Page 1 of 6 / CtpaHuua 1 u3 6

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBWUOH?®, TabneTkun, NOKpbITbIe 060N104KOM

81725416
344322A

Manufacturing date (mm.yyyy): /

gaTa npon3soacrea ‘MM.ITI'I'!:

Expiry date (mm. </

Cpok roaHocTu (MM.Irrr):

Manufacturer according to the

reqgistration in Russia: /

10.2022

09.2024

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

ﬂgousaogu‘renb B COOTBETCTBUM

C perncrpauven 8 Poccuum:

Mu aup Dxu Xenc Octpua NM6X aHa Ko. OI, Asctpus

Parameter / MNapameTtp

Specifications / Cneuundukauum

Results / PeaynbTaThbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOSKOBbLINYKMble
TabneTku, NOKpbiTbie 060N0YKON NOYTK
6enoro yseTa, bnecrawme, co cnaboim
XapakTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnele,
NBOAKOBbLINYKIbIE
TabneTku, NOKpbITbIE
obonoukon noutu
6enoro LBeTa,
bnecTswwe, co cnabbim
XapaKTePHbLIM 3anaxom.

Identification / NognuHHOCTL

- thiamine disulfide /

TuamuHa aucynocua

- cyanocobalamin /

unaHokobanamuH

- pyridoxine hydrochloride /

nMpuaoKCUHa rugpoxnopua

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
hydrochloridle and  cyanocobalamin
standard solutions (see Assay)./

BpemeHa yaepuBaHUs OCHOBHbIX NNKOB
Ha XpomaTtorpammax NCNbITYEMbIX
pacTBoOpOB, A[OSMKHbI COOTBETCTBOBaTb
BpeMeHaMm  YAEpXMBAHUA  OCHOBHbIX
NUKOB Ha XpomaTtorpammax CTaHAAPTHbIX
pacteopoB TMaMuHa  aucynbduaa,
NUPUAOKCUHA rmgpoxnopuaa ]
unaHokobanamuHa (paspen
«KonnyectseHHoe onpeaeneHne»).

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 168759a
UID-Nr. ATU43740706
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / MMpoaykr:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NoKpbITbie 060M04KOIA

81725416
344322A

Manufacturing date (mm.yyyy): /

gaTa npou3soncrtea !MM.ITI'I'):

Expiry date (mm.yyyy): /

CpoK rogHoCTu (MM.ITIT):

Manufacturer according to the

registration in Russia: /

10.2022

09.2024

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

Mpoussogutens B COOTBEeTCTBUM

c peructpaumei B Poccuu:

Mu anp xn Xenc OcTtpus M'm6X aHag Ko. O, ABcTpua

Parameter / MapameTp

Specifications / Cneundpukauuu

Results / PeaynbTathbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 696.60 mg /

deviation from average weight / [ mg * 5 %). / Ot 665,00 mr go 735,00 Mmr | 696,60 mr

CpepaHssa macca Tabnetok u (700,00 Mr + 5 %).

OTKITOHEeHWe OT cpeaHen Macchl | 18/20 tablets: not more than +5 % / Conforms /
18/20 Tabnetok: He Gonee + 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

<23 min/ < 23 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3aABMEHHOro Konu4yecTesa TuammHa
ancynsdnga AOMKHO NepenTn B
pacTeop 4Yepes 45 MUH.

92 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNeHHOro konuyecTea
NUPUAOKCHUHA TMAPOXAOPUAAa AOMXKHO
nepewTy B pacTsop Yepes 45 MuH.

94 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KONUYecTea
uvaHokob6anamuHa [OMKHO NepeiTh B
pacTeop Yepes 45 MUH.

102 %

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

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NoKpbITbie 060M0Y4KOA

81725416
344322A

Manufacturing date (mm.yyyy): /

Oara npoussoacTaa (MM.IrrT):
Expiry date (mm.yyyy): /
CpokK rogHoCTU (MM.ITIT):

Manufacturer according to the
registration in Russia: /

10.2022

09.2024

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

ﬂgousaogm’enb B COOTBETCTBUU

C peructpauuein B Poccuu:

Mu ana Dxu Xenc Octpusa MM6X ang Ko. OIN, Asctpus

Related substances /
PoacTteeHHble npumecu

Thiamine disulfide impurities: /

I'lgwmecm ThamMmuHa gMC!I‘IbQMEaI

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMmnHO-5-ammHomeTun-2-
meTunnupumnauH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHnyHas HemaeHTUULK-
poBaHHasa npumech — He Gonee 0,2 %;

<01%/<01%

Total unidentified impurities - not more
than 1.0 %. / cymma HenaeHTuduum-
poBaHHbIX Npumecei — He 6onee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /

MNpumecu NupuaokcMHa ruapoxnopuaa:
individual impurity - not more than

0.2 %; / epuHWYHaA Nnpumecs —
He Gonee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecein — 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 Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Page 4 of 6 / Crpanuua 4 us 6

Product: / MpoAaykKT: NEI:JROBION@’ coated tablets

HEWPOBWUOH®, TabneTku, NokpbITblie 0605104KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 344322A

Manufacturing date (mm.yyyy): /

Oara npousBogcTea (MM.IITT): 10.2022
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT): 09.2024

Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/

Mpoussogutens B COOTBETCTBUU
¢ peructpauuen 8 Poccuu: Mu ang Oxu Xenc Octpusa MM6X ana Ko. O, ABctpus

Cyanocobalamin impurities: /
MNpumecu LmaHokobanamuHa:

hydroxocobalamin - not more than 03%/03%
8.0 %; / rmapokcokoBanamuH — He Gonee

8,0 %;

individual unidentified impurity — not 04%/04%

more than 5.0 %; / eguHn4YHas
HengeHTMdUUMPOBaHHAA NPUMECh —
He Gonee 5,0 %;

total unidentified impurities - not more 1.0%/1,0%
than 13.5 % / cymma HenpeHTUOULK-
poBaHHbIX npumeceit — He Gonee 13,5 %.

Total unidentified impurities of thiamine [1.0% /1,0 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUUUNPOBaHHbIX
npumece TMaMuHa ancynbduaa,
NUpUAOKCUHA rmapoxnopuaa u
uuaHokobanamuHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OAHOPOAHOCTL A03UPOBAHNSA

(ans kaxxpon 5-on cepun) Conforms / cooTBeTCcTBYET

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochioride Conforms
COOTBETCTBYET

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 / CEPTUDPUKAT AHATIU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITbIe 060N04KO

81725416
344322A

Manufacturing date (mm.yyyy): /

darta npoussoacrea !MM.I'I'I'I'!:

Expiry date (mm. i)
Cpok rogHocTH (MM.FITT):

Manufacturer according to the
registration in Russia: /

10.2022

09.2024

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

Mpou3ssoauTens 8 COOTBETCTBUN

¢ perucrpauuen B Poccuu:

Mu ang Mxu Xenc Octpua M'm6X axg Ko. O, ABctpua

Parameter / [MapameTtp

Specifications / Cneuudukauuun

Results / PesynbTarhb!

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
yucToTa (ans Kaxagom 5-on
cepuu)

TAMC — NMT 10 CFU/g /
O6uwee uncno as3pobHbIX
mukpoopraHuamos He 6onee 10% KOE/r

Nottested CFU/g/
He ucnbiTaHo KOE/r

TYMC — NMT 102 CFU/g /
Obwee uncno rpubos He Bonee
102 KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcyTctBUE B 1 T

Nottested CFU/g/
He ncnbitaHo KOE/r

Assay / KonuyecTtBeHHoe
onpepenexve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / |99 mg / 99 mr
o1 90 mr go 105 Mr TnamnHa

avcynstuaa;

190 mg to 210 mg of pyridoxine 204 mg /204 mr

hydrochloride; / oT 190 mr 4o 210 mr
NMUPUAOKCUHA TMAPOXITOPUAA;

0.18 mg to 0.26 mg of cyanocobalamin.
/o7 0,18 mr po 0,26 mr
uvaHokobanamuHa.

0.24mg /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
6nucrep us NBX/NBAX/AN.

Mo 2 6nucTepa ¢ MHCTpyKUMen No
NPUMEHEHUIO B NAYKy KapTOHHY!IO.

Complies /
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 / CEPTUOUKAT AHAJTU3A

Page 6 of 6 / CTpaHuua 6 ns 6

Product: / MpoaykT: NEUROBIONP® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbLITLIe 060M104YKON
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 344322A
Manufacturing date (mm.yyyy): /
Odarta npousBoacTea (MM.Irrr): 10.2022
Expiry date (mm. :
Cpok roaHocTu (MM.ITrr): 09.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MNpoussogurenL B COOTBETCTBUMN
C peructpauueil 8 Poccum: Mu anp Oxun Xenc Octpus TM6X aHa Ko. O, AscTtpus
Parameter / MapameTp Specifications / Cneundukauum Results / PesynbTaTthl
Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTCTBUMN C HOPMATUBHOW CootBeTtcTByeT
OOKYMeHTauuen. TpeboBaHUAM
Storage / XpaHeHune At the temperature not more than 25 °C. /
Mpu Temnepartype He Bbitue 25 °C.
Shelf-life / Cpok rogHoCTH 2 years./ 2 ropa.

Assessment: / 3akntoueHue: The batch complies with the specification according to ND J1C-001540-
1560720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021) /
Cepus cooTBeTCcTBYeT TpeboBaHUAM HQPMATUBHQOro AokymeHTa JIC-
001540-150720 (n3smeHeHune Ne 1 ot 2020/ nameHeHue Ne 2 ot
18.11.2021)

Date / Signature of Qualified Person: /
arta / nognuch ksanuduyupoBaHHoOro nuua i

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 Geselischaft: 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  344322A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

11 OCT 2022 SEP 2024

Lot Quantity: Unit of Measure:
74,280.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040037624758

Bulk batches consumed in the reported Batch Code:

Batch No: 0013050007, Manufacturing Date:11.10.2022

Batch No: 0013050004, Manufacturing Date:11.10.2022

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 20-22, 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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  07.12.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 07.12.2022

PeG

Package Size:
20

Package Type:

blisters
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