PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 1 of 8/ CtpaHuua 1 us 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEWUPOBUWUOH®, TabneTkn, NnokpbIThbie 060n0o4Kon

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepusa Ne 319624A

Bulk batch no.: / Homep napru: 0065577217

Manufacturing date (mm.yyyy): /

Qara npoussogcrea (MM.ITIT): 05.2024

Expiry date (mm. :

Cpok roaHoCcTH (MM.IrTT): 04.2026

Manufacturer according to the

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

MpoussoauTens B COOTBETCTBUN

c peructpauuen B Poccuu: Mu ana Mxum Xenc Octpua N'M6X aHa Ko. O, AscTpus

Parameter / [apameTtp Specifications / Cneundukaumnmu Results / Pe3ynbTathbl
Appearance / Onucanve Round, biconvex, glossy off-white coated Round, biconvex, glossy

tablets with the weak characteristic smell/ off-white coated
Kpyrnble, ABoAKOBbINYKNble TabneTky, tablets with the weak
nokpbITble o6onoukon nodtn 6enoro useta, |characteristic smell/
Bnecrawwme, co cnabbiM xapakTepHbIm Kpyrnble,
3anaxom. ABOSAKOBbLINYKNblE

TabneTkn, NOKpbITbIE
obonoukoi noutn 6enoro
useta, 6necrsawume, co
cnabbiM xapakTepHbIm
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide / Retention times of the main peaks in the |Conforms /
chromatograms of test solutions should|cooTBeTcTBYET
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 yaepXmBaHUS OCHOBHbIX
NAKOB Ha XpomaTtorpammax UCMbITyeMblX
- cyanocobalamin / pacTBoOpoB,  AOMKHbI  COOTBETCTBOBATL
BpemMeHaM yaep>XXuBaHUA OCHOBHbIX NUKOB Ha
XpomaTorpammax CTaHAapTHbIX pPacTBOPOB
TMamuHa Aucynbeduaa, NMPUAOKCUHA
rmapoxnopuaa n uvaHokobanamuHa (pasaen
«KonuuectseHHoe onpeaenexHuey).

TMamMuHa avcynsug

nMpUAOCKCUHaA rugpoxnopug

ynaHokobanamuH

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00mg |711.08 mg /711,08 mr
deviation from average weight / + 5 %). / OT 665,00 mr go 735,00 mr (700,00
mr x5 %).

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
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoAaykr:

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

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

Oara npoussogcrea (MM.ITIT):
Expiry date (mm. i)
Cpok rogHocTu (MM.FIrr):

Manufacturer according to the
registration in Russia: /

MNpoussoauTensL B COOTBETCTBUMU
C perucrtpauuen B Poccuu:

NEUROBION® coated tablets

HENPOBWOH®, TabneTku, NOKPbITble 060MOYKON

80781326
319624A

0065577217

05.2024

04.2026

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

Mu ang Oxun Xenc Octpua MM6X aHa Ko. OI, Asctpusn

Parameter / NapameTtp

Specifications / Cneundukaummn

Results / PesynbTaTthbl

CpeaHsasa macca TabneTok v

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

Conforms /

OTKNOHEHNE OT cpeaHell Macchb! 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 Tabnetok: He 6onee £ 10% COOTBETCTBYET

Disintegration / PacnagaemocTtb

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

<21 min/ <21 MuUH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asaBNEeHHOro
KonuyecTsa TMaMuHa ancynbcuaa 4OMKHO
nepewnTy B pacTeop Yepes 45 MuH.

98 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3aABNEHHOrO KONNYeCTBa NUPUAOKCUHA
rnapoxnopuaa A0SHKHO NEPENTU B pacTsop
yepes 45 MuH.

97 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3anBneHHoro
konuuyecTea umaHokobanammuHa AOMKHO
nepenTu B pacTeop Yepes 45 muH.

104 %

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 Klagenfurt FN 168759a
UID-Nr. ATU43740706
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [IpogykT:

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

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

Cpok rogHocTu (MM.rrIT):
Manufacturer according to the

registration in Russia: /
NpoussoauTens, B COOTBETCTBUMN

c perucTpauuei B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbie 06OM0YKOW

80781326
319624A

0065577217

05.2024

04.2026

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

Mu anp Lxn Xenc Octpus 'M6X ana Ko. OF, Asctpus

Related substances /
PoacTteeHHble Npumecy

Thiamine disulfide impurities: /
Mpumecy TMamnHa ancynsduaa:

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnn-5-Ta3on 3TaHON — He
donee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHo-5-
AMUHOMETUN-2-METUNNUPUMNANH — He
6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eanHnuHan HemaeHTUULUN-
poBaHHas npumeck — He bonee 0,2 %);

<01%/<0,1%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
Mpumecn NUpUAOKCUHA rmapoxnopuaa:

individual impurity - not more than 0.2 %; /
eaAvHUYHan npumvecs — He 6onee 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

Hésslgasse 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
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

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

Qara npoussoacrtsea (MMm.rrrr):
Expiry date (mm. 1/
Cpok rogHocTH (MM.rrrT):

Manufacturer according to the
registration in Russia: /

Mpov3iBoanTens B COOTBETCTBUU
¢ peructpaumen B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NokpbiTbie 060104KOM

80781326
319624A

0065577217

05.2024

04.2026

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

Mu ana Mxn Xenc OcTtpua M'M6X aHa Ko. O, ABcTpus

Cyanocobalamin impurities: /
MNpumecn unaHokobanamuHa:

than 5.0 %; / equHWYHan HenaeHTH-
pvumposaHHan npumech — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ |0.5%/0,5%
rnapokcokobanamuH — He 6onee 8,0 %:
individual unidentified impurity — not more 06%1/0,6 %

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

11%/11%

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

Cymma HeMgeHTMQMHMQOBaHHbIX npumecei
TMamMmuHa gmcynbgmga, nmpuaokcnuHa

rmapoxnopuaa u umaHokobanamuda — He
oonee 15,5 %.

11%/7/11 %

Uniformity of dosage units (every
5th batch) / OaHopoaHocTb
Ao3uposaHua (ANA Kaxaon 5-on
cepun)

Conforms / cooTBeTcTBYET

- thiamine disulfide Conforms
cooTBeTCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

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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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoAaykr:

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

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

Oarta npoussoacTea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocT# (MM.rrrr):

Manufacturer according to the
registration in Russia: /
Mpoussoaurens B COOTBETCTBUU
c perucrtpaumen B Poccuu:

NEUROBION® coated tablets

HEAPOBWUOH®, Ta6neTku, NOKpbITbie 0605104KON

80781326
319624A

0065577217

05.2024

04.2026

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

M anp Oxu Xenc Octpus M'M6X 3Ha Ko. OT, Asctpua

Parameter / MapameTtp

Specifications / Cneundukaunu

Results / PeaynbTathbl

Microbial purity / (every 5th batch)
/ Mukpobuonornyeckas uicrora
(ans kaxagon 5-on cepuu)

TAMC — NMT 103 CFU/g /
Obuee uncno aspobHbIx
MUKpoopraHuamoB He Gonee 10° KOE/r

Not tested

TYMC - NMT 102 CFU/g / Not tested
Obwee uncno rpubos He Gonee 102 KOE/r
Escherichia coli — absence in 1 g/ Not tested

Escherichia coli — otcytctBune 8 11

Assay / KonudyectseHHoe
onpeaenexue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TnamuHa aucynbdunaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr ao 210 mr
NUpUAOKCYHA ruapoxnopuaa;

204 mg / 204 mr

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

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 n3
nBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTpyKUMen no
NPUMEHEHUIO B NAYKY KAPTOHHY!IO.

Complies / CooTBeTcTBYET

P&G Health Austria GmbH & Co.
Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

0G

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 / CEPTUDUKAT AHATTU3A

Product: / MpoaykT:

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

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

Expiry date (mm.yyyy): /

Cpok rogHoctu (MM.rrrr):
Manufacturer according to the
registration in Russia: /

NpousBoguTenL B COOTBETCTBUU
€ peructpaumei B Poccum:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, nokpuITbie 060n04KOM

80781326
319624A

0065577217

05.2024
04.2026
P&G Health Austria GmbH & Co. OG, Austria/

MNv anp Mxu Xenc Octpusa MNMG6X ang Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneuundpukauum Results / PesynbTarb!

Labeling / MapkupoBka

Complies as prescribed /
CooTtsertcTByeT
TpeboBaHuam

According to normative document. /
B cooTeeTcTBUM C HOPMATUBHOM
AOKYMEHTaLNEe.

Storage / XpaHeHue

At the temperature not more than 25 °C. /
[Mpu Temnepatype He Bobiwe 25 °C.

Shelf-life / Cpok rogHocTn

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / HaumenoeaHnue: THIAMINE DISULFIDE / Tuamuna aucynsdpun

FP Manufacturer API Batch number / Homep cepuu cybctaHumm

npoussogutens I'J1P: 91652246 - C601300127

API Manufacturer Batch number / Homep cepumn cybcTtaHuun nponssoautens

A®C: PRMU3242C59903
API Manufacturer name / HaumeHoBaHve npoussogutens A®C: Procter &

Gamble Health Limited / MpokTep 3Hp Fam6n Xenc Numuren
AP| Manufacturer country / CtpaHa npoussoautens A®C: India / Unausn

Name / HaumenosaHue: THIAMINE DISULFIDE / Tuamuna aucyniscpug
FP Manufacturer API| Batch number / Homep cepuu cy6ctaHumm

npoussoautens MMe: 91652246 - C601300125

AP! Manufacturer Batch number / Homep cepuu cy6cTaHuuu nponssoauTens

ADC: PRMU3249C59906
APl Manufacturer name / HaumeHosaHue npoussoavtens A®C: Procter &

Gamble Health Limited / MpokTrep ang Mam6n Xenc NMumuren
API Manufacturer country / Ctpana npoussogutena APC: India / Unauns

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




Py

Page 7 of 8 / CrpaHuua 7 ns 8

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEUPOBWUOH®, TabneTkn, NOKpbITblie 060M104KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319624A
Bulk batch no.: / Homep napru: 0065577217
Manufacturing date (mm.yyyy): /

fata npoussoacTsa (MM.rrrr): 05.2024
Expiry date (mm.yyyy): /

Cpok roqHOCTH (MM.rrrT): 04.2026

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTensL B cOOTBETCTBUU

¢ peructpauueii 8 Poccuu:

Mu aua Mxu Xenc OcTtpus MTM6X aHa Ko. O, Asctpus

Name / HaumeHosaHwe: THIAMINE DISULFIDE / TuamuHa aucynbghun
FP_Manufacturer API Batch number / Homep cepuu cy6cranumm
npoussoautena [N1P: 91652246 - C601300120

API Manufacturer Batch number / Homep cepuv cy6cranuyun npoussoautens
A®C: PRMU3175C59902

AP| Manufacturer name / HaumeHosanue npoussogutens A®C: Procter &
Gamble Health Limited / MpokTep aua Mm6n Xenc fMumuten

APl Manufacturer country / CtpaHa npoussogutena A®C: India / Unaus

Name / Haumenosanue: CYANOCOBALAMINE EP / Linanoko6anamnH

FP Manufacturer AP| Batch number / Homep cepuu cybcradyuu
npoussoautens [N1®: 91181664 - C601300018

API Manufacturer Batch number / Homep cepuu cybcTaHummn nponssoguTtens
A®C: 2311711986

AP| Manufacturer name / HaumeHosaHue npoussoauTtens ASC: EuroAPI
France / EBpoAlNU ®paHc

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

Name / HaumeHoBaHuve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa ruapoxnopua

FP Manufacturer API Batch number / Homep cepun cy6ctaHumm
npoussoautens [11P: 91200960 - C601300103

AP| Manufacturer Batch number / Homep cepuu cy6cTaHuuu npoussogutens
A®C: JTPC+23104009C

API Manufacturer name / HaumeHosaHwe nponssogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3ancu TaHbcuHb ®apmackioTykan
Ko., Nra.

API Manufacturer country / Ctpana npoussoaurens A®C: China / Kutai

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
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAINIU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEAPOBWUOH®, TabneTku, NoKpbITbie 060104KOMN
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 319624A
Bulk batch no.: / Homep napru: 0065577217
Manufacturing date (mm.yyyy): /
Oata npoussoactBa (MM.rrrr): 05.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrIT): 04.2026
Manufacturer according to the
registration_ in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
Mpou3ssoauTensL B COOTBETCTBUU
¢ perucTtpaumein B Poccum: Mun axa Oxu Xenc Octpua M'm6X ang Ko. O, AscTpus

Assessment: / 3aknioueHne: 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 TpeboBaHNAaM
HopmaTusHoro aokymerta J1IC-001540-150720 (u3meHeHue Ne 1 ot 06.10.2020,
nameHeHne Ne 2 ot 18.11.2021, nsameHenue Ne 3 ot 11.05.2023, uameHeHue Ne

4 o7 30.11.2023) HERMANN Larissa
i 3 AUG 2024

gl
QZWJAQ frowsar

Date / Signature of Qualified Person: /
Qata / noanuck kBanucdbULUMPOBaHHOTO NULUa
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTU3A

Product: / [Ipoaykr:

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

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

ga‘ra npoussoncraa !MM.ITI'I"!:

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

Manufacturer according to the
registration in Russia: /
MpoussoauTensL B COOTBETCTBUU
C perucrpaumen B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, Ta6neTku, NoKpbITbie 060104KOM

80781326
319624A

0065577214

05.2024

04.2026

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

Mv ana Oxu Xenc OcTtpus M'M6X aHa Ko. O, ABcTpus

Parameter / MapameTp

Specifications / Cneuudukauum

Results / Pe3ynbraThl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnbie, ABosikoBbinyknbie TabneTku,
noKpbITbie o6onovkoin nouTn 6enoro uBeTa,
6necrawwme, co cnabbiM xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
ABOSAKOBbINYKIble
TabneTkn, NOKpbITLIE
o6onoukoit noutn 6enoro
yseTa, bnecrawme, co
cnabbiM xapakTepHbimM
3anaxom.

Identification / NMoanuHHOCTL

- thiamine disulfide /

THamMuHa gucynsdug,

- pyridoxine hydrochloride /

NUPUAOKCUHA TMAPOXopUA

- 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 yaepXuBaHWA OCHOBHbIX
NUKOB Ha xpomarorpammax UCMbITyemblxX
pacTBopoB,  AOMKHbI  COOTBETCTBOBAaTb
BpeMeHaM yaAepXuBaHUs OCHOBHbIX MMKOB Ha
XpomarorpamMmax cTaHAapTHbIX PacTBOpPOB
TMammHa Aucynbduaa, NUpUAOKCUHA
ruapoxnopuaa v unaHokobanamuHa (pasgen
«KonuyecteeHHoe onpegeneHvey).

Conforms /
COOTBETCTBYET

Average weight of tablets and
deviation from average weight /

From 665.00 mg to 735.00 mg (700.00 mg
5 %). / OT 665,00 mr ao 735,00 mr (700,00
Mr £ 5 %).

711.08 mg /711,08 mr

P&G Health Austria GmbH & Co.

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

oG

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MpoAykr:

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

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

Oata npoussoacTea (MM.rrrr):
Expiry date (mm. :
Cpok rogHoCcTH (MM.rrir):

Manufacturer according to the
registration in Russia: /
MpoussoaurtensL B COOTBETCTBUMU

C peructpauvei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, Ta6neTku, NOKpbITble 060M0YKOM

80781326
319624A

0065577214

05.2024

04.2026

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

Mu ana Oxu Xenc Octpusa NM6X 3ana Ko. O, ABcTpus

Parameter / MNapameTp

Specifications / Cneuudcdukauum

Results / PesynbTtatbl

CpeaHsis macca TabneTok un

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

Conforms /

OTKNOHEHWe OT cpeaHeln Macchbl 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

£ 33 min/ £ 33 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
KonuyecTBa TamMuHa aucynbduaa AoMKHO
nepenTu 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
3asABNEHHOro0 KoNu4YecTsa NMpuaoKcuHa
rnapoxnopuaa AoMKHO NEPERTU 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 3asBNeHHOro
KonuyecTtsa UvaHokobanamuHa AOMKHO
nepenTy B pacteop Yyepes 45 MUH.

103 %

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




Page 3 of 7/ Ctpannua 3 us 7

PeG

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / [pogykT:

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

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

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpousBoauTens B COOTBETCTBUMN
€ perucrtpauuven B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbie 060n04YKON

80781326
319624A

0065577214

05.2024

04.2026

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

Mu ang Jxu Xenc Octpus Mu6X aua Ko. O, ABcTtpus

Related substances /
PoacteeHHble npumecu

Thiamine disulfide impurities: /

I'Igmmecu TUaMuHa EVIC!J'IbQVIgaI

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

<01%/<0,1%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupUMuaNH
NUPNAOKCUH (agaykT) — He 6onee 1,0 %;

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eamHuyHan HemgeHTuUUN-
poBaHHas npumect — He 6onee 0,2 %;

01%/ 01%

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

01%/ 01 %

Pyridoxine hydrochloride impurities: /
MNpumecu nupugokcuHa rnapoxnopuaa:

individual impurity - not more than 0.2 %; /
efAuHUYHan npumecb — 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

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 Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoAaykr:

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

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

Qara npousBoacrea (MM.rrrr):
Expiry date (mm. 1

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /

MpounssoauTens B COOTBETCTBUU
€ peructpauuen B Poccum:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTkun, NOKpbITbie 060M104KOM

80781326
319624A

0065577214

05.2024

04.2026

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

Mu ang Oxu Xenc Octpusa M'mM6X ana Ko. O, ABctpus

Cyanocobalamin impurities: /
MNpumecn unaHokobanamuHa:

than 5.0 %; / eguHNYHAR HEVOEHTK-
duumpoBaHHas npumechb — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ [(0.4%/0,4%
ruapokcokobanamuH — He 6onee 8,0 %;
individual unidentified impurity — not more 06%/0,6 %

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

1.0%/1,0%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDUUMPOBAHHbIX NpUMecel
TMamMuHa gucynbcduaa, NpuaokcuHa

rmgpoxnopuaa n unaHokobanammHa — He
oonee 15,5 %.

11%/11%

Uniformity of dosage units (every
5th batch) / OgHopogHoCcTb
0o3npoBaHuA (Ans Kaxaon 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 Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoAaykT:

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

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

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

Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUMU
€ peructpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbie 060N0YKOM

80781326
319624A

0065577214

05.2024

04.2026

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

Mu ana Qxun Xenc Octpus Mm6X ang Ko. OI, ABcTpun

Parameter / MNapametp

Specifications / Cneundukauumn

Results / Peaynbrarhbi

Microbial purity / (every 5th batch)
/ Mukpobuonormyeckas yncrora
(ans kaxgpoun 5-ok cepun)

TAMC - NMT 103CFU/g /
O6wee yncno asapobHbix
MUKpoopraHuamos He Gonee 103 KOE/r

Not tested

TYMC - NMT 102 CFU/g / Not tested
O6LLee uncno rpubos He 6onee 102 KOE/r
Escherichia coli — absence in 1 g/ Not tested

Escherichia coli — otcytctBue B 11

Assay / KonnyectseHHoe
onpepeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / oT
90 mr go 105 Mr TamunHa aucynbuaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
nUpMAOKCYIHA rnapoxnopuaa;

204 mg/ 204 mr

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

0.23mg /0,23 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / No 10 TabneTok B 6nuctep us
NBxX/NBAX/An.

Mo 2 6nuctepa ¢ MHCTPYKLUMEN NO
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

Complies / CooTBeTcrayeT

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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTIU3A

Product: / MpoAaykr:

NEUROBION® coated tablets

HEWPOBUWOH®, TabneTku, NOKpPbITble 060n04YKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319624A
Bulk batch no.: / Homep napTu: 0065577214
Manufacturing date (mm.yyyy): /

Qara npousBogcTsa (MM.rrrr): 05.2024
Expiry date (mm. )

Cpok roaHoCT! (MM.ITIT): 04.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoaguTens B COOTBETCTBUU

C perucTpauvei 8 Poccuu:

Mun ana Axu Xenc Octpusa M'M6X anp Ko. OF, ABcTpus

Parameter / Mapamertp

Specifications / Cneuuncdukauum

Results / Peaynstathbl

Labeling / MapkupoBka

According to normative document. /
B cooTtBeTCTBMM C HOPMaTUBHOW
[OKYyMeHTaumen.

Complies as prescribed /
CooTBetcTBYET
TpeboBaHuaM

Storage / XpaHeHune

At the temperature not more than 25 °C. /
Mpu Temnepartype He Bbiwe 25 °C.

Shelf-life / Cpok roaHocTH

2 years. / 2 ropa.

APIls used in FPC-Batch:

Name / Haumenosanue: THIAMINE DISULFIDE / Tuamuna gucynscpun

FP Manufacturer AP| Batch number / Homep cepuun cy6ctanuuv

npoussogutens Mo: 91652246 - C601300127

AP| Manufacturer Batch number / Homep cepuu cybcTasumu npoussoanrens

A®C: PRMU3242C59903

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

Gamble Health Limited / Mpokrep aua MmM6n Xenc NMumuten
AP| Manufacturer country / CtpaHa npouasogutens A®C: India / Unaun

Name / HaumeHosanue: THIAMINE DISULFIDE / TuamuHa gucynindug
FP Manufacturer AP| Batch number / Homep cepuu cybcTaHumm

npoussoautens [N1P: 91652246 - C601300125

API Manufacturer Batch number / Homep cepuu cybctasumu npounseoautens

A®C: PRMU3249C59906

API Manufacturer name / HaumeHosaHue npoussoautens A®C: Procter &

Gamble Health Limited / MpokTep ang MM6n Xenc NMumuten
APl Manufacturer country / Ctpana npoussogutena A®C: india / Unauna

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 / CEPTUDUKAT AHANIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, NOKpLITbIe 060M04KOMA

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319624A
Bulk batch no.: / Homep napTtu: 0065577214
Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.ITIT): 05.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 04.2026

Manufacturer according to the

registration in Russia: /

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

I'Igouaaogmemﬂ COOTBETCTBUN

c perucrpauueit B Poccuu:

Assessment: /| 3aknioyeHue:

Date / Signature of Qualified Person: /

Mu anp Dxu Xenc Octpus MM6X aup Ko. OI, ABctpun

Name / HanmeHosanne: CYANOCOBALAMINE EP / Unanoko6anamuH

FP Manufacturer AP| Batch number / Homep cepun cy6ecTanyum
npoussoautens [Ne: 91181664 - C601300018

AP| Manufacturer Batch number / Homep cepuu cy6cTaHuuv npoussoanrens
ADC: 2311711986

AP| Manufacturer name / HaumeHosaxve npoussoautens AOC: EuroAP)
France / EBpoAl ®pauc

AP| Manufacturer country / CtpaHa npoussogutens A®C: France / ®paHuyusa

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NupuaokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6ctanuvm
npoussoagutens NMo: 91200960 - C601300103

API Manufacturer Batch number / Homep cepuu cybcranuun npoussoaurens
A®C: JTPC+23104009C

APl Manufacturer name / HaumeHosanune npoussoautena A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizaHcu TAHbCMHb PapmackioTKan
Ko., Ntp.

API Manufacturer country / Ctpana npoussoautena A®C: China / Kutan

The batch complies with the specification according to ND JC-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 Tpe6oBaHNAM
HopmaTueHoro gokymeHta J1C-001540-150720 (u3ameHeHne Ne 1 ot 06.10.2020,
nsmeHeHue Ne 2 ot 18.11.2021, namenerHue Ne 3 oTt 11.05.2023 4% :

4 ot 30.11.2023)

Oarta / nognucb kBanuduumMpoBaHHOro nuua @ n&& }J‘S&V\/QM'\ '

RMANN Larissa
3 AUG 2024

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau » Austria

Telefon +43 (0)4762 51 51-0

Rechtsform: Offene Gesellschaft (OG)
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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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3A

Product: / Mpoaykr:

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

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

Oara npoussoacrtea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrT):
Manufacturer according to the

registration in Russia: /
MpoussoguTen B COOTBETCTBUM
¢ pernctpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBUWOH®, TabneTku, NokpbiThbie 060/104KOM

80781326
319624A

0065577216

05.2024

04.2026

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

Mu ang xu Xenc Octpusa M'méX anp Ko. OIN, ABcTpun

Parameter / MapameTp

Specifications / Cneundukauun

Results / PeaynbraTthl

Appearance / Onucatue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, 4BOAKOBbINYKNble TabneTky,
nokpbITble o6onoykon noutn 6enoro LUBeTa,
6necrawwme, co cnabbim xapakrepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnole,
OBOSKOBLINYKNble
TabneTku, NOKpbITbIE
obonoykon noutn 6enoro
useta, bnecrawue, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /

ThamuHa gucynbcua

- pyridoxine hydrochloride /
NUPUZOKCUHA rMAapPoOXNopua

- cyanocobalamin /

uunaHokobanamunH

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 yaepXmBaHUA OCHOBHbIX
NMUKOB Ha XpomartorpaMmax WUCNbITyeMbIX
pacTBopoB,  AOSPKHbI  COOTBETCTBOBAaTb
BpEMEHaM yaepXusaHUa OCHOBHbIX NMUKOB Ha
XpomartorpamMmax CraHgapTHbIX PacTBOPOB
TMamuHa Avcynbduaa, NUPUAOKCUHA
rmapoxnopuaa v umaHokobanamuHa (pasgen
«KonuyecTteeHHoe onpeaeneHuey).

Conforms /
COOTBETCTBYET

Average weight of tablets and
deviation from average weight /

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

701.04 mg /701,04 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

0G

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 / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qarta npousBogcrea (MM.rrrr):
Expiry date (mm. 1/

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

MpoussoguTensL B COOTBETCTBUM
¢ perucrpauyuen 8 Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkyn, NOKpbITbie 060M104KOM

80781326
319624A

0065577216

05.2024

04.2026

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

Mu anp xu Xenc Octpus M'm6X anAa Ko. OIF, ABctpuna

Parameter / MapameTtp

Specifications /| Cneyndukaumnm

Results / PesynbTtathbl

CpepHsas macca TabneTok u

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

Conforms /

OTKNOHEHWe OT cpeaHen Mmacchl 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

<21 min/< 21 muH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) ot 3asBneHHoOro
KonuvecTsa TMaMnHa aucynbduaa A40MKHO
nepenTn B pacteop Yepe3 45 MuH.

103 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asIBNEHHOT0 KonuyecTsa NUpUAOKCUHA
rMApoxnopuaa ACMKHO NepenTn 8 pacTeBop
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 3asBneHHoOro
konuyecTtsa unaHokobanamuHa fOMKHO
nepenTy B pacTeop Yepes 45 MuH.

106 %

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 / CEPTUDUKAT AHAITU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qarta npousBogcTBa (MM.ITTT):
Expiry date (mm.yyyy): /

Cpok rogHocT# (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoguTens B COOTBETCTBUN
€ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITbIe 060104KOMA

80781326
319624A

0065577216

05.2024

04.2026

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

Mu ana Dxu Xenc Octpus Mv6X ang Ko. O, AscTtpusn

Related substances /
PoacTtBeHHbIe Npumec

Thiamine disulfide impurities: /

ﬂgmmecm TUaMmnHa EMC!anMQaZ

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnn-5-Tnason 3TaHon — He
oonee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amnHo-5-
AMUHOMETUN-2-METUNNUPUMNANH — HE
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHu4Hasa HenaeHTUULK-
poBaHHas npumecb — He 6onee 0,2 %;

01%/ 01%

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

01%/ 01%

Pyridoxine hydrochloride impurities: /
Mpumecn nupuaoKCcUHA rMapoxnNopuaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecei — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co.
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

oG

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A

Product: / [poAaykT:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Qara npousBoacTsa (MM.rrir):
Expiry date (mm. 2l

Cpok rogHocT# (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUM
C perucrtpauuven 8 Poccum:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTku, NoKpbITbie 060M104KOM

80781326
319624A

0065577216

05.2024

04.2026

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

Mu ang Oxu Xenc Octpuna M'mM6X ang Ko. O, ABcTtpus

Cyanocobalamin impurities: /
MNpumecu unaHokobanamuHa:

than 5.0 %; / equH4HaA HenpgeHTn-
duumpoBaHHas npumechb — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ (0.6 % /0,6 %
rnapokcokobanamuH — He 6onee 8,0 %:;
individual unidentified impurity — not more 06%/0,6 %

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

11%/11%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenmaeHTUUUMPOBaHHbIX NpUumecei
MmamumHa gucynoduaa, NMpUaoKcUHa
rmgpoxnopuaa un unaHokobanammHa — He
6onee 15,5 %.

12%/1,2%

Uniformity of dosage units (every
5th batch) / OgHopoaHoCcTL
A03poBaHuA (ANA Kaxaown 5-on
cepuu)

Conforms / cooTseTcTByeT

- thiamine disulfide Conforms
cooTBETCTBYET

- pyridoxine hydrochloride Conforms
cooTBETCTBYET

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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MMpoaykr:

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

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

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

Manufacturer according to the
registration in Russia: /

lMpoussoauTenL B COOTBETCTBUMN
¢ perucrtpaumen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NnoKpbITbie 060M104KOIH

80781326
319624A

0065577216

05.2024

04.2026

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

Mu ang xu Xenc Octpua M'mM6X ana Ko. O, ABcTpusn

Parameter / MapameTtp

Specifications / Cneuudukaumm

Results / PeaynsTartbl

Microbial purity / (every 5th batch)
/ Mukpobuonorndeckas yuctora
(ans kaxgon 5-on cepuu)

TAMC - NMT 103 CFU/g /
O6wee uncno asapobHbix
MukpoopraHusmos He 6onee 10° KOE/r

Not tested

TYMC - NMT 102 CFU/g / Not tested
O6wee uncno rpubos He 6onee 10° KOE/r
Escherichia coli — absence in 1 g/ Not tested

Escherichia coli — otcytctBue B 1 r

Assay / KonnyectseHHoe
onpegeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TnammnHa aucynbnaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mMr o 210 mr
NUPUAOKCUHA rMAPOXNOPUAA;

203 mg/ 203 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
o1 0,18 mr go 0,26 mr yumaHoko6anamuHa.

0.23mg /0,23 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nuctep us
NBX/MBAOX/An.

Mo 2 6nucTepa ¢ MHCTPyKUMEn no
NPUMEHEHMIO B NAYKY KAPTOHHYIO.

Complies / CootseTcTBYET

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 / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbie 060M04KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 319624A
Bulk batch no.: / Homep napTu: 0065577216
Manufacturing date (mm.yyyy): /

Qara npoussogcTea (MM.ITrT): 05.2024
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.rrTT): 04.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoanTensL B COOTBETCTBUM

c perucTtpauuei B Poccum:

Mu anp Oxu Xenc Octpus MM6X ang Ko. OF, ABctpun

Parameter / Mapametp

Specifications / Cneundukauuu

Results / Pe3ynbTarthl

Labeling / MapkupoBka

According to normative document. /
B cooTBeTCTBUM C HOPMATUBHON
AOKYMEHTaunen.

Complies as prescribed /
CootsetcTByeT
TpeboBaHuAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpyn TemnepaType He Boiwe 25 °C.

Shelf-life / Cpok roaHoCTN

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Hanmenosanve: THIAMINE DISULFIDE / Tuamuna gucynscua

FP_Manufacturer AP| Batch number / Homep cepuu cybctaHuun

npoussoantens J1P: 91652246 - C601300127

API Manufacturer Batch number / Homep cepuu cybctasummn npoussogurens

A®C: PRMU3242C59903

API| Manufacturer name / HaumeHosaHnue npoussogutens A®C: Procter &

Gamble Health Limited / Mpokrep 3ang Mm6n Xenc Numurten
AP| Manufacturer country / Ctpana npoussogutens A®C: india / Unaus

Name / Haumenosanune: THIAMINE DISULFIDE / Tuammuna gucynnecpun
FP Manufacturer AP| Batch number / Homep cepuu cy6cTaHumn

npoussogutens NMo: 91652246 - C601300125

API Manufacturer Batch number / Homep cepuu cybcTaHiumn nponssoaurens

A®C: PRMU3249C59906

AP| Manufacturer name / HaumeHosaHnue npoussoautens A®C: Procter &

Gamble Health Limited / Mpokrep aug Mm6n Xenc NMumuten
API Manufacturer country / CtpaHa npoussogurenst A®C: India / Unaus

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 / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTkn, NOKpbITbie 060104KOM

SAP-Code: / Kon SAP: 80781326
Batch no.: / Cepus Ne 319624A
Bulk batch no.: / Homep napru: 0065577216
Manufacturing date (mm.yyyy): /

Qlata npoussoacvea (Mm.rrrr): 05.2024
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrr): 04.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoguTenb B COOTBETCTBUM

[ geruc'rgagueﬁ B Poccuu:

Assessment: /| 3aknioyeHue:

Mu ana xu Xenc Octpun M'M6X 3ang Ko. O, ABctpus

Name / HaumeHosaHnne: CYANOCOBALAMINE EP / LUnaHoko6anamun

FP Manufacturer API Batch number / Homep cepuu cy6cTanuumm
npoussogutens No: 91181664 - C601300018

API Manufacturer Batch number / Homep cepuu cybcTanLmm npovssogurens
ADC: 2311711986

APl Manufacturer name / HaumeHoBaHue npoussogurens A®PC: EuroAPI
France / EBpoAlA ®panc

API Manufacturer country / CtpaHa npounssogutens A®C: France / ®paHuus

Name / HaumenoBanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Nupuaokcuua rugpoxnopug

FP Manufacturer API Batch number / Homep cepuu cy6ctaHumm
npoussoautens [J1P: 91200960 - C601300103

API Manufacturer Batch number / Homep cepuu cy6cTaHuun npoussoantens
A®C: JTPC+23104009C

AP| Manufacturer name / HaumerosaHwe npoussogurena APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcn TAHbCUHBL PapMackioTHKan
Ko., Na.

AP1 Manufacturer country / Ctpana npoussogutens A®C: China / Kurtai

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) / Cepusa cooTseTcTBYeT TpeGoBaHUAM
HopmaTtusHoro aokymexta J1C-001540-150720 (nsmereHne Ne 1 ot 06.10.2020,
nameHeHune Ne 2 ot 18.11.2021, nsmeHenune Ne 3 ot 11.05.2023, usmeHeHue Ne
4 ot 30.11.2023)

Date / Signature of Qualified Person: / \ N&M
Oara / noanuck kBanMgULUMpoBaHHOro nuua V

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (O

Telefon +43 (0)4762 51 51-0

HERMANN Larissg
i3 AUG 2024

9//@9
Y 9%g

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:
NEUROBION FORTE DRAGEES (20 DRG) -RU  319624A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine
Brand Code: Contractor Item No:
80781326 80781326

Date of Manufacturing: Expiration Date:

05 MAY 2024 APR 2026

Lot Quantity: Unit of Measure:
113,040.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038599314

Bulk batches consumed in the reported Batch Code:

Batch No: 0065577217, Manufacturing Date:05.05.2024

Batch No: 0065577214, Manufacturing Date:05.05.2024

Batch No: 0065577216, Manufacturing Date:05.05.2024

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 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: 08.08.2024

PeG

Package Size:
20

Package Type:

blisters
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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 08.08.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 08.08.2024 Page: 2 of 2



