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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKPbITLIE 060N04YKON

81725416
313722A

Manufacturing date (mm.yyvyy): /

Oarta npousBoacTBa (MM.IrTT):

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.TTIT):
Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

ﬂgomaogwrenb B COOTBETCTBUN

c peructpauuei 8 Poccuu:

Mwu anp xu Xenc Octpua M'm6X ang Ko. OIF, ABcTpus

Parameter / MapameTtp

Specifications /| Cneuudbuxauum

Results / PesynbTaTbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOsiIKOBbINYKNblE
TabneTku, NOKpbITbIE 060NOUKON NOYTH
6enoro useTa, 6necrawume, co cnabbim
XapaKTepHbIM 3anaxoMm.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
OBOSKOBbINYKNblE
TabneTku, NOKpbITbIe
obonoukoit no4Tun
6enoro useTa,
6necTawme, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / NMognnHHocTb

- thiamine disulfide /
TMamuHa aucynooug

- cyanocobalamin /
uunaHokobanamuH

- pyridoxine hydrochloride /
MUPUAOKCUHA rMAPOXIIOPUA

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 yaepusaHUs OCHOBHbIX NMUKOB
Ha Xpomarorpammax NCNbITYeMbIX
pacTBopoB, [AOMKHbI COOTBETCTBOBATb
BpeMeHaM  yAEpPXKUBAHWSA  OCHOBHbLIX
fINKOB Ha XpoMaTorpaMmmax CTaHaapTHbIX
pacTBoOpoB  TWamMuHa  Aaucynbchuapa,
NUPUAOKCUHA rmapoxnopuaa 7]
unaHokob6anamuHa (pasaen
«KonnyecTtseHHOe onpeaeneHune»).

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, Tabnertku, nokpbiTbie 060M104KOA

81725416
313722A

Manufacturing date (mm.yyvy): /

Dara npon3BoacTBa (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHocTu (Mm.rrrr):
Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

MpousBoauTensL B COOTBETCTBUM

c perucrpauueii B Poccuu:

Mu ang xun Xenc Octpua M'm6X aHg Ko. OI, AscTpus

Parameter / MapameTtp

Specifications / Cneundukauuun

Results / PeaynbTaTthbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 {700.65 mg /

deviation from average weight / |mg + 5 %)./ Ot 665,00 mr go 735,00 mr | 700,65 mr

CpepnHsa macca TabneTtok un (700,00 mr £ 5 %).

OTKNOHEeHne oT cpefHen macch! | 18/20 tablets: not more than £ 5 % / Conforms /
18/20 TabneTtok: He 6onee * 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He bonee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

< 24 min/ < 24 MnH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asABMNEHHOro KonuyecTsa TMaMuHa
Ancynbduaa AOMKHO NepenTn B
pacTBop Yepes 45 MuH.

78 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro konuyecTea
NUPUAOKCUHA ruapoxnopuaa AomkHO
nepenT B pacteop vepes 45 MuH.

81 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNeHHOro kKonuuecTea
uuaHokob6anamuHa fOMKHO NepeTn B
pacTBop Yepes 45 MUH.

86 %

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 AHANU3A

Product: / MpogykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, Tabnerku, NOKpbITbie 060I04KOM

81725416
313722A

Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM. [rer):

Expiry date (mm. 4 )
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

I'Igousaogwrenb B COOTBETCTBUMU

¢ perucrpauven B Poccum:

Mu anpg Mxu Xenc Octpusa M'M6X ang Ko. O, ABcTpua

Related substances /
PoacteeHHbIe npumecu

Thiamine disulfide impurities: /

I'Igvuwecm TUamMuHa EMC!ﬂbQMa:

thiamine - not more than 3.0 %; /
TuamuH — He Gonee 3,0 %;

<01%/<0,1%

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

<01%/<0,1%

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

<01%/<0,1%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
MNpumecu nupuaokcuHa ruapoxnopuaa:

individual impurity - not more than
0.2 %; / eauHN4HaNA npumecb —
He 6onee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecei — He 6onee 1,0 %.

<01%/<0,1%

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®PUKAT AHATNIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, Ta6neTkm, NOKPbITbIe 060104KON

81725416
313722A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrtaa !MM.ITITIZ

Expiry date (mm. 4
CpokK roaHocTH (MM.ITIT):

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

MNpousBoauTenL B COOTBETCTBUM

C peructpauuei B Poccum:

Mu anp bxn Xenc Octpusa M'mM6X ana Ko. OI, ABctpun

Cyanocobalamin impurities: /
Mpumecu uvaHokobanammHa:

more than 5.0 %; / eguHnuHas
HenaeHTUULMpoBaHHas NPUMEChb —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.4%/0,4%
8.0 %; / rupnpokcokobanamuH — He Gonee

8,0 %;

individual unidentified impurity — not 05%/0,5%

total unidentified impurities - not more
than 13.5 % / cymma HenaeHTUULUM-
pPOBaHHbIX Npumecen — He 6onee 13,5 %.

1.2%/12%

Total unidentified impurities of thiamine

disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenmaeHTUUUMPOBaHHbIX
npumecei TvamvHa aucynbduaa,

NUPUAOKCUHA rmapoxnopuaa u
naHokobanamuHa — He 6onee 15.5 %.

1.2%711,2%

Uniformity of dosage units
(every 5th batch) /
OAaHOPOAHOCTL [03NPOBAHMS
(ana kaxaow 5-oi cepum)

Conforms / cooTBeTCTBYET

- thiamine disulfide Conforms
cooTBeTCcTBYEeT

- 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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MpoAaykr:

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

NEUROBION® coated tablets

HEWPOBUOHS, Tabnetku, NOKpbITbie 060N04YKOMN

81725416
313722A

Manufacturing date (mm.yyyy): /

gaTa npounisoncrea !MM.I'ITI'!:

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

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

I'IgomBogwrenb B COOTBETCTBUMU

¢ perucrpauueii B Poccunu:

Mu anp Mxm Xenc Octpuna MM6X ana Ko. O, Asctpus

Parameter / MapameTtp

Specifications / Cneundukauunm

Results / PesynbTaThbl

Microbial purity / (every 5th
batch) / Mukpo6uonoruueckas
yucToTa (NS Kaxkgou 5-oi
cepun)

TAMC — NMT 103CFU/g /
O6uyee yncno asapobHbIX
MUkpoopraHuamoB He 6onee 103 KOE/r

Nottested CFU/g/
He ucnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6uwee vucno rpubos He Gonee
102 KOE/r

Nottested CFU/g/
He ncnoitaHo KOE/r

Escherichia coli — absencein 1 g/
Escherichia coli — otcytctBue s 1 r

Absentin1.0g/
OtcytcteyerB 1,0 T

Assay / KonuuyectseHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTok B
6nuctep 3 NBX/NBAOX/AnN.

Mo 2 6nuctepa c MHCTPYKUMen no
NPUMEHEHUIO B NAYKY KAPTOHHYIO.

onpegeneHue
90 mg to 105 mg of thiamine disulfide; / {99 mg / 99 mr
oT 90 mr go 105 Mr TMamMuHa
avcynouaa;
190 mg to 210 mg of pyridoxine 204 mg /204 mr
hydrochloride; / ot 190 mr g0 210 mr
NUPUAOKCHHA rMapoxnopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. |0.24 mg / 0,24 mr
/010,18 Mr no 0,26 mr
umaHokob6anamuHa.

Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information 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 / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets
HEUPOBUWOH®, Tabnetku, nok

81725416
313722A

Manufacturing date (mm.yyyy): /
Qarta npousBoacrTea (MM.FIIT): 02.2022

Expiry date (mm. il
Cpok rogHocTH (MM.rrrT):

01.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

nQOVI3BOEMTel1b_B COOTBETCTBUU

¢ peructpauueis B Poccuu:

PbiTble 060M104YKON

OG, Austria/

Mu ana Bxu Xenc OcTtpun Mu6X ang Ko. OIN, ABcTpus

Parameter / Mapamerp

Specifications / Cneuundukauum

Results / PeaynbTartbl

Labeling / Mapkuposka

According to normative document. /
B cooTtBeTCcTBUM C HOPMATUBHOM
DOKYMEHTauuen.

Complies as prescribed /
CooTtBercrayeT
TpeboBaHuaM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu Temnepartype He Bbile 25 °C.

Shelf-life / Cpok rogHocT!

2 years. / 2 ropa.

Assessment: /| 3akntouenune: The batch complies with the specification according to ND JIC-001540-
150720, variation 1 to ND from 06.10.2020 / Cepus cooTBeTcTBYET

TpeboBaHMAM HOPMAaTUBHOTO LOKYMEHTa ﬂC
nameHeHus Ne 1 k H ot 06.10. ZOé

Date / Signature of Qualified Person: /

ara / nognucb KBanuduuMpoBaHHOro nuua M

001 540-150720,

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




