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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A
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Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWOH®, TabneTku, nokpbiTbie 060104KOMN
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 338623A
Manufacturing date (mm.yyyy): /
Dara npousBoacTBa (MM.FIrT): 07.2023
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 06.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpousBoguTens B COOTBETCTBUM
c peructpauuein B Poccuum: Mu anp xm Xenc Octpusa M'moX anp Ko. OI, Asctpun
Parameter / Mapamertp Specifications / Cneuudunkaunu Results / PeaynbTaThbl
Appearance / OnncaHue Round, biconvex, glossy off-white coated Round, biconvex, glossy
tablets with the weak characteristic smell/ off-white coated
Kpyrnble, ABosKOBbINYyKNbie TabneTky, tablets with the weak
nokpbITbie o6onoukon noutn 6enoro useTa, | characteristic smell/
6necrawwme, co cNabbiM xapakTepHbIM Kpyrnble,
3anaxom. OBOSAKOBbINYKNble

TabneTkn, NOKpLITbie
oBonoukoi nouTn 6enoro
useta, bnecrawue, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / MNognuHHoOCTL

- 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 yaepxvBaHUst OCHOBHbIX
MUKOB Ha XpomaTorpammax ucnbITyembix
- cyanocobalamin / pacTBopoB,  [AOMKHbI  COOTBETCTBOBaTb
BpEeMeHaM yAepX1MBaHUA OCHOBHbIX NUKOB Ha
XpomaTtorpamMmax CTaHgapTHbIX pacTBopoB
TMammHa avcynscuaa, NUPUAOKCUHA
ruapoxnopuaa v uvaHokobanamuHa (pasgen
«KonnyectseHHoe onpeaenexve»).

TMaMuHa avcynbua,

NUPUAOKCKUHA rnapoxnopug

unaHokobanamuH

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg | 708.85 mg / 708,85 mr
deviation from average weight / + 5 %). /Ot 665,00 mr ao 735,00 mr (700,00
mr 5 %).

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 AHASTIU3A

Product: / MpoAykr:

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

Manufacturing date (mm.yyyy): /

ga'ra npounssogcraea ‘MM.I'ITI'I:

Expiry date (mm. 1
CpoK rogHoOCTH (MM.rrrT):

Manufacturer according to the
registration in Russia: /

ﬂgousaogmenb B COOTBETCTBUMU

¢ peructpaumei B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NoKpbITbie 060M104KOM

81725416
338623A

07.2023

06.2025

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

Mun ana Mxu Xenc Octpus MM6X ang Ko. O, AscTtpus

Parameter / MapameTp

Specifications / Cneuunduxaumm

Results / PesynbTarthbl

CpepHsasa macca TabneTok u

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

Conforms /

OTKNOHEHWe OT cpeaHeln maccol 18/20 TabneTok: He Bonee + 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6bonee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

£ 24 min / £ 24 muH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
Konu4yecTBa TuamuHa aucyneduaa Ao0MKHO
nepenTy B pacTeop Yepes 45 MuH.

97 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3asBNEHHOro KoNUYecTBa NUPUAOKCUHA
rmapoxnopuaa A0MKHO NEPenTn B pacTBop
vyepes 45 muH.

98 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He menee 75 % (Q) oT 3assneHHOro
Konuuectea unaHokobanamnHa AOmKHO
nepenTy B pacTeop Yepes 45 MuH.

109 %

Related substances /
PoacTteeHHble npumecu

Thiamine disulfide impurities: /

I'Igvumecm TUamMuHa QMC!anVIQaI

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

01%/ 0,1%

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

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 AHAINTU3A

Product: / MpoAaykT:

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

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

Expiry date (mm.yyyy): /

Cpok rogHoCcT (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoaurensL B COOTBETCTBUM

¢ peructpauyuen B Poccum:

NEUROBIONP® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITLIE 060M04KOiA

81725416
338623A

07.2023

06.2025

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

Mu anp Oxu Xenc Octpusa M'm6X ang Ko. OF, ABcTpun

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

<01%/<01%

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

<01%/<0,1%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTun-5-TMa3on ataHon — He
6onee 1,0 %;

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHn4Han HeunpeHTMULK-
poBaHHas npymeckt — He 6onee 0,2 %;

01%/ 01%

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

01%/ 01 %

Pyridoxine hydrochloride impurities: /

HEVIMGCM nupuaoKcuHa rmapoxnopuaa:.

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

<01%/<01%

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

<01%/<01%

Cyanocobalamin impurities: /
MNpumecy unaHokobanamuHa:

hydroxocobalamin - not more than 8.0 %; /

rmapokcokobanamud — He Gonee 8,0 %;

0.3%/0,3%

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
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 / CEPTUDUKAT AHAJIU3A

Product: / Mlpoaykr:

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

Manufacturing date (mm.yyyy): /
Qara npoussogcTBa (MM.IIIT):

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

Manufacturer according to the
registration in Russia: /
Mpoussogurent B COOTBETCTBUU
¢ peructpauven B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, nokpbiTbie 060M04KOM’

81725416
338623A

07.2023

06.2025

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

Mu ana Dxu Xenc Octpua M'méX avp Ko. O, ABctpus

individual unidentified impurity — not more
than 5.0 %; / eguHNYHaA HenaeHTU-
dhuumpoBaHHas npumecst — He bonee 5,0 %;

0.7%10,7%

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

09%/09%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HeunaeHTudULMpoBaHHbIX NpyuMecen
TMamuHa aucynbdunaa, NMPULoOKCUHA
rmapoxnopuaa n umaHokobanamumHa — He
6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OgHopoaHoCTb
A03upoBaHuA (ANA KaXxxaon 5-oi
cepun)

Conforms / cooTBeTCcTBYET

- 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
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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr:

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

Manufacturing date (mm.yyyy): /
Dara npousBoacTBa (MM.Irrr):

Expiry date (mm. 1
Cpok rogHocTU (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUU
¢ peructpauuei B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetkmn, NOKpbITble 06OM0YKON

81725416
338623A

07.2023

06.2025

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

Mv ana fxu Xenc Octpua M'm6X ang Ko. OIN, ABctpus

Parameter / Mapamerp

Specifications / Cneuunduxkaumnu

Results / PeaynbTarhbl

Microbial purity / (every 5th batch)
/ Mukpo6uronorunyeckas uiacroTa
(ans kaxaown 5-oi cepuu)

TAMC — NMT 103 CFU/g /
Obwee uncno asapobHbIx
MuKkpoopraHuamos He 6onee 10° KOE/r

Not tested

TYMC - NMT 102 CFU/g /
Ob6uwee uncno rpubos He 6onee 102 KOE/r

Not tested

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

Absence in 1g

Assay / KonnyectseHHoe
onpeaeneHune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot {99 mg / 98 mr

90 mr go 105 mr TnamuHa ancynbodunaa;

190 mg to 210 mg of pyridoxine 204 mg / 204 mr
hydrochloride; / ot 190 mr go 210 mr

NUPUAOKCHUHA rmapoXnopuaa;

0.18 mg to 0.26 mg of cyanocobalamin./ |0.25 mg/ 0,25 mr

ot 0,18 mr go 0,26 mr unaHokobanamuHa.

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nucTep 13
NBX/NBAX/AN.

Mo 2 6nuctepa ¢ UHCTpyKUMEN nNo
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

Complies / CooTBercrayeT

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:

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

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

Cpok rogHoCcTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /
MNpoussoguTentL B COOTBETCTBUMU
¢ perucTpauuen B Poccum:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTtku, NOKpbITLIe 060M04KON

81725416
338623A

07.2023
06.2025

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

Mu anp Oxu Xenc Octpus MNm6X ang Ko. O, ABcTpus

Parameter / Mapamerp

Specifications / Cneuudukaumm Results / PeaynbTatbl

Labeling / MapkupoBka

According to normative document. /
B cooTBeTCTBUM C HOpMATUBHOW
OOKYMEHTaunen.

Complies as prescribed /
CootsetcrayeT
TpeboBaHuAM

Storage / XpaHeHuve

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

Shelf-life / Cpok rogHoCcTH

2 years. / 2 roaa.

APls used in FPC-Batch:

Name / HaumeHosanue: THIAMINE DISULFIDE / Tuamuna gucynbcua

FP Manufacturer AP| Batch number / Homep cepwuu cy6cTaHummn

npoussoauTensa MNMo: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTaHuuyM nponssoautens

A®C: PRMU2294C59902
APl Manufacturer name / HaumeHnosaHue npoussogutena A®C: Procter &

Gamble Health Limited / MpokTep 3ng MM6n Xenc llumureg
AP| Manufacturer country / CtpaHa npoussoautens APC: India / Unaun

Name / HaumeHoeanne: CYANOCOBALAMINE EP / LinaHoko6anamux
FP_Manufacturer API Batch number / Homep cepuu cyGetanumm

npoussoautens [No: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cy6cTanummu nponssogurens

AS®C: 2210130900

AP| Manufacturer name / HanmeHosaHue npounssogutens ADC: Sanofi
Chimie, Saint Aubin Les Elbeuf / Canodu LLinmn

AP Manufacturer country / CtpaHa npoussogutens A®C: France / ®panuun

Name / HanmeHoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGX! /
MupuaokcuHa ruapoxnopua
FP Manufacturer AP| Batch number / Homep cepuu cyGcTaHumm

npouasogutens Mo: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuv cy6cTaHumMn npovasoguTens
A®C: JTPC+22054027C

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 / CEPTUOUKAT AHANU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NOKpLITLIE 0605104KOIA

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusi Ne 338623A
Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM.IIrr): 07.2023
Expiry date (mm.yyyy): /

CpoK rogHocTH (MM.Irrr): 06.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTen B COOTBETCTBUMU

¢ peructpauuen B Poccuu:

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /
Qara / noanucb kBanugpuUUMpoBaHHOro nuua ||6 Nov 2023

P&G Health Austria GmbH & Co. OG

Mu ana Axu Xenc Octpua M6X ana Ko. OF, AscTpun

AP| Manufacturer name / Haumenosanue npoussoaurens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LI3aaHcu TaHbCcuHb ®apmackloTukan
Ko., Nra.

AP| Manufacturer country / CtpaHa npoussogutens A®C: China/ Kuran

Name / HaumeHoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuxa rugpoxnopma

FP Manufacturer API Batch number / Homep cepuu cy6ctaHuuu
npoussogutens IN1P: 91200960 - C601200104

API Manufacturer Batch number / Homep cepuu cy6ctasuum npovussoautens
ADC: JTPC+22054028C

API Manufacturer name / HaumeHosanue npouasoautens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Liaancu TAHbCUHb PapmackioTuKan
Ko., Nta.

AP| Manufacturer country / Ctpana npoussogutena A®C: China/ Kutaun

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) / Cepus
cooTBeTcTBYeT TpeboBaHUAM HopMmaTUBHOrO AokymeHTta JIC-001540-150720

(n3meHeHue Ne 1 ot 06.10.2020, usmexenune Ne 2 ot 18.11.2021)
ﬂ?ﬂ:ﬁaﬁ /(%;MM f

Hdsslgasse 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

PeG

Certificate of Compliance

Brand Name:
NEUROBION

Product Description: Batch Number: Package Size:
NEUROBION FORTE DRAGEES (20 DRG) - RU  338623A 20

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

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

Brand Code: Contractor Item No:

81725416 81725416

Date of Manufacturing: Expiration Date:

17 JUL 2023 JUN 2025

Lot Quantity: Unit of Measure:

116,280.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038186016

Bulk batches consumed in the reported Batch Code:

Batch No: 0013826266, Manufacturing Date:17.07.2023

Batch No: 0013826267, Manufacturing Date:28.07.2023

Batch No: 0013826268, Manufacturing Date:28.07.2023

Batch No: 0013826269, Manufacturing Date:28.07.2023

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
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

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

Certification Statement:

I 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: 03.11.2023 Page: 10of 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 03.11.2023

This document was signed electronically and is valid without signature.
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