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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATNTU3A

Product: / [IpoaykT:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Darta npousBoacTBa (MM.IIIT):

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

Manufacturer according to the
registration in Russia: /

lpousBoauTenL B COOTBETCTBUM

¢ peructpauyuen B Poccum:

NEUROBION® coated tablets

HEWPOBUOH?®, TabneTkn, NOKPbITbie 060N0YKOA

81725416
310824A

0065458760

03.2024

02.2026

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

Mu 314 Oxun Xenc Octpua M'm6X ang Ko. OF, ABcTpus

Parameter / MapameTp

Specifications / Cneuundukauum

Results / PeaynbTaTthb!

Appearance / OnucaHve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnele, ABoskoBbinyknble TabneTtku,
nokpbITble 06onoukon noutu 6enoro useTa,
6necrsawwme, co cnabbiM xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
OBOSAKOBbLINYKNblE
TabneTku, NOKPLIThIE
obonoukon noytu 6enoro
userta, 6necrawume, co
cnabbim xapakTepHbIM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

ThamuHa gucynscug

- pyridoxine hydrochioride /
NUPUAOKCUHA rnapoxnopua

- 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 yaepxuBaHUs OCHOBHbIX
MAKOB Ha Xpomartorpammax WcnbITyemblxX
pacTBopoB,  AOSDKHbI  COOTBETCTBOBAaTb
BpeMeHaM yAepXXMBaHUa OCHOBHbIX NMUKOB Ha
xpomarorpaMmmax CTaHAapTHbIX PacTBOpPOB
TMammHa avncynbduaa, NUPUAOKCUHA
rmapoxnopuaa u umarokobanamuHa (pasgen
«KonnyectseHHoe onpegeneHuey).

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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MMpogykr:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Oata npoussoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /
CpokK rogHOCT! (MM.TTTT):

Manufacturer according to the

registration in Russia: /
MNpoussoanTensL B COOTBETCTBUM

c peructpauuei B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITble 060N04KOM

81725416
310824A

0065458760

03.2024

02.2026

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

Mu anp ikn Xenc Octpusi TM6X ang Ko. O, ABcTpun

Parameter / Mapametp

Specifications /| Cneynduxayuu

Results / PesynbraTthl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg [693.73 mg /693,73 mr
deviation from average weight / 1 5 %). / OT 665,00 Mr go 735,00 mr (700,00
CpepHasa macca TabneTok v Mr x5 %).
OTKNOHEHWe OT cpeaHel Maccel 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 bonee £ 10% COOTBETCTBYET

Disintegration / PacnagaemocTtb

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

< 37 min/ £ 37 Mun

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asiBNeHHOro
KonuyecTsa TuamuHa gucynbduga A0MKHO
nepenTy B pacTeop Yepes 45 MuH.

94 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asBNEHHOro KONUYECTBa NUPULOKCUHA
ruapoxnopuaa AOSHKHO NeperTy B pacTeBop
yepes 45 MUH.

94 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
konu4yecTBa uvaHoko6anammHa [OMKHO
nepenTy B pacTeop Yepes 45 MuH.

97 %

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 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): /
Oarta npousBoacTBa (MM.IIIT):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITrT):
Manufacturer according to the
registration in Russia: /
MNpousBoguTensL B COOTBETCTBUU
c peructpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbLITbIe 060MN0YKON

81725416
310824A

0065458760

03.2024

02.2026

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

Mu 31a xm Xenc Octpus 'm6X ang Ko. Ol, ABcTpus

Related substances /
PoacTteBeHHbie npyumMecu

Thiamine disulfide impurities: /
| Mpumecn TamunHa aucynbguaa:

thiamine - not more than 3.0 %; /
TWamnH — 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 %; / amuHonupumMuaunH
NUpnAoKCuH (aaaykT) — He 6onee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTUn-5-TMa3on 3TaHoON — He
tonee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHO-5-
aMUHOMETUN-2-MEeTUNNUPUMUANH — HE
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / epnHuuHas HenaeHTUdULN-
poBaHHaa npumech — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
| Mpumecu nupngokcuHa rugpoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecer — He 6onee 1,0 %.

<01%/<01%

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 / CEPTUDOUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Qdarta npousBoacrBa (MM.FIrr):

Expiry date (mm.yyyy): /

Cpok roaHocT! (MM.IrrT):
Manufacturer according to the
registration in Russia: /
MNpoussoaurens B COOTBETCTBUU
¢ perucrpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbIE 060N04KOMN

81725416
310824A

0065458760

03.2024

02.2026

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

Mu anp Oxmn Xenc Octpua M16X ava Ko. OI, ABcTtpus

Cyanocobalamin impurities: /
MNpumecn unaHokobanammHa:

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

0.5%/0,5%

individual unidentified impurity — not more
than 5.0 %; / equHWYHan HengeHTK-
duumpoBaHHas npumecs — He 6onee 5,0 %;

0.7% /0,7 %

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

09%/09%

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

TuamuHa aucynb@uga, nupuaokKcuHa

rmgpoxnopvaa v umaHokobanamvHa — He
6onee 15,5 %.

09%/0,9%

Uniformity of dosage units (every
5th batch) / OgHopogHoCTb
[o3npoBsaHua (aAns kaxaon 5-on
cepun)

Conforms / cooTseTcTByeT

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride Conforms
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
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: / MpogykT:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oarta npoussopcTsa (MM.IIIT):
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
Mpoussoautens B cOOTBETCTBUU
€ pernctpauyuen B Poccuu:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKpbITble 060M104KOiA

81725416
310824A

0065458760

03.2024

02.2026

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

Mu ana Mxm Xenc Octpus M'm6X ang Ko. OI, AscTtpus

Parameter / MapameTtp

Specifications / Cneundukauum

Results / Pe3ynbTaThl

Microbial purity / (every 5th batch)
| MukpoBuonornyeckas unuctota
(ansa kaxaon 5-on cepum)

TAMC — NMT 103 CFU/g /
O6wee yucno aspobHbIx
MukpoopraHnamos He Gonee 103 KOE/r

Not tested

TYMC - NMT 102 CFU/g /
Q6wee uncno rpubos He 6Gonee 102 KOE/r

Not tested

Escherichia coli — absencein 1g/
Escherichia coli — otcytctaue s 11

Absence in 1g

Assay / KonnyectseHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / oT
90 mr go 105 mr TaMuHa ancynedpuaa;

99 mg /99 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NNPUAOKCUHA rMAPOXNOPYAA;

201 mg/ 201 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr g0 0,26 mr unaHokobanamuHa.

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 Tabnetok 8 6Gnucrep n3
NBX/NBAX/An.

Mo 2 6ancrepa ¢ UHCTPYKLMEN NO
NPUMEHEHUIO B NAYKY KAPTOHHYHO.

Complies / CootBeTcTByeT

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIN3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naprtm:

Manufacturing date (mm.yyyy): /
Oarta npousBoacTea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHocTK (MM.ITTT):

Manufacturer according to the

registration in Russia: /
Mpou3sBoguTentL B COOTBETCTBUM

c peructpauueii B Poccuu:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITbie 060104KON

81725416
310824A

0065458760

03.2024

02.2026

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

Mu avp Oxu Xenc OcTpusa M'm6X ana Ko. OI, ABcTpun

Parameter / lMapameTp

Specifications / Cneundpukauuu Results / PesynbTarthb!

Labeling / MapkupoBka

Complies as prescribed /
CootBercTayeT
TpebosaHUAM

According to normative document. /
B cooTBeTcTBUM C HOPMATUBHOW
AOKYMEeHTauunen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years./ 2 roga.

APIs used in FPC-Batch:

Name / Haumenosanuve: THIAMINE DISULFIDE / Tuamuna gucynecua

FP_Manufacturer API Batch number / Homep cepun cybctarumm

npoussogutens No: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTaHuum npovnssoaurens
ADC: PRMU2294C59902
API Manufacturer name / HaumeHosarue npoussogurens A®C: Procter &

Gamble Health Limited / Mpoxkrep aug Mm6n Xenc Numuren
API Manufacturer country / CtpaHa npoussogurena A®C: India / Unana

Name / HanmeHosanve: CYANOCOBALAMINE EP / UnaHoko6anamuH
FP Manufacturer API Batch number / Homep cepuu cybctaHuum

npoussoautens INMe: 91181664 - C601200001
API Manufacturer Batch number / Homep cepuun cy6cTaHumu npouseoantens

APC: 2210130900
AP! Manufacturer name / HaumeHosaHue npoussoautens A®C: EuroAPI

France / EBpoAllU ®panc
API Manufacturer country / Ctpaxa npoussogutena A®C: France / ®paHuus

Name / HaumeHosarue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /

MupupokcuHa rugpoxnopua
FP_Manufacturer API Batch number / Homep cepuu cybcTanumu
npoussogutens [T1P: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cybcraduum npoussogutens

A®C: JTPC+22054027C

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / [IpoAykKT:

NEUROBION® coated tablets
HEUPOBUOH®, tabneTkn, NnoKpbITbie 060N04KON

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 310824A
Bulk batch no.: / Homep napru: 0065458760
Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.IITT): 03.2024
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITrr): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUM

¢ peructpauueii B Poccuu:

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /

!
arta / noanucb Kaamo nuua Mwﬂfﬁm @Wﬁ

P&G Health Austria GmbH & Co. OG

Mun ana xu Xenc Octpua MM6X aHg Ko. O, ABcTtpun

API Manufacturer name / HanmeHosaHue npoussogutens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Lisaavcu TAHbCUHb ®apMackioTUKan
Ko., Nta.

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

Name / HanmenosaHve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuua rugpoxnopug

FP_Manufacturer APl Batch number / Homep cepuu cybcrasumu
npouasogurtens [11P: 91200960 - C601200104

API Manufacturer Batch number / Homep cepuun cybcTaHuun nponssoauTens
A®C: JTPC+22054028C

API| Manufacturer name / HaumeHosanue npouasogutens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aaHcu TaHbcuHb PapMackloTukan
Ko., NTa.

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

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) / Cepusa coorBeTcTByeT TpeboBaHUAM HOPMaTUBHOrO
pokymeHta JIC-001540-150720 (nameHeHue Ne 1 ot 06.10.2020, nsmeHeHwe
Ne 2 ot 18.11.2021, nsmeHenue Ne 3 ot 11.05.2023)

06. Juni 2024

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 AHANU3A

Product: / Mpoaykr:

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

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

Expiry date (mm. |
Cpok rogHoCTW (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUU

c peructpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NnoKpbITble 060M0YKOW

81725416
310824A

0065396771

03.2024

02.2026

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

Mu aua Oxn Xenc Octpua M'mM6X ana Ko. OI, AscTpus

Parameter / Mapametp

Specifications / Cneuudukayumn

Results / PeaynbTaTbl

Appearance / Onucanuwe

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnele, ABOsIKOBbINYKNble TabneTky,
NokpbIThie 06onovkon noyTn 6enoro UseTa,
6necrawue, co cnabbiM xapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbte,
ABOSAKOBbLINYKNblE
TabneTku, NOKpbITLIE
oBonoukon nouTtn 6enoro
userta, bnecrawme, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TMamuHa aucynbcung

- pyridoxine hydrochloride /
NUPUAOKCUHA rMMAPOXITOPUA

- 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 yaepxuBaHUs OCHOBHbIX
NMAKOB Ha XpomaTorpammax WCMbITYeMbIX
pacTBOpOB,  AOMKHLI  COOTBETCTBOBATb
BpEeMeEHaM yaAepXUBaHWSA OCHOBHbIX NINKOB Ha
XpomarorpamMMmax CTaHaapTHbIX PacTBOPOB
THamuHa ancynbduaa, NUPUAOKCUHA
rugpoxnopuaa v umaHokobanamuHa (pasgen
«KonuyecteeHHoe onpeaeneHvey).

Conforms /
coOoTBETCTBYET

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A

Product: / [IpoAaykT:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /

Qata npouzeoacrea (MM.ITTr):

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

Manufacturer according to the
registration in Russia: /

Mpoussoauresnib B COOTBETCTBUM

c perucrpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbie 060M04KO

81725416
310824A

0065396771

03.2024

02.2026

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

NMu ang Mxm Xenc Octpus M'm6X aHg Ko. OI, ABcTpun

Parameter / Mapametp

Specifications / Cneuundukayuu

Results / Pesynbtartbl

Average weight of tablets and
deviation from average weight /
CpepHss macca Tabnetok u

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

691.42 mg /691,42 mr

OTKNOHEHWE OT cpeaHen Macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 TabneTok: He Bonee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 TabneTtok: He 6onee + 10% COOTBETCTBYET

Disintegration / Pacnapaemoctb

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 3asaBNEHHOro
Konu4yecTsa TuamuHa gucynsunaa AorKHo
nepenTy B pacTeop Yepes 45 MuH.

84 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He menee 75 % (Q) ot
3asBIEHHOro KONUYEeCTBa NUPUAOKCUHA
rmgpoxnopuaa AoSHKHO NepenTy B pacTBop
yepes 45 MUH.

84 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KonuyecTsBa UuaHokobanammHa 4oMKHO
nepenTn B pacTBop 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
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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [pogykT:

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

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

Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.rerr):

Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUYU

¢ peructpauueit B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NnokpbiTble 060M104KOW

81725416
310824A

0065396771

03.2024

02.2026

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

Mu ana Axu Xenc Octpus MTM6X avg Ko. O, ABcTtpun

Related substances /
PoacreeHHble npumecn

Thiamine disulfide impurities: /

ﬂgumecw TUamMmmHa EMC!ﬂbQMgaZ

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnn-5-Ta3on 3TaHON — He
6onee 1,0 %;

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecu NUpuUAoKCHMHA rMapoXnopuaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co.
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

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 / CEPTU®UKAT AHAJTU3A

Page 4 of 7/ CtpaHuya 4 na 7

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NOKpbITbie 060/104KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 310824A
Bulk batch no.: / Homep naprtu: 0065396771
Manufacturing date (mm.yyyy): /
Oarta npoussogcrBa (MM.IrIT): 03.2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrrr): 02.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpousBogurens B COOTBETCTBUU
€ peructpauven B Poccuu: Mu ana xu Xenc Octpus MM6X aug Ko. OI, ABcTpua

Cyanocobalamin impurities: /

I'Igwmecm HMaHOKOGaJ'IaMVIHaZ

hydroxocobalamin - not more than 8.0 %;/ |0.3% /0,3 %
ruapokcokobanamuH — He 6onee 8,0 %;

individual unidentified impurity — not more 0.6 % /0,6 %
than 5.0 %; / eguHYHas HenaeHTH-
dvumposaHHas npumecs — He 6onee 5,0 %;

total unidentified impurities - not morethan |1.0%/1,0%
13.5 % / cymma HenaeHTMOUUMPOBAHHDIX
npumecen — He 6onee 13,5 %.

Total unidentified impurities of thiamine 1.0%/1,0%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUULIMPOBaHHbIX NpUMece
TMamMuHa gucyneduaa, NUPUAOKCUHA

rmapoxnopuga n umaHokobanamvHa — He
6onee 15,5 %.

Uniformity of dosage units (every
5th batch) / OaHopogHoCTb
[03UpoBaHus (ANA Kaxaon 5-on

cepun) Conforms / cootBeTcTBYET
- thiamine disulfide Conforms
COOTBEeTCTBYEeT
- pyridoxine hydrochloride Conforms
COOTBETCTBYET
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 AHANU3A

Product: / Mpoaykr:

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

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

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

Manufacturer according to the

registration in Russia: /
MpousBoguTtensL B COOTBETCTBUU

c perucTpauuen B Poccuum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbie 060M0Y4KO¥

81725416
310824A

0065396771

03.2024

02.2026

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

Mu ana fxn Xenc Octpua MM6X ana Ko. Or, ABcTtpus

Parameter / Mapavertp

Specifications / Cneundukaumm

Results / PesynbTarbl

Microbial purity / (every 5th batch)
/ MukpoBuronornyeckas uctoTa
(ans xaxgon 5-on cepun)

TAMC — NMT 103 CFU/g / <10 CFU/g/
O6uwee uncno aspobHbIx <10 KOE/r
MUKpoopraHusmoB He 6onee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g/
O6wee uncno rpubos He Gonee 102 KOE/r |<10 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue 8 11

Absence in 1g

Assay / KonnyecTteeHHoe
onpeaeneHue

Each coated tablet contents:

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

100 mg / 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr ao 210 mr
NUPUAOKCUHA rMApPOXNopuaa;

203 mg / 203 mr

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 / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / o 10 TabneTok B 6nucrep u3
NBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTpyKUMEn no
NPUMEHEHWIO B NAYKY KAPTOHHY!IO.

Complies / CooTBercTayeT

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




PeG

Page 6 of 7/ Ctpanuua 6 ua 7

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [Ipoaykr:

NEUROBION® coated tablets
HEUPOBWUOH®, TabneTku, nokpbiThie 060M104KON

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 310824A
Bulk batch no.: / Homep napru: 0065396771
Manufacturing date (mm.yyyy): /

Qarta npoussoacrea (MM.IIrr): 03.2024
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.Frrr): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUU

c peructpauven B Poccum:

My anp Oxu Xenc Octpun M'mM6X ang Ko. O, ABcTpun

Parameter / Napametp Specifications / Cneundmkaumnu Results / PesynbTarthl

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cootBeTcTBMM C HOPpMaTUBHOWM CooTseTcTByeT
DOKyMEHTaUnen. TpeboBaHUAM

Storage / XpaHeHue

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

Shelf-life / Cpok roaHocT!

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Hanmenosanue: THIAMINE DISULFIDE / TuamuHa aucynbdua

FP Manufacturer AP! Batch number / Homep cepuu cybctaHuum
npoussogutena FNeP: 91652246 - C601200139

AP| Manufacturer Batch number / Homep cepuun cybcTaHumm npovssogurens
APC: PRMU2294C59902

API Manufacturer name / HaumeHosaHue npoussogutens APC: Procter &
Gamble Health Limited / Mpokrep ang Mamon Xenc Numuten

API Manufacturer country / Ctpana npoussoaurens A®C: India / Ungus

Name / HaumeHoBaHve: CYANOCOBALAMINE EP / Uunanvoko6anaMmuu
FP_Manufacturer API Batch number / Homep cepuun cybctaHuuu
npoussogutensa N J1d: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cybcTtasuyum nponasoaurens
A®DC: 2210130900

API Manufacturer name / HaumeHosaHue npoussogutens A®PC: EuroAPI
France / EspoANU ®panc

AP| Manufacturer country / Ctpana npoussoautens A®C: France / ®panuumna

Name / HaumeHosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cybctanuum
npoussoautens INNd: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuv cy6cTtaHumm npoussogurens
A®C: JTPC+22054027C

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 / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpbiTbie 060M104KOMN

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 310824A
Bulk batch no.: / Homep napru: 0065396771
Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.rrrr): 03.2024
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrrr): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUU

c perucTtpauueii B Poccum:

Assessment: /| 3aknoyeHue:

Mu ana Dxm Xenc Octpua MM6X 3Ha Ko. OIN, ABcTpusn

API| Manufacturer name / HaumeHosaHue npoussoautens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LI3aHcn TAHbCvHb PapmacbioTuKan
Ko., NrAa.

APl Manufacturer country / CtpaHa npoussogutena A®C: China/ Kutan

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NupuaokcuHa rmgpoxnopug

FP_Manufacturer AP| Batch number / Homep cepuu cybcraHumm
npounssogurena INo: 91200960 - C601200104

APl Manufacturer Batch number / Homep cepuu cybcTaHuun npovusesoanTens
ADC: JTPC+22054028C

API Manufacturer name / HanmeHoBanwe npoussogurena A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L{3aHcn TAHbCUHb PapmacbioTUKan
Ko., Nta.

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

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) / Cepus cooTtBeTcTBYeT TpeboBaHUWAM HOPMATUBHOrO
AokymeHTta J1IC-001540-150720 (n3ameHeHue Ne 1 ot 06.10.2020, usmeHeHue
Ne 2 oT 18.11.2021, uameHenue Ne 3 ot 11.05.2023)

Date / Signature of Qualified Person: / /ﬁ’m&& % W Q\M
Qara / nognuck kBanudbuympoBaHHoro nuua f r

06. Juni 2024

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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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAIIU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oarta npoussoacrea (MM.ITrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):

Manufacturer according to the
registration in Russia: /
Mpou3soaurensL B COOTBETCTBUMN

C peructpauueii B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTky, NokpbITbie 060104KOM

81725416
310824A

0065396773

03.2024

02.2026

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

Mu ana Bxu Xenc Octpus M'm6X ava Ko. OI, AscTpus

Parameter / MNapameTtp

Specifications / Cneundoukaumm

Results / PesynbTarhbi

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOAKOBbINYKNble TabneTku,
nokpbITbie 060n04kon NouTn Benoro useTa,
bnecTtawme, co cnabbim xapakTepHbIm
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
OBOSKOBLINYKNble
TabneTku, NoKpbITbie
obonouykoi noutn Genoro
useta, bnecrawue, co
cnabbiM xapakTepHbIM
3anaxom.

ldentification / NMognuHHoOCTL

- thiamine disulfide /

TUaMuHa ancynbcug

- pyridoxine hydrochloride /
NMPUAOKCUHA rapoXnopua

- cyanocobalamin /
umnaHokobanamuH

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 yaepXvuBaHUS OCHOBHbIX
NUKOB Ha XpomaTorpammax WCNbITYyeMbIX
pacTBOPOB,  AOMKHbI  COOTBETCTBOBATb
BpEMEeHaM yaepXuBaHUA OCHOBHbIX NMUKOB Ha
XpoMaTorpammax CTaHAapTHbIX pacTBOpPOB
TMaMuHa ancyneduaa, nUpuAOKCUHa
rmapoxnopuaa n umaHokobanamuHa (pasgen
«KonuyecTBeHHoe onpeaenexHuey).

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 / CEPTUD®UKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Qara npouzBoacrea (MM.Irrr):

Expiry date (mm.yyyy): /
Cpok roaqHoCTU (MM.ITTT):

Manufacturer according to the

registration in Russia: /
MpoussoaurensL B COOTBETCTBUUN

¢ perucrtpauueii B Poccum:

NEUROBION® coated tablets

HEUPOBMWOH®, Tabnerku, NOKpbITbie 060N04YKON

81725416
310824A

0065396773

03.2024

02.2026

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

Mu aup Oxu Xenc Octpua M'M6X anp Ko. OI, ABcTpun

Parameter / NapameTp

Specifications /| Cneundukauumn

Results / PesynbTtathbl

Average weight of tablets and
deviation from average weight /
CpeaHasa macca TabneTok v
OTKNOHEHWUE OT cpeHeiN Mmacchbl

From 665.00 mg to 735.00 mg (700.00 mg
1+ 5 %). / OT1 665,00 mr go 735,00 mr (700,00
Mr £ 5 %).

704.41 mg /704,41 wmr

18/20 tablets: not more than £ 5 % / Conforms /
18/20 TabneTok: He bonee £ 5% cooTBeTCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 TabneTok: He bonee £ 10% COOTBETCTBYET

Disintegration / Pacnapaemoctb

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
KonuyecTsa TMaMuHa Ancynbduaa AOMKHO
nepenTy B pacTeop Yepes 45 MUH.

96 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He mexee 75 % (Q) ot
3aABNEHHOro KONMYecTBa NUPUAOKCUHA
rMAPOXNOpUAA AOIHKHO NepenTy B pacTeop
yepes 45 MuH.

97 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He mexee 75 % (Q) oT 3asBneHHoro
konuyecTtBa unaHokobanamuHa AOMKHO
nepenTn B pacTeop Yepes 45 MuH.

98 %

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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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANMU3A

Product: / Mpoaykr:

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

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

Cpok rogHoCcT# (MM.ITrT):
Manufacturer according to the
registration in Russia: /
MpousBoguTens B COOTBETCTBUM

¢ perucrpauvei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbiTbie 0GONOYKOM

81725416
310824A

0065396773

03.2024

02.2026

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

Mu anp xu Xenc Octpus 'm6X aHa Ko. OI, ABcTpun

Related substances /
PoacrteeHHble npumecy

Thiamine disulfide impurities: /

ﬂgumecm TUhamnHa gMC!J‘IbQMEaZ

thiamine - not more than 3.0 %; /
THaMmuH — He Bonee 3,0 %;

<01%/<0,1%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupumuawuH
NUpMAOKCUH (aanykT) — He 6onee 1,0 %;

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eanHWYHan HengeHTUPUUK-
poBaHHas npumecst — He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecn nupuaoKcMHa ruapoxnopuaa:

individual impurity - not more than 0.2 %; /
eAvHnYHas npumech — 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.
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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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oara npousBoacrTea (MM.rrir):

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

Manufacturer according to the

registration in Russia: /
[poussoguTenL B COOTBETCTBUM

c perucrpauueii B Poccuu:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKPbITbie 060M04KOI

81725416
310824A

0065396773

03.2024

02.2026

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

Mu ana Qxu Xenc Octpusa MM6X 3HA Ko. O, ABcTpus

Cyanocobalamin impurities: /
Mpumeck LinaHokobanammHa:

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

0.4%10,4%

individual unidentified impurity — not more
than 5.0 %; / eauHnuHana HenaeHTU-
duumpoBaHHasn npumech — He 6onee 5,0 %;

0.6%/0,6 %

total unidentified impurities - not more than (0.8 % /0,8 %
13.5 % / cymma HenaeHTUUUMPOBAHHbLIX
npumecen — He 6onee 13,5 %.
Total unidentified impurities of thiamine 08%/0,8%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDULMPOBAHHBIX NpUMece
TYaMuHa Ancynbduaa, NUPUAOKCUHa
rmapoxnopuaa v unadokobanamuHa — He
tonee 15,5 %.
Uniformity of dosage units (every
5th batch) / OaHopoaHoCTb
0o3npoBaHus (ana kaxxaon 5-on
cepuu) 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 AHATU3A

Product: / MpoaykT:

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

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

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

MpousBognTens B COOTBETCTBUM
c peructpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbie 060104KOW

81725416
310824A

0065396773

03.2024

02.2026

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

Mn anp Oxn Xenc OcTtpua N'mMéX ang Ko. O, ABcTtpus

Parameter / Napametp

Specifications / Cneundukauun

Results /| Pe3ynbTtarthbl

Microbial purity / (every 5th batch)
/ Mukpobuonornyeckas ymcToTa
(ana kaxaoun 5-on cepun)

TAMC — NMT 103 CFU/g /
O6uwee 4ncno aspobHbIX
MuUKpoopranuamos He 6onee 10° KOE/r

Not tested

TYMC — NMT 102 CFU/g /
O6uiee unucno rpubos He 6onee 102 KOE/r

Not tested

Escherichia coli — absence in 1 g/
Escherichia coli — otcyTctBue B 1 r

Absence in 1g

Assay / KonnyecTtseHHoe
onpeaeneHune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / oT
90 mr go 105 Mr TuamunHa anucynbdnaa;

100 mg /100 mr

190 mg to 210 mg of pyridoxine 203 mg /203 mr
hydrochloride; / oT 190 mr o 210 mr

NUPUAOKCUHA rMaPOXIOpuAa;

0.18 mg to 0.26 mg of cyanocobalamin./ |0.24 mg /0,24 mr

o1 0,18 mr go 0,26 mr yrmaHokob6anamuHa.

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTtok B 6nucrep n3
NBX/NBAX/An.

Mo 2 6nuctepa ¢ UHCTpyKUMenh no
NPUMEHEHWIO B NAYKY KAPTOHHYIO.

Complies / CooTtBeTcTBYET

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®OUKAT AHATNIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oata npousBoacrea (MM.Irrr):

Expiry date (mm. 1
Cpok rogHocTn (MM.ITEr):

Manufacturer according to the

registration in Russia: /
Mpoussogurens B COOTBETCTBUU

¢ perncrpauuen B Poccuum:

NEUROBION® coated tablets
HEWUPOBWUOH®, TabneTkn, NoKpbITbIe 060M104KOM

81725416
310824A

0065396773

03.2024

02.2026

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

Mu ana Mxm Xenc Octpua M'méX aua Ko. OIN, ABcTpus

Parameter / lNapameTtp

Specifications / Cneuudukauuu Results / PesynbTathbl

Labeling / Mapkuposka

Complies as prescribed /
CooteeTcTByeT
TpeboBaHuaMm

According to normative document. /
B cooTBeTCTBUMN C HOPMaTUBHOM
OOKYMEHTaUMEN.

Storage / XpaHeHune

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

Shelf-life / Cpok rogHocTU

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / HaumerHosanune: THIAMINE DISULFIDE / Tuamuna aucynbcug

EP Manufacturer API Batch number / Homep cepuu cy6ctaHuum

npoussoautens [J1P: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cybctaHuuu npoussogurens

ADC: PRMU2294C59902
AP| Manufacturer name / HaumeHosasue npoussogutens AQC: Procter &

Gamble Health Limited / NpokTep ana MM6n Xenc NMumuren
API Manufacturer country / Ctpana npoussogutens A®C: India / Unauvs

Name / HaumeHosanne: CYANOCOBALAMINE EP / LlnaHoko6anamur
FP _Manufacturer API Batch number / Homep cepuu cy6ctaHumm

npoussogutena [N1d: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cybcTaHumm npoussogutens

A®C: 2210130900
API Manufacturer name / HaumeHosaHue npoussogutens A®C: EuroAPI

France / EBpoAlU ®paHc
API_Manufacturer country / Ctpana npoussogutens A®C: France / ®panuus

Name / Haumenosanne: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Nupuaokcuna rmgpoxnopma

EP Manufacturer API Batch number / Homep cepun cy6ctaHumu
npoussogutens Mo: 91200960 - C601200099

APl Manufacturer Batch number / Homep cepuu cybctaHuyuu npoussoautens
A®C: JTPC+22054027C

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: / MpoAaykT:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, nokpbIThbie 060n04KOM

SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepus Ne 310824A
Bulk batch no.: / Homep napru: 0065396773
Manufacturing date (mm.yyyy): /

[ara npoussogcrea (MM.Irrr): 03.2024
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrT): 02.2026

Manufacturer according to the

registration in Russia: /

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

MNpoussoguTenbL B COOTBETCTBUMU

¢ perucrtpauuei B Poccuu:

Assessment: / 3aknioveHue:

Mv anp xu Xenc Octpua MM6X anp Ko. O, ABctpun

API Manufacturer name / HaumeHoeaHue npoussogutens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aAascn TAHLCUHBL PapmacbioTukan
Ko., Inta.

AP| Manufacturer country / Ctpana npoussogutens A®C: China/ Kutair

Name / Haumernosauve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopug

FP Manufacturer AP| Batch number / Homep cepuu cy6cTaHumm
npoussoautens Nd: 91200960 - C601200104

AP| Manufacturer Batch nhumber / Homep cepuu cybcTaHuumn npovssoguTens
ADC: JTPC+22054028C

API Manufacturer name / HaumeHosaHue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizaHcn TAHbCUHL PapMacbioTUKan
Ko., ITa.

AP Manufacturer country / CtpaHna npoussogutens A®C: China/ Kuran

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) / Cepusa coorseTcTByeT TpeboBaHWAM HOPMaTUBHOIO
AokymeHTta J1C-001540-150720 (n3meHeHue Ne 1 ot 06.10.2020, nameHeHue
Ne 2 ot 18.11.2021, nuameneHune Ne 3 ot 11.05.2023)

Date / Signature of Qualified Person: / Q IQS é& M y)
fdarva / noanuce kBannduumuposaHHoro nuua / f j 1/’

06. Juni 2024

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



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  310824A 20

Importing Country: Dosage Form: Package Type:
RU coated tablets blisters
Strength/Potency:

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

Brand Code: Contractor ltem No:

81725416 81725416

Date of Manufacturing: Expiration Date:

05 MAR 2024 FEB 2026

Lot Quantity: Unit of Measure:

113,760.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038474224

Bulk batches consumed in the reported Batch Code:

Batch No: 0065396771, Manufacturing Date:05.03.2024

Batch No: 0065396773, Manufacturing Date:05.03.2024

Batch No: 0065458760, Manufacturing Date:02.04.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 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
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: DN4429 Print Date: 08.05.2024 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 08.05.2024

This document was signed electronically and is valid without signature.
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