CEPTUDUKAT AHATIU3A/
OF ANALYSIS

CERTIFICATE

HaumeHoeaHue
npenapara/

Product hame;

Cepusn Ne/ Batch no.:
Hata nponseopcrea/
Manufacturing date:
lopen po/ Expiry date:

KonuuecTso Tabnetok B

Gl®°Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

e-mail: office.lannach@gl-pharma.at

HeiipomynbTueuT®, TabrneTku, NOKPLITbIE NAEHOYHOI oBonoukoii
Neuromultivit film-coated tablets

M04780
02.2026

02.2029
60

ynakoske/ Package size:

Mpenapar / Product eApOmMyNLTUBMT®, TaBRETKY, NOKPLITBIE NNEHOYHOR OBONOIKOR T
INeuromultivit film-coated tablets |
MHH/INN

MNpNAOKCMH + Tuamun + UnaHokoGanamun / Pyridoxine + Thiamine + Cyanocobalamin

CTpaka - nponasogutens / Country of
manufacturer

ABCTPUS / Austria |

Homep perucrpayvonHoro yaocToBepeHus /
Number of registration certificate

Ne JIM-N2(008804)-(PT-RU) gara peructpauuu 12.02.2025 / Registration date 12.02.2025 44
I.

[laTa BHECEHUA UaMeHenwii 14.11.2025 ! Variation date 14.11.2025 '

HopmaTieHan aokymeHTauns/ Mamenenns
Normative Document/Variation number

nn-m(005804)-{PF-RU)-1 41125 |
(nocnegosarensHocTs/sequence 0004) '

[lepxatens perncTpaLuoHHoro
yAocTosepehus / Marketing Authorization
Holder

BAYL XENC WPNAHAWA JIMMWTER, WpnaHaus / BAUSCH HEALTH IRELAND LIMITED, Imiandi

WmnopTep / Company Importer

(000 «Bayw PYMO» / Bausch RUMO LLC

\loanpoBka/aKTUsHOCTb TwamnHa ruapoxnopua 100 Mr/ Thiamine hydrochloride 100 mg |
MupngoxenHa rugpoxnopig 200 mr/ Pyridoxine hydrochloride 200 mg
Strength/activity LinarokoGanamuk 0,20 wr / Cyanocobalamin 0.20 mg |

NekapcTeertan (opma /Pharmaceutical form

TabneTku NOKpLITLIE NNEHOYHOR 060NOYKOM / Film coated tablets

Paamep v Tun ynakosku / Volume and the type
of package

o 2 wnu 6 6nuctepos BMecte ¢ NMCTKOM-BKNagbiLUEM B KPTOHHYIO nayky. / 2 or 6 blisters

Mo 10 TabneTok B anioMuHKessIi (An/An) Grucrep. / 10 tablets per aluminum (Al/AL) blister. |
Logether with the patient information leaflet inserted in a carton.

Mapkuposka / Labeling

Cm. pasgen 1.3.2 moayns 1 perucTpauuonHoro focee, / See Section 1.3.2 Module 1 in the
Registration Dossier,

Homep cepum / Batch number
Paamep cepun / Batch volume
flata npoussoacTea / Manufacturing date

Fopen po / Expiry date

M04780
22.680 |

02.2026
02.2029

MponaBoACTBEHHBIE NNOLWEAKK, yuacTByIOL e
npouecce Npou3BoOACTEa C yKadaHneM
lcrap.nﬁ NPOWU3BOACTEA, Ha3BaHUiA W
haKTUIECcKUX MECT HaxoxaeHws /

Mpouasopaurent (Bce cragum nponasoacTea) / Manufacturer (all stages of production):
.J1. dapma Mm6X, AscTpus, Wnpyctpuwrpacce 1, 8502 Naunax, Asctpus /
G.L. Pharma GmbH, Austria, Industriestrasse 1, 8502 Lannach, Austria ]
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CEPTUDUKAT AHATIU3A/
_CI?R_TI_FI_CATE OF ANALYSIS

GLl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

e-mail: office.lannach@gl-pharma. at

HaumeHosaHue HelipomynbtnenT®, TabneTkn, NoKpLITLIE NNEHOYHOI oBonoykoii
npenapara/ Neuromultivit film-coated tablets
Product name:
Cepus Ne/ Batch no.: M04780
Hata npowssopcreal 02.2026
Manufacturing date:
Foaen po/ Expiry date: 02.2029
Konuuectao tabnetok B 60
ynakoeke/ Package size:
TMOKA3ATENW KAYECTBA n HOPMbI (OONMYCTUMEIE NPEAENLI) / PE3YNLTATLI/RESULTS j
CCbINKW HA METOAbI SPECIFICATION (ACCEPTANCE LIMITS)
MCNBITAHWA / QUALITY
PARAMATERS and REFERENCES
TO TEST METHODS
MoanuHHocTL ' Bpemena YAGPXKVBAHWA OCHOBHBIX MMKOB Ha Coorsercrayer / Corresponds
B3XX XpOMaTOrpaMmax UCMbITYeMbIX PACTEOPOB 4OMKHEI
COOTBETCTBOBAThL BpemeHam YAepMUBaHNA OCHOBHBIX
NUKOB Ha XpOMaTOrpamMMax CTaHAapTHLIX pacteopos
TUaMWHa ruapoxnopuaa, NUPUAOKCUHA rMApoxnopuaa
W UnaHokoGanamuna /
Identification The retention times of principal peaks in the
HPLC chromatogram of the test solutions should correspond

to those in the chromatograms of thiamine
hydrochloride, pyridoxine hydrochloride, and
cyanocobalamin standard solutions

CpegHnan macca TabneTtku n
OAHOPOAHOCTE MacChl
Eep. ®. unm e Po

4600 Mr+5%
460.0 mg + 5%

461,1 mr
461.1 mg

18/20 Tabnetok — He Gonee + 5 %
18/20 tablets: NMT + 5%

Cooteetctayer / Corresponds

Average tablet mass and uniformity [ 2/20 ragneror — He Gonee + 10 % CooraetcTeyer / Comresponds
of mass 2/20 tablets: NMT + 10%
Ph. Eur. or SP RF
Pacnagaemocrs He Bonee 30 mun < 11 MuH
Eep. ®. unu e Po NMT 30 min < 11 min
Disintegration
Ph. Eur. or SP RF
PacTeopexune He menee 75 % (Q) or 3sanBneHHoro konwdecrea 102 %
BIMX THamuHa ruppoxnopuaa vepes 30 muH /
NLT 75% (Q) of thiamine hydrochioride Iabel claims
Dissolution after 30 minutes
HPLC He meHee 75 % (Q) ot 3asenenHoro konudecTsa 100 %
NUPUAOKCUHE rugpoxnopiaa vepes 30 MuH /
NLT 75% (Q) of pyridoxine hydrochioride label claims
after 30 minutes
Noreps B macce npu BuicywmnBanum | He Gonee 50% 1.1%
Egp. ®. nnu Mo P NMT 5.0%

Loss on drying
Ph. Eur. or SP RF

MukpoBuonoruyeckas yucrora*
Esp. ®. unu ' P, Kateropus 3A

Obwee yncno aapobHbIx MUKPOOPraHU3MoB — He
Gonee 10° KOE 8 1 r; / Total aerobic microbial count
(TAMC) s 10° CFU/g

He Tectuposanocs

Not tested

Microbiological purity*
| A —
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GLl®Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

A-8502 Lannach, Austria
Telefon: 03136/82577-0

Fax: 03136/81563

CEPT"(p“KAT AHA_”M:;A[ e-mail: office.lannach@gl-pharma. at
QE_RTIFIEATE OF ANALYSIS

HaumeHosanue Heiipomynstueut®, TabneTku, NOKPLITLIE NNEHOYHOM obornoykoii
npenapara/ Neuromultivit film-coated tablets

Product name:

Cepusa Ne/ Batch no.: M04780

[ara npoussogcrea/ 02.2026

Manufacturing date:
l'ogen no/ Expiry date; 02.2029

Konuuecteo Tabnetoks 60
ynakoeke/ Package size:

3akniovexue o cooTeeTcTBUM / Statement of compliance:

DaHHas cepua M04780 cooTeeTcTBYET TPEeGOBaHUAM PerncTpaumnoHHoro YAocToBepeHns Ne JiN-Ne(008804)-(Pr-RU) aara perucTpaumnm 12.02.2025
AaTta BHECEHNA uameHeHwn 14.11.2025 n HOpPMaTUBHOM JOKyMEeHTaLumn ﬂn-hh(008304)-(Pl'-RU)-141125 (nocnegosarensHocTs 0004). / This batcl
M04780 complies with the requirements of Registration Certificate No Ne JIN-Ne(008804)-(PI-RU) registration date 12.02.2025, variation dat
14.11.2025 and normative documentation NN-Ne(008804)-(P-RU)-141125 (sequence 0004).

3akniouenme o cepTudmKaumy / Statement of certification

Hacroawum s NOATBEPXAAI0, YTO NPHBEAEHHAA BbilLe VHOpmaumus sensercs AOCTOBEPHOI M TOYHOI. 3Ta cepun NPOAYKUWN NpoMaBefeHa
(ekmiovan ynakoBKy (MapknpoBKy) W KOHTponb KayecTsa) Ha BbileyKasaHHOI NPON3BOACTBEHHON nnowapke (nnowagkax) 8 nonHom

country or in the drug specification dossier in the case of medicinal products for clinical trials. The records related to manufacturing, packaging,
and analysis have been raviewed and found to be in compliance with the Requirements of the Good Manufacturing Practice Rules of the Eurasian
Economic Union.

Crpana-nmnoprep: Poccus / Importing country: Russia
Cepus sbinywena/Date of release:27.07.2026

Nara/Date: 27.07.2026

ol YL
Moanuce/Signature \%ﬁ/‘?é— Moanvcu/Signature A e MM‘_,

C. Bypxuy/ S.Burzic , Executor / Vicnonsurens O-p. B. 3aians / Dr. V. Seidel, YnonHomoueHHoe nuuo / Quality
Authorized person (Qualified Person)

S L pr—
L1 L. |
= b e’ |8
- FA

o |

Milardovic //f Gl®Pharms
M _

| e .
G.L. Pharma GmbH

s Schlossplatz 1
8502 Lannach, Austria
+43 313682577 -0
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