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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAITU3A

Product: / Mpoaykr:

Highly Restricted

PG

NEUROBION® coated tablets

HEAPOBUOH?®, Tabnetku, NOKpbITbIe 060NOYKONH

SAP-Code: / Kog SAP:

Batch no.: / Cepus Ne

Bulk batch no.: / Homep naptu:

80781326
315525A

0137149193

Manufacturing date (mm.yyyy): /

gara npoussoacrea ‘MM.I'I'I'I'!!

05.2025

Expiry date (mm.yyyy): /
CpokK rogHocTu (MM.ITTT):

Manufacturer according to the
registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpou3BoauTens B COOTBETCTBUU
¢ peructpauuen B Poccuu:

Mu ana Dxu Xenc Octpus MNM6X aHA

Parameter / MapameTp

Specifications / Cneundpukauum

Results /
PesynbTars!

Appearance / OnucaHve

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnbie,
ABORAKOBbLINYKIble TabneTku,
nokpbiTele obonoukon novtn 6enoro | characteristic smell/
useta, 6necrawwve, co cnabbim
XapakTepHbIM 3anaxom.

Round, biconvex,
glossy off-white
coated tablets with
the weak

Kpyrnble,
DBOAKOBbINYKNblE
TabneTkun, NOKpbITbIe
obonoukon noutu
6enoro ugerTa,
bnecrawue, co
cnabbim
XapaKTepHbIM
3anaxom.

Identification / MoanuHHOCTL

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT:

Highly Restricted

PeG

NEUROBION® coated tablets

HEWPOBWOH?®, rabnetku, NokpLITbie 060M04KON

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qara npou3BogcTea (MM.IrrT):
Expiry date (mm. :/

Cpok roaHocTy (MM.rrrr):

Manufacturer according to the

registration in Russia: /
Austria/

MNpoussogutens B COOTBETCTBUMU
¢ peructpauven B Poccuu:

80781326
315525A

0137149193

05.2025
04.2027

P&G Health Austria GmbH & Co. OG,

Mu ana Dxu Xenc Octpua MuoX 3va

Parameter / NapameTp Specifications / Cneundukauumn Results /
PesynbTarhl
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions |cooTeeTcTByeT
TUaMVHa AUCYTIbVA should comply with the retention
- pyridoxine hydrochloride /  [times of the main peaks in the
chromatograms of thiamine disulfide,
MUPACKEMHA TWAPOXTIOPHA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LmaHokoBanamuH (see Assay). / BpemeHa
YAEPXKNBAHUS OCHOBHbIX MUKOB Ha
XpomaTorpammax UCnbITyeMbIX
pacTBOpOB, AOMKHbI
COOTBETCTBOBATL BpeMeHaMm
YAEPXNBAHUS OCHOBHBIX MUKOB Ha
Xpomartorpammax ctaHaapTHbIX
pacTBOpOB TUaMWHa Ancynbduaa,
NMpUAOKCUHA ruapoxnopuaa v
unaHokobanamuna (pasagen
«KonnyecteeHHOE onpegeneHue»).
Average weight of tablets From 665.00 mg to 735.00 mg 707.67 mg/
and deviation from average |(700.00 mg £ 5 %). / O1 665,00 mr no | 707,67 wmr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepHsa macca Tabnetok n | 18/20 tablets: not more than £+ 5 % / | Conforms /
OTKMOHEHWE OT cpeaHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
mMacchbl 2/20 tablets: not more than £ 10 % / | Conforms /
2/20 Tabnetok: He Bonee + 10% cooTBETCTBYET

P&G Health Austria GmbH & Co. OG
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Hosslgasse 20 « 9800 Spittal an der Drau * Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A p&G

Product: / MpoAykT: NEl}ROBION‘B coated tablets
HEWPOBWUOH®, TabneTkn, NoKpbITbie 060N104KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315525A
Bulk batch no.: / Homep napTu: 0137149193
Manufacturing date (mm.yyyy): /

Qara npousBoacrsea (MM.rrrr): 05.2025
Expiry date (mm. 2/

Cpok rogHoOCTU (MM.ITIT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

c peructpauuen B Poccuu:

Mu ana Oxun Xenc Octpus 'méX anHag

Parameter / MapameTtp

Specifications / Cneuudukauuun

Results /
Pe3ynbTaTthbl

Disintegration /
PacnagaemocTtb

Not more than 60 min. / He 6onee
60 MvH

<23 min/ <23 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) ot 3asBNEHHOro kKonNU4ecTea
TUaMuHa agucynscupa 4OMKHO
nepenTn B pacTeop Yepes 45 MUH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABMEHHOro KoNuyecTea
NUPUAOKCUHA rMAPOXITIOpMAA [OMKHO
nepenTn B pacTBop Yepes 45 MUH.

101 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3anBnNeHHOro
konuyecTea umaHokobanamuHa
OOIDKHO NepenTn B pacTeop Yepes 45
MUH.

98 %

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
WWW.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NoKpbITbie 060N04KOM

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Qara npoussoacrBa (MM.rrrr):

Expiry date (mm. i)
Cpok rogHocTU (MM.rrrr):

Manufacturer according to the
registration in Russia: /

Austria/

MpoussoauTens B COOTBETCTBUU
¢ perucrpauyven B Poccuu:

80781326
315525A

0137149193

05.2025
04.2027

P&G Health Austria GmbH & Co. OG,

Mu ang Oxu Xenc Octpua MNv6X sHa

Highly Restricted

PeG

Related substances /

Thiamine disulfide impurities: /

PogcteeHHble npumecn

MNpumecu TMamuHa gucynbduga:
thiamine - not more than 3.0 %; /
TnamuH — He bonee 3,0 %;

<01%/<0,1%

aminopyrimidine formamide - not
more than 1.0 %; / amuHoNnUpMMUAWH
dopmamug — He 6onee 1,0 %;

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
AMUHONUPUMUAUH NUPUAOKCUH
(apaykT) — He 6onee 1,0 %;

<01%/<0,1%

4-methyl-5-thiazole ethanol - not
more than 1.0 %; / 4-meTun-5-Tnason
aTaHon — He 6onee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than

0.2 %; / 4-amuHo-5-amuHomeTUN-2-
MeTunnupuMnauH — He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not
more than 0.2%; / eguHv4Hasn
HenaeHTUUUMPOBaHHAsA NPUMECh —
He 6onee 0,2 %;

<01%/<0,1%

Total unidentified impurities - not
more than 1.0 %. / cymma
HenaeHTUULMPOBaHHbIX
npumecen — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A P&G

Product: / MpoAaykT: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NokpbITbie 060n04Kon

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Oara npousBogcTBa (MM.IrIT):

Expiry date (mm. 2/

CQOK rogHocTu ‘MM.ITIT!:

Manufacturer according to the
registration in Russia: /
Austria/

fpousBoauTensL B COOTBETCTBUU
¢ peructpauven B Poccuu:

80781326
315525A

0137149193

05.2025
04.2027

P&G Health Austria GmbH & Co. OG,

Mun aua Dxu Xenc Octpus MoX aHa

Pyridoxine hydrochloride impurities: /
Mpumecy NUpnaoKcuHa

rmgpoxnopuvaa:

individual impurity - not more than
0.2 %; / eauHNYHaA npumecb —
He Bonee 0,2 %;

<01%/<0,1%

total impurities - not more than
1.0 %. / cymma npumecen — He
6onee 1,0 %.

<01%/<0,1%

Cyanocobalamin impurities: /
MNpumecu yraHokoGanamuHa:

hydroxocobalamin - not more than
8.0 %; / rnapokcokobanamuH — He
6onee 8,0 %;

05%/0,5%

individual unidentified impurity — not
more than 5.0 %; / equHnyHasn
HenaeHTudnynpoBaHHas npuMech —
He 6onee 5,0 %;

05%/0,5%

total unidentified impurities - not more
than 13.5 % / cymma HenpgeHrTudULK-
poBaHHbIX Npumecen — He 6onee

13,5 %.

1.0%/1,0%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 5 von 10

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MMpoaykT: NEl}ROBION® coated tablets
HEUPOBWOH?®, tabneTku, noKpbiTblie 060n04KOi
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315525A
Bulk batch no.: / Homep napTtu: 0137149193
Manufacturing date (mm.yyyy): /
Oara npoussoactBa (MM.Irrr): 05.2025
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrrT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUMN

¢ perncrpauuvein B Poccum:

MNu 3148 Oxu Xenc Octpusa F'M6X aHA

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HeVnaeHTUULMPOBAHHbIX Npumecen
TnamunHa aucynobcduga, NpuaokcuHa

rngpoxnopuga u
ywnaHokobanamvna — He 6onee 15,5

1.0%/1,0%

%.

Uniformity of dosage units
(every 5th batch) /

OnHopoaHOCTb

no3uposanua (ansa kaxaon | Conforms / cooTeetcTeyet

5-oih cepun)

- thiamine disulfide Conforms /
cooTBETCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANTU3A

Product: / MpogykT: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NoKpbITbie 060M0Y4KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315525A
Bulk batch no.: / Homep napru: 0137149193
Manufacturing date (mm.yyyy): /
Oara npoussoacrtea (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpousBoauTens B COOTBETCTBUM

¢ peructpauuen B Poccuu:

Nun ana Dxu Xenc Octpua M'M6X sxHg

Highly Restricted

PG

Escherichia coli — otcytctBue B 1 r

Parameter / MNapameTtp Specifications / Cneundukaumn | Results /
Pesynbrarthl
Microbial purity / (every 5th | TAMC — NMT 10 CFU/g / Not tested
batch) / Obwee 4ncno aapobHbix Not tested
Mukpobuonoruyeckas MuKpoopraHuamoB He 6onee
yucToTa (Ana Kaxaon 5-oin 103 KOE/r
cepuv) TYMC — NMT 102 CFU/g / Not tested
O6wee vncno rpubos He Gonee Not tested
102 KOE/r
Escherichia coli— absence in 1 g/ [Not tested

Assay / KonnyectseHHoe
onpegenexHue

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TUaMuHa gucynbduaa;

101 mg /101 mr

leaflet in a carton. / Mo 10 TabneTtok
B 6nuctep us NBX/MNBOX/An.

Mo 2 6nuctepa ¢ UHCTPYKUMEN No
NPUMEHEHUIO B NAYKy KAPTOHHYHO.

190 mg to 210 mg of pyridoxine 204 mg /204 mr
hydrochloride; / ot 190 mr go 210 mr
NUpUAOKCUHA rMapoxnopuaa;
0.18 mg to 0.26 mg of 0.23 mg /0,23 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr unaHokob6anamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information | Cootetcteyer

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
Wwww.pg.com

Seite 7 von 10

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spitta! an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINUSA p&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NOKpbITLIE 060M104KOM

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /

Oara npousBoacTea (MM.rrrr):
Expiry date (mm. )
Cpok rogHoCTU (MM.ITIT):

Manufacturer according to the
registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUU
¢ perucTtpauuen B Poccuu:

80781326
315525A

0137149193

05.2025
04.2027

P&G Health Austria GmbH & Co. OG,

Mu a3ng Oxu Xenc Octpus 'M6X 3Ha

Parameter / MNapametp Specifications / Cneuucdukaumumn | Results /
Pe3ynbTaTthbl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTBeTcTBUM C HOpMATUBHON prescribed /
DOKYMeHTauunen. CootsetcrayeT
TpeboBaHuaAm
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu Temneparype He Bolwe 25 °C.
Shelf-life / Cpok rogHocTH 2 years. / 2 ropa.

APIs used in FPC- Name / HaumeHosaHue: THIAMINE DISULFIDE / TuamuHa

Batch: ancynedng

FP Manufacturer APl Batch number / Homep cepuu cybeTaniiumn

npoussoautens [N1d: 91652246 - C601500052, C601500049,

C601500043;

API Manufacturer Batch number / Homep cepuu cybcraHumm

npoussoautens A®C: PRMU4363C59901, PRMU4363C59900,

PRMU4366C59900;
API Manufacturer name / HaumenosaHue npoussogutens APC:

Procter & Gamble Health Limited / MpokTtep ana MM6n Xenc

Numurep

API Manufacturer country / CtpaHa npoussoautena A®C: India /

Uuaun

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Kiagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHATIU3A p&G

Product: / Mpoaykr: NEEJROBION® coated tablets
HEVWPOBUOH®, TabneTku, NOKpbITbie 060M104KOMN
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusa Ne 315525A
Bulk batch no.: / Homep napTu: 0137149193
Manufacturing date (mm.yyyy): /
Qara npousBoacrtea (MM.rrrr): 05.2025
Expiry date (mm. o/
Cpok roaHocTH (Mm.rrrr): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTensL B COOTBETCTBUN
¢ peructpauuvein B Poccuu: n ana Oxu Xenc Octpusa MNu6X avg

Name / HaumeHosanne: CYANOCOBALAMINE EP /
UuaHokobanamMuH

FP Manufacturer API Batch number / Homep cepuu cy6cTaHuuu
npoussogutens M. 91181664 -C601400001, C601400004,
€601400002;

AP| Manufacturer Batch number / Homep cepuu cy6cTaHumu
npoussoanTens  APC: 2412601402, 2412621446, 2412611404,
API| Manufacturer name / HaumeHoBaHue npoussogutens A®C:
EuroAPI France / EBpoAlA ®paHc

API Manufacturer country / CtpaHa npoussogutens A®C: France /
®paHumnna

Name / HanmeHosaHne: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupuaokcuHa rugpoxnopua
FP_Manufacturer API Batch number / Homep cepun cy6ecTanuuv

npouasoautens (J1P: 91200960 - C601500038;
APl Manufacturer Batch number / Homep cepun cyb6cTaHumm
npoussoantenss A®C: JTPC+24114024C;

APl Manufacturer name / HaumeHoBaHue npoussoautens APC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / L|3siHcu TAHLCUHDL
®dapmacsrotukan Ko., flta.

AP| Manufacturer country / CTpaHa npoussoautena A®C: China/
Kutan
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P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0) 4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0) 4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A p&G

Product: / MpoaykT: NEUROBIONP® coated tablets
HEMPOBWUOH®, TabneTku, NoKpbITbie 060M04YKON
SAP-Code: / Kog SAP: 80781326
Batch no.: /| Cepus Ne 315525A
Bulk batch no.: / Homep napTu: 0137149193
Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.ITIT): 05.2025
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.Irrr): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTensL B COOTBETCTBUU
c perucrtpauyven B Poccum: Mn ana Dxu Xenc Octpusa Mv6X sHa

Assessment: / 3akniouenue: The batch complies with the specification according to ND J1C-
001540-150720 (amend No 1 from 06.10.2020, amend No 2
from 18.11.2021, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepus cootBeTcTByeT TpeboBaHNAM
HopmaTusHoro gokymeHta J1C-001540-150720 (n3meHeHne
Ne 1 ot 06.10.2020, nsmeHenne Ne 2 ot 18.11.2021,
nameHeHve Ne 3 ot 11.05.2023, nsmeneHune Ne 4 ot

30.11.2023)
HERMANN | arissa
09 0CT 2025
L)
Date / Signature of Qualified Person: / 156 0 m{& ‘/lh
ara / noanucb KBanuduuMpoBaHHOro nuua 1
vl N
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P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0) 4762 51 51-0 Sitz der Geselischaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykT:

Page 1 of 10/ Ctpanuua 1 13 10

NEUROBION® coated tablets

Highly Restricted

PeG

HEWPOBUOH®, Tabnetku, NokpbITbie 060M104KoM

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

Bulk batch no.: / Homep naptu:

80781326
315525A

0137149194

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacTaea ‘MM.I’I"ITI:

Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.FrTT):

05.2025

04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Mpoussoautens B COOTBETCTBUU

¢ perucTtpauvien B Poccuu:

Mu a3na Oxn Xenc Octpusa N'M6X aHAa

Parameter / Napamerp

Specifications / Cneuyudukauumn

Results /
Pe3synbTaTthbl

Appearance / Onucanue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnoie,
ABOAKOBbINYKNblE TAbNeTKy,
nokpbITble o6ono4kon novtn 6enoro
useTa, bnecrawme, co cnabbim
XapaKTepHbIM 3anaxoMm.

Round, biconvex,
glossy off-white
coated tablets with
the weak
characteristic smell/
Kpyrnble,
DBOAKOBbINYKNble

TabneTkn, NOKpbITLIE
obonoukoi nouTn
6enoro useTa,
onecTawue, co
cnabbim
XapaKkTepHbIM
3anaxom.

Identification / lNMoanvuHHoCTL

P&G Health Austria GmbH & Co. OG
Hdsslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com
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CERTIFICATE OF ANALYSIS / CEPTU®DUKAT AHAITU3A

Product: / MpogykT:

Highly Restricted

PG

NEUROBION® coated tablets

HEWPOBUOH?®, TabneTtku, NoKpbITLIE 060NOUKOM

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oarta npousBoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /

CpokK rogHocTH (MM.ITTT):
Manufacturer according to the
registration in Russia: /
Austria/

MponssoauTensL B COOTBETCTBUN
¢ perucrpaumen B Poccuu:

80781326
315525A

0137149194

05.2025
04.2027

P&G Health Austria GmbH & Co. 0OG,

Mu 3ua Dxu Xenc Octpuna T'M6X 3nAa

Parameter / NapameTtp Specifications / Cneuudukaumumn Results /
Pe3ynbTrarhbl

- thiamine disulfide / Retention times of the main peaks in | Conforms /

the chromatograms of test solutions |cooteercreyer
TUAMUHA AUCYNbOUA should comply with the retention
- pyridoxine hydrochloride / | times of the main peaks in the

chromatograms of thiamine disulfide,
AUPUAOKGURA MApOXTopUA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LnaHoKoBanaMmH (see Assay). / BpemeHa

YAEPXKNBAHWUA OCHOBHbIX NUKOB Ha

XpoMaTorpaMmmax UcnbiTyemblx

pacTBOPOB, A0MKHbI

COOTBETCTBOBATH BpeMeHam

YAEPXVUBaHUA OCHOBHbIX NUKOB Ha

XpomaTorpammax cTaHgapTHbIX

pacTBOpPOB TMAMUHa Aucynbduaa,

NUPMAOKCHHA rmgpoxnopuaa v

unmaHokobanamuHa (pasgen

«KonudyecTseHHoe onpeaeneHnen).
Average weight of tablets From 665.00 mg to 735.00 mg 703.05 mg/
and deviation from average |[(700.00 mg +5 %)./ Ot 665,00 mr ao | 703,05 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpeaHas macca Tabnetok U | 18/20 tablets: not more than +5 % / [ Conforms /
OTKNOHEHWe oT cpeaHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
mMacchbl 2/20 tablets: not more than £ 10 % / | Conforms/

2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEWPOBUOH?®, TabneTku, NOKpbITLIE 060M10UKOMN

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.ITIT):
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.Irrr):
Manufacturer according to the
registration in Russia: /

Austria/

MpounssoauTensL B COOTBETCTBUMN
¢ peructpauuven B Poccuu:

80781326
315525A

0137149195

05.2025
04.2027

P&G Health Austria GmbH & Co. 0G,

Mu 3ua Oxu Xenc Octpusa MTM6X aHg

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
Mpumecu NUpUAOKCUHA

rmgpoxnopuaa:

individual impurity - not more than
0.2 %; / eauHNYHaR Npumecs —
He bonee 0,2 %,;

<01%/<01%

total impurities - not more than
1.0 %. / cymma npumecen — He
6onee 1,0 %.

<01%/<01%

Cyanocobalamin impurities: /
[pumecn LnaHokobanamuHa:

more than 5.0 %; / equHnuHas
HenaeHTUUUMpoBaHHas NpUmech —
He 6onee 5,0 %;

hydroxocobalamin - not more than 04%/0,4%
8.0 %; / rmppokcokobanaMuH — He

6onee 8,0 %;

individual unidentified impurity —not (0.6 % /0,6 %

total unidentified impurities - not more
than 13.5 % / cymma HenpeHTUdULK-
pOBaHHbIX Npumecen — He Gonee

13,5 %.

11%7/1.1%

P&G Health Austria GmbH & Co.

Hdésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBUWUOH®, TabneTku, NOKpbITbie 060M04KOIN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 315525A
Bulk batch no.: / Homep naptu: 0137149195
Manufacturing date (mm.yyyy): /

DOara npoussogcrea (MM.Irrr): 05.2025
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.ITrT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

lMpoussoauTensL B COOTBETCTBUU

¢ peructpauvei B Poccuu:

Mu ava Oxu Xenc Octpusa M'M6X 3aHA

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HenaeHTUOUUMPOBaHHbLIX NPpUMECEN

TnamuHa QMC!HbQMQa, nnpunaoKcuHa

rmgpoxnopuaa u
unaHokobanamuHa — He bonee 15,56

%.

11%7111%

Uniformity of dosage units

(every 5th batch) /

OaHopogHoCTb

nosnposaHua (ans kaxgon | Conforms / cooteetcTeyeT

5-o1 cepuun)

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®DUKAT AHAITU3A

Product: / Mpogykt: NEUROBION® coated tablets
HEWPOBUOH?®, Tabnerku, nokpbiThie 060n104KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315525A
Bulk batch no.: / Homep napTu: 0137149195
Manufacturing date (mm.yyyy): /
Qarta npousBoacTsa (MM.Irrr): 05.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 04.2027

Manufacturer according to the

reqgistration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoguTensL B COOTBETCTBUUN

¢ peructpauuei B Poccun:

Mu ana Oxu Xenc Octpus F'm6X axg

Highly Restricted

PeG

Escherichia coli — otcyTcTBue B 11

Parameter / NapameTp Specifications / Cneundukauun |Results /
PeaynbTaThl
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g/ Not tested
batch) / Ob6uwee 4yncno aapobHbIx Not tested
MukpoBuonornyeckas MUKpoopraHuamos He 6onee
yucrtota (ans kaxaon 5-om | 10° KOE/r
cepun) TYMC — NMT 102 CFU/g / Not tested
O6wee uucno rpubos He Gonee Not tested
102 KOE/r
Escherichia coli — absence in 1 g/ |Not tested

Assay / KonnyecTtseHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr o 105 mr
THamuHa aucynosdunaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NUPUOOKCUHA rmapoxnopuaa;

206 mg / 206 mr

0.18 mg to 0.26 mg of
cyanocobalamin. / ot 0,18 mr go
0,26 Mr unaHokobanamuHa.

0.23 mg /0,23 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.
2 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B 6nuctep ns NBX/MNBAX/AnN.

Mo 2 6nucTtepa ¢ UHCTpyKUMEn no
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

Complies /
CooTBeTcTBYyeT

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A P&G

Product: / MpoaykT: NEleROBION® coated tablets
HEUPOBUOH®, Tabnetkn, NoKpbiTbie 060M104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 315525A
Bulk batch no.: / Homep napTu: 0137149195
Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.ITIT): 05.2025
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITrT): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoguTenb B COOTBETCTBUUN
¢ peructpauuen B Poccum: Mu ana Oxun Xenc Octpus N'M6X 3Ha
Parameter / NapameTp Specifications / Cneuncpmukauun | Results /
Pesynbrarsl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTtBeTcTBUM C HOpMATUBHOW prescribed /
AOKYyMEHTaLmen. CooTtseTcTBYeT
TpebosaHnam
Storage / XpaHeHue At the temperature not more than 25 °C. /
[pn TemnepaTtype He Bbiwe 25 °C.
Shelf-life / Cpok rogHoCcTH 2 years. / 2 roaa.
APls used in FPC- Name / Haumeroeanue: THIAMINE DISULFIDE / Tuamuna

Batch: aucynbdpun
EP Manufacturer API Batch number / Homep cepuu cybcTanumm
npoussogutens [NP: 91652246 - C601500047, C601500048;
AP Manufacturer Batch number / Homep cepuu cybcTaHuum
npoussogutens A®C: PRMU5015C59901, PRMU5023C59900;
API Manufacturer name / HaumeHosanue npoussoaurens A®C:
Procter & Gamble Health Limited / MpokTep aug M3m6n Xenc
NMumuren
API Manufacturer country / Ctpana npoussoaurens A®C: India /
UHaun
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Product: / MpoAykKT:

Page 9 of 10 / CTpanvua 9 w3 10 Highly Restricted

CERTIFICATE OF ANALYSIS /| CEPTU®OUKAT AHAINIU3A

PeG

NEUROBION® coated tablets
HEUPOBWOH®, TabneTku, NoKpbiTbie 060no4Kon

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315525A
Bulk batch no.: / Homep napTu; 0137149195
Manufacturing date (mm.yyyy): /

Oarta npoussoacTtsa (MM.Irrr): 05.2025
Expiry date (mm.

Cpok roaHocTU (MM.rrer): 04.2027

Manufacturer according to the

registration in Russia: /

Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoguTensL B COOTBETCTBUN

¢ peructpauuvei B Poccuu: Mu a1a Oxum Xenc Octpusa MTmM6X ana

Name / Haumenosanue: CYANOCOBALAMINE EP /
UuanokobanamuH

FP Manufacturer AP| Batch number / Homep cepuy cybcTaHumum
npoussoautens MoP: 91181664 - C601400002;

API| Manufacturer Batch number / Homep cepuu cy6cTanumm
npoussoautens A®C: 2412611404;

API| Manufacturer name / HaumeHoBauue npoussogurens ASC:
EuroAPI France / EBpoAflA ®panc

API Manufacturer country / Ctpana npoussoautens A®C: France /
dpaHumna

Name / HaumeHoBanue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupuaokcunHa rugpoxnopun

FP Manufacturer AP} Batch number / Homep cepuu cy6cTanumm
npoussoaurens 1e: 91200960 - C601500044, C601500031;

APl _Manufacturer Batch number / Homep cepun cybcraHumu
npoussogutens A®C: JTPC+24114031C, JTPC+24114028C;

AP| Manufacturer name / Haumernosaxue npoussogutens ASC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / LI3aHcu TAHbCUHDL
®dapmackiotukan Ko., Iita.

AP| Manufacturer country / CtpaHa npoussogutens A®C: China/
Kutan
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A P&G

Product: / Mpogykr: NEUROBION® coated tablets
HEMPOBUOH?®, TabneTkn, NoKpbITbie 060N04KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 315525A
Bulk batch no.: /| Homep napTu: 0137149195
Manufacturing date (mm. )
Qara npoussoacrea (MM.rrrr): 05.2025
Expiry date (mm. 1/
Cpok roaHocTn (MM.rrrr): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
NpousBoauTenb B COOTBETCTBUU
¢ perucrtpauuen B Poccuu: Mu 3na xu Xenc Octpusa TM6X aHa

Assessment: / 3akntoyeHune: The batch complies with the specification according to ND J1C-
001540-150720 (amend No 1 from 06.10.2020, amend No 2
from 18.11.2021, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepus cooTBeTcTBYeT TpeboBaHMAM
HopmaTuBHoro gokymeHTa J1C-001540-150720 (n3meHeHue
Ne 1 ot 06.10.2020, usmeHeHne Ne 2 ot 18.11.2021,
nsmeHeHue Ne 3 ot 11.05.2023, nameHeHne Ne 4 ot

30.11.2023)
HERMANN Larissa
09 0CT 2025
Date / Signature of Qualified Person: / h k{& w& W/\
Qarta / nognucb kBanucduuMpoBaHHOro nuua A
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:
NEUROBION

Product Description:

NEUROBION FORTE DRAGEES (20 DRG) - RU

Importing Country:
RU

Strength/Potency:

Batch Number:

315525A
Dosage Form:

coated tablets

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine

Brand Code:

80781326

Date of Manufacturing:
05 MAY 2025

Lot Quantity:

111,840.00

Marketing Authorization No:
LS-001540

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéBlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:
P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria

Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

Contractor Item No:
80781326

Expiration Date:
APR 2027

Unit of Measure:

IT

Inspection Lot No:
50004130858

| hereby certify that the above information is authentic and accurate. This batch of product has

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed

and found to be in compliance with GMP.
Comments:

Bulk Batch No.: 0137149193, 0137149194, 0137149195.

NCR-258633 Quality Incident.

The deviation has been investigated, assessed and found to be acceptable.

Usage Decision Code:
ACC - Accept

Approved By:

Date Approved:

Larissa Hermann, MSc. (DN4429) / Qualified Person 21.08.2025

This document was signed electronically and is valid without signature.

Printed by: DN4429

Print Date: 21.08.2025

PeG

Package Size:
20

Package Type:
blisters
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