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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoAaykT:

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

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

Expiry date (mm. 1/
Cpok roaHocTu (MM.rrrr):

Manufacturer according to the

registration in Russia: /
MpoussoguTensL B COOTBETCTBUMU

c perucrpaumen B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NnokpbITbie 060n04KOM

81725416
338323A

07.2023

06.2025

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

Mu ana Dxm Xenc Octpuna TM6X aHa Ko. OFN, ABctpus

Parameter / MapameTp

Specifications / Cneuudukauuun

Results / PeaynbTaTbl

Appearance / Onucanue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOAKOBbINYKNble TABNETKY,
NOKpbITbIE 060M04KON NOYTK Benoro LBeTa,
6necTtawme, co cnabbiM xapakTepHbIm
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
ABOSAKOBLINYKNblE
TabneTkn, NoKpbITbie
obonoukoi noutn 6enoro
useta, 6necrawue, co
cnabbiM xapakTepHbiM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

ThamMuHa aucynscug,

- pyridoxine hydrochloride /

NUPUAOKCUHA rMapoxnopua

- cyanocobalamin /
unaHokobanamuH

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). /| BpemeHa yaepxvuBaHWA OCHOBHbIX
MUKOB HA XpoMaTtorpaMmax WCnbITyeMbliX
pacTBOpoB,  AOMKHbI  COOTBETCTBOBATb
BpemMeHaMm yaepXuBaHUs OCHOBHbIX MUKOB Ha
XpomarorpamMmax CTaHAapTHbIX PacTBOPOB
ThamuHa ancynbouaa, NUpUAOKCUHa
ruapoxnopuaa v umaHokobanamuia (pasgen
«KonuvecteeHHoe onpeaeneHue»).

Conforms /
COOTBETCTBYET

Average weight of tablets and
deviation from average weight /

From 665.00 mg to 735.00 mg (700.00 mg
£ 5 %)./0OT 665,00 mr go 735,00 mr (700,00
Mmr 5 %).

708.85 mg / 708,85 mr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykT:

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

Manufacturing date (mm.yyyy): /
Oata npousBogcTea (MM.ITIT):

Expiry date (mm.yyyy): /
CpoK roaHocTH (MMm.ITrT):

Manufacturer according to the

registration in Russia: /
Mpoussogurens B COOTBETCTBUU

c peructpauueii B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKpPbITbIe 060N04KOM

81725416
338323A

07.2023

06.2025

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

Mu a3na Oxun Xenc OcTtpua MM6X ang Ko. O, ABcTtpun

Parameter / Napamerp

Specifications / Cneundukaumnmn

Results / PesaynbTathl

CpeaHsa macca TabneTok v

18/20 tablets: not more than £ 5 % /

Conforms /

OTKNOHEHUE OT cCpeaHen Macchl 18/20 TabneTok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6onee £ 10% COOTBETCTBYET

Disintegration / Pacnapaemoctb

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

£ 24 min/ £ 24 muu

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aABNEHHOro
KOnuyecTsa TamuHa gucynbduaa AOMKHO
nepenTn B pacTsop 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
3asABNEHHOro Konu4yecTsa NUPUAOKCUHA
rmapoxnopuaa AOMKHO NepenTn B pacTeop
yepes 45 MuH.

98 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBNeHHOro
Konu4ecTea unaHokobanammHa AOMKHO
nepenTn B pacTeop Yepes 45 MuH.

109 %

Related substances /
PoacTteeHHble npumecu

Thiamine disulfide impurities: /
MNpumecyn TMamuHa aucynbduaa:

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

01%/ 01 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

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




Page 3 of 7/ CtpaHuua 3 ua 7

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / [lpoaykT:

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

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

Cpok rogHocTy (MM.rrrr):

Manufacturer according to the
registration in Russia: /
MpoussoauTenb B COOTBETCTBUU
c peructpaumen B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITLIE 060M04KON

81725416
338323A

07.2023

06.2025

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

Mu anp Dxu Xenc Octpua MM6X ang Ko. OI, ABcTpus

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

<01%/<01%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnn-5-TMa3on 3TaHON — He
6onee 1,0 %;

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / epuHU4Han HenaeHTUdWUN-
poBaHHaa npumect — He 6onee 0,2 %;

01%/ 01 %

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

01%/ 01 %

Pyridoxine hydrochloride impurities: /
Mpumecn nupuaokcuHa rmapoxnopuaa.

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumeceit — He 6onee 1,0 %.

<01%/<0,1%

Cyanocobalamin impurities: /
MNpumecu LnaHokobanamuHa:

hydroxocobalamin - not more than 8.0 %; /

ruapokcokobanamuH — He 6onee 8,0 %;

03%/03%

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 AHAJIU3A

Product: / MpoAaykT:

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

Manufacturing date (mm.yyyy): /
Qara npoussoacrtsea (MM.ITrT):

Expiry date (mm.yyyy): /

Cpok rogHocT! (MM.ITrT):
Manufacturer according to the
registration in Russia: /

MpousBoguTent B COOTBETCTBUM
c perucTpauumeit B Poccuu:

NEUROBION® coated tablets

HEWPOBUWUOH®, TabneTkn, NOKpPbITLIE 0GONOUKON

81725416
338323A

07.2023

06.2025

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

Mv ana Oxu Xenc Octpua M'm6X ana Ko. O, AscTpus

individual unidentified impurity — not more 0.7% /0,7 %
than 5.0 %; / eauHndHas HenaeHTH-

cuymposaHHas npumech — He Gonee 5,0 %;

total unidentified impurities - not more than 0.9 % /0,9 %

13.5 % / cymma HenpeHTUPULMPOBaHHbIX
npumecew — He 6onee 13,5 %.

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUdbUUMPoBaHHbIX NpuMecein
TuamuHa gucynbduga, TMpUIOKCUHA
rmapoxnopuga u unaHokobanammHa — He
6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OaHopoaHOCTb
[031poBaHua (AN Kaxaon 5-omn
cepun)

Conforms / cootBeTcTByeT

- 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
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 / CEPTUPUKAT AHAINTU3A

Product: / poaykr:

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

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

Cpok rogHoCTH (MM.TTTT):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUMN
¢ peructpauuei B Poccum:

NEUROBION® coated tablets

HEMPOBWUOH?®, TabneTku, NOKpbITbIe 060M104KOM

81725416
338323A

07.2023

06.2025

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

Mu ang Oxu Xenc Octpus MNM6X ana Ko. O, ABcTtpun

Parameter / lNapameTp

Specifications / Cneuudukauum

Results / PesynbTarthbl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas unctora
(ans kaxaon 5-oi cepun)

TAMC —~ NMT 103CFU/g /
O6wee uncno aspobHbIx
MUKpoopraHuamos He 6onee 10° KOE/r

Not tested

TYMC — NMT 102 CFU/g /
O6Lee yucno rpubos He 6onee 102 KOE/r

Not tested

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

Absence in 1g

Assay / KonnyecteeHHoe
onpepeneHune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot |99 mg / 98 mr
90 mr go 105 Mr TMamuHa aucynbduaa;
190 mg to 210 mg of pyridoxine 204 mg /204 mr

hydrochloride; / ot 190 mr go 210 mr
NMPUAOKCUHA rMAapoxXnopuaa;

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr ao 0,26 mr unaHokob6anamuHa.

0.25mg /0,25 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

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

Mo 2 6nuctepa ¢ MHCTpyKUMENR no
NPUMEHEHWNIO B NaYKy KAPTOHHY!10.

Complies / CooTBeTcTayeT

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 AHATIU3A

Page 6 of 7/ Ctpanunua 6 us 7

Product: / [poaykKT: NEUROBION® coated tablets

HEAPOBUOH®, TabneTku, NOKpbITbie 060M104KOA
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepua Ne 338323A

Manufacturing date (mm.yyyy): /

Oara npousBoactsea (MM.rrrr): 07.2023
Expiry date (mm. :/
Cpok roaHocTH (MM.ITrT): 06.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
Mpoussogurenb B COOTBETCTBUU
c perucrtpauuen B Poccum: Mu 3xa Mhkn Xenc Octpua MM6X 3Ha Ko. OT, AscTpusn
Parameter / MNapameTtp Specifications / Cneuudukauumn Results / PeaynbTtartb!
Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTeeTCcTBUM C HOPMATUBHOW CooTBeTcTBYyeET
DOKyMeHTauunen. TpeboBaHUAM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu TemnepaType He sobiwe 25 °C.
Shelf-life / Cpok rogHOCTH 2 years. / 2 ropa.

APls used in FPC-Batch: Name / Haumenosanwe: THIAMINE DISULFIDE / Twamuna aucynbun
FP Manufacturer AP| Batch number / Homep cepun cy6craHuum
npoussoautens Mo: 91652246 - C601200139
API Manufacturer Batch number / Homep cepun cybctaHumn npoussoautens
ADC: PRMU2294C59902
API Manufacturer name / HaumeHoBaHue npoussoautena A®C: Procter &
Gamble Health Limited / Mpokrep ang M3m6n Xenc Numuren
AP} Manufacturer country / Ctpana npoussogutens AD®C: India / Ungusa

Name / HaumeHoBaHnve: CYANOCOBALAMINE EP / LUnaHoko6anamuH
FP_Manufacturer API Batch number / Homep cepuv cybctaHuuu
npoussogutens [J19: 91181664 - C601200001

AP| Manufacturer Batch number / Homep cepuu cybcraHumm npomseoantens
ADC: 2210130900

AP! Manufacturer name / HaumeHoBaHue npoussogurens AQC: Sanofi
Chimie, Saint Aubin Les Elbeuf / Canocdu LWLinmn

API| Manufacturer country / Ctpaxa npoussoautens A®C: France / ®paHuunn

Name / HaumeHoeanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopug

FP_Manufacturer API| Batch number / Homep cepun cy6craHumm
npoussoautens F1o: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cybcrtanuuu npowssoaurtens
A®C: JTPC+22054027C

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoAaykT:

NEUROBION® coated tablets
HEMPOBUWOH®, TabneTku, NoKpbITLIE 060M0UKON

SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepus Ne 338323A
Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.ITET): 07.2023
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITrT): 06.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUU

c peructpauueit B Poccuu:

Assessment: /| 3akniovyeHue:

Date / Signature of Qualified Person: / 0 6. Nov. 2023
Oara / nognucb kBanuduUMpoBaHHOroO nMua )

P&G Health Austria GmbH & Co. OG

Mu ang Dxm Xenc Octpusa MM6X aHa Ko. OIN, ABcTpus

API| Manufacturer name / Haumerosaxue npoussogutena A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L3aHcyu TAKbCvHb PapmacbloTrkan
Ko., fita.

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

Name / HaumeHoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa ruapoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6craHuum
npoussoautens [N1P: 91200960 - C601200104

APl Manufacturer Batch number / Homep cepuu cybcTanuui npowussogutens
A®C: JTPC+22054028C

APt Manufacturer name / HaumeHoBaHue npoussoagutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LI3asHcu TaHbCcuHb ®apmacbloTukan
Ko., NtA.

API Manufacturer country / CtpaHa npoussogutens 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) / Cepus
cooTBeTCcTBYET TpeboBaHMAM HopmaTuBHoOro AokymerTta J1IC-001540-150720
(nameHeHue Ne 1 ot 06.10.2020, usameHeHue N9 2 ot 18.11.2021)

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



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  338323A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 pug cyanocobalamine
Brand Code: Contractor Item No:
81725416 81725416

Date of Manufacturing: Expiration Date:

17 JUL 2023 JUN 2025

Lot Quantity: Unit of Measure:
69,120.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038184764

Bulk batches consumed in the reported Batch Code:

Batch No: 0013826265, Manufacturing Date:17.07.2023

Batch No: 0013826266, Manufacturing Date:17.07.2023

Manufacturing Site:

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

Printed by: DN4429 Print Date: 03.11.2023

PeG

Package Size:
20

Package Type:

blisters
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