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p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / [IpoaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npoussofncrsa (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

OpousBoauTenb B COOTBETCTBUMN

¢ peructpauuei B Poccum:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NOKpbITbie 060M04KOMN

80781326
326024A

0065652560

07.2024

06.2026

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

Mu ana Oxu Xenc OcTtpua MMOX 3Ha Ko.

Or, Asctpus

Parameter / MapameTp

Specifications / Cneuucdukauumn

Results / PesynbTaTthl

Appearance / Onucaxuve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABORKOBLINYKNbie TabneTky,
NoKpbiTble 060n04kon noutn 6enoro LUpeTa,
Bnecrswue, co cnabbim xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnele,
ABOAKOBbLINYKNble
TabneTku, NOKpbITLIE
obonoukoi nouty 6enoro
useta, bnecrauwne, co
cnabbiM XxapakTepHbiM
3anaxom.

Identification / MoanuHHoOCTL

- thiamine disulfide /

TnamuHa gucynoscug

- pyridoxine hydrochloride /
NUPUOOKCUHA rMapoxnopua,

- cyanocobalamin /
unaHokobanamuH

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay)./ BpemeHa yaepxumBaHUsi OCHOBHbIX
NUKOB Ha XpomaTorpammax UCNbITyeMbiX
pacTBopoB,  AOMKHb!  COOTBETCTBOBAaTb
BpeMeHaM yaepXuBaHWA OCHOBHbIX NMUKOB Ha
Xpomarorpammax CTaHfapTHbIX pacTBOPOB
TMamuHa ancynbdunaa, NUPUAOKCUHA
rugpoxnopuaa u umaHokobanamuHa (pasaen
«KonuuyecTteeHHoOe onpegeneHue»).

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
WwWW.pg.com

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU437407086
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAITU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.IrrT):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
reqistration in Russia: /
Mpoussoautens B COOTBETCTBUU

c peructpauuei B Poccuum:

NEUROBION® coated tablets

HEAPOBUOH®, TabneTku, NOKpbITLIe 060NOYKOH

80781326
326024A

0065652560

07.2024

06.2026

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

Nu a3na Mxm Xenc Octpus M'm6X ang Ko. OIN, ABcTpun

Parameter / MNapamerp

Specifications / Cneuudukaumu

Results / PesynbTatbl

Average weight of tablets and
deviation from average weight /
CpepaHssa macca TabneTok u

From 665.00 mg to 735.00 mg (700.00 mg
5 %). / O1 665,00 Mr go 735,00 mr (700,00
Mmr+ 5 %).

701.56 mg /701,56 mr

OTKNOHEHWe OT cpeaHein Macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 tabnetok: He 6onee * 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

< 25 min/ £ 25 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
KonuyecTBa TmamuHa gucynsduaa gomkHo
nepenTy B pacteop Yepes 45 MuH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asBNEHHOro KONM4ecTBa NUPUAOKCUHA
rmapoxnopuaa AOMKHO NepenTy B pacTsop
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
KonuuyecTea umaHokobanammHa AOMKHO
nepeinTy B pacTeop Yepes 45 MUH.

102 %

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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napTu:

Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.Irrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.IrTT):
Manufacturer according to the
registration in Russia: /
MpoussoauTenb B COOTBETCTBUU
¢ perucTtpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbie 060104KOM

80781326
326024A

0065652560

07.2024

06.2026

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

Mu ana Oxu Xenc Octpuna MNmM6X 3ng Ko. O, ABctpus

Related substances /
PoacTtBeHHble npumecu

Thiamine disulfide impurities: /
Mpumecu TvamuHa gucynbdunaa:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / ammHonMpuMuanH
NUpUAOKCUH (apaykT) — He Bonee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTun-5-TMa3zon 3TaHon — He
tonee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-aMmnHO-5-
aMWHOMETUN-2-METUNNUPUMUANH — He
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHudHasa HemgeHTUUUN-
poBaHHas npumeck — He bonee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /

HEVIMGCM nnupuaokcwvHa rmapoxnopuaa:

individual impurity - not more than 0.2 %; /
efvHWYHaA npumeck — He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecen — 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
WWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / pogykT:

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

Bulk batch no.: /| Homep naptm:

Manufacturing date (mm.yyyy): /
Oara npoussoacrTaa (MMm.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.ITIT):
Manufacturer according to the
registration in Russia: /
MpoussoauTenb B COOTBETCTBUU
C peructpauueit B Poccuu:

NEUROBIONP® coated tablets

HEMPOBWUOH®, TabneTku, NOKpbITbIe 060M04KOMN

80781326
326024A

0065652560

07.2024

06.2026

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

Mu aua xn Xenc Octpua M'm6X ang Ko. O, ABcTpun

Cyanocobalamin impurities: /

MNpumecn unaHokobanamuHa:;

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

19%/19%

individual unidentified impurity — not more
than 5.0 %; / eguHUYHaA HeWAeHTU-
dhuumnposaHHan npumecs — He 6onee 5,0 %;

0.8% /0,8 %

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

11% /11 %

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and

cyanocobalamin - not more than 15.5 % /
Cymma HengeHTUUUMPOBaHHbIX NpuMeceil

TnamvHa ancyneduga, NMpUAOKCUHA
rmapoxnopuaa u unaHokobanamuHa — He
oonee 15,5 %.

1.3%/1,3%

Uniformity of dosage units (every
5th batch) / OaHopoaHoCTb
003UpoBaHuA (ANA Kaxaon 5-on
cepun)

Conforms / coorseTcTByeT

- thiamine disulfide Conforms /
CoOTBETCTBYET

- pyridoxine hydrochloride Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIN3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napTu:

Manufacturing date (mm.yyyy): /
Qara npouspoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.rrir):

Manufacturer according to the
registration in Russia: /

MpousBoguTen B COOTBETCTBUM
c peructpauueit B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbiTble 060104KOM

80781326
326024A

0065652560

07.2024

06.2026

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

Mu anp Oxu Xenc Octpusa M'm6X aug Ko. O, AecTpun

Parameter / MapameTtp

Specifications / Cneundukaumu

Results / PesynbTarbl

Microbial purity / (every 5th batch) | TAMC — NMT 103 CFU/g / Not tested

/ Mukpobuonorunyeckas uictota | O6wee uicno aapobHbIx

(ans kaxaown 5-oin cepun) MUKpoopraHuamos He 6onee 10° KOE/r
TYMC — NMT 102 CFU/g / Not tested
O6wee yncno rpucos He 6onee 10?2 KOE/r
Escherichia coli— absence in 1 g/ Not tested
Escherichia coli — oTcytctBUEe B 11

Assay / KonunyecteseHHoe Each coated tablet contents:

onpegeneHve
90 mg to 105 mg of thiamine disulfide; / ot |98 mg / 98 mr
90 mr go 105 mr TuamuHa ancynbduaa;
190 mg to 210 mg of pyridoxine 200 mg /200 mr

hydrochloride; / oT 190 mr go 210 mr
AUPVAOKCUHA rMAPOXNOPUAA;

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

0.24 mg /0,24 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / No 10 Tabnetrok B Gnucrep us
NBX/NBAX/An.

Mo 2 6nuctepa ¢ MHCTpyKUMEN RO
NPUMEHEHWNIO 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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Oara npoussogcrTea (MM.Irrr):

Expiry date (mm. |
Cpok rogHocTu (MM.TrrT):

Manufacturer according to the

registration in Russia: /
MpoussoauTenL B COOTBETCTBUMU

¢ peructpauuen 8 Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkw, NoKpbiTble 060N0YKON

80781326
326024A

0065652560

07.2024

06.2026

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

Mu ana Mxu Xenc Octpus M'M6X ana Ko. O, ABcTpus

Parameter / MapameTp

Specifications / Cneuudukaumm

Results / PeaynbTatbl

Labeling / Mapkupogka

According to normative document. /
B cooTseTcTBUMN C HOPMATUBHOM
OOKYyMEeHTauuen.

Complies as prescribed /
CootBetcTByeT
TpeboBaHuaM

Storage / XpaHeHue

At the temperature not more than 25 °C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok rogHoCcTH

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / Hanmenosanune: THIAMINE DISULFIDE / TuamuHa aucynndug
FP_Manufacturer API Batch number / Homep cepuun cybcTadumm

npoussoautens [N19: 91652246 - C601300131

AP| Manufacturer Batch number / Homep cepuu cy6crasuuv npoussoaurens

A®C: PRMU3278C59901
API Manufacturer name / HaumexHosaHue npoussogurtens A®C: Procter &

Gamble Health Limited / Npokrep ang MNamé6n Xenc Numuten
API Manufacturer country / Ctpana npoussoautens A®C: India / Unaun

Name / Haumenosaune: THIAMINE DISULFIDE / Tnamuua gucynscua
FP Manufacturer AP| Batch number / Homep cepuu cybctaHumn

npoussoautens I'N1P: 91652246 - C601300136

AP| Manufacturer Batch number / Homep cepuu cy6cTtanumnm npoussoaurtens
A®C: PRMU3293C59904
APl Manufacturer name / HanmeHosasue npoussogurens ASC: Procter &

Gamble Health Limited / MpokTep 3ng MNamén Xenc Numurteq
AP| Manufacturer country / Ctpana npoussogutens A®C: India / Unaunn

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
WwWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Page 7 of 8/ Ctpanuuya 7 us 8

Product: / Mpoaykr: NEUROBIONP® coated tablets
HEWPOBWUOH®, Tabnetku, NoKpbITbie 060N04KOMN
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 326024A
Bulk batch no.: / Homep napTu: 0065652560
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.ITrT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
NpoussoauTensL B COOTBETCTBUM
¢ perucTpauunen B Poccun: Mn anp Oxu Xenc Octpus MM6X ana Ko. O, AscTpus

Name / HanmeHosanne: CYANOCOBALAMINE EP / Unanoxo6anamun

FP Manufacturer API Batch number / Homep cepuu cybcraHumu
npounssogutens INNo: 91181664 - C601300014

APl Manufacturer Batch number / Homep cepumn cybcTaruum npoussoamtens
ADC: 2311722010

AP| Manufacturer name / HaumeHosaHue npoussogutens A®C: EuroAPI
France / EBpoANU ®panc

API Manufacturer country / CtpaHa npoussoautens A®C: France / ®panuusa

Name / HaumenoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NupuaokcnHa rugpoxnopug

FP Manufacturer APl Batch number / Homep cepuu cybcranumn
npoussoauTens N1d: 91200960 - C601400007

API Manufacturer Batch number / Homep cepuu cybctaHuuu npoussoautens
ADC: JTPC+23104055C

API Manufacturer name / HaumeHosaHnve nponssogurens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / iaascu TAHbCMHL DapmackioTikan
Ko., fiTa.

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

Name / Haumenosauue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuraokcvHa rmgpoxnopug

FP Manufacturer API Batch number / Homep cepumn cybcTaHLumm
npouasoautens INo: 91200960 - C601400008

APl Manufacturer Batch number / Homep cepuu cybcTadummn npoussoautens
APC: JTPC+23104056C

API Manufacturer name / HanmeHoBaHwe npouasogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Lisaancu TaHbCMHL DapmackioTrKan
Ko., NITa.

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

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 Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com UID-Nr. ATU43740706




P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Page 8 of 8 / Ctpanuua 8 ns 8

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWUOH®, TabneTkn, nokpbiTbie 060n104KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 326024A
Bulk batch no.: / Homep napTu: 0065652560
Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.ITrr): 07.2024
Expiry date (mm. |
Cpok rogHoCcTH (MM.ITrT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTens B COOTBETCTBUU
¢ peructpauven B Poccuu: Mu ang Oxu Xenc Octpus Mu6X ana Ko. O, ABctpus

Assessment: / 3aknioveHue: 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) / Cepust cooTBeTCTBYET TpeboBaHUsaM
HopmaTusHoro aokymeHta J1C-001540-150720 (n3smeHenue Ne 1 ot 06.10.2020,
nsmeHeHue Ne 2 ot 18.11.2021, nameHenune Ne 3 ot 11.05.2023, nsmeHeHve Ne
4 ot 30.11.2023)

i ifi : g/d f / ‘A 7
B e 260K 214 Mmc\/&w&m

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
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com UID-Nr. ATU43740706



P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Page 1 of 8 / Crpanuua 1 u3 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEWUPOBWOH®, TabneTku, NOKpbLITLIE 060M104KOM

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepua Ne 326024A

Bulk batch no.: / Homep napru: 0065652563

Manufacturing date (mm.yyyy): /

Qara npoussoacrtsea (MM.ITrr): 07.2024

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrT): 06.2026

Manufacturer according to the

registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/

MpoussoauTensL B COOTBETCTBUMN

¢ perucTtpauuenn B Poccuu: Mv anp Mkn Xenc Octpua M'mM6X aua Ko. OF, ABctpus

Parameter / [Napametp Specifications / Cneundukaumu Results / Pesynbtathl

Appearance / Onucanue Round, biconvex, glossy off-white coated Round, biconvex, glossy
tablets with the weak characteristic smell/ off-white coated
Kpyrnele, 4BOAKOBLINYKIible TabneTku, tablets with the weak
NokpbITbie 0bonoukon noutn 6enoro ueeva, |characteristic smell/
BnecTtswwme, co cnabbim xapakTepHbiM Kpyrnole,
3anaxom. ABOSIKOBbINYKIbIe

TabneTtku, NOKpPbITbIe
obonoukoit noutn 6enoro
useta, bnecrawwve, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide / Retention times of the main peaks in the|Conforms /
chromatograms of test solutions should |cooTeercTayeT
comply with the retention times of the main
peaks in the chromatograms of thiamine
- pyridoxine hydrochloride / disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). /| BpemeHa yaepXuBaHUs OCHOBHbIX
NAKOB Ha XxpomaTtorpammax WCNbITyeMblX
- cyanocobalamin / pacTBopoB,  AOMKHbI  COOTBETCTBOBATb
BpeMeHaM yaep>KuBaHUa OCHOBHbIX NNKOB Ha
XpomatorpaMmmMax CTaHAapTHbIX pPacTBOPOB
ThamuHa Aavcynbduga, NUPUAOKCUHA
rmapoxnopuaa n ysaHokobanamuHa (pasgen
«KonnuecrseHHOE onpeaeneHue»).

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg | 707.36 mg / 707,36 mr
deviation from average weight / x5 %). / OT1 665,00 mr ao 735,00 mr (700,00
mr £ 5 %).

TMamMuHa aucynbcug,

NMMPUAOKCKUHa rugpoxnopuan

unaHokobanamvH

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 Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

WWWw.pg.com UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTU3A

Product: / [IpoAaykr:

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

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

Qara npoussogcTea (MM.rrrr):
Expiry date (mm. :

Cpok rogHocTu (Mm.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUU
c peructpauvein B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbiTble 060N04KOW

80781326
326024A

0065652563

07.2024

06.2026

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

Mu aup Oxu Xenc Octpusa M'moX ang Ko. OIN, ABcTpuna

Parameter / Mapamerp

Specifications / Cneuncukauuun

Results / PeaynbTatbl

CpepHas macca TabneTok v

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

Conforms /

OTKMNOHEHWe OT cpeaHein Macchbl 18/20 TabneTok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 Tabnetok: He 6onee £ 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

< 37 min/ £ 37 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
KonuyecTsa TamuHa gucynobguaa AoMKHO
nepewTy B pacTeop Yepes 45 MUH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3aABIEHHOro KoNuYecTsa NMPUAOKCUHAE
rmgpoxnopuaa AoMKHO NepeinTu B pacTeop
yepes 45 MuH.

100 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
konuyecTtsa UuaHokobanammHa JOMKHO
nepenTn B pacTeop vepes 45 MuH.

112 %

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau  Austria

Telefon +43 (04762 51 51-0
Telefax +43 (0)4762 51 51-440
WwWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAITU3A

Product: / Mpoaykr:

SAP-Code: /| Kon SAP:
Batch no.: / Cepus Ne

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

Qara npousBoacTBa (MM.rrrr):
Expiry date (mm. i

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
NMpoussoauTens B COOTBETCTBUU
C perucTpauuein B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITbie 060M04KOMN

80781326
326024A

0065652563

07.2024

06.2026

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

Mu aua Mxun Xenc Octpusa N'M6X ang Ko. OI, ABcTpun

Related substances /
PoacTteeHHble npyumecn

Thiamine disulfide impurities: /

ﬂgmmecm TUHamMmuHa QMC!HbQMEaZ

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupumMuanH
nUpUAOKCUH (aaaykT) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
Mpumecn NnpnMaoKCUHA rnapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /
cymma 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
WWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINMU3A

Product: / Mpoaykr:

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

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

Qara npoussoacTBa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocT! (MM.rrrT):
Manufacturer according to the
registration in Russia: /
MpoussoaunTensb B COOTBETCTBUN
€ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbIE 060MN0YKOM

80781326
326024A

0065652563

07.2024

06.2026

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

Mu anp Oxu Xenc Octpusa M'mM6X ang Ko. OIN, ABcTpus

Cyanocobalamin impurities: /
Mpumecun unaHokobanamuHa:

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

1.5%/1,5%

individual unidentified impurity — not more
than 5.0 %; / eauHUYHaAA HengeHTu-
duumposaHHas npumecs — He 6onee 5,0 %;

0.7%10,7%

total unidentified impurities - not more than
13.5 % / cymma HenageHTMMLUMpoBaHHbIX
npumecen — He bonee 13,5 %.

11%/11%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUdUUMPOBAHHbIX NpUuMecei
TuamuHa aucynbduaa, NUPUOOKCHHA
rmgpoxnopuaa u unaHokobanamuHa — He
6onee 15,5 %.

1.2%/12%

Uniformity of dosage units (every
5th batch) / OgHopogHoCTL
[031poBaHUA (ANS KaXkaon 5-on
cepun)

Conforms / cooTBeTcTByeT

- 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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoaykT:

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

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

Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /
poussoguTensL B COOTBETCTBUMN
¢ perncrpauuven B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH?®, TabneTtku, NokpbiTbie 060M104KOW

80781326
326024A

0065652563

07.2024

06.2026

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

Mu ana Mxm Xenc Octpusa MNM6X anp Ko. OIN, ABctpus

Parameter / MNapameTp

Specifications / Cneundukauuu

Results / Pe3ynbTtathl

Microbial purity / (every 5th batch)
/ Mukpobunonoruyeckas umcToTa
(ans kaxaoun 5-oi cepun)

TAMC — NMT 103CFU/g / Not tested
O6wee yncno asapobHbIx

MUKpoopraHu3aMoB He Gonee 10° KOE/r

TYMC — NMT 102 CFU/g / Not tested
O6uyee uncno rpubos He 6onee 102 KOE/r

Escherichia coli — absence in 1 g/ Not tested

Escherichia coli — orcytctBue B 11

Assay / KonnyecTteeHHoe
onpeaenexune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TMamuHa aucynbdnaa;

100 mg /100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCUHA FTMAPOXNOpPVAA;

203 mg/ 203 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr go 0,26 mMr LmaHokobanamuHa.

0.23mg /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 6nucrep us
nBxX/NBAX/An.

Mo 2 6nucTepa ¢ MHCTpyKUMeir no
NPUMEHEHWNIO B NaYKy KAPTOHHY!O.

Complies / CooTtBeTcTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Oarta npou3ssoacrsa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rTIT):

Manufacturer according to the
registration in Russia: /

MpousBoauTens B COOTBETCTBUU
¢ peructpauveii B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH?®, Ta6neTkn, NOKPbLITbIe 060NM0YKON

80781326
326024A

0065652563

07.2024

06.2026

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

Mn ana [km Xenc Octpusa M'm6X aHa Ko. O, Asctpus

Parameter / Napametp

Specifications / Cneuudukaumumn

Results / PeaynbTaTthbl

Labeling / Mapkuposka

According to normative document. /
B cooTBeTcTBUM C HOPpMATUBHOM
OOKYMEHTALMEN.

Complies as prescribed /
CooTBeTcTBYET
TpebosaHnamM

Storage / XpaHeHue

At the temperature not more than 25 °C. /

Mpu TemnepaType He Bbilwe 25 °C.

Shelf-life / Cpok rogHocTu

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / HaumeHosaHue: THIAMINE DISULFIDE / Tuamuua aucynuseun

EP_Manufacturer API Batch number / Homep cepuu cy6cranimm

npoussogurensa IM®: 91652246 - C601300131

APl Manufacturer Batch number / Homep cepuv cy6cTaHuumn npovssogutens

APC: PRMU3278C59901
API Manufacturer name / HaumeHosaHue npoussogutens A®C: Procter &

Gamble Health Limited / Mpokrep ang Mam6n Xenc Numuten
API Manufacturer country / CtpaHa npoussogurens A®C: India / Ungus

Name / HaumeHosaHue: THIAMINE DISULFIDE / Tuamuna ancynbhug
EP Manufacturer API Batch number / Homep cepuu cy6ctaHumm

npoussogutens No: 91652246 - C601300133

API Manufacturer Batch number / Homep cepuun cybcTaHunu npovssoauTens
APC: PRMU3280C59901
AP| Manufacturer name / HaumeHosanve npoussoautens A®C: Procter &

Gamble Health Limited / MpokTtep ang M3m6n Xenc Numuren
API Manufacturer country / CtpaHna npoussogutens A®C: India / Ungua

P&G Health Austria GmbH & Co. OG

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 7 of 8/ CtpaHuua 7 us 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBUWOH?®, TabneTku, NOKpbITbie 060104KOW
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 326024A
Bulk batch no.: / Homep naprtu: 0065652563
Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.Frrr): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TTIT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTenb B COOTBETCTBUU
¢ perucrpauuen B8 Poccum: Mu anp Mxun Xenc OcTtpua M'm6X ang Ko. O, AscTpus

Name / HaumeHosanne: CYANOCOBALAMINE EP / Lilnanoko6anammH
FP_Manufacturer AP| Batch number / Homep cepuu cybctanyumm
npouasogutens M1P: 91181664 - C601300015

API Manufacturer Batch number / Homep cepuun cybcTaHuumn nponasoautens
APC: 2311732012

API Manufacturer name / HaumeHosaHnue npoussogutens A®C: EuroAPI
France /| EBpoAlNY ®paHc

API Manufacturer country / Ctpana npoussogutena A®C: France / ®paHuus

Name / HaumeHosanuve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupupokcuna rmgpoxnopua

EP Manufacturer AP| Batch number / Homep cepuu cy6ctaHuyvu
npoussoautens [f1d: 91200960 - C601400007

APl Manufacturer Batch number / Homep cepuu cy6cTaHUMn npoussoanTens
A®C: JTPC+23104055C

AP| Manufacturer name / HaumeroBatue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Lizancu TAaHbcHb PapmackioTukan
Ko., Nita.

API| Manufacturer country / Ctpana npoussogutens AQC: China / Kurait

Name / HaumeHoBsaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI/
NMupuaokcuHa rugpoxnopua

FP Manufacturer AP| Batch number / Homep cepun cy6cTaHumm
npoussoautens [J1P: 91200960 - C601400008

API Manufacturer Batch number / Homep cepuu cybcTaHuMn npoussoauwTens
APC: JTPC+23104056C

API Manufacturer name / HaumeHosaHue npoussoautens ASC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Uzancu TAaHbcuHb PapmackioTukan
Ko., Nra.

AP| Manufacturer country / CtpaHa npoussogutens AQC: China / Kutan

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



P&Glghly Restricted
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

NEUROBION® coated tablets
HEWPOBWUOH®, Tabnetku, nokpbITblie 060M104KOIH

80781326
326024A

0065652563

Manufacturing date (mm.yyyy): /
Qata npoussoacTBa (Mm.rrrr): 07.2024

Expiry date (mm.yyyy): /
CpoK rogHocTn (MM.rrrr):

06.2026

Manufacturer according to the

registration in Russia: /

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

I'Igousaogurenb B COOTBeTCTBUN

€ perucrpaumen B Poccuu:

Mun ana fkm Xenc Octpus M6X aHg Ko. OT, AscTpus

Assessment: / 3akniouenune: The batch complies with the specification according to ND J1C-001540-

Date / Signature of Qualified

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 cooTeeTCTBYET TpebosaHnam
HopmaTtusHoro gokymeHta JIC-001540-150720 (u3ameHeHue Ne 1 ot 06.10.2020,
usmeHeHne Ne 2 ot 18.11.2021, namereHne Ne 3 ot 11.05.2023, nameHeHve Ne
4 ot 30.11.2023)

gaTa / noanuchb KBanMQMHMEOBaHHOFO nvua

Person: / 28, Okt. 2024 /]/J/M,/ﬁ(j{: KA 1
7

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAINTU3A

Product: / MpoAykT:

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

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

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUU
C perucTpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NoKpbITble 060M104KOIA

80781326
326024A

0065652562

07.2024

06.2026

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

NMu anp Oxum Xenc Octpua NM6X ang Ko. OF, ABcTpus

Parameter / MapameTtp

Specifications / Cneuundukaumum

Results / Pesynbrathbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOAKOBbINYKNble TAabneTkuy,
NOKpbITHIE 060NOYKON NouTn Benoro ueeTa,
Bnecrawume, co cnabbiv xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbte,
OBOSIKOBbINYKNble
TabneTku, NOKpbITLIE
obonovkon noutn 6enoro
useta, bnecrawme, co
cnabbiMm xapakTepHbiM
3anaxom.

Identification / MoannHHOCTL

deviation from average weight /

+ 5 %). / O1 665,00 mr go 735,00 mr (700,00
Mmr £ 5 %).

- thiamine disulfide / Retention times of the main peaks in the | Conforms /
THaMUHa Avcynbdua chromatograms of test solutions should|cooTseTcTayer
comply with the retention times of the main
peaks in the chromatograms of thiamine
- pyridoxine hydrochloride / disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
nYpUACKCIHa TMAPOXNopuA Assay). / BpemeHa yaepxusaHua OCHOBHbIX
MNAKOB Ha XpomaTorpammax MUCNbITyeMblX
- cyanocobalamin / pacTBopoB,  [AOMKHbI  COOTBETCTBOBaTb
LmaHoKoGanamMuH BpeMeHaM yaepXuBaHUS OCHOBHbIX NUKOB Ha
XpomaTtorpamMmax CTaHAapTHbIX pacTBOpOB
TMamuHa avcynbduaa, NUPUAOKCUHA
rmapoxropuaa v umaHoko6anamuHa (pasaen
«KonunyecrteeHHoe onpeaeneHue»).
Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg | 702.99 mg /702,99 mr

P&G Health Austria GmbH & Co.

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

oG

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHATNU3A

Product: / [lpogykT:

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

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

Oara npousBoacTBa (MM.rrrr):
Expiry date (mm. )
Cpok rogHoCTU (MM.rrIr):

Manufacturer according to the
registration in Russia: /

MpoussoauTenL B COOTBETCTBUU
¢ perucrpaumen B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NoKpbITbie 060M04KOW

80781326
326024A

0065652562

07.2024

06.2026

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

Mu anp Oxm Xenc Octpusa Mm6X anp Ko. O, AscTpun

Parameter / Mapametp

Specifications / Cneuundukaumnmn

Results / PesynbTtathl

CpepHasa macca TabneTok n

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

Conforms /

OTKIMOHEHWe OT cpeaHei macchi 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 Tabnetok: He 6onee £ 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

< 24 min/ £ 24 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aasneHHOro
Konu4yecTsa TuamMuHa aucynbduaa A0NKHO
nepenTu B pacTeop Yepes 45 MuH.

90 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3anBNEHHOro KoNMYecTsa NUpULOKCMHA
ruapoxnopuaa AOmMKHO NepenTy B pacTeop
yepes 45 wuH.

91 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aaBNeHHOro
Konu4yecTsBa LUuaHokobanamnHa AOMKHO
nepenTy B pacteop Yepes 45 MuH.

89 %

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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpogykT:

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

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

Cpok rogHoOCT# (MM.ITrT):
Manufacturer according to the
registration in Russia: /

MpoussoguTenb B COOTBETCTBUM

¢ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkun, NOKpbITbie 060N0YKON

80781326
326024A

0065652562

07.2024

06.2026

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

Mu 3ua xun Xenc Octpua Mm6X aHa Ko. OIN, ABcTpus

Related substances /
PoacTteeHHbIe npyumecn

Thiamine disulfide impurities: /

MNpumecu TMamuHa avcynbduaa:

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

<01%/<0,1%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine
not more than 0.2 %; / 4-aMuHo-5-
AMUHOMETUA-2-METUNNNPUMUANH — He
Gonee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eauHuyHan HemgeHTUULN-
poBaHHas npumech — He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not more than
1.0 %. / cymma HengeHTUULMPOBaHHbIX
npumecen — He Gonee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecn nupuaoKcMHa rmapoxnopuaa:

individual impurity - not more than 0.2 %; /
€AWHNYHaR npumecb — He 6onee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / [Tpoaykr:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Qara npoussoacTsa (MM.rrrr):
Expiry date (mm. |

Cpok rogHocTu (MM.rrrr):

Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUU
C perucTpauuvein B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITLIE 060104KOM

80781326
326024A

0065652562

07.2024

06.2026

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

Mu ana Oxu Xenc Octpua MNv6X ang Ko. OT, AscTtpun

Cyanocobalamin impurities: /
MNpumecu umaHokobanamuHa:

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

1.5%/15%

individual unidentified impurity — not more
than 5.0 %; / equHWYHaR HeVMpEHTH-
duumposarHHan npumech ~ He 6onee 5,0 %;

0.7%10,7%

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

1.2%/1.2%

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

TUaMuHa ancynsduga, NUpUAoKCUHa
rmapoxnopuga v unaHokobanamvHa — He
6onee 15,5 %.

1.3%/1.3%

Uniformity of dosage units (every
5th batch) / OaHopoaHOCTb
0o3npoBaHus (4NA KaxQon 5-oi
cepun)

Conforms / cootseTcTBYET

- 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

Rechtsform: Offene Geselischaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAIIN3A

Product: / MpoAykT:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Oara npousBogcrea (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoauTensL B COOTBETCTBUMN
€ perucrtpauuvei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, noKpbiTbie 060M04KOiA

80781326
326024A

0065652562

07.2024

06.2026

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

Mu anp Dxu Xenc Octpus M'M6X ang Ko. OI, AscTpusn

Parameter / MapameTtp

Specifications / Cneundmxauun

Results / Pe3ynbTtathbl

Microbial purity / (every 5th batch) | TAMC — NMT 103 CFU/g / Not tested

/ Mukpobuonornyeckas unctota | Obwee 4ncno aspobHbIx

(ana kaxgon 5-oit cepun) MUKpoopraHuamoB He 6onee 10° KOE/r
TYMC — NMT 102 CFU/g / Not tested
O6wee uncno rpubos He 6onee 10?2 KOE/r
Escherichia coli — absence in1g/ Not tested
Escherichia coli — oTcytctBue B 11

Assay / KonnyecteseHHoe Each coated tablet contents:

onpeaeneHune
90 mg to 105 mg of thiamine disulfide; / ot |99 mg /99 mr

90 mr o 105 Mr TmamuHa aucynbduaa;

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr 4o 210 mr
NUPUAOKCUHA rMAPOXIOpUAa;

202 mg /202 mr

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

0.24 mg / 0,24 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTtok B 6nucTep ns
NBX/NBAX/An.

Mo 2 6nuctepa ¢ HCTPyKUWen No
NPUMEHEHWNIO B NaYKy KAPTOHHYHO.

Complies / CooTBeTcTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Oara npoussoacTsa (MM.ITrr):
Expiry date (mm. 1/

Cpok rogHoCTH (MM.IrrT):

Manufacturer according to the
registration in Russia: /

MpoussoauTenL B COOTBETCTBUMU
¢ perucrpauuen B Poccuu:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTku, NOKpLITLIe 0601104KON

80781326
326024A

0065652562

07.2024

06.2026

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

Mu aug Dxn Xenc Octpus TM6X aHp Ko. OF, AscTpus

Parameter / MapameTtp

Specifications / Cneuudukaummn

Results / PesynbTtarthbl

Labeling / MapkupoBka

According to normative document. /
B cooTBETCTBMU C HOPMaATUBHOWN
OOKYMEHTauunen.

Complies as prescribed /
CooTBeTcTBYET
TpeboBaHnAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /

[pu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years./ 2 roga.

APIs used in FPC-Batch:

Name / HaumeHosaHve: THIAMINE DISULFIDE / TnamuHa aucynbcug

FP_Manufacturer API Batch number / Homep cepuu cybctaHumu

npoussogurens I11®: 91652246 - C601300131

API Manufacturer Batch number / Homep cepuu cy6crauuuu npoussoaurensi

A®PC: PRMU3278C59901
API Manufacturer name / HaumeHosauue npoussogutens A®C: Procter &

Gamble Health Limited / Mpokrep 3ang M3m6n Xenc Jllumnten
AP| Manufacturer country / CtpaHa npoussogutens A®C: India / Unauna

Name / HaumeHosanuve: THIAMINE DISULFIDE / Tuamnna ancynbdug

FP_Manufacturer API Batch number / Homep cepuu cyb6ctanyum

npoussoautens [J1P: 91652246 - C601300133

APl Manufacturer Batch number / Homep cepuun cy6craHuun npoussoaurens

A®C: PRMU3280C59901
API Manufacturer name / HaumeHosanue npoussoautens AOC: Procter &

Gamble Health Limited / MpokTep aug Mam6n Xenc Nlumuren
API] Manufacturer country / CtpaHa npouasogutens A®C: India / UHauna

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



P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 7 of 8 / Ctpanuua 7 u3 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBUOH®, TabneTtku, NOKpbITbie 060M104KOM
SAP-Code: / Ko SAP: 80781326
Batch no.: / Cepus Ne 326024A
Bulk batch no.: / Homep napTu: 0065652562
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTens B COOTBETCTBUM
€ perucrpauvien 8 Poccum: Mu anp Oxu Xenc Octpua MM6X ang Ko. O, ABctpus

Name / HaumeHosanue: CYANOCOBALAMINE EP / Linanoko6anamus

FP Manufacturer API Batch number / Homep cepuun cy6ctaHuuu
npoussogurens J19: 91181664 - C601300015

API Manufacturer Batch number / Homep cepuu cy6cTaHumm nponssoautens
ADC: 2311732012

API Manufacturer name / HanmeHnosaHue npoussoautens A®C: EuroAPI
France /| EspoAlU ®panHc

API Manufacturer country / Ctpana npoussogutens ADC: France / ®panums

Name / HaumeHosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupnpokcuna ruppoxnopun

FP Manufacturer AP Batch number / Homep cepuun cy6cTaHuun
npoussoautens [N¢: 91200960 - C601400007

API Manufacturer Batch number / Homep cepuu cybctaHumm npoussogautens
ADC: JTPC+23104055C

AP| Manufacturer name / HaumeHosanue npoussogutens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|3sncu TaHbcuHb PapmackioTukan
Ko., NTa.

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

Name / HanmeHosanve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupupokcuna ruapoxnopua

FP Manufacturer AP| Batch number / Homep cepuu cy6cTaHuvn
npoussogutens MNMo: 91200960 - C601400008

API| Manufacturer Batch number / Homep cepuun cy6ctaHumm npoussogutens
A®C: JTPC+23104056C

API Manufacturer name / HaumeHosanne npoussogutena A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Liaaucu TaHbCcUHbL PapmackbioTMKan
Ko., NTa.

API Manufacturer country / CtpaHa npoussoautens A®C: China/ Kurai

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



p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 8 of 8/ CtpaHuua 8 us 8

Product: / MpoaykT: NEUROBION® coated tablets
HEAPOBUOH®, TabneTku, NOKpbITbIe 060104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 326024A
Bulk batch no.: / Homep napTu: 0065652562
Manufacturing date (mm.yyyy): /
Oarta npoussogcTBa (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHoctu (MM.rrrr): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
NpoussoagnTens B COOTBETCTBUU
€ peructpauueu B Poccuu: Mu ana Oxun Xenc Octpus M'm6X aHa Ko. OF, ABcTpus

Assessment: / 3akntovenue: 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) / Cepuist cooTBeTcTBYeT TpeboBaHUAM
HopmaTueHoro fokymeHta J1IC-001540-150720 (usmeHenue Ne 1 ot 06.10.2020,
usmeHeHune Ne 2 ot 18.11.2021, nsmeHenne Ne 3 ot 11.05.2023, usmeHeHve Ne
4 ot 30.11.2023)

Date / Signature of Qualified Person: /
data / nognuck kBanudunuMpoBaHHOro nuua

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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



SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number: Package Size:
NEUROBION FORTE DRAGEES (20 DRG) - RU  326024A 20
Importing Country: Dosage Form: Package Type:
RU coated tablets blisters
Strength/Potency:

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

Brand Code: Contractor Item No:

80781326 80781326

Date of Manufacturing: Expiration Date:

03 JUL 2024 JUN 2026

Lot Quantity: Unit of Measure:

112,680.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038725906

Bulk batches consumed in the reported Batch Code:

Batch No: 0065652560, Manufacturing Date:03.07.2024

Batch No: 0065652563, Manufacturing Date:18.07.2024

Batch No: 0065652562, Manufacturing Date:18.07.2024

Manufacturing Site:

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

Packaging Site:

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

Certification Statement:

| 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:
n/a

Printed by: DN4521 Print Date: 16.10.2024 Page: 1 of 2



SPITTALPLANT-P&GHEALTH

AUSTRIA
HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Usage Decision Code:

ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 16.10.2024
Person

This document was signed electronically and is valid without signature.
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