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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / poaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NokpbiTbie 060104KOM

81725416
314322A

Manufacturing date (mm.yyvy): /

ga'ra npou3ssoncrea ‘MM.I’I’IT[:

Expiry date (mm.yyyy): /

Cpok roaHoCcTH (MM.ITrT):

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

HpomBoguTen_p B COOTBETCTBUU

c peructpauuei B Poccuu:

Mu ang Axu Xenc Octpuna M'méX ava Ko. O, Asctpua

Parameter / MapameTp

Specifications / Cneuundukauuuv

Results / PeaynbraTbl

Appearance / Onucanve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnbie, ABosiIKOBbINYKSIbIE
TabneTku, NOKpbITbie 060M04KON NOUTH
6enoro useta, 6nectaume, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOAKOBbINYKNbIE
Tabnertku, NOKpbITbIE
obonoukoi nouTn
6enoro ysera,
6necrawwe, co cnabbim
XapakTepHbIM 3anaxom.

Identification / MNoanuHHoCTL

- thiamine disulfide /
TMaMuHa aucynbng,

- cyanocobalamin /
unaHokob6anamuH

- pyridoxine hydrochloride /
NUPUAOKCUHA MMAPOXNOPUA

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 yaepxueaHus 0CHOBHbIX NUKOB
Ha  xpomartorpammax  UCMbITYEeMbIX
pacTBOpOB, AOMKHbI COOTBETCTBOBATH
BpeMEHaM  yAepXWBaHUS  OCHOBHbIX
NUKOB Ha XpomaTtorpaMmmax CTaHaapTHbIX
pacTBopoB  TMamuHa  aucynbcduaa,
NUpUAOKCUHa rugpoxnopuaa ]
unaHokobanamvHa (paspen
«Konu4yectBeHHOE onpeaeneHuey).

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 / CEPTU®UKAT AHANTU3A

Product: / MpoAaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, Tabnerku, NokpbiTble 060/104KOM

81725416
314322A

Manufacturing date (mm.yyyy): /

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

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

MNpoussoauTens B COOTBETCTBUM

¢ peructpauuei B Poccuu:

Mu ana Dxu Xenc Octpusa Mm6X ang Ko. OlN, AscTpuna

Parameter / [lapametp

Specifications / Cneundumkaumm

Results / PesynbTaThl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 697.26 mg /

deviation from average weight/ [ mg £ 5 %). / Ot 665,00 mr go 735,00 Mr | 697,26 mr

CpepaHsisa macca TabneTok v (700,00 mr £ 5 %).

OTKNOHEHWNEe oT cpeaHen maccht | 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He 6onee i 5% cooTBeTcTayeT
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

< 20 min/ < 20 muH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asABNEHHOro KoNu4YecTsa TMaMmmnHa
avncynbduaa AOMKHO NepenTn B
pacTeop Yepes 45 MuH.

95 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3anBneHHOro KonuyecTea
NUPUAOKCUHA MMAPOXNIOPUAA AOMKHO
nepenTn B pacTeop Yepes 45 MuH.

97 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) oT 3anBNeHHOro KoNu4ecTsa
uvaHokobanamuHa [OMKHO NepenTH B
pacTteop Yyepes 45 MuH.

109 %

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 AHAITU3A

Product: / [poaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbITbie 060M104KOiA

81725416
314322A

Manufacturing date (mm.yyyy): /

gaTa npousBoAcTBa ‘MM.ITI'I'!:

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

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

MpousBoauTenb B COOTBETCTBUU

c perucrpauueit B Poccuu:

Mu 3ng fxu Xenc Octpua M'mM6X aug Ko. O, Asctpus

Related substances /
PoacreeHHble npumech

Thiamine disulfide impurities: /

I'Igumecu TUaMnHa gwcyanmga:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupumMnAnH
NUpUAOKCUH (aanykT) — He Gonee 1,0 %;

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMmyHo-5-amuHomeTun-2-
MeTunnupumnaunH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHNYHasn HenaeHTUUUN-
poBaHHas npumeck — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecy nupuaokcuHa ruapoxnopuaa:

individual impurity - not more than
0.2 %; / eaHU4HaA NnpumecsL —
He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /
cymmMa npumeceit — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 561-0
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 AHANU3A
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Product: / MpoAykr: NEUROBION® coated tablets

HENPOBUOH®, TabneTku, NoKpbIThbie 060M04KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 314322A

Manufacturing date (mm.yyyy): /

Oata npou3BoactBa (MM.ITIT): 02.2022

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT): 01.2024

Manufacturer according to the

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

¢ perucrpauven B Poccum: Mu 3xa Him Xenc Octpus M'm6X ang Ko. OI, ABcTpun

Cyanocobalamin impurities: /
MNpumecu unaHokobanamuua:

hydroxocobalamin - not more than 0.6% /0,6 %
8.0 %; / rmapokcokobanamuH — He Bonee

8,0 %;

individual unidentified impurity — not 06%/0,6%

more than 5.0 %; / equHUJHasA
HenaeHTuuuMpoBaHHasa NpUMech —
He 6onee 5,0 %;

total unidentified impurities - not more 1.0%/1,0%
than 13.5 % / cymma HengeHTucuum-
poBaHHbIX npumecen — He bonee 13,5 %.

Total unidentified impurities of thiamine (1.0 % /1,0 %

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

Cymma HemaeHTUOUUMPOBAHHbIX

npumecen TaMmmHa gMC!J’IbQMQa,

nMupuaokcUHa rmapoxnopvaa u
unaHokob6anamuHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OpaHOPOAHOCTL A03MPOBaHUS

(ans kaxxgon 5-oi cepun) Conforms / cooTBeTcTBYET

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride 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 / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEMPOBUOH?®, TabneTku, NOKpLITbie 060104KOM

81725416
314322A

Manufacturing date (mm.yyyy): /

gaTa npon3soacTBa !MM.I'I'I'I'!Z

Expiry date (mm. 2
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

MpoussoauTensL B COOTBETCTBUMN

c peructpauumei B Poccum:

Mu 3np Hkn Xenc Octpus M'm6X avg Ko. OIN, ABctpun

Parameter / MapameTtp

Specifications / Cneuudukaunmn

Results / Peaynbrarthbl

Microbial purity / (every 5th
batch) / Mukpo6unonoruueckas
YucTOoTa (ANA KaXxaown S-oi
cepuu)

TAMC — NMT 103 CFU/g /
Obwee uncno aspobHbIx
MUKpoopraHuamos He 6onee 10° KOE/r

Not tested CFU/g/
He ncnoitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6wee uncno rpubos He Bonee
102 KOE/r

Nottested CFU/g/
He ncnbitaHo KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctene s 1

Absentin1.0g/
OTtcyTtcteyetrB 1,01

Assay / KonnyectseHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTtok 8
6nucrep us NBX/MBAX/AnN.

Mo 2 6nuctepa ¢ UHCTPYKUMen no
NPUMEHEHNIO B NAYKy KAPTOHHYIO.

onpeaenexve
90 mg to 105 mg of thiamine disulfide; / 100 mg / 100 mr
ot 90 Mr go 105 mr TvamuHa
ancynbtuaa;
190 mg to 210 mg of pyridoxine 205 mg /205 mr
hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCUHA rMBPOXIIOPNAA;
0.18 mg to 0.26 mg of cyanocobalamin. |0.25 mg/ 0,25 mr
/o1 0,18 mr oo 0,26 mr
uvaHoko6anamuHa.

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

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 / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

NEUROBION® coated tablets

HEWPOBUOH?®, tabneTku, NOKpbITbie 060104KOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 314322A
Manufacturing date (mm.yyyy): /

Qara npousBoacrBa (MM.ITrT): 02.2022
Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.rTrT): 01.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

MpoussoauTens B COOTBETCTBUN

¢ perucrpaumei B Poccuu:

OG, Austria/

Mu aua hkm Xenc Octpua M'm6X 3ng Ko. O, ABcTpun

Parameter / MapameTtp

Specifications / Cneuucdukaunu

Results / PeaynbTaTbl

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCTBMM C HOPMATUBHOW
DOKYyMEHTaLven.

Complies as prescribed /
CootBetcTByeT
TpeboBaHUAM

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years./ 2 ropa.

Assessment: /| 3akntoyeHue: The batch complies with the specification according to ND JIC-001540-
150720, variation 1 to ND from 06.10.202Q./ Cepus cooTseTcTByeT

TpeboBaHMAM HOPMATUBHOTO AOKYMEHTa
nameHenunsa Ne 1 k HI] ot 06.10.2020

Date / Signature of Qualified Person: /
Qara / noanuch kBanuduuupoBaHHOro nuua

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

-p07549-150720,

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




