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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH®, Ta6neTkun, NoKpbITblie 060M04KOiA

81725416
376221A

Manufacturing date (mm.yyyy): /

ga'ra npou3soncrTea ! MM. rrrr[:

Expiry date (mm. 2/

Cpok roaHocTH (MM.Irrr):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

ﬂgousaogwren_b B COOTBETCTBUU

c peructpauueii B Poccuu:

Mu anp hkn Xenc Octpusa M'm6X ang Ko. OI, Asctpusa

Parameter / MapameTtp

Specifications / Cneundumkaumu

Results / PesynbTtarthbl

Appearance / OnucaHve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnbie, ABOAKOBLINYKNbIE
TabneTkn, NOKpbITbIE 060NOUKOA NOYTK
6enoro LBeTa, 6nectawume, co cnabbim
XapaKTepHbIM 3anaxoMm.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnele,
ABOSAKOBbLINYKIblE
TabneTtku, NoKpbITLIe
oBonoukon nouTu
6enoro upeTa,
6necTtawme, co cnabbim
XapaKTepPHbIM 3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TMaMuHa aucynbcua

- cyanocobalamin /

unaHokobanamuH

- pyridoxine hydrochloride /
NMPUAOKCUHA rnapoxnopua

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 yaepXvuBaHNsi OCHOBHbIX MUKOB
Ha  XxpomarorpamMmax  MCNbITyeMbIX
pacTBOpOB, JAOMKHbI COOTBETCTBOBaTb
BPEMEHaM  YAEpXMBaHUS  OCHOBHbIX
MUKOB HA XPOMATOrpamMMaXx CTaHAaPTHBIX
pacTBOpOB  TWamumHa  Aucynbduaa,
NUpUAOKCHUHA rugpoxnopuaa "
LmaHokoBanaMuHa (pasgen
«KonuuecTeeHHoe onpegeneHuer).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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®PUKAT AHANU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBUOH?®, TabneTku, NoKpbITble 060M04KOW

81725416
376221A

Manufacturing date (mm.yyyy): /

Hata npoun3sogcrsea ‘MM.TITI'!:

Expiry date (mm. 2/

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

"EOM3BOEMTeﬂb B COOTBETCTBUMU

c peructpauueii B Poccum:

Mu ang Dxu Xenc Octpua MM6X 3Hg Ko. O, ABcTpus

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PeaynbraTbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 |697.45 mg /

deviation from average weight/ |mg + 5 %). / Ot 665,00 mr no 735,00 mr | 697,45 mr

CpenHaa macca TabneTok n (700,00 mr £ 5 %).

OTKNOHeHue oT cpeaHen maccel | 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 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 3asiIBNEHHOro KoNu4yecTsa TMaMmuHa

avcynbduga AOMHKHO NEpenTn B
acTBop Yepes 45 MUH.

70 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KonuyecTsa
NMPUAOKCHHA ruapoxnopuaa A4omMKHO
nepenT B pactTeop Yepes 45 MuH.

72 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro kKonuyecTea
unaHokob6anaMnmHa AOMKHO NepenTy B
pacTsop 1epes 45 MuH.

73 %

P&G Health Austria GmbH & Co. OG

Hbosslgasse 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 AHAIIU3A

Product: / [poAaykT:

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

NEUROBION® coated tablets

HEUPOBUOH®, TabneTkn, NOKpbITbie 060n04YKON

81725416
376221A

Manufacturing date (mm.yyyy): /

gaTa npoussogcTsea ! MM.I'I'I'I'!Z

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

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

MpoussoauTens B COOTBETCTBUN

C perucrpauuven B8 Poccuu:

Mwn 3na xu Xenc Octpus T'm6X aug Ko. OI, ABcTpus

Related substances /
PoacreseHHble npumecu

Thiamine disulfide impurities: /

Mpumecn TnamuHa gucynsduaa:

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

<01%/<01%

aminopyrimidine formamide - not more
than 1.0 %; / amuHonupuMnAanH
dopmamup — e 6onee 1,0 %;

01%/ 01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonMpMnUauH
nmpuaokcuH (apaykr) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-amuHo-5-amUHOMETUN-2-
METUANUPUMUANH — He HGonee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / equHu4Has HenpaeHTUULN-
poBaHHaa npumech — He 6onee 0,2 %;

<01%/<01%

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

01%/ 0,1%

Pyridoxine hydrochloride impurities: /
Mpumecyn NupuaoKcUHa rMApPoXNopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<0,1%

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 AHANTU3A

Product: / MpogykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NOKpbITble 06onoykon

81725416
376221A

Manufacturing date (mm.yyyy): /

gaTa npon3BonctTea ! MM, I'I'I'I'!:

Expiry date (mm. i)
CpoK rogHoCTU (MM.ITIT):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

Mpou3sBogutens B COOTBETCTBUM

C peructpauuei B Poccun:

MNu 3ua Dxn Xenc Octpusa M'M6X ang Ko. O, AscTtpus

Cyanocobalamin impurities: /

I'Igmmecm HMaHOKOGaﬂaMMHaI

more than 5.0 %; / eauHndHan
HeUASHTNPULUMPOBAHHAA NPUMECH —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.6%/0,6 %
8.0 %; / ruppokcokobanamuH — He 6onee

8,0 %;

individual unidentified impurity — not 09%/09%

total unidentified impurities - not more
than 13.5 % / cymma HeugeHTucbmum-
poBaHHbIX Npumecen — He bonee 13,5 %.

11%/11,1%

Total unidentified impurities of thiamine

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

Cymma HeMQeHTMQMHMQOBaHHbIX

npumMecen TnamuHa gucynoduaa,

OupUaoKCMHA MMAPOXNopUAa 1
unaHokobanamuHa — He 6onee 15,5 %.

1.3%/1,3%

Uniformity of dosage units
(every 5th batch) /
OpaHopoaHOCTL A403UPOBaAHUA
(ana kaxagowu 5-or 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
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 AHAJIU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBUWOH®, TabneTku, NOKpbITbie 060M04KOM

81725416
376221A

Manufacturing date (mm.yyyy): /

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

Cpok rogHocTH (MMm.rrrr):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

MpousBsoauTenb B COOTBETCTBUM

¢ perucrpauvei B Poccum:

Mu aua xn Xenc Octpusa M'mM6X ang Ko. OF, Asctpus

Parameter / [TapameTtp

Specifications / Cneuudukauum

Results / PesynbTartbl

Microbial purity / (every 5th
batch) / Mukpo6uonoruyeckas
YnCTOTa (ANA KAKAOW 5-01
cepun)

TAMC — NMT 103 CFU/g /
O6uwee yncno aspobHbIx
MUKpoopraHuamoB He 6onee 103 KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6uyee yncno rpubos He Gonee
102 KOE/r

Not tested CFU/g/
He ucnoitaHo KOE/r

Escherichia coli — absence in1g/
Escherichia coli — otcytctBue B 11

Absentin1.0g/
OTtcytcteyerB 1,01

Assay / KonndyectseHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTok B
6nmcrep us NMBX/NBAX/An.

Mo 2 6nucTepa ¢ MHCTPYKLUMER no
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

onpeaeneHve
90 mg to 105 mg of thiamine disulfide; / |98 mg / 98 mr
ot 90 mr go 105 mr TvHamuHa
Aavcynsduaa;
190 mg to 210 mg of pyridoxine 199 mg/ 199 mr
hydrochloride; / ot 190 mr go 210 mr
NMPUAOKCUHA ruapoxnopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. | 0.25 mg /0,25 mr
/010,18 mr no 0,26 mr
uuaHokobanamuHa.

Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CootBercrByeT

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



PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Page 6 of 6 / CtpaHuua 6 us 6

Product: / Mpogykr: NEl:lROBION® coated tablets
HEUPOBWUOH®, TabneTkun, NnoKpbiTbie 060n104KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 376221A
Manufacturing date (mm.yyyy): /
Qara npousBoacrBa (MM.rrir): 11.2021
Expiry date (mm.yyyy): /
CpokK rogHocTH (MM.rrrr): 10.2023
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpousBoaguTen B COOTBETCTBUM
€ perucrpauuven B Poccuu: Mu ana Mxmn Xenc Octpus FMG6X ang Ko. OF, ABcTpus
Parameter / lMapameTtp Specifications / Cneundukauyun Results / PeaynbTath!
Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTCTBUM C HOpMATUBHOW CootsetcreyeT
AOKyMeHTauuen. TpeboBaHusm
Storage / XpaHeHve At the temperature not more than 25 °C. /
Mpw TemnepaType He Bobiwe 25 °C.
Shelf-life / Cpok rogHocTn 2 years. / 2 ropa.

Assessment: /| 3akntoueHune: The batch complies with the specification according to ND 1C-001540-
150720, variation 1 to ND from 06.10.2020 / Cepusa cooTBeTCTBYET
TpeboBaHuAM HopMaTUBHOrO AokymeHTa JICH0P154Q-150720,
namveHenus Ne 1 k HJ ot 06.10.2020

Date / Signature of Qualified Person: /

gara / noanuchb KBaﬂMQMgMQOBaHHOFO auua

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



