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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / poAaykT:

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

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

Oara npousBoacTBa (MM.ITIT):

Expiry date (mm. |

Cpok rogHoCcTH (MM.TTrT):
Manufacturer according to the
registration in Russia: /

MpoussoauTtens B COOTBETCTBUU
¢ perncrpauuen B Poccuu:

NEUROBION® coated tablets

HEMPOBWUOH?®, TabneTku, NOKpbITLIE 060M0YKOWM

80781326
335824A

0065747475

10.2024

09.2026

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

Mu a3na xu Xenc Octpua Mo X sHa Ko. OI, Asctpus

Parameter / lMapameTp

Specifications / Cneuudukaunu

Results / PesynbTathl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, aBosikoBbINyknble Tabnetku,
nokpbITbie o6onoukon noutn 6enoro useTa,
Gnectawwme, co cnabbiv xapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSIKOBbBINYKMblE
TabneTku, NOKpbITbie
o6onoukoii noytu 6enoro
useTa, bnecraume, co
cnabbiMm XxapakTepHbIM
3anaxom.

Identification / NognuHHOCTL

deviation from average weight /

1+ 5 %). / OT1 665,00 mr ao 735,00 mr (700,00
Mr+5 %).

- thiamine disulfide / Retention times of the main peaks in the | Conforms /
chromatograms of test solutions should |cooTBeTcTByeT
THamuHa Aucynbun comply with the retention times of the main
peaks in the chromatograms of thiamine
- pyridoxine hydrochloride / disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
NUPUACKCUHA MAPOXTIopUA Assay). / BpemeHa yaepXusaHUA OCHOBHbIX
MUKOB Ha XpoMaTorpammax WCMbITyeMbIX
- cyanocobalamin / pacTBOpOB,  [OSMKHbI  COOTBETCTBOBATH
LaHoKoGaNaM1H BpeMeHaM yaAepXX1uBaHUA OCHOBHbIX NUKOB Ha
xpomarorpammax CTaH4apTHbIX pPacTBOPOB
TMaMuHa Avcynbduaa, NUPMAOKCUHA
ruapoxnopuaa n umaHokobanamuHa (pasaen
«KonuyecteeHHoe onpeaeneHues).
Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg | 703.55 mg / 703,55mr

P&G Health Austria GmbH & Co.

Hésslgasse 20 * 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr:

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

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

gara npou3BoacTBa ‘MM.ITIT!:

Expiry date (mm. )
Cpok rogHoCTH (MM.ITTIT):

Manufacturer according to the
registration in Russia: /

MpoussoguTenb B COOTBETCTBUU

¢ peructpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, NnoKpbITbie 060M04KOM

80781326
335824A

0065747475

10.2024

09.2026

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

Mu 3ua Mxu Xenc Octpua MM6X 3na Ko. OT, ABcTpus

Parameter / MapameTp

Specifications / Cneundukaumun

Results / PesynbTathl

CpenHsas macca TabneTok u

18/20 tablets: not more than +5 % /

Conforms /

OTKNOHEHWe OT cpefHen macchi 18/20 Tabnetok: He 6onee * 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He bonee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

<22min/ £ 22 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) ot 3aaBneHHoro
KOnM4ecTBa TuamuHa gucynbduaa AoMKHO
nepewnTn B pacTBop Yyepes 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
3asaBMEHHOrO KoNMYecTsa NUPUAOKCHUHA
rMapoxXNopvuaa AOMKHO NepeiT B pacTBop
yepes 45 MuH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KonudecTea UmaHokobanamwHa JomKHO
nepenTy B pacTeop Yepes 45 MUH.

108 %

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
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHANU3A

Product: / Mpoaykr:

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

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

Oara npoussogcrea (MM.rrrr):
Expiry date (mm. :

Cpok rogHocTu (MMm.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUM
¢ perucrpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbie 060104KOM

80781326
335824A

0065747475

10.2024

09.2026

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

Mu anp Dkn Xenc Octpua MM6X axp Ko. O, ABcTpus

Related substances /
PoacTteeHHbie npumecu

Thiamine disulfide impurities: /
| Mpumecy TvamuHa ancyneduaa:

thiamine - not more than 3.0 %; /
TramuH — He 6onee 3,0 %;

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonMpumMnauH
nupuaokeuH (apaykr) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine
not more than 0.2 %, / 4-amnHo-5-
aMUHOMETUN-2-METUNNUPUMUAUH — He
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eavHuHasa HenaeHTUULU-
poBaHHas npumeck — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecun nupuaoKcuHa ruapoxnopuaa:

individual impurity - not more than 0.2 %; /
eanHW4Hasa npumech — He 6onee 0,2 %);

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecein — He 6onee 1,0 %.

<01%/<01%

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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Product: / MMpoaykr:

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

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

ga'ra npoussoacrtaea ! MM.I'I'I'I"!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

I'Igousaogwrenb B COOTBETCTBUU
c gerucmaguev“l B Poccum:
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NEUROBION® coated tablets

P&Ghly Restricted

HANU3A

HEWPOBWOH®, TabneTkn, NoKpbITbie 060104KOM

80781326
335824A

0065747475

10.2024

09.2026

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

Mu anp Bxu Xenc OcTtpua MN6X sang Ko. O, Asctpus

Cyanocobalamin impurities: /
MNpumecn LunaHokobanamuHa:

than 5.0 %; / epuHNYHaA HenaeHTK-
duumposaHHas npumeck — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ |3.5%/3,5%
rnapokcokobanamuH — He Gonee 8,0 %;
individual unidentified impurity — not more 0.7% /0,7 %

total unidentified impurities - not more than
13.5 % / cymma HemaeHTUDMUMPOBaHHBIX
npumecen — He 6onee 13,5 %.

1.0%/1,0%

Total unidentified impurities of thiamine

disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDULMPOBaHHBIX NpUMece
TMamuHa aucynbduaa, NMpUAoKCUHa

rmapoxnopuaa n umaHokobanammHa — He
6onee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OgHopogHoCTL
Ao3upoBaHus (Ans Kaxxgon 5-on
cepuu)

Conforms / cooTsetcTByeT

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride Conforms /
COOTBETCTBYET

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Kiagenfurt FN 168759a
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpogykr:

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

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

Qara npousBogcTea (MM.ITIT):
Expiry date (mm. i
CpoK rogHoCcTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /
MpousBogurtenb B COOTBETCTBUMN
c peructpauvei 8 Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITLIE 060M0UKOW

80781326
335824A

0065747475

10.2024

09.2026

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

Mu ava Oxu Xenc Octpua M'moX aHa Ko. O, Asctpus

Parameter / Mapametp

Specifications / Cneundukauuu

Results / PeaynbTarthl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas ymcrora
(ana kaxaon 5-on cepun)

TAMC — NMT 103CFU/g / n.a.
O6uwee uncno aspobHbIx

mukpoopraHuamoB He 6onee 10° KOE/r

TYMC — NMT 102 CFU/g / n.a.
O6uwee uncno rpubos He 6onee 102 KOE/r
Escherichia coli — absence in 1 g/ n.a.

Escherichia coli — otcytctBue B 1 r

Assay / KonunyectBeHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr ao 105 Mr TMaMnHa aucynbdnaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr ao 210 mr
NMUPUAOKCUHA rMaPOXIIopuaa;

207 mg / 207 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr o 0,26 mr umaHokobanamuHa.

0.22mg /0,22 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTtok B 6nuncrep n3s
nBx/nNBAxX/An.

Mo 2 6nucTepa ¢ MHCTpyKUMEn no
NMPUMEHEHUIO B NAYKY KAPTOHHYIO.

Complies / 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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTtkn, NokpbiTbie 060M104KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 335824A
Bulk batch no.: / Homep napru: 0065747475
Manufacturing date (mm.yyyy): /

Qara npoussogcrTBa (MM.Irrr): 10.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrT): 09.2026

Manufacturer according to the

registration in Russia: /

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

Mpounssogurens B cooTBeTCTBUM

c perucrpauueii B Poccuu:

Mu ana xkn Xenc Octpus Mu6X ang Ko. OF, ABcTpus

Parameter / MapameTp Specifications / Cneundpukauum Results / PeaynbTarhl

Labeling / Mapkupoeka According to normative document. / Complies as prescribed /
B cooTseTCcTBUM C HOPMATUBHOW CootsercrayeT
AOKyMeHTauunen. TpeboBaHuAM

Storage / XpaHeHune

At the temperature not more than 25 °C. /
Mpy TemnepaType He Bbiwe 25 °C,

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / Haumenosanue: THIAMINE DISULFIDE / Tuamuna gucynisdua

FP Manufacturer AP| Batch number / Homep cepun cy6cTanuyuu
npoussoautens M: 91652246 - C601400023

AP| Manufacturer Batch number / Homep cepuun cy6cTaHumu npoussogutens
A®C: PRMU3333C59901

AP| Manufacturer name / HaumeHosaHue npouasoautens A®C: Procter &
Gamble Health Limited / MpokTep ang Mm6n Xenc Numuren

API Manufacturer country / CtpaHa npoussogutena APC: India / Ungu

Name / HaumeHosanune: CYANOCOBALAMINE EP / LinanokoG6anamuu

FP Manufacturer API Batch number / Homep cepumn cy6cTanumu
npoussoautens No: 91181664 - C601300015

API Manufacturer Batch number / Homep cepuu cy6ctaHyum npovssogutens
A®C: 2311732012

API Manufacturer name / HaumeHosaHue npoussogutens A®C: EuroAPI
France / EBpoAlYA ®paHc

API Manufacturer country / Ctpana npoussogutensa A®C: France / ®panuus

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 Kiagenfurt FN 168759a

Wwww.pg.com

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, NOKpbITLIE 060NOUKOMN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 335824A
Bulk batch no.: / Homep naptu: 0065747475
Manufacturing date (mm.yyyy): /

Qara npousBogcTea (MM.ITrr): 10.2024
Expiry date (mm. :/

Cpok rogHocTu (MM.rrrr): 09.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUM

C peructpauueii B Poccuu:

Assessment: / 3aknioveHuve:

Date / Signature of Qualified Person: /
Oara / noanucb kBanuduunMpoBaHHOro nuua

P&G Health Austria GmbH & Co. OG

Mu ang xu Xenc Octpua M6X aua Ko. O, ABcTpusi

Name / HaumeHoBanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP_Manufacturer API Batch number / Homep cepuu cy6cranuum
npoussogutens [1P: 91200960 - C601400002

API| Manufacturer Batch number / Homep cepuu cybcraHuvn npoussoautens
A®C: JTPC+23104057C

API Manufacturer name / HaumeHoBanue nponssogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3saHcu TAHbCUHL ®apMackloTukan
Ko., NiTa.

API Manufacturer country / CtpaHa npoussogutens A®C: China/ Kurau

The batch complies with the specification according to ND JIC-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) / Cepusi cooTBeTCTBYET TPEGOBaAHUAM
HopmaTusHoro aokymeHta JIC-001540-150720 (namenexune Ne 1 ot 06.10.2020,
nameHeHne Ne 2 ot 18.11.2021, namerHerHvie Ne 3 ot 11.05.2023, usmeHeHue Ne
4 ot 30.11.2023)

Hosslgasse 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
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