbI IIpaktuueckn  He cogepkuT  BuauMbix COOTBETCTBYET
(Esp. @. 2.9.20) acTull

HWcnpiTanne BHYTpUNIPON3BoAcTBeHHOTO KOHTpOIs (100 % Bu3yanpHas OIEHKa ¢ MOATBEpKICHHEM cooTBeTCTBHS AQL
(T. . 0 BUOTUMBIX YACTHIT))

KOJIMYECTBEHHOE
OITPEJIEJIEHUE
IMMAHOKOBAJIAMUWH Or 105 mo 115% ot 3asBmenHoro 111 %
COIIepIKAHUS
TUAMUHA TUAPOXJIOPU/ Or 95 pmo 105% ot 3asBiaerHoro 99 %
coJiepKaHus
IMMPUJJOKCHUHA Or 95 mo 105% ot 3assnennoro 100 %
TUAPOXJIOPU] coiepKaHUs
KAJINA TMAHWU /] Or 75 mo 100% ot 3assaeHnoro 89 %
COIlepIKAHUS
CTEPUJIBHOCTbD JlomkeH OBITh CTEPHIIBHBIM COOTBETCTBVYET
BFAKTEPHAJIBHBIE He 6onee 10 EQ/mn COOTBETCTBVYET
OHAOTOKCHHBI

Pemenne OKK: IIpunsto
Wwmsi: TAUSIP Kapun

VnakoBka: Ilo 3 mn mpenapara B amiysie W3 TeMHOTO cTekia Tuma [. Ha ammyny HaHeceHa Todka pasziomMa M
Mapkupytomas nojiocka. [1o 3 aMImysiel B KOHTYPHOH SIMEHKOBOH YIIaKOBKE BMECTE C JIMCTKOM BKJIAJIBIIIIEM
B Ia4YKe KapTOHHOW ¢ KOHTPOJIEM MEPBOTO BCKPHITHS (TTepdoparueii).

Mecto Ha3HaYCHHMS: Poccus (kox SAP: 28070893)

IIpoussoautens cornacHo peructpanuu B Poccun: CENEXI HSC, France

Mapxkuposka: B cootserctBuu ¢ HJI

VYcnosus xpanenus: Ilpu Temneparype ot 2 1o 8 °C

Ornenka: JlanHas cepust COOTBETCTBYeT crienudukaiuu, ykazaaaon B HII JITT-Ne(011964)-(PT-RU) ot 06.10.2025

Cpok rogHocTu: 3 roga

Itamn: K. TAVSIP * 2 mapra 2026 1.
/noonucamno/



CENEXI

2, Rue Louis Pasteur

CEPTUO®UKAT AHAJIN3A
14200 Hérouville St Clair (FRANCE)
Teu.: (33) 02.31.06.92.00 ®Daxc: (33) 02.31.44.45.55
Kon: 28070915 Cepust: L405 Crtp.: 3/3
HEMPOBHOH (R), pacTBOp 1Sl BHYTPUMbIIIEYHOTO BBEICHHS
[Hata ananuza: 10 derpans 2026 .
Jara mpom3Boactea:  SluBapn 2026 T. CpOK TOIHOCTH: Jexabpp 2028 T.

[onpo6uas nupopmarust 06 ADC, Ucroabp30BaHHBIX B IpoOLiEcCe MPOM3BOACTBA JAHHON CEpPUU:

HanmenoBanne ADC IIpomsBoautenr ADC/cTpana Homep cepum  mpom3BOIUTENS
A®C, mnpousBOAHUTEIS] TOTOBOTO
JICKaPCTBEHHOTO TIpernapaTa

Howmep cepun ADC

luanokobanamun  (Butamud B12) EuroAPI FRANCE / ©PAHINS 2513400919
KPUCTAJUTHYCCKHU 0000 141985
MHH: IMAHOKOBAJIAMIH
H/TI
H/TT
IMupunoxcrHa ruAPOXIOPUA Jiangxi_Tianxin Pharmaceutical Co., LTD/ PH25104027C
MHH: [TUPUJIOKCUH KUTAN 0000 143283
H/TT
H/TT
TuamMiHa THAPOXIOPH] DSM  Nutritional ~ Products GmbH / VQ50715325
MHH: THAMUH TEPMAHIA 0000 142566
H/TI
H/TT

Hara/moanucey  Ynoanomouennoro Iramm: K. TAUSIP * 2 mapTta 2026 r. /noonucarno/
muna (YJI):

Ums/nomxrocTs YnonHomouenHoro K. TAHSP (Menedaicep omoena onepayuonnozo kauecmea,)
JIHLA;




cenenl BATCH CERTIFICATE
‘ == _ CERTIFICAT DE CONFORMITE 2 e Lovis Pasteur

14200 Hérouville Saint Clair France
HSC-QUA-MOP-00449

NEURCBION AMP 3ML X3 RU /

Name of duct | Nem du produit : .
m pracuck | B Neurobion®

Dosage form |Forme pharmaceutique: Solutien for injection

Finished product internal code |
Cade interne produit fini :

28070893 Customer Code | Code Client : 80831996

Thiamine hydrochloride
Batch number | Numéro de lot : L405 AP1 ] Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg
Packaging type / size | .
Type / taille de Conditionnement ; Ampoule / 3mL Strength / Potency | Teneur / Dosage : 100mg

1 mg/3 mL
Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 64800
Manufacturing date | 01/2026 Expiry date |Date de péremption : 12/2028

Date de fabrication :

Importing country | Russia Marketing authorisation number | Numéro

= 964)-(Pr-RU
Pays destinataire : d"AMM : AN-N2(011964)-(Pr-RU)

Country of manufacturer | Pays du site de fabrication : FRANCE

Manufacturing site(s) | Site(s) de fabrication

Name, address, Autorisation number and GMP certificate number |

Nom, adresse, numéro d'autarisation d'ouverture et numéro du certificat BPF ;
CENEXI HSC

2 rue Louis Pasteurl4200 Hérouville Saint-Clair France

2024 324 1 2

2024_HPF_FR_080

Packaging site(s) | Site{s) de conditionnement

Name, address, Autorisation number and GMP certificate number |

Nom, adresse, numnéro d'autorisation d'ouverture et numéro du certificat BPF
CENEXI HSC

2 rue Louis Pasteur14200 Hérouville Saint-Clair France

2024 324 1 2

2024_HPF_FR_080

Control quality site(s) | Site(s) de contréle gualité

Name, address, Autorisation number and GMP certificate number |

Mom, adresse, numéro d'autorisation d'ouvertura et numéro du certificat BPF :
CENEXI H5C

2 rue Louis Pasteurl4200 Hérouville Saint-Clair France

2024 324 1.2

2024_HPF_fR_0BO

Release site | Site Libérateur

Name, address, Autcrisation number and GMP certificate number |

Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF

CENEXI HSC

2 rue Louis Pasteur14200 Hérouville Saint-Clair France

2024 324 12

2024_HPF_FR_080

Result of analysis : refer to attached certificate Internal code semi finished product | code interne SF : 28070915
Résultats des analyses ; voir certificat joint SF Batch number | Numéro de lot SF ; L405

Comment(s) / Déviation(s) | Commentaire(s) / Déviation(s):

No major deviation

"I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality controi
at the above mentionned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP."

"Par la présente, j'atteste que les renseignements ci-dessus sont exacts et authentiques, Ce lot de médicament a été fabriqué, incluant son conditionnement et son
contréle qualité, par le(s) établissement(s) mentionné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité régl 1taire ¢ étente, ainsi qu'avec les
spécifications de |'autorisation de mise en marché du pays importateur ou du dossier de spécification du médicament pour les médicaments expérimentaux. Les données
visant la fabrication du lot, son conditionnement et ses analyses ont été revues et trouvées conformes aux BPF."

Name of qualified person of Hérouville Saint Clair FRANCE-| | date ;

Nom du pharmacien responsable de la Libération Hérouville Saint Clair £ F e E&IT A 'jnate de libération :
i ]

DJ‘ . (Rl Mt

)

I
i



2Rue Leuls Pﬁs_ -

14200 Hérouville St Clair (FR
2.31,06.92.00 S

Code : 28070915

NEUROBION (R) solution for intramuscular injection, 100mg+100mg+lmg
Analysis date : Feb 10 2026
panufacturing date : January 2026 Expiry date: December 2028

APPEARANCE
TDENTIFICATION

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
CYANOCOBALAMINE

PH

CLARITY

COLOR

RELATIVE DENSITY

REFRACTIVE INDEX

ARTICULATE MATTER
UBVISIBLE PARTICLES >= 1l0um

ARTICULATE MATTER
SUBVISIBLE PARTICLES >= 25um

RELATED SUBSTANCES
CYANOCOBALAMIN IMPURITIES
Each degradation product

Total degradation products

Clear red solution COMPLIE

The retention times of COMPLIES
the main peaks in the
chromatograms of test

solutions should comply COMPLIES
with the retention times

of respective peaks in

the chromatograms of COMPLIES
reference standards

solutions

From 3.7 to 4.2 3.9

The opalescence of the COMPLIES
product should not

exceed the opalescence

of reference standard I

The sample solution COMPLIES
should be at least as

colored as standard

solution 1 and not more

colored than the

standard solution 2

From 1.019 to 1.023 1.021
From 1.345 to 1.349 1.347
Not more than 6000 94

particles per ampoule

Not more than 600 4
particles per ampoule

Not more than 3.0 % 0.5

Not more than 3.5 % 1.6




4200 &é%éii&iﬂé’ St Clair (FRANC

Code : 28070915 Batch : L.405

UROBION (R) solution for intramuscular injection
Analysis date : Feb 10 2026
anufacturing date : January 2026 Expiry date: December 2028

VISIBLE PARTICLES Practically free from COMPLIES
(Eur. Ph. 2.9.20) visible particles

his is an IPC test (100 % visual inspection with a passed AQL
(meaning 0 visible particle))

ASSAY

CYANOCOBALAMIN From 105 to 115 % 111 %
of label claim

THIAMINE HYDROCHLORIDE From 95 to 105 % 99 %
of label claim

PYRIDOXINE HYDROCHLORIDE From 95 to 105 % 100 %
of label claim

POTASSIUM CYANIDE From 75 to 100 % 89 %
of label claim

STERILITY Must be sterile COMPLIES

BACTERIAL ENDOTOXINS Not more than 10 I.U./mL COMPLIES

OC Decision : Accepted

By : GAILLARD Karine

Package: 3mL of product in type I amber glass ampoules. Ampoule has one-point-cut
and a marking strip. 3 ampoules in a blister and a patient information
leaflet in a carton with first opening control (perforation line).
Destination : Russia (SAP Code:28070893)

Manufacturer according to the registration in Russia: CENEXI HSC, France
Labeling: According to ND

Storage: At the temperature from 2 to 8°C

Assessment: The batch complies with the specification according to ND

LP-Number (011964) - (RG-RU) from 06.10.2025

Shelf-life: 3 years




Code : 28070915 Batch : Page 3/3
NEUROBION (R) solution for intramuscular injection

Analysis date : Feb 10 2026

Manufacturing date : January 2026 Expiry date: December 2028

betails regarding APT used in manufacturing process of the batch:

API Name API Manufacturer/Country API manufacturer
batch number, FP
manufacturer

API batch number

Eyanocobalamine Vit EuroAPI FRANCE / FRANCE ZSA3 % & “(‘ (9
12 crystalline, Lﬁinn«ﬂ¢( WwS
nn: CYANOCOBALAMINE FRER B

ceeSIA ...

Pyridoxine Hydrochloride Jiangxi Tianxin Pharmaceutical PH.ZS s ‘&_,.lﬁ

ﬁ[nn: PYRIDOXINE Co., LTD / CHINA OoOQ. A 2B A

L NALL L.
..... VA %
khiamine Hydrochloride DSM Nutritional Products itxcﬂ“1!5§.3%

an: THIAMINE GmbH / GERMANY PEOQILES L

(

Date/Signature of Qualified Person:

Name/Position of Qualified Person:




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / NEUROBION BATCH L405
HasBaHue nokymeHTa

This certificate confirms that the document NEUROBION BATCH L405 originally written in English
was translated in accordance with service agreement in force from English into Russian by certified
interpreter, who has sufficient experience to perform translation and verify the document. This
certificate also confirms that translation was checked for correctness and completeness against the
source document / [JaHHbli cepTudukat noareepxaaeT, 4to aokymeHT NEUROBION BATCH
L405, n3HavyanbHO HaMUCaHHbLIA Ha aHrMUMCKOM f3bike, Obln NepeBedeH B COOTBETCTBUU C
AENCTBYIOLUMM cornawieHmem o6 okasaHWM YCnyr C aHrmUUACKOro $3blka Ha PYCCKUWA  A3biK
CepTUULMPOBaHHLIM  NepeBoAYMKOM,  obnajalowum  AOCTaTOYHbIMW  HaBblkamMmu  AnA
OCYLLIECTBMNEHUS nepeBoAa WU NpoBepku AOKyMeHTa. [laHHbl cepTudumkaT Takke NOATBEPXKAAET,

YTO nepeBod nNnpowen npoBepky Ha npaBUIbHOCTL W MOSIHOTY OTHOCUTENbHO WCXOAHOro
AOKyMeHTa.

Evdokimova Ksenia / Translator
Translation performed by /

} Esnoknmosa Kcenus / MNepeBoaumk
MepeBopn BbINOMHEH: )

Date and Signature / [lata n 17.04.26 i y
noanuncb :
1/,
Translation checked for Karim Halida / Head &f/Qdality Control Department

correctness and completeness
by / [llepeBog npoBepeH Ha
NpaBUNbHOCTb U NOMHOTY:

Date and Signature / [Jata un 17.04.26
noanuch

S nepeg, X
[ &

?_f" x«M e‘[lMKa» (’

Kapum Xannga / Pyk dp,vn nb Otaena KoHTponsa KauyecTBa




