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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A

Page 1 of 7/ Ctpanuua 1 u3s 7

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUWUOH®, TabneTku, nokpbITbie 060nM04KOMN
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 346023A
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.rrrr): 10.2023
Expiry date (mm. 1
Cpok roaHocTu (MM.Irrr): 09.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTenb B COOTBETCTBUM
c perucrpauuei B Poccuu: Mu anp Dxn Xenc OcTtpua MNM6X aHp Ko. OI, AscTpus
Parameter / MapameTp Specifications / Cneundukaumm Results /| PesynbTaThl
Appearance / Onucaxve Round, biconvex, glossy off-white coated Round, biconvex, glossy
tablets with the weak characteristic smell/ off-white coated
Kpyrnbie, ABOSIKOBbINYKISbIe TAabNeTKw, tablets with the weak
nokpbITble 06onodkoi nouTn 6enoro useTa, |characteristic smell/
6nectawme, co cnabbiMm xapakTepHbiM Kpyrnble,
3anaxom. ABOSIKOBBINYKIbIE

TabneTku, NOKpbIThIE
obonoukoit noutn 6enoro
uBeTa, bnecrawme, co
cnabbiMm xapakTepHbiM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide / Retention times of the main peaks in the|Conforms/
chromatograms of test solutions should |cooTseTcTBYeET
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 yaepXuBaHUS OCHOBHbIX
NAKOB Ha XpomaTorpammax UCnbITyemMblx
- cyanocobalamin / pacTBOpOB,  AOJDKHbI  COOTBETCTBOBaTb
BpeMeHaM yAepKuBaHUsi OCHOBHbIX MUKOB Ha
XpomaTtorpamMmax CTaHAApTHbIX PacTBOPOB
TMaMuHa Ancynbcduaa, NUPUAOKCHHA
ruapoxnopuaa v unarnokobanamuHa (pasgen
«KonuyectseHHoe onpeaeneHuey).

TamuHa aucynboug

AnpuaoKCcuHa rugpoxnopua

umaHokobanamuH

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg |699.20 mg / 699,20 mr
deviation from average weight / + 5 %). / Ot 665,00 Mr ao 735,00 mr (700,00
Mr x5 %).

P&G Health Austria GmbH & Co. OG

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

www.pg.com UID-Nr. ATU43740706
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / [IpoAykT:

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

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

Cpok rogHocTy (MM.rrIT):
Manufacturer according to the
registration in Russia: /
NpoussoauTens B COOTBETCTBUNU
c peructpauuen B Poccum:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTtku, NOKpbITbie 060M04KOM

81725416
346023A

10.2023

09.2025

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

Mu anp Axu Xenc Octpus NM6X ava Ko. O, ABctpusn

Parameter / lapametp

Specifications / Cneundukauum

Results / PeaynbTtaTbl

CpepaHssn macca Tabnetok u

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

Conforms /

OTKNOHEHWE OT CpefHER MaCCh! 18/20 TabneTok: He bonee + 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6onee = 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

<25 min/ < 25 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3assneHHoro
KkonuyecTBa TMaMuHa gucynscduaa 4OMmMKHO
nepenTn B pactsop 4Yepes 45 MuH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3aABNEHHOro KoNuM4yecTsa NUPUAOKCHMHA
rugpoxnopuaa AOMKHO NEpPEnNTN B pacTeop
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 3asBnexHoro
Konu4yecTBa umaHokobanammuHa 4OMmKHO
nepenTn B pacTBop Yepes 45 MUH.

107 %

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 / CEPTUDPUKAT AHANU3A

Product: / MpoaykT:

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

Manufacturing date (mm.yyyy): /
Qara npousBoacTea (MM.Irrr):
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.ITTIT):
Manufacturer according to the
registration in Russia: /
NpoussoauTensL B COOTBETCTBUMN
¢ peructpauven B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbIE 060/104KOA

81725416
346023A

10.2023

09.2025

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

v 3na Mxu Xenc Octpus TM6X aHA Ko. O, AscTpus

Related substances /
PoacreeHHble npumecu

Thiamine disulfide impurities: /

I'Igmmecm TUHaMUHa gMC!ﬂbQMQa:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / ammHoNMpUMUAUH
nupuaoKcuH (aaaykT) — He 6onee 1,0 %:;

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

Total unidentified impurities - not more than
1.0 %. / cymma HenaeHTUULMpOBaHHBIX
npumecen — He Gonee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecu nupuaoKcuHa rmgpoxnopuaa:

individual impurity - not more than 0.2 %; /
eAuHnYHasa npumecb — He bonee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecer — He 6onee 1,0 %.

<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 4 of 7/ Ctpanvua 4 na 7

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIN3A

Product: / [pogykT:

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

Manufacturing date (mm.yyyy): /
Qara npousBofcTBa (MM.IITT):
Expiry date (mm.yyyy): /

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

MpousBoauTens B COOTBETCTBUU
c peructpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbie 060M104KOA

81725416
346023A

10.2023

09.2025

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

Mu axg hxku Xenc Octpun M'méX aHg Ko. OT, AscTtpus

Cyanocobalamin impurities: /
Mpumecu unaHokobanamuHa:

than 5.0 %; / epuHMYHan HenaeHTy-
thuumposaHHasn npumech — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ 10.4%/0,4%
rnapokcokobanamnH — He 6onee 8,0 %;
individual unidentified impurity — not more 0.6 % /0,6 %

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

11%/11%

Total unidentified impurities of thiamine

disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /

Cymma HenaeHTUULMPOBAHHbLIX NpUMeceW

TuamuHa aucynocuaa, NMpnaokcuHa
rmapoxnopuaa u umaHokobanammHa — He
6onee 15,5 %.

11% /11 %

Uniformity of dosage units (every
5th batch) / OaHopoaHoOCTb
[o3npoBaHua (ANs xaxaon 5-on
cepuu)

Conforms / cootBeTcTBYET

- thiamine disulfide Conforms
cooTBeTCcTBYET

- 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 168753a
UID-Nr. ATU43740706
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MpoAaykT:

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

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

Cpok rogHocTu (MM.ITrr):
Manufacturer according to the
registration in Russia: /
NpoussoauTensL B COOTBETCTBUN
c peructpauvein B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NoKpbITLIE 060MO04KONM

81725416
346023A

10.2023

09.2025

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

Mu a8 Oxu Xenc Octpua MN6X ang Ko. O, Ascrpus

Parameter / MapameTp

Specifications /| Cneuundukaumumn

Results / PeaynbTtathbl

Microbial purity / (every 5th batch)
/ Mukpoburonoruyeckas Yictora
(ana kaxpon 5-oi cepun)

TAMC — NMT 103 CFU/g /
Obwee 4ncno aspobHbIx
MukpoopraHuamos He Gonee 10° KOE/r

Not tested

TYMC - NMT 102 CFU/g /
O6wee uncno rpubos He Gonee 10?2 KOE/r

Not tested

Escherichia coli— absence in1g/
Escherichia coli — oTcytctBue 8 11

Absence in 19

Assay / KonnyectseHHoe
onpeaenexve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TvamnHa ancynbduaa;

99 mg /99 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr ao 210 mr
NMPUAOKCUHA rMAPOXNOPUAA;

201 mg/ 201 mr

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

0.25mg /0,25 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTtok B 6nuctep un3
NBX/NBAX/An.

Mo 2 6nnuctepa ¢ NHCTPyKLUWEn no
NPUMEHEHWNIO B NAYKY KAPTOHHYIO.

Complies / CooTBeTcTBYyET

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 AHAITU3A

Product: / Mpoaykr:

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

Manufacturing date (mm.yyyy): /
Oara npoussogcrsea (MMm.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCT! (MM.rrrr):

Manufacturer according to the

registration in Russia: /
Mpoussogutens B COOTBETCTBUM
¢ perncrpauuen 8 Poccuu:

NEUROBION® coated tablets
HEUPOBUWOH®, TabneTku, NoKpbITbie 060M104KOM

81725416
346023A

10.2023
09.2025

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

Mu ang Mxn Xenc Octpus MM6X 3na Ko. OI, ABcTpun

Parameter / MapameTp

Specifications /| Cneundukaummn Results / PeaynbTatbl

Labeling / Mapkuposka

Complies as prescribed /
CooTtsetcTByeTt
TpeboBaHUAM

According to normative document. /
B cooTtBETCTBUM C HOPMATUBHOMN
DOKYMEeHTauuen.

Storage / XpaHeHue

At the temperature not more than 25 °C. /
MNpu Temnepartype He Bbilwe 25 °C.

Shelf-life / Cpok rogHocTh

2 years. / 2 ropa.

APls used in FPC-Batch:

Name / Haumenosanune: THIAMINE DISULFIDE / Tuamuua aucynbcug

FP_Manufacturer API Batch number / Homep cepun cybcranuuu

npoussogutens [J1d: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTaHuvu npoussoautens

A®C: PRMU2294C59902
API Manufacturer name / Haumenosatve npoussogurens A®C: Procter &

Gamble Health Limited / MpokTtep 3aHg Mm6n Xenc Numurten
AP| Manufacturer country / Ctpana npoussoautens A®C: India / UHausa

Name / HaumeHoeanne: CYANOCOBALAMINE EP / Unanoko6anamud
FP Manufacturer AP Batch number / Homep cepuu cy6ctaHumun

npoussogutens INMo: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cy6ctaHuvu npoussoaurens

A®C: 2210130900
API Manufacturer name / HanmeHosaxue npoussoautens ADPC: Sanofi

Chimie, Saint Aubin Les Elbeuf / Canodun LLinmn
API Manufacturer country / Ctpana npoussogutens A®C: France / ®panuuna

Name / Haumernosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua
FP Manufacturer AP Batch number / Homep cepuu cy6etaHuuu

npoussoautens [J19: 91200960 - C601200099

API Manufacturer Batch number / Homep cepumn cybctadyun npoussoaurens
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 / CEPTUPUKAT AHATTU3A

Product: / lpoAaykT:

NEUROBIONP® coated tablets
HEWPOBWUOH®, TabneTku, nokpbiTbie 060104KOMN

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 346023A
Manufacturing date (mm.yyyy): /

Oarta npoussoacrea (MM.rrrr): 10.2023
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rTrT): 09.2025

Manufacturer according to the

registration in Russia: /

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

Mpoussoaurens B COOTBETCTBUN

¢ peructpauuen B Poccuu:

Assessment: / 3aknioveHuve:

Date / Signature of Qualified Person: /

Mu anp Oxu Xenc Octpus M'M6X 3Ha Ko. O, Asctpus

AP| Manufacturer name / HaumeHosanue npoussogutensa A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LI3aaHcu TaHbcuHb ®apmMackloTukan
Ko., Nta.

API Manufacturer country / Ctpana npoussogutens A®C: China/ Kurtan

Name / HaumeHoeauue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rnapoxnopua

FP _Manufacturer API Batch number / Homep cepuu cybctaHuuu
npoussogutens [N®: 91200960 - C601200104

API| Manufacturer Batch number / Homep cepuu cy6cTaHuun nponssoautens
ADPC: JTPC+22054028C

API Manufacturer name / HaumeHosaHue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L3aHcu TAaHbcuHb PapMmacbioTuKan
Ko., Nnta.

API Manufacturer country / Ctpana npounssoaurens A®PC: China / Kurain

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) / Cepus
cootseTcTBYeT TpeboBaHuaM HopmaTueHoro gokymeHta JIC-001540-150720
(n3meHeHve Ne 1 ot 06.10.2020, nameHeHne Ne 2 ot 18.11.2021)

gara / noanuUChH KBannguuupoBaHHOro nuua WWM %{{W/{

P&G Health Austria GmbH & Co. OG

19, Dez. 2023

Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OS

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  346023A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine
Brand Code: Contractor ltem No:
81725416 81725416

Date of Manufacturing: Expiration Date:

03 OCT 2023 SEP 2025

Lot Quantity: Unit of Measure:
73,200.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038268363

Bulk batches consumed in the reported Batch Code:

Batch No: 0013911121, Manufacturing Date:03.10.2023

Batch No: 0013911123, Manufacturing Date:12.10.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HéRlgasse 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
HoéRIgasse 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
Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 13.12.2023

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 13.12.2023

PeG

Package Size:
20

Package Type:

blisters
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