c e n e A I BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE i e Pialmac

SR PAACKAR PR R 14200 Herouville Saint Clair France
HSC-QUA-MOP-00449

NEUROBION AMP 3ML X3 RU /

N f duct | N d duit : 5 % i injecti
ame of product | Nom du produit Neurobion® Dosage form |Forme pharmaceutique: Solution for injection
Finished duct internal cod
Cn“d: i:m::oe produit E:“ :co sl 28070893 Customer Code | Code Client : 80780938
Thiamine hydrochloride
Batch number | Numéro de lot L216 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin
Packaging type / size | 100mg
ackaging 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 : 64 350ea
Manufacturing date | 06/2025 Expiry date |Date de péremption : 05/2028
Date de fabrication :
Importing country | F Marketing authorisation number | Numéro ”
Pays destinataire : Russia d'AMM : J1cP-004589/08
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'auterisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouvllle Saint-Clalr 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, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteurl4200 Hérouville Saint-Clair France
2024324 12
2024_HPF_FR_080
Control quality site(s) | Site(s) de contrdle qualité
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF ;
CENEXI HSC
2 rue Louis Pasteur14200 Hérouvllle Saint-Clair France
2024_324_1 2
2024_HPF_FR_080
Release site | Site Libérateur
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autarisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouville Saint-Clair France
2024 _324_1_2
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 ; L216
c (s) / D& )1 G ire(s) / Déviation(s):
NZA
"I hereby certify that the above information is authentic and accurate. This batch of product has been ed, ineludi kaging / labelling and quality control at
the above mentionned site(s) in full compliance with the GMP requlremenu nf the local Regulatory Authurlty and with the lpa:lﬁcltmm in the Marketing Authorisation of
the importing country or product specification file for In igi val I Prod The batch p ' P ing and lysis records were reviewed and found to
be in wmplian:e with GMP."
"Par la pré j‘ que les g i-d sont exacts et authenti Ce ot de médii a été fabriqué, incl son diti t et son contrdle
lité, par Ie(s) bli: (5) i é(s) ci-d , &n toute conformité avec les exig BPF del" ité régl ire pé , ainsi qu'avec les
del' ion de mise en marché du pays importateur ou du dossier de spéci ion du médi t pour les médi expéril Lesd é
v]:ant Ia fabrication du lot, son diti et ses ly ont été revues et trouvées conformes aux BPF."
e -
4 -
Name of qualified person of Hérouville Saint Clair FRANCE | A ] Ruleuu dlte H e A d wlf ke )

Nom du pharmacien responsable de la Libération Hérouville Saint Clair
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28070915 Batch
NEUROBION (R) solution for intramuscular injection
Analysis date : Jul 22 2025

APPEARANCE Clear red solution COMPLIES

ITDENTIFICATION
THIAMINE HYDROCHLORIDE The retention times of COMPLIES

the main peaks in the
chromatograms of test

PYRIDOXINE HYDROCHLORIDE solutions should comply COMPLIES
with the retention times
of respective peaks in

CYANOCOBALAMINE the chromatograms of COMPLIES
reference standards
solutions
pH From 3.7 to 4.2 3.9
CLARITY The opalescence of the COMPLIES
(subcontracted test) product should not

exceed the opalescence
of reference standard I

COLOR The sample solution COMPLIES
should be at least as

colored as standard

solution 1 and not more

colored than the

standard solution 2

RELATIVE DENSITY From 1.019 to 1.023 1.021
REFRACTIVE INDEX From 1.345 to 1.349 1.348
PARTICULATE MATTER <= 6000 particles per 39
SUBVISIBLE PARTICLES >= 1lO0um ampoule

PARTICULATE MATTER <= 600 particles per 0
SUBVSIBLE PARTICLES >= 25um ampoule

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES

UDP 17 Not more than 7.0 % 0.5

Single unidentified impurity Not more than 5.0 % 0.3 i ELM A : |
| 4

Total impurities Not more than 13.5 % 1.5 i %j i
I ]

Destination : Russia (28070893) 7%?“’”“"‘““W"
Y (A




Code : 28070915

Analysis date :

Batch

NEUROBION (R) solution for intramuscular injection
Jul 22 2025

L216

Page 2/2

VISIBLE PARTICLES
(Eur. Ph. 2.9.20)

(meaning 0 visible particle))

ASSAY

CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE

POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Approved by : GAILLARD Karine

Destination : Russia (28070893)

Practlcaliy free from

visible particles

From 95 to 115 %
of label claim

From 93 to 105 %
of label claim

From 94 to 105 %
of label claim

Not more of 100 %
of label claim

Must be sterile

<= 10 IU/mL

COMPLIES

This is an IPC test (100 % visual inspection with a passed AQL

111 %
99 %
101 %
88 %
COMPLIES
COMPLIES
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CEﬂE)\i 2 rue Louis Pasteur

creating innovative partnerships 14200 HérOUVIIIe Salnt Clalr France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoayxkr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTPUMBILLeYHOro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L216
Manufacturing date (mm.yyyy):
Hata npoussoactBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy):
Cpok rogHocTu (MM.ITIT): 05.2028
Manufacturer according to the
registration in Russia: CENEXI HSC, France
[Mpou3BoauTEsL B COOTBETCTBUMU
c perucTpauuein B Poccum: CEHEKCHU 343cCu, Ppanumn
Parameter / Mokasatenu | Specification limits / Hopmbli Results / PesynbTathl
Appearance / Onucaxue | Clear red solution. / MNMpo3spayHbliii Clear red solution. /
pacTBop KpacHoro useTa. Mpo3padHeIil pacTBOp

KpacHOro LseTa.

Identification /
MNoanvHHOCTL

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
Pyridoxine hydrochloride |the chromatograms of test solutions
/ MNMupwngokcuHa should comply with the retention
rmgpoxnopug times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
yAepXXUBaHUS OCHOBHBIX NMUKOB Ha
XpomMaTorpammax UCrbITyeMblxX
pacTBOPOB A0MKHBI COOTBETCTBOBATL
BpeEMeHaM yaepKUBaHUA
COOTBETCTBYIOLMX MUKOB Ha
XpomaTorpammax cTaHAapTHbIX
pacTBOpOB TMaMMHa rugpoxnopuaa,
nupuaoKCUHa rugpoxnopuaa wn
umvaHokobanamuHa (pasgen
«KonuyecTteeHHoe onpeaeneHune»).

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Complies / CooTBeTcTBYET

Cyanocobalamin /
UwnaHokobanamuH
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Ce ﬂ E)‘\| 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innavative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTpUMBILWeYHoro BeeaeHua, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepus Ne L216

Manufacturing date (mm.yyyy):

Hata npouseoacrea (MM.Irrr): 06.2025

Expiry date (mm.yyyy):

Cpok rogHoCcTU (MM.ITIT): 05.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpouzBoauTensL B COOTBETCTBUM

¢ perucrtpauueil B Poccuu: CEHEKCHW 3n43cCu, ®paHuus

Clarity / MpoapayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHums npenapaTta He
[OIKHa NpeBbIilaTh onanecueHumo
aTanoHa cpaBHeHus |.

Complies / CooTBeTcTBYET

Color / LiBeTHoCcTb The sample solution should be at

' least as colored as standard solution
1 and not more colored than the
standard solution 2. / VcneiTyembiit
pacTBOp AOMKEH BbiTh OKpalLEH He
MEHEeEe UHTEHCUBHO, YEM
CTaHgapTHbIA pacTeop 1, U He Gonee
WHTEHCUBHO, YeM CTaHAAPTHbIN
pacTteop 2.

Complies / CootsetcTByeT

Refraction index n3°/ From 1.345t0 1.349/071,34500 |1.348
lNokasaTenb 1,349
npenomnexus n3°

Relative density d39 / From 1.019t0 1.023./071 1,019 go | 1.021
OTHocuTEnbHaA 1,023,
NNoTHOCTh d3)

pH/pH From 3.7t04.2. / Ot 3,7 po 4,2. 3.9




cenexi

creating innovative partnerships

Product: / Mpoaykr:

Page 3 of 7/ CtpaHnua 3 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENWPOBWUOH®, pacteop ans
BHYTpUMLIWeYyHoro eeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: [ Kog SAP: 28070893
Batch no.: / Cepua Ne L216
Manufacturing date (mm.yyyy):

HNarta npou3BoacTBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy):

Cpok rogHocT! (MM.rrrr): 05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Mpou3sBoauUTeslb B COOTBETCTBUM

c peructpauuen B Poccum:

CEHEKCHU 3it43cCu, PpaHumnn

Particulate matter /
MexaHuueckue
BKITHOYEHUSA

Subvisible particles: / Hesudumbie
yacmuuybl:

2 10 um particles - not more than
6000/ampoule. /Yactuy pasamepom
= 10 mkm — He 6onee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / Yactuy pasmepom
2 25 MKM — He 6onee 600/amnyna.

39/ampoule /
39/amnyna

Ofampoule /
O/amnyna

Related substances /
PoacreeHHble npumecu

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

UDP 17 — not more than 7.0 %. /
UDP 17 — He 6onee 7,0 %.

Single unidentified impurity — not
more than 5.0 % / EavHWyHaA
HenpgeHTUUUMpOBaHHas NPUMECs —
He 6onee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumecei — He
Gonee 13,5 %.

0.5%

0.3%

1.5%

Bacterial endotoxins /
BakrepwansHble
3HOOTOKCUHBI

Not more than 10 I.U./mL. / He Bonee
10 E3/mn.

Complies / CooTtBeTcTBYET




cenexi

creating innovative partnerships

Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepus Ne
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTpUMbIWeYyHoro eeegeHus, 100 mr+100 mr+1 mr

28070893
L216

Manufacturing date (mm.yyyy):

[ata npousBoacTBa (MM.ITIT):

Expiry date (mm.yyyy):
Cpok rogHocTH (MM.ITIT):

06.2025

05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

NMpousBoguTerns B COOTBETCTBUU

C perucTpauuen B Poccum:

CEHEKCHU 3ii43cCu, ®paHuus

Sterility / CTepunsHocTh

Must be sterile. / JonxeH 6biTb
CTEPUNBbHBIM.

Sterile / CtepuneH

Assay / KonnyecTtBeHHoe
onpegerneHue

Thiamine hydrochloride /
TuamuHa rugpoxnopug,

Pyridoxine hydrochloride /
lNupuagokcuHa
rmapoxnopuna

Cyanocobalamin /
LinaHokob6anamuH

Potassium cyanide /
Kanus umnaHug

From 93 % to 105 % of label claim. /
Ot 93 % pno 105 % ot 3asiBneHHoro
KONnMYecTBa.

From 94 % to 105 % of label claim. /
Ot 94 % po 105 % ot 3asBneHHoro
KOnu4yecTsa.

From 95 % to 115 % of label claim. /
OT1 95 % go 115 % oT 3asaBneHHoro
KONnu4ecTEea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3afaBneHHOro
Konuyecrea.

99 %

101 %

111 %

88 %
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ereating innovative partnerships
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / MpoaykT:

SAP-Code: / Kog SAP:
Batch no.: / Cepus Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOH®, pacTeop ans
BHYTpUMbILWeyHoro BBegeHns, 100 mr+100 mr+1 mr

28070893
L216

Manufacturing date (mm.yyyy):

Oata npounssoactea (MM.ITIT):

06.2025

Expiry date (mm.yyvyy):
Cpok rogHocTy (MM.ITIT):

05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenk B COOTBETCTBUMU

c perucTpauuen B Poccuu:

CEHEKCHW 3143cCu, ®paHuus

Package / YnakoBka

3 mL of product in type | amber
glass ampoules. Ampoule has
one-point-cut and a marking strip.
3 ampoules or 10 ampoules in a
blister and a patient information
leaflet in a carton with first
opening control (perforation
line). /Mo 3 mn npenaparta B
amnyny U3 TeMHoro ctekna tuna .
Ha amnyny HaHeceHa Touka
pasfnoma 1 MapkupyoLas
ronocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW AYENKOBOM yrnakoBke
BMECTE C MHCTPYKUUEN no
NPYMEHEHWIO B NaYKy KAPTOHHYO
C KOHTpOsieM NepBoro
BCKpbITUA (nepdopaumneit).

3 mL of product in type | 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). /
Mo 3 mn npenaparta B amnyny
M3 TemHoro cTekna Tuna l. Ha
amnyrny HaHeceHa TouKa
pasfnoma 1 Mapkupytowas
nonocka.

Mo 3 amnynbl B KOHTYPHOW
AYENKOBOW YrakoBKe BMECTe C
WHCTPYKLUMEN MO NPUMEHEHUIO B
MayKy KapTOHHYO €
KOHTpoOneM nepeoro
BCKpbITUA (Nnepdopauuei).
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CEﬂ E)\i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innavative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOH?®, pacteop ans
BHYTPUMbIWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepus Ne L216

Manufacturing date (mm.yyyy):

Oarta npousBoacTBa (MM.ITIT): 06.2025

Expiry date (mm.yyyy):

Cpok rogHoCTH (MM.TTIT): 05.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[pounsBoauTenb B COOTBETCTEUMU

C peructpauuein B Poccuu: CEHEKCH 31143cCun, dpaHuus

According to ND. /

Labeling / Mapkuposka |5 e G HA.

Complies. / CooTBeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npu Temnepatype ot 2 go 8 °C.

Shelf-life / Cpok rogHoctn | 3 years. / 3 roga.

Assessment: / 3akntoyenue: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023,
amendement Ne 2 from 14.11.2023 / Cepus cOOTBETCTBYET
TpeboBaHWAM HOpMaTUBHON AoKkymeHTaumn Ne JICP-004589/08-
130123, namerenue Ne 1 ot 10.05.2023, nameHenune Ne 2 ot
14.11.2023.
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CEﬂE)\I 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

ating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH?®, pacTteop ans
BHYTpUMLIlWeYyHoro BeeaeHms, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepusi Ne L216
Manufacturing date (mm.yyyy):
Oarta npousBoacTBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy):
Cpok rogHoCTH (MM.ITIT): 05.2028
Manufacturer according to the
registration in Russia: CENEXI HSC, France
[MpousBoaUTENbL B COOTBETCTBUU
¢ perncTpauueit B Poccum: CEHEKCHW 3iu43cCwu, ®paHuus
Details regarding API used in manufacturing process of the batch:
APl Name, INN / API manufacturer batch APl Manufacturer Country of Mfg. /
HanmeHoBaHue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH E:;ﬁ: ':]:2‘::; ;:“C_’r':ﬁg HaumeHoBaHue NPOM3BOACTBA
A®E, Homep copns npounssogutena APC
cybcTaHummu
npousBogurensa MNMao
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2413012248
INN: CYANOCOBALAMINE | 0000138825
{3 LinanokobanamuH E;;%iﬂm mgaRFﬁ:NCE J FRANCE / ®paHuua
uTamuH Biz2
KpUCTannu4eckui,
MHH: unaHokoBanamuH
PYRIDOXINE PH24114032C Jiangxi Tianxin
HYDROCHLORIDE 0000138128 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / !/ UsaHcn  TaHbcuHb | CHINA / Kutai
MupuaokcuHa ruapoxnopua dapmacbioTikan Ko.,
MHH: nupuaokcuH 1o,
THIAMINE
:-II\IYNDBI'IC—|)I(/:-\I_I\|:1LHC\IJE[PE UQ41112276 DSM Nutritional Products GERMANY /
: 0000138416 GmbH / OCM HyTtpuwHn FepmaHus
TwamuHa rugpoxnopug Mpogakrc M'mbX
MHH: TuamuH ﬁ

Date / Signature of Qualified Person/
Qara / noanuck kBanudMUMpPOBaAHHOIO nuLa: .;QF‘l JUt o

Name / .1.0.: J/C)"}H(_[_/.}QD ///

Position / [lomxHoCTb: O’kqb\m;k Q,-;':ch j""f‘ jjof



