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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 1 of 7/ Ctpanuua 1 u3 7

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBUOH®, TabneTtkn, nokpbITbie 060n104KOMN

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepus Ne 318024A

Bulk batch no.: / Homep naptu: 0065523710

Manufacturing date (mm.yyyy): /

Qata npoussoacrea (MM.Irrr): 05.2024

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT): 04.2026

Manufacturer according to the

registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/

MpoussogutTenb B COOTBETCTBUMU

¢ peructpauyven B Poccum: Mu a3 Oxu Xenc Octpusa MNmM6X ana Ko. O, ABcTpus

Parameter / MapameTp Specifications / Cneuudukaumm Results / PesynbTaTthl
Appearance / Onnucanue Round, biconvex, glossy off-white coated Round, biconvex, glossy

tablets with the weak characteristic smell/ off-white coated
Kpyrneie, ABoSiKOBERINYKAbIE TabneTku, tablets with the weak
nokpbiTbie obonoukon noutu 6enoro ueeTa, |characteristic smell/
6necrawme, co cnabbiM xapakTepHbIM Kpyrnbte,
3anaxom. ABORAKOBLINYKIbIE

TabneTkn, NoKpbiTbIe
o6onoukoi noyTn 6enoro
useta, 6bnecraue, co
cnabbiM xapakTepHbIM
3anaxoMm.

Identification / MognuHHOCTL

- 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 yaepXvuBaHUA OCHOBHbIX
fUKOB Ha XpomaTorpammax WCnbITyembIX
- cyanocobalamin / pacTBOpOB,  AOMKHbI  COOTBETCTBOBAaTb
BpemMeHaM yaepXnBaHUs OCHOBHbIX NMUKOB Ha
XxpomarorpaMmmax CTaHAapTHbIX PacTBOpPOB
TMaMuHa ancynbduaa, nupuaoKcuHa
rwapoxnopuaa v unaHokobanamuHa (pasgen
«KonuyecTteeHHoe onpegenexuey).

ThamuHa aucynscua

NUPUAOKCUHA TMAPOXNOpUA

umaHokobanamuH

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 / CEPTU®UKAT AHAJIU3A

Product: / MpoAaykr:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oarta npousBogcTBa (MM.ITIT):
Expiry date (mm.yyyy): /

CpokK rogHoCTH (MM.FrIT):
Manufacturer according to the
registration in Russia: /
MpoussoguTentL B COOTBETCTBUMN
¢ peructpauuein B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbLITLIE 0605104KON

80781326
318024A

0065523710

05.2024

04.2026

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

Mu ang Oxm Xenc Octpua MM6X aHa Ko. OI, ABcTpusa

Parameter / NapameTtp

Specifications / Cneuucdukaunm

Results / Pe3ynbTarthl

Average weight of tablets and
deviation from average weight /
CpenHsa macca TabneTok u

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

711.48 mg /711,48 mr

OTKINOHeHWe OT cpeaHeln Macchl 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 rabnetok: He 6onee £ 10% COOTBETCTBYET

Disintegration / Pacnapaemoctb

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

< 31 min/ < 31 Mmuu

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KonuyecTea TMammHa aucynbduaa AoMKHO
nepenTu B pacTeop Yepes 45 MyH.

103 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3as8BNEHHOro KONUYECTBa NUPULOKCUHA
rmapoxnopuaa AoMKHO NepenT B pacTeBop
yepes 45 MUH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KonuyecTtsa UmaHokobanammHa [OMKHO
nepenTn B pacTeop 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




Page 3 of 7/ CtpaHuua 3 ua 7

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /

gaTa npon3soacTea ! MM.I'I'I'I'!:

Expiry date (mm.yyyy): /
Cpok rogHocTh (MM.rrer):

Manufacturer according to the
registration in Russia: /
MpoussoauTenbL B COOTBETCTBUN

c peructpauueii B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NOKpbITbIe 060/104KON

80781326
318024A

0065523710

05.2024

04.2026

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

Mu ang Mxm Xenc Octpus M'm6X ang Ko. OIN, ABcTpus

Related substances /
PoacTteeHHble npyumecu

Thiamine disulfide impurities: /
Mpumecun Tnamuvna gucyneduga:

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

<01%/<01%

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

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupumMuguH
nupuaokcnH (aaaykr) — He 6onee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnn-5-Tnason ataHon — He
oonee 1,0 %;

<01%/<0,1%

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

<01%/<0,1%

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

01%/01%

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

01%/01%

Pyridoxine hydrochioride impurities: /
[pumecn nnupuaoKcMHa rapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecei — He 6onee 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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

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

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

Manufacturer according to the

registration in Russia: /
NpousBoanTenbL B COOTBETCTBUMN

¢ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkun, NOKpLIThbie 060M04KOiA

80781326
318024A

0065523710

05.2024

04.2026

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

Mu anp Oxu Xenc OcTtpua M'M6X anp Ko. O, AscTpun

Cyanocobalamin impurities: /
MNpumecu UnaHokobanamuHa:

than 5.0 %; / eguHMYHaA HenaeHTK-
duumposaHHas npumeck — He Gonee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ [0.8% /0,8 %
rnapokcokobanamuH — He 6onee 8,0 %;
individual unidentified impurity — not more 0.6% /0,6 %

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

1.3%/1,3%

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

TnamumHa aucynbduga, NMPUAoKCUHa
rmapoxnopuaa u umaHokobanamvHa — He
bonee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OagHopoaHOCTL
003vpoBaHUs (AN kaXxxaon 5-oi
cepuu)

Conforms / cootseTcTBYET

- thiamine disulfide Conforms
cooTseTCcTBYET

- 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
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 AHATIU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oata npoussogcrBa (MM.Frrr):

Expiry date (mm. 2
Cpok rogHocT# (MM.rrrr):

Manufacturer according to the
registration in Russia: /

NpoussoauTens B COOTBETCTBUMU

C peructpauuei B Poccun:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITbIe 060M104KoM

80781326
318024A

0065523710

05.2024

04.2026

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

Mv ana Axun Xenc Octpua Mm6X ang Ko. O, Asctpun

Parameter / NapameTp

Specifications / Cneuunduxauum

Results / Pe3ynbtarthl

Microbial purity / (every 5th batch)
| Mukpobuonornyeckan yncrora
(ana kaxaon 5-ok cepun)

TAMC - NMT 103 CFU/g /
Obwee uncno aspobHbIX
MUKpoopraHusmoB He 6onee 102 KOE/r

Not tested

TYMC — NMT 102 CFU/g / Not tested
Ob6uwee uncno rpuGos He Gonee 102 KOE/r
Escherichia coli — absence in 1 g/ Not tested

Escherichia coli — otcytctene s 1 r

Assay / KonnyectBeHHoe
onpeaeneHvne

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TuamuHa aucynscuaa;

100 mg/ 100 mr

190 mg to 210 mg of pyridoxine 203 mg /203 mr
hydrochloride; / ot 190 mr go 210 mr

NUPUAOKCUHA rMapPOXNOpUAA;

0.18 mg to 0.26 mg of cyanocobalamin./ 0.23 mg /0,23 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. / INo 10 Tabnetok 8 6nucTep ns
NBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTPYKUWeih no
NPUMEHEHUIO B NAYKY KAPTOHHYH).

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 / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

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

CpoK rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
Npou3ssoauTensL B COOTBETCTBUU
¢ perucrtpauvei B Poccum:

NEUROBIONP® coated tablets
HEUPOBUOH®, tabnetku, nokpbiTble 060M104KON

80781326
318024A

0065523710

05.2024

04.2026

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

Mu ana Oxu Xenc Octpusa MNmM6X ang Ko. OIN, ABcTpun

Parameter / Napametp

Specifications / Cneuncdukauum Results / PesynbTtarbi

Labeling / Mapkupoeka

Complies as prescribed /
CootseTcTByeT
TpeboBaHnaAm

According to normative document. /
B cooTBeTCTBMUN C HOPpMaTUBHOW
OOKYMEHTaunen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTn

2 years. / 2 roga.

APIls used in FPC-Batch:

Name / HaumeHosahve: THIAMINE DISULFIDE / Tuamuna aucynbdng

FP Manufacturer APl Batch number / Homep cepuu cybctaHummn

npoussoautens [N®: 91652246 - C601300120

AP| Manufacturer Batch number / Homep cepuu cybcTaHuun npoussoaurens

A®C: PRMU3175C59902
API Manufacturer name / HaumeHosaHue npoussogutenss AOC: Procter &

Gamble Health Limited / Npokrep aug Mm6n Xenc NMumuten
API] Manufacturer country / CtpaHa npoussoautens A®C: India / Unguna

Name / HaumeHosaHnune: CYANOCOBALAMINE EP / iuaHoko6anamud
FP_Manufacturer AP| Batch number / Homep cepuu cybctaHumu

npounssoautens N1o: 91181664 - C601300018

API Manufacturer Batch number / Homep cepun cybcTaHyum npoussogurens

ADPC: 2311711986
API Manufacturer name / HaumeHoBaxve npoussogurens A®PC: EuroAPI

France / EBpoANU ®panc
AP| Manufacturer country / Ctpaxa npoussogutens A®C: France / ®paHuuna

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: / MpoAaykr:

NEUROBION® coated tablets
HEMPOBWUOH®, TabneTkn, NOKpbITLIE 060MOUKOMN

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusa Ne 318024A
Bulk batch no.: / Homep naptu: 0065523710
Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM.rrrr): 05.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITTT): 04.2026

Manufacturer according to the

registration in Russia: /

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

I'Igoussogvn‘enb B COOTBETCTBUN

c peructpaumeit B Poccum:

Assessment: / 3aknioveHue:

Date / Signature of Qualified Person: /

Mu anp Oxn Xenc Octpua MM6X aup Ko. OF, ABcTtpusn

Name / HaumeHosanuve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuna rmgpoxnopua

FP__Manufacturer APl Batch number / Homep cepuu cy6cTaHumm
npoussoautens [NP: 91200960 - C601300090

AP! Manufacturer Batch number / Homep cepuu cy6ctaHumm npoussoautens
APC: JTPC+23064026C

AP| Manufacturer name / Haumenosanue npouseogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Lizancu TaHbCcuHb ®apMackbloTukan
Ko., Nra.

API Manufacturer country / Ctpana npoussoauntens 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, No 4 from 30.11.2023) / Cepus cooTBeTcTByeT TpeboBaHNAM
HopmatusHoro aokymeHta J1IC-001540-150720 (n3ameHeHve Ne 1 ot 06.10.2020,
nsmeHeHue Ne 2 ot 18.11.2021, nameneHme Ne 3 ot 11.05.2023, nameHeHue Ne
4 ot 30.11.2023)

gara / noanuchLb KBaﬂMQMgMEOBaHHOTO nvua

23 JUL 2024

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



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  318024A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 pg cyanocobalamine
Brand Code: Contractor Item No:
80781326 80781326

Date of Manufacturing: Expiration Date:

03 MAY 2024 APR 2026

Lot Quantity: Unit of Measure:
113,280.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038579196

Bulk batches consumed in the reported Batch Code:

Batch No: 0065523710, Manufacturing Date:03.05.2024

Batch No: 0065523713, Manufacturing Date:03.05.2024

Batch No: 0065523711, Manufacturing Date:03.05.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Ho6RlIgasse 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
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: 16.07.2024

PeG

Package Size:
20

Package Type:

blisters

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 16.07.2024

This document was signed electronically and is valid without signature.
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