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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MMpoaykT:

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

NEUROBION® coated tablets

HEMPOBWOH®, TabneTku, NOKpbITLIE 060M0YKON

81725416
318322A

Manufacturing date (mm.yyyy): /

Oarta npoussoncrea ‘MM.I’I‘I’I’!:

Expiry date (mm.yyyy): /

Cpok rogHocT (MM.rrrr):

Manufacturer according to the

registration in Russia: /

03.2022

02.2024

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

MpousBoaguTens B COOTBETCTBUU

c perucTpauueii B Poccum:

Mu 3na Oxu Xenc Octpua M'm6X ang Ko. OI, Asctpua

Parameter / [apameTtp

Specifications / Cneuncbukauumn

Results /| Pe3ynbTtathbl

Appearance / Onucaxune

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnele, ABosikOBbINYKMble
TabneTkn, NOKpbITbie 060N0UKON NOUTH
6enoro ueeTa, 6nectawme, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOSIKOBbINYKNble
TabneTku, NOKpLIThIE
obonoukon no4tn
O6enoro usera,
6nectaume, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /
TMamuHa aucynbsong

- cyanocobalamin /

umaHokobanamuH

- pyridoxine hydrochloride /
NMPUAOKCUHA ruapoxnopua

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 yaepXuBaHWUsi OCHOBHbIX MUKOB
Ha  Xxpomatorpammax  UCMbITyembIxX
pacTBOpOB, AOMKHbI COOTBETCTBOBATb
BpPeMEHaM  YAEepPXWBaHWS  OCHOBHbIX
MVUKOB Ha XpoMaTorpammax CTaHaapTHbIX
pacTBopoB  TWamuHa  aucynbuaa,
NUPUAOKCHUHA ruapoxnopvaa “
uvaHokobanamuHa (pasgen
«KonuyecTBeHHoe onpegeneHue»).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 AHAJNU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEMPOBWOH®, TabneTku, NOKpbIThIe 060M0UKOM

81725416
318322A

Manufacturing date (mm.yyyy): /

ga'ra npou3sogcrtsa ‘MM.I’I"I’I’!:

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

03.2022

02.2024

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

MNpoussoguTensL B COOTBETCTBUN

¢ peructpaumei B Poccuu:

Mw ana Dxn Xenc Octpua MMO6X ana Ko. OIN, ABcTtpus

Parameter / apameTp

Specifications / Cneundukauuu

Results / Pe3ynbTaThb!

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 71531 mg/

deviation from average weight / | mg + 5 %). / Ot 665,00 mr go 735,00 Mr | 715,31 mr

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

OTKNOHEHMe OT cpeaHeit Macch! | 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 TabneTtok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTtb

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

< 22min/ £ 22 MWH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
0T 3aABNEHHOro KonM4ecTsa TMamMmHa
aucynbuaa AOMKHO NEpenTy B
pacTeop 4epes 45 MuH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBnNeHHOro konuyecTea
NUPUAOKCUHA rMAPOXNOpUAA AOSHKHO
nepenTu B pacTeop Yepes 45 MuH.

102 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) ot 3asBNEHHOrO KONUYecTBa
unaHokoBGanammHa fOMKHO NepenT B
pacTteop Yyepes 45 MUH.

11 %

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




Page 3 of 6 / CtpaHuua 3 u3 6

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / [IpoAaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NOKpbITbie 060104KOIA

81725416
318322A

Manufacturing date (mm.yyyy): /

Qara npoussogcTea (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.IrTIT):

Manufacturer according to the
registration in Russia: /

03.2022

02.2024

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

MpoussoautenL 8 COOTBETCTBUMU

¢ perucrpauuven B Poccum:

Mu ang Dxm Xenc Octpua M'méX aHg Ko. O, Asctpun

Related substances /
PoacTeeHHbIe NnpumMecy

Thiamine disulfide impurities: /
| [pumecn TnamuHa aucynbduaa:

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-methyi-5-thiazole ethanol - not more
than 1.0 %; / 4-meTun-5-Tnason araHon ~
He 6onee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-amMnHoO-5-amuHomMeTnN-2-
MeTUNNUPUMUAWH ~ He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eguHU4Has HenaeHTUdULK-
poBaHHan npumeck — He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecu nupugokcuHa ruapoxnopunaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /
cymma npumecen — He bonee 1,0 %.

<01%/<0,1%

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
WWww.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 / CEPTU®UKAT AHAJIN3A

Product: / MpogykKT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITble 060104KON

81725416
318322A

Manufacturing date (mm.yyyy): /

gaTa npousBoacTea ! MM. ITI'I"I:

Expiry date (mm. 1/
Cpok ronHocTy (MM.ITrT):

Manufacturer according to the

registration in Russia: /

03.2022

02.2024

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

MpoussoauTenb B COOTBETCTBUM

¢ perucrpaumeit B Poccuu:

Mu ang Oxu Xenc Octpua MM6X ang Ko. O, ABctpus

Cyanocobalamin impurities: /
MNpumecu UunaHokobanamuya:

hydroxocobalamin - not more than 02%/02%
8.0 %; / rugpokcokobanamuH — He Gonee

8,0 %;

individual unidentified impurity — not 0.7% /0,7 %

more than 5.0 %; / eanHuuHas
HemaeHTudUMpoBaHHan NpMMech —
He 6onee 5,0 %;

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

1.3%/1,3%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochioride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDNLNPOBAHHbIX
npumecen TMaMmuHa aucynsduaa,
nupUAOKCcUHa ruapoxnopuaa u
naHokobanamuHa — He 6onee 15,5 %.

1.3%/1,3%

Uniformity of dosage units
(every 5th batch) /
OpHopoaHOCTL A03MPOBAHUSA
(ana kaxxgon 5-on cepun)

Conforms / cooTeeTCcTBYET

- thiamine disulfide Conforms
coOoTBETCTBYET

- pyridoxine hydrochioride Conforms
cooTBeTCcTBYeT

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: / MpoaykT:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKpbITbIE 060N04KON

81725416
318322A

Manufacturing date (mm.yyyy): /

Oata npon3soAcTBa ‘MM.ITI'I'!:

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

Manufacturer according to the

registration in Russia: /

03.2022

02.2024

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

MpoussoauTens B COOTBETCTBUM

c peructpauueit B Poccuu:

Mn ana Mxm Xenc Octpua M'M6X aHA Ko. O, AscTpus

Parameter / NapameTtp

Specifications / Cneunudukaunmn

Results / PeaynbTtaTbl

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
yucToTa (AN Kakaon 5-on
cepun)

TAMC - NMT 103 CFU/g /
O6uiee 4ncno aspobHbIX
mukpoopranuamos He 6onee 10° KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

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

Not tested CFU/g/
He ucnbitaHo KOE/r

Escherichia coli — absence in1g/
Escherichia coli — otcytctBue B 1r

Absentin1.0g/
OTtcytcteyers 1,0r

Assay / KonnyecteeHHoe
onpeaenexune

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / (97 mg / 97 mr
ot 90 mr go 105 mr TvamnHa

ancynobuaa;

190 mg to 210 mg of pyridoxine 202 mg /202 mr

hydrochloride; / oT 190 mr o 210 mr
NUPUAOKCUHA TMAPOXIOPUAA;

0.18 mg to 0.26 mg of cyanocobalamin.
/010,18 mr oo 0,26 mr
unaHokobanamuHa.

0.24 mg /0,24 mr

Package / Ynakoska

10 tabiets in PVC/PVDC/Alu blister.

2 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok B
6nuctep us NBX/MBAX/An.

Mo 2 6nucTepa ¢ MHCTpyKUMen no
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

Complies /
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 AHAITU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEUWPOBWUOH®, TabneTku, NOKpbITbIE 060M0U4KON

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusi Ne 318322A
Manufacturing date (mm.yyyy): /

Oara npousBoactBa (MM.rrrr): 03.2022
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.FrrT): 02.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoanTens B COOTBETCTBUMU

C perucrpauuein B Poccum:

Nu anp xu Xenc Octpusa MM6X ang Ko. O, ABctpus

Parameter / MapameTp Specifications / Cneunduxauum Results / PesynbTaThbl

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cootseTCcTBUM C HOpMAaTUBHOM CooTseTtcTByeT
AOKYMEHTaUMNEN. TpeboBaHuAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
[pn Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok rogHocT!

2 years. / 2 roga.

Assessment: / 3akniouyeHue:

The batch complies with the specification according to ND J1C-001540-
150720, variation 1 to ND from 06.10.2020 / A foofseTcTByeT
TpebosaHNAM HOpMaTUBHOrO Aokymetira ¢ -150720,

uameHenust Ne 1 k HJ ot 06.10.2020 - omas
Date / Signature of Qualified Person: / {, J 22
ata / nognucet KsanubuunpoBaHHOro nuua = -
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
Telefax +43 (0)4762 51 51-440
Www.pg.com

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




