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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHATIU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qata npouasoactea (MM.IrIr):

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

Manufacturer according to the

registration in Russia: /
Mpoussoaurens B COOTBETCTBUMU

¢ peructpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpPbITble 060N0YKON

81725416
304724A

0014010152

10.2023

09.2025

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

Mu ang xu Xenc Octpus M'm6X ana Ko. OI, ABctpus

Parameter / NapameTp

Specifications / Cneuundukauum

Results / PesynbTarbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOSIKOBLINYKIble TabneTky,
noKpbITbIe 06onoukon novTu Benoro usera,
6necrawue, co cnabbiM xapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
OBOSIKOBbINYKNbIE
TabneTku, NOKpbITLIE
oBonovkon noutn Genoro
useta, bnecrawue, co
cnabbiMm xapakTepHbIM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /
TMamuHa aucynbdug

- pyridoxine hydrochloride /
AMPUAOKCUHA ruapoxnopua

- cyanocobalamin /
uunaHokobanamuH

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 yaepxmBaHUsi OCHOBHbIX
NUKOB Ha XpomaTorpamMmax WCMbITyeMblX
pacTBopoB,  AOMKHbI  COOTBETCTBOBATb
BpeMeHaM yAepXnBaHUs OCHOBHbIX NNKOB Ha
XpomarorpaMmmax CTaHAapTHbIX pacTBOpOB
TMaMuHa avcynboduaa, NUPUAOKCUHA
rmapoxnopuaa u yuaHokobanamuna (pasgen
«KonnyectseHHOE onpeaenexner).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTU3A

Product: / MpogykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Oarta npousBofacTea (MM.ITrr):
Expiry date (mm. 2/

Cpok rogHocTu (MM.TTTIT):

Manufacturer according to the
registration in Russia: /

[poussoagnTens B COOTBETCTBUM

c peructpauueii 8 Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkun, NOKpbITbie 060M104KOM

81725416
304724A

0014010152

10.2023

09.2025

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

Mu 3 Mxu Xenc Octpus Mm6X anp Ko. OI, Ascrpun

Parameter / MapameTp

Specifications / Cneundukaummn

Results / Pesynbrathbl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg |706.24 mg / 706,24 mr
deviation from average weight / + 5 %). / Ot 665,00 mr ao 735,00 mr (700,00
CpeaHsa macca TabneTok un Mmr £ 5 %).
OTKNOHEHWNE OT cpeaHen Macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He H6onee * 5% COoOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6onee  10% COOTBETCTBYET

Disintegration / PachagaemocTtb

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

£ 24 min/ £ 24 MU

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 TuamuHa aucynsduaa [OMKHO
nepenTun B pacTeop vYepes 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
3aABNEHHOFO KONMMYecTBa NUPUAOKCUHA
rmapoxnopuaa AoMKHO NepenTn B pactsop
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 3anaBneHHoOro
KonnuyecTsa UvaHokobanammHa gomKHO
nepenTn B pacTeop Yepes 45 MuH.

105 %

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: / MMpogykT:

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

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

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

MpousBoauTens B COOTBETCTBUM
C perucTpauumeii B Poccuu:

NEUROBION® coated tablets

HEAWPOBMWOH®, TabneTku, NOKpbITbIe 060M04KOM

81725416
304724A

0014010152

10.2023

09.2025

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

Mu ang Oxu Xenc Octpus 'M6X aHp Ko. O, ABcTpus

Related substances /
PoacteeHHbie npumecu

Thiamine disulfide impurities: /
MNpumecu TMamuHa aucynbduaa:

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

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHnuHas HenaeHTUULK-
posaHHas npumeck — He Gonee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumeck nupuaokcuHa rapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cyMma npumecein — He Gonee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / lpoaykT:

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

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

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

Manufacturer according to the

registration in Russia: /
MpousBogutenb B COOTBETCTBUM

c peructpauumei B Poccuu:

NEUROBION® coated tablets

HEAPOBWOH®, TabneTkun, NOKpbITbIe 060N04KOIA

81725416
304724A

0014010152

10.2023

09.2025

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

Mu a3Ha Nxm Xenc Octpus MM6X 3na Ko. O, ABcTpus

Cyanocobalamin impurities: /
MNpumecu unaHokobanamuHa:

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

1.8%/1,8%

individual unidentified impurity — not more 0.4%1/0,4%
than 5.0 %; / eguHUYHaR HenpgeHTu-
duumposaHHas npumecs — He 6onee 5,0 %;
total unidentified impurities - not more than 0.6 % /0,6 %
13.5 % / cymma HengeHTUULMPOBaHHbIX
npumecei - He 6onee 13,5 %.
Total unidentified impurities of thiamine 0.6%/0,6 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HemaeHTUUUNPOBAHHLIX NpUMecei
TuaMuHa amcynbthnga, NNPULOKCUHA
rmapoxnopuaa n umaHokobanammHa — He
6onee 15,5 %.
Uniformity of dosage units (every
5th batch) / OgHopogHoCTb
[03UpoBaHUSK (ANA Kaxxaon 5-on
cepun) Conforms / cooTseTcTBYET
- thiamine disulfide Conforms
cooTBETCTBYET
- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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 AHAINU3A

Product: / MpoAaykr:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Oara npoussogcrea (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

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

c perucrpauueii B Poccum;

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbie 060M104KOM

81725416
304724A

0014010152

10.2023

09.2025

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

Mu ana Mxm Xenc Octpua 'm6X ang Ko. OI, AscTpus

Parameter / MapameTtp

Specifications / Cneuundukaumu

Results / Pesynbrathl

Microbial purity / (every 5th batch)
/ Mukpobuonorndeckas YacToTa
(ana kaxaown 5-ov cepun)

TAMC — NMT 103 CFU/g / <10 CFU/g/
Obuwee uncno as3pobHbIX <10 KOE/r
MUKpoopraHnsmoB He 6onee 10° KOE/r

TYMC ~ NMT 102 CFU/g / <10 CFU/g/
O6wee 4ncno rpubos He 6onee 102 KOE/r (<10 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBUE@ B 1 T

Absence in 1g

Assay / KonnuecTtseHHoe
onpeaeneHune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot (98 mg /98 mr
90 mr go 105 mr TnamuHa aucynecuaa;
190 mg to 210 mg of pyridoxine 199 mg/ 199 mr

hydrochloride; / ot 190 mr 8o 210 mr
NUPUAOKCUHA rMAPOXNOpUA3A;

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

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 B 6nuctep n3
NnBX/NBAx/An.

Mo 2 6nucrepa ¢ UHCTpyKUMEN no
NPUMEHEHWUIO B NaYKy KAPTOHHYIO.

Complies / CooTseTcTBYyeT

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Geselischaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /

Oara npousBogcTBa (MM.ITIT):

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

Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUM

c perucrpaumeii B Poccuum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTky, NnoKkpbIThie 060M04KoiM

81725416
304724A

0014010152

10.2023

09.2025

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

Mu ang Mxku Xenc Ocrpus N'MG6X anug Ko. O, ABctpus

Parameter / lNapameTtp

Specifications / Cneundmkaummn

Results / PeaynbTtathl

Labeling / Mapkuposka

According to normative document. /
B cooTtBeTcTBUM C HOpMaTUBHOM
AOKYyMEHTaunen.

Complies as prescribed /
CootBeTcTBYET
TpeboBaHnam

Storage / XpaHeHue

At the temperature not more than 25 °C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok rogHOCTH

2 years. / 2 roga.

APls used in FPC-Batch:

Name / Haumenosatune: THIAMINE DISULFIDE / TuamuHa gucynbcua

FP_Manufacturer API Batch number / Homep cepuu cybcranumm

npoussoautens 'Mo: 91652246 - C601200139

AP| Manufacturer Batch number / Homep cepumn cy6cTaHumuy nponasoautens
A®C: PRMU2294C59902
API Manufacturer name / Haumenosanve npoussogurens A®C: Procter &

Gamble Health Limited / Mpokrep ang MM6n Xenc NMumuten
API Manufacturer country / CtpaHa npoussogutens A®C: India / UHaus

Name / Haumexoeanue: CYANOCOBALAMINE EP / UnaHoko6anamuH

FP Manufacturer API Batch number / Homep cepuu cy6cTanumu
npoussogutens [M1P: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuun cy6craHuum nponssoautens
ADC: 2210130900

API Manufacturer name / Haumexnosanue npoussoautens A®C: EuroAPI

France /| EBpoANA ®panc
API Manufacturer country / CtpaHa npoussogutens A®C: France / ®paHumna

Name / HaumeHoganue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua
FP_Manufacturer APl Batch number / Homep cepuu cy6ctanuum
npoussoautens Ne: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cy6ctanumm npoussoautens
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 / CEPTUOPUKAT AHAIIU3A

Product: / Mpogykr:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTtku, NoKpbITbie 060M104KON

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 304724A
Bulk batch no.: / Homep naptu: 0014010152
Manufacturing date (mm.yyyy): /

Qara npousBogacrea (MM.rrrr): 10.2023
Expiry date (mm.yyyy): /

Cpok rogHocT (MM.rIIT): 09.2025

Manufacturer according to the

registration in Russia: /

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

ﬂpousaogm‘enb B COOTBETCTBUN

c peructpauueni B Poccuu:

Assessment: / 3aknioueHue:

/ KZQ
Date / Signature of Qualified Person: /
ata / noanucs kBanuduumMpoBaHHOro nuua WW‘M@ N W@Mh

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

Mw ana [k Xenc Ocrpun M'M6X aHg Ko. OF, ABcTpus

AP| Manufacturer name / HanmeHoBaHue npoussogurens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiasHcu TaHbcuHb ®apmacbioTukan
Ko., Nra.

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

Name / HaumeHosaune: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupunpokcuHa rugpoxnopun

FP Manufacturer API Batch number / Homep cepuy cy6eranumm
npoussoautens [N1P: 91200960 - C601200104

AP| Manufacturer Batch number / Homep cepumn cy6ctanuuu nponssoautens
ADC: JTPC+22054028C

APl Manufacturer name / HaumeHosaHve npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcu TAHbCUHL DapMacbioTUKan
Ko., NITa.

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

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) / Cepus cooTBeTcTByeT TpeGoBaHUAM HOPMAaTUBHOrO
AokymeHTa J1C-001540-150720 (u3meHenne Ne 1 ot 06.10.2020, nameHeHue
Ne 2 ot 18.11.2021, nsmeHerue Ne 3 ot 11.05.2023)

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  304724A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochioride, 200 pg cyanocobalamine
Brand Code: Contractor Item No:
81725416 81725416

Date of Manufacturing: Expiration Date:

16 OCT 2023 SEP 2025

Lot Quantity: Unit of Measure:
113,040.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038368168

Bulk batches consumed in the reported Batch Code:

Batch No: 0014010152, Manufacturing Date:16.10.2023

Batch No: 0014010155, Manufacturing Date:16.10.2023

Batch No: 0014010156, Manufacturing Date:16.10.2023

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

Quality Control Site:

P&G Health Austria GmbH & Co. OG
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
HoRlgasse 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: 06.03.2024

PeG

Package Size:
20

Package Type:

blisters

Page: 1 of 2




SPITTALPLANT-P&GHEALTH
AUSTRIA
HOESSLGASSE 20 &

SPITTAL A.D. DRAU AUSTRIA oo .
Certificate of Compliance

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 06.03.2024

This document was signed electronically and is valid without signature.
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