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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / MpoAykT:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKPbITbie 060M04KON

81725416
333522A

Manufacturing date (mm.yyyy): /

gaTa npounssoacrea ‘MM.I'I'I'I'!:

Expiry date (mm.yyyy): /

CpoK roaHoCTH (MM.Irrr):

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

MNpoussoauTens B COOTBETCTBUU

c gerucrgagueﬁ B Poccuu:

Mu 3ug Dxm Xenc Ocrpus MM6X aHg Ko. O, ABcTpus

Parameter / MapameTp

Specifications /| Cneundukaummn

Results /| Pe3ynbTtaTthbl

Appearance / OnucaHve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOAKOBbINYKNblE
TabneTtkn, NOKpbITbIE 060NOYKON NOYTH
6enoro useta, 6necrauwme, co cnabbim
XapaKkTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
OBOSIKOBbLINYKSblE
TabneTkn, NOKpbLITLIE
obonoykon noutn
6enoro useTa,
6necTtawume, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /

TamuHa gucynoscug

- cyanocobalamin /
LuaHokoBanamu+

- pyridoxine hydrochloride /

MMpUAOKCUHa ruapoxnopung

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 yaepxusaHus 0CHOBHbIX NUKOB
Ha Xpomarorpammax UCMbITyeMbIX
pacTsopoB, [AOMKHbI COOTBETCTBOBATL
BpemMeHaMm YAEPXWBAHWA  OCHOBHbIX
NUKOB Ha XpoMaTorpaMmmax ctaHgapTHbIX
pacTesopoB ThammHa  aucynbcuaa,
nUpUaoKcUHa rmgpoxnopuaa ]
umMaHokobanamuHa (pasgen
«KonunvecTtseHHoe onpeaeneHuney).

Conforms /
cooTeeTcTBYET

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 / CEPTUPUKAT AHATTUSA

Product: / [poaykT:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NOKpbITbie 0605104KOH

81725416
333522A

Manufacturing date (mm.yyyy): /

ga'ra npoussoncTBa !MM.ITI'I'!Z

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrr):

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

MpoussoguTenL B COOTBETCTBUMN

¢ peructpaumeit B Poccuu:

Mu ana xn Xenc Octpus MM6X sHg Ko. Ol, ABctpus

Parameter / NapameTp

Specifications / Cneundukaunu

Results /| PesynbTaThbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 700.44 mg/

deviation from average weight / | mg * 5 %). / O1 665,00 mr go 735,00 mr | 700,44 mr

CpeaHsa macca Tabnetok un (700,00 mr £ 5 %).

OTKIOHEHWe oT cpeaHelr 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 TabneTok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

< 40 min/ £ 40 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asiBNEHHOro konu4yecTsa TuamuHa
ancynbdunaa AOMKHO NepenTn 8
pacTeop Yepes 45 MuH.

100 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asABNEHHOro KonuyecTea
NUPUAOKCUHA rugpoxnopuaa 4omkHO
nepenTu B pacTeop Yepes 45 MUH.

100 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KoNuuyecTsea
uvaHokobanamuHa [OMKHO NepenTu B
pacTBop 1epes 45 MUH.

105 %

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 AHANIU3A

Product: / Mpogykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIe 060N04KOM

81725416
333522A

Manufacturing date {mm.yyyy): /

Oara npoussogcrea (MM.rrrr):

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

Manufacturer according to the
registration in Russia: /

08.2022

07.2024

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

MNpoussoguTens B COOTBETCTBUMU

c peructpauuei 8 Poccuu:

Mu ang Dxm Xenc Octpusa MM6X aHg Ko. O, ABctpusn

Related substances /
PoactaeHHble npumecu

Thiamine disulfide impurities: /
Mpumecu TMammHa gucynbduaa:

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

0.1%/ 0,1 %

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMWHO-5-aMnHOMETUN-2-
meTunnnupumuanH — He 6onee 0,2 %:;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / epuHnuHasn HenaeHTUdUUK-
poBaHHasa npumech — He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecn NupnaokcuHa rMApPoOXNopuaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecent — 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 / CEPTU®UKAT AHANU3A
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Product: / Mpoaykr: NEUROBION® coated tablets

HEUPOBWOH®, tabneTku, NnoKpbITbie 060N04KOiA
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 333522A

Manufacturing date (mm.yyyy): /

Qata npousBogcrtBa (MM.IrrT): 08.2022
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.FTrT): 07.2024

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

MNpousBoauTens B COOTBETCTBUU
c peructpauuen 8 Poccuu: Mu ang Oxm Xenc Octpus MM6X ang Ko. O, ABcTtpus

Cyanocobalamin impurities: /
MNpumecu unaHokobanamuHa:

hydroxocobalamin - not more than 0.3%/03%
8.0 %; / ruppokcokobanamuH — He 6onee

8,0 %;

individual unidentified impurity — not 0.7% 10,7 %

more than 5.0 %; / eguHnuHas
HewaeHTUUMpOBaHHaa NpUMech —
He H6onee 5,0 %;

total unidentified impurities - not more 1.2%/12%
than 13.5 % / cymma HengeHTudnum-
poBaHHbIX npumecen — He 6onee 13,5 %.

Total unidentified impurities of thiamine [1.2%/1,2%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUbUNpoBaHHbIX
npumecen TuamuHa aucynbduaa,

NUPUAOKCMUHA rnapoxnopuaa un
naHokobanamvHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OpHopoaHOCTb A03NPOBaHUA

(ans kaxagon 5-on cepun) Conforms / cooTBeTCTBYET

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

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 / CEPTUDPUKAT AHAITU3A

Product: / [IpoAykT:

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

NEUROBION® coated tablets

HEAPOBWUOH®, TabneTku, NoKpbITLIe 060N0UKOM

81725416
333522A

Manufacturing date (mm.yyyy): /

Oata npousBogcrTBa (MM.Irrr):
Expiry date (mm.yyyy): /

CpokK rogHocTH (MM.ITrT):

Manufacturer according to the
registration in Russia: /

08.2022

07.2024

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

MpoussoanTenb B COOTBETCTBUMN

c peructpaumeit B Poccum:

Mu ang Dxu Xenc Octpua Mmo6X aua Ko. OIN, Asctpus

Parameter / MapameTtp

Specifications / Cneundunkauum

Results / PeaynbTarthl

Microbial purity / (every 5th
batch) / Mukpo6unonorvuyeckas
uyucTOTa (ANs KAXKAOoW S-oi
cepun)

TAMC — NMT 103 CFU/g /
O6Lwee yncno aspobHbIX
MukpoopraHuamos He Gonee 103 KOE/r

Not tested CFU/g/
He ucnbitado KOE/r

TYMC — NMT 102 CFU/g /
Obuwee uucno rpubos He 6onee
102 KOE/r

Not tested CFU/g/
He ucnbiTaHo KOE/r

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

Not tested CFU/g/
He ucnbiTaHo KOE/r

Assay / KonuyectaseHHoe
onpeaenexve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / |98 mg / 98 mr
o1 90 mr go 105 Mr TvamnHa

avcyneduaa;

190 mg to 210 mg of pyridoxine 199 mg/ 199 mr

hydrochloride; / oT 190 mr 8o 210 mr
NUPWAOKCUHA MAPOXNOpUAA;

0.18 mg to 0.26 mg of cyanocobalamin.
/o1 0,18 mMr po 0,26 mr
ymMaHokobanamuHa.

0.24 mg /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
6nuctep w3 NBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTpyKUMen no
NPYMEHEHUIO B NAYKy KAPTOHHY!IO.

Complies /
CootBeTcTayet

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 AHAJIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTku, NOKpbITbIe 060104KOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 333522A
Manufacturing date (mm.yyyy): /

Oara npousBoactBa (MM.ITIT): 08.2022
Expiry date (mm.yyyy): /

CpokK roaHocTH (MM.rrrr): 07.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

MpoussoauTens B COOTBETCTBUN

c peructpaumeit B Poccuu:

OG, Austria/

Mu ang xm Xenc Octpua M'méX aua Ko. OI, Aectpus

Parameter / MapameTp

Specifications /| Cneuundukauun

Results / PeaynbTtarthbl

Labeling / Mapkuposka

According to normative document. /
B cooTBETCTBMU C HOPMATUBHOM
OOKYMEHTaUMen.

Complies as prescribed /
CooTtBeTtcTByeT
TpeboBaHuaM

Storage / XpaHeHue

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

Shelf-life / Cpok rogHoCTH

2 years./ 2 ropa.

Assessment: / 3akniouveHue: The batch complies with the specification according to ND JIC-001540-

Date / Signature of Qualified Person: /

150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021) /

Cepusa cooTseTcTBYeT TpeboBaHUAM fopmar,
001540-150720 (n3meHeHung N2 1.p¥
18.11.2021) %ﬁlﬁl ;

lf2

Oara / noannuchb KBGHMQMHMQOBaHHOFO auua

BHOTO AokymeHTa J1C-

20 u3meHeHve Ne 2 ot

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




