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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / [poaykT:

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

Manufacturing date (mm.yyyy): /
Qara npoussoacrea (MMm.rrrr);

Expiry date (mm.yyyy): /
Cpok rogHocTKn (mm.rrer):

Manufacturer according to the
registration in Russia: /

NEUROBION® coated tablets

HEWPOBUOHS®, Tabnerku, NOKPbITble 0GONOYKON

81725416
309122A

12.2021

11.2023

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

n20M3BOQVITeI|b B COOTBETCTBUM

C peructpaumven B Poccum:

Mu ang Dxu Xenc Octpus T'M6X aHAa Ko. O, Asctpus

Parameter / Napamerp

Specifications / Cneuudukaummu

Results / PeaynbTtarbl

Appearance / Onucanue Round, biconvex, glossy off-white coated | Round, biconvex,
tablets with the weak characteristic glossy off-white coated
smell/ Kpyrneie, ABOsSIKOBbINyKNbie tablets with the weak
Tabnetku, nokpbiThie o6onoykoit noutn | characteristic smell/
6enoro upeTa, 6necrawue, co cnaboim | Kpyrnoie,

XapaKTepHbIM 3anaxom. ABOAKOBbLINYKNblEe
TabneTtkun, NOKpbITbIe
obonoykoi noutn
Genoro useTa,
6necrauwme, co cnabbim
XapaKTepHbiM 3anaxom.
Identification / MognuHHOCTL

- thiamine disulfide /
THamMuHa aucynsug

- pyridoxine hydrochloride /
NUPUAOKCUHA rMAPOXNOPUA

- cyanocobalamin /
urmanokobanamuH

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 yaepXuBaHWA OCHOBHbIX NUKOB
Ha  xpomatorpammax  WUCMbITyEeMbIX
pacTBOpOB, [AOMKHBI COOTBETCTBOBATHL
BpeMeHaM  yAepXWBaHWA  OCHOBHbIX
MUKOB Ha XpomaTorpammax CTaHaapTHbIX
pacTBopoB  TMaMuHa  awucynbduaa,
NMpUAOKCUHA ruapoxnopuaa n
LuvaHokob6anamuHa (paspen

Conforms /
cooTBeTcTeyeT

«KonnyectseHHoe onpepeneHues).

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 ¢ 9800 Spittal an der Drau
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
www,pg.com

* Austria

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: / MIpoaykr:

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

Manufacturing date (mm.

Qara npoussoacrsa (Mm. rrer):

Expiry date (mm. 2/

Cpok ronHocTH (MM.rrIT):

Manufacturer according to the

registration in Russia: /

./

NEUROBION® coated tablets

HEWPOBMWOH®, Tabnetku, nokpbiTbie 060N10uKOi

81725416
309122A

12.2021

11.2023

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

nQOHSBOQMTeﬂb B COOTBETCTBUM

€ perucrpaumei 8 Poccum:

Mu aup Mxu Xenc Octpuna MM6X ang Ko. OI, AscTpus

Parameter / Napametp

Specifications / Cneundukauun

Results / Pe3ynbraTthbl

Average weight of tablets and
deviation from average weight /
CpenHnaa macca Tabnetok u
OTKNOHEHWe OT cpeaHei macchl

From 665.00 mg to 735.00 mg (700.00 |712.61 mg/
mg £ 5 %). / Ot 665,00 mr go 735,00 Mmr |712,61 mr
(700,00 Mr £ 5 %).

18/20 tablets: not more than £5 % / Conforms /
18/20 Tabnetok: He 6Gonee + 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

< 22 min/ £ 22 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He mexee 75 % (Q)
OT 3aABNEHHOro KONUYeCTBa TMaMUHa
ancynbduaa [OMKHO NepenT B
pacteop vYepes 45 MuH.

87 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) oT 3asBnEHHOro konuvyecTsa
NMPUAOKCUHA rMAPOXNOPUAA AOMKHO
nepenTy B pacTeop Yepes 45 MuH.

89 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNeHHOro kKonuyecTea
uvaxoko6anamuHa AOMKHO NepeiTn B
pacteop yepes 45 MuH.

91 %

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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NEUROBION?® coated tablets
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

HEWPOBUOH®, TabneTku, NOKpLITbie 060M104KON

81725416
309122A

Manufacturing date (mm.yyyy): /

Qara npoussoncrea (Mm.rrrr):

Expiry date (mm. :/

Cpok roaHocTH (MM.TITT):

Manufacturer according to the
registration in Russia: /

12.2021

11.2023

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

Mpou3soauresnb B COOTBETCTBUUN

¢ peructpauumes B Poccuu:

Mu ana Dxu Xenc Octpus M'M6X axa Ko. OF, ABcTpua

Related substances /
PoacreeHHble npumecu

Thiamine disulfide impurities: /
MNpumecu TMaMuHa AUCYNb a:

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

<01%/<0,1%

aminopyrimidine formamide - not more
than 1.0 %; / amuHOoNMpUMUAUH
¢opmamug — He 6onee 1,0 %;

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupuMuanH
nupuaokcvH (anaykr) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<0,1%

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

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eavHuyHan HeunaeHTUDULK-
posaHHas npumech — He 6onee 0,2 %;

<01%/<0,1%

Total unidentified impurities - not more
than 1.0 %. / cymma HemageHTUPULK-
poBaHHbIX Npumeceir — He Gonee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecu nupuaokcuHa rmapoxnopuaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

CyMMa npumeceil — He Gonee 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 (0G)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAIIU3A
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Product: / MpoAaykT: NEUROBION?® coated tablets
HEWPOBWUOH®, TabneTtku, NnoKpbITbie 060M104KOMN

SAP-Code: / Kog SAP: 81725416
; Batch no.: / Cepun Ne 309122A

Manufacturing date (mm.yyyy): /
Oara npoussoncrea (MM.rrrr): 12.2021

Expiry date (mm. 2/

Cpok roaHocTH (MM.ITIT): 11.2023

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

MpouasoauTensL B COOTBETCTBUU
C peructpauueit B Poccum: Mu ana Bxu Xenc Octpus M'M6X aHA Ko. OF, AscTpus

Cyanocobalamin impurities: /
Mpumecu LvaHokobanamuHa:

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / rvppokcokobanamuH — He Gonee

8,‘0 %;

individual unidentified impurity — not 0.4%/0,4%

more than 5.0 %; / equnndHasn
HenaeHTUULMpOBaHHasA NpUMeEChb —
He bonee 5,0 %;

total unidentified impurities - not more 09%/09%
than 13.5 % / cymma HenpeHTUDUUK-
poBaHHbIX NpuMecen — He Gonee 13,5 %.

Total unidentified impurities of thiamine [0.9% /0,9 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDULMPOBaHHBIX
npumecen Tuamuda aucynbduaa,
NMPUAOKCUHA rMApoOXNopuaa u
LmaHokobanamuHa — He Gonee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OaxopoaHocTb Ao3npoBaHus
(Ans kaxpgon 5-oii cepuu) Conforms / cooTBeTcTBYeT
- thiamine disulfide Conforms
cooTBercTeyeT
- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG
Hbsslgasse 20 * 9800 Spittal an der Drau  Austria

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

Rechtsform: Offene Gesellschaft (OG)
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Pely

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEAPOBWUOH®, TabneTtku, nokpuiTbie 060M104KOiH

81725416
309122A

Manufacturing date (mm.yyyy): /

Qdara npoussogcrea ‘MM.ITIT!!

Expiry date {(mm. )

Cpok roaHocTu (Mm.rrer):

Manufacturer according to the
registration in Russia: /

12.2021

11.2023

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

l'lgousaogurenb B COOTBETCTBUM

C perucrtpauueit B Poccuu:

Mu aHAa Hxu Xenc Octpus M'M6X aHa Ko. OF, Asctpus

Parameter / Mapamerp

Specifications / Cneuudpuxayum

Results / PeaynbTaTthl

Microbial purity / (every 5th
batch) / Mukpo6uonoruueckas
yucrora (ans Kaxgol 5-oi
cepun)

TAMC — NMT 10°CFU/g / <10CFU/g/
O6bwyee uncno aapobHbix < 10 KOE/r
MUKpoopraHuamos He 6onee 103 KOE/r

TYMC - NMT 102 CFU/g / <10 CFU/g/
O6bwee uncno rpubos He Gonee < 10 KOE/r

10% KOE/r

Escherichia coli— absence in 1 g/
Escherichia coli — oTcyTcreme B 1 1

Absentin 1.0g/
Orcyrcteyers 1,0r

Assay / KonuyectseHHoe
onpeaeneHune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
ot 90 Mr no 105 Mr TvamuHa
avcynochuaa;

100 mg/ 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCHHA rMApoOXnopuaa;

206 mg / 206 mr

0.18 mg to 0.26 mg of cyanocobalamin.
/o1 0,18 mr 8o 0,26 mr
umaHoko6anamumHa.

0.25mg/ 0,25 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 ua NBX/MBAX/An.

Mo 2 6nuctepa ¢ uHCTpyKLMeit no
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

Complies /
CootseTcTayer

P&G Health Austria GmbH & Co. 0G
Hosslgasse 20 » 9800 Spittal an der Drau * Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

WwWw.pg.com

Rechtsform: Offene Geselischaft (OG)
Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 1687594
UID-Nr. ATU43740706




Pel

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A
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Product: / [poayKT: NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbLITLIE 060MI04KOM
SAP-Code: / Kon SAP: 81725416
Batch no.: / Cepusa N2 309122A

Manufacturing date (mm.yyyy): /
Qara npoussoacrsa (MM.rrrr): 12.2021

Expiry date (mm. 1/

Cpok roaHocTY (MM.rrir): 11.2023

Manufacturer according to the

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

MpoussoauTens B COOTBETCTBUU .

¢ perucrpaumen B Poccuu: Mu ana Dxu Xenc Octpus MM6X 3HA Ko. OF, ABcTpusn

Parameter / MapameTtp Specifications / Cneuudcukauum Results / PeaynbTaTtbl

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTcTBUM C HOPMATUBHOW CootreetcrayeT
HOKYMEeHTaLuen. TpeboBaHuAM

Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu Temnepartype He Bhiwe 25 °C.

Shelf-life / Cpok rogHocTu 2 years. / 2 rona.

Assessment: / 3aknmiouenue: The batch complies with the specification according to ND J1C-001540-
: 150720 (amend No 1 from 06.10.2020 /
Cepus cooTBeTCTByeT TpeGoBaHNAM HOPMATUBHOTO AokymMeHTa JIC-
001540-150720 (n3meHeHune Ne 1 oT 06.10.2020

" Gruher Katrip, -
Date / Signature of Qualified Person: / ‘ }%?
{ F

ara / noanuch kBanuduULUMPOBaHHOro nuua

kS

P&G Health Austria GmbH & Co. OG

Hésslgasse 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



