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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEAPOBWOHS®, Ta6neTku, NoKpbITbie 060MN0MKON

81725416
318122A

Manufacturing date (mm.yyyy): /

ga*ra npow3BoaAcTBa I MM. I'I'I'I'!:

Expiry date (mm.yyyy): /

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

registration in Russia: /

02.2022

01.2024

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

lMpousBoguTeNb B COOTBETCTBUM

C perucrpatuen B Poccuu:

My anp oku Xenc Octpus M6X ana Ko. O, Asctpus

Parameter / Mapametp

Specifications / Cneuudukaumnu

Results / Peaynbtatsi

Appearance / Onucanne

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, 4BoAKoBbINyKNbIe
TabneTky, NOKpbiTble 060Mo4KON NoYTH
Benoro yseTa, Bnecrawye, co cnadbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
[BOAKOBLINYKNbIE
TabneTku, NoKpbiThie
o6onoykoi nouTn
6enoro usera,
6nectawme, co cnabbim
XapakTepHbiM 3anaxom.

Identification / NognuHHoCcTL

- thiamine disulfide /
THaMuHa gucynscdug

- cyanocobalamin /
umaHokobanamuH

- pyridoxine hydrochloride /
NUPWLOKCUHA ruapOXTopUA

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 yaepxvBaH1s OCHOBHbLIX NMUKOB
Ha  XpoMaTorpamMmax  MCMbITYeMbIX
pacTBOpoOB, AOMKHBI COOTBETCTBOBATHL
BPEMEHaM  YAepXUBAHUA  OCHOBHbLIX
MUKOB Ha XpomaTorpammax CTaHaapTHbIX
pacTBOpOB  TWamuHa  Aucynbouaa,
NMpUAOKCHHA rugpoxnopuga ]
unaHokobanammHa (pasaen

«KonnyectseHHoe onpefenexues).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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 / CEPTUOUKAT AHANU3A

Product: / Mpoaykr:

SAP-Code: / Kon SAP:

Batch no.: /| Cepuna Ne

NEUROBION® coated tablets

HEMPOBUWUOHS®, TabneTku, NOKpbITLIE 060NOYKOMH

81725416
318122A

Manufacturing date (mm.yvyy): /

ga'ra npoussoncraa !MM. rrrr[:

Expiry date (mm.yyyy): /

Cpox rogHocTU m_M.rrr.'r):

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

[pouzBogMTenL B COOTBETCTBUM

€ perucrpauveil B Poccuu:

Mu anp Mk Xenc Octpua M6X ang Ko. OF , ABCTpuMA

Parameter / MapameTp

Specifications / Cneuwdukauuu

Results / PeaynbraThi

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 704.42 mg/

deviation from average weight / | mg + 5 %). / OT 665,00 Mr A0 735,00 mr 704,42 mr

CpepaHsn macca TabneTok u (700,00 mr £ 5 %).

OTKMOHeHWe oT cpeaHei mMacch! | 18/20 tablets: not more than + 5 % / Conforms /
18/20 Tabnetok: He Gonee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 TabneTtok: He Gonee + 10% COOTBETCTBYET

Disintegration / Pacnapaemocts

Not mare 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 mexee 75 % (Q)

OT 3aABMNEHHOro KOoNu4ecTsa TamuHa

Aucyneduaa fOMmKHO NepeiTy B
aACTBOp Yepes 45 MuH.

99 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) oT 3asBNEHHoro KonMyecTsa
NMAPUACKCHMHA rMAPOXNOpYAA AOMKHO
nepeiiTi 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 KonuyecTea
LaHokobanamuHa A0MKHO nepeiiti B
pacTeop Yepes 45 MuH.

104 %

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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 Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740708
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, Tabnertkn, NOKpPbITbIe 060NOYKON’

81725416
318122A

Manufacturing date (mm.yyyy): /

Oarta npou3Boacrea IMM.!’I’I’I‘I:

Expiry date (mm. il

Cpok rogHocTy (Mm.rrrr):

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

MpoussoguTens B cooTBeTCTBKM

¢ perucrpayueii B Poccuu:

Mu ang ku Xenc Octpua MM6X ana Ko. OT, ABcTpus

Related substances /
PoacTeeHHbIe npumeck

Thiamine disulfide impurities: /

[pumecy TamuHa avcynbuaa:

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

<01%/<0,1%

aminopyrimidine formamide - not more
than 1.0 %; / amuHONMPUMUAWH
cdopmamug — He Bonee 1,0 %:

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHoNupUMNAWUH
nvpwuaokeuH (aaaykr) — He Gonee 1,0 %;

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aM1HO-5-aMnHOMETUn-2-
mMeTunnupuMuanH — He Gonee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnHas HeuwgeHTUUUW-
poBaHHas npumech — He Bonee 0,2 %:

<01%/<01%

Total unidentified impurities - not more
than 1.0 %. / cymma HenpeHTUULM-
poBaHHbIX npumecei — He Bonee 1,0 %.

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
Mpumecu nupugoKcuHa rmapoxnopuaa:

individual impurity - not more than
0.2 %; / epMHNYHaRA npuMecs —
He Gonee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumeceit — He Gonee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hdosslgasse 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbIe 060NOYKON

81725416
318122A

Manufacturing date (mm.yyyy): /

Oara npoussoacTea (MM.ITIT):
Expiry date (mm.yyyy): /
Cpoxk rogHocTy (MM.rrrr):

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

nEOHSBOQHTEJ'Ib B COOTBETCTBUMK

C perucrpauueil B Poccuu:

Mu aun Axn Xenc Octpus M'M6BX 3Ha Ko. OT, ABcTpus

Cyanocobalamin impurities: /

Mpumecu umarokoBanamuHa:

hydroxocobalamin - not more than
8.0 %; / rmgpokcokobanamuH — He Gonee
8,0 %;

0.7%/07%

individual unidentified impurity — not
more than 5.0 %; / eguHUYHas
HenaeHTULMpoBaHHaa NpUMecs —
He Gonee 5,0 %;

0.7%/0,7%

total unidentified impurities - not more
than 13.5 % / cymma HewaeHTUdULK-
OBaHHbIX NnpuMecein — He Gonee 13,5 %.

09%/09%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /

CyMma HengeHTUULIMPOBaHHbIX

npuMecei TMamnHa aucynbduaa,

NUPWIOKCUHA MMAPOXNIOpUAa U
unaHokobanamuHa — He Gonee 15,5 %.

0.9%/0,9 %

Uniformity of dosage units
(every 5th batch) /
OpHopoaHOCTL A03UPOBaHMSA
(ans kaxpow 5-oi cepun)

- thiamine disulfide

- pyridoxine hydrochloride

Conforms / cooTBeTcTBYET

Conforms
COOTBETCTBYET

Conforms
CODTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, nokpuIThie 060n04Koii

81725416
318122A

Manufacturing date (mm.yyyy): /

dara npousBogcTea (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHocTy (Mm.rrrr):

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

P&G Health Austria GmbH & Co. 0G, Austria/

MpoussoauTen B COOTBETCTBUU

C perucTpauueii B Poccum:

Mu ang Mxm Xenc Octpun Mv6X ang Ko. O , ABCcTpus

Parameter / NapameTp

Specifications / Cneuudmkaumum

Results / PeaynsTaThl

Microbial purity / (every 5th
batch) / MukpoBuonoruyeckas
yucToTa (AnA kaxgon 5-oi
cepun)

TAMC — NMT 10°CFU/g /
O6Lwee Yneno aapobHbIx
MUKkpoopraHnamMos He Gonee 103 KOE/r

Nottested CFU/g/
He ucneitaHo KOE/r

TYMC — NMT 102 CFU/g /
Obwee uncno rpubos He Gonee
102 KOE/r

Nottested CFU/g/
He ncneiTado KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — oTcyteteue B 11

Absentin1.0g/
OTtcyTctByerB 1,0

Assay / KonuvecTtBeHHoe
onpegeneHne

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
oT 90 mr go 105 Mr TvamuHa
avcynehuaa;

100 mg/ 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCUHA rugpoxnopuaa;

204 mg / 204 mr

0.18 mg to 0.26 mg of cyanocobalamin.
{07 0,18 mr ao 0,26 mr
UnaHokoBanammHa.

0.24 mg /0,24 mr

Package / Ynakoeka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information
leaflet in a carton. / Mo 10 Ta6neTok B
Gnncrep uz NBX/NBOX/AN.

Mo 2 6nucrepa ¢ uHCTpyKUMeii no
NPYMEHEHWIO B NAYKy KapTOHHYIO.

Complies /
CootseTcrayer

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 AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBUOHS, TabneTku, noxkpbiThie 060n04Kkoii

81725416
318122A

Manufacturing date (mm.yyyy): /
Oara npousBoacTea (Mmm.rrrr): 02.2022

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

01.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

l'lgouasogm'anb B COOTBETCTBMU

€ perucrpauueii 8 Poccuu:

0OG, Austria/

Mn ang Mxu Xenc Octpus Mm6X auHg Ko. OF, ABcTpus

Parameter / MapameTp

Specifications / Cneundmkauyuy

Results / PeaynbraThi

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCTBUM C HOPMATUBHOIA
AOKYMeHTauuen.

Complies as prescribed /
Cooteetcreyer
TpeboBaHnam

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpn Temnepatype He Bbiwe 25 °C.,

Shelf-life / Cpok rogHocTy

2 years./ 2 ropa.

Assessment: / 3akniouenue: The batch complies with the specification according to ND J1C-001540-

Oara/ noanucyL KBanupuuUpoBaHHOro nuua

150720 (amend No 1 from 06.10.2020)

Cepus cootsetcTByeT TpeboBaHUAM HOPMATUBHOrQ AOKYMEHTa JIC-

001540-150720 (n3meHeHue Ne 1 ot 06/1D.

)

UNTE ER ThHomass

Date / Signature of Qualified Person: / 'r2

/

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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




