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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANIU3A

Product: / MpoaykT:

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

Manufacturing date (mm.

ga'ra npouisoacrea 1MM.ITI'I' l:

Expiry date (mm.yyyy): /

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

registration in Russia: /

NEUROBIONP coated tablets

HEWPOBUOH®, TabneTku, NOKpLIThbie 060M104KOM

81725416
300022A

:/

11.2021

10.2023

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

MpoussoauTensL B COOTBETCTBUM

c peructpauueit B Poccuu:

Mu ana [xm Xenc Octpus MM6X ang Ko. O, ABctpus

Parameter / MapameTp

Specifications / Cneundukaumu

Results /| PeaynbTaTbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnbie, ABosiKOBbINyKNble
TabneTku, NOKpbITHIE 060NOYKOW NOYTK
6enoro uyseta, 6necrawme, co cnabovim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbte,
ABOAKOBbLINYKNblE
TabneTkun, NOKpbITHIE
obonoukoli noytn
6enoro useTa,
6necraue, co cnabbim
XapakTepHbiM 3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /
ThamuHa aucynboua

- cyanocobalamin /
unaHokob6anamuH

- pyridoxine hydrochloride /

NUPUAOKCUHA MMAPOXIOPUA

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 yaepXusaHusi OCHOBHbIX NUKOB
Ha  XpomarorpamMmax  WCMbITyembixX
pacTBOpOB, AOMKHbI COOTBETCTBOBATbL
BpEMEHaM  YAEPXKUBAHUS  OCHOBHbIX
NUKOB Ha XpoMaTorpammax CTaHAapTHbIX
pacTBOpoB  TWamuMHa  Aucynbouaa,
NUPUAOKCUHA ruapoxnopuaa "
unaHokobanamuHa (pa3pen

«KonuuecTeeHHoe onpeneneHne»).

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 / CEPTUDGUKAT AHAIIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NoKpbiTbie 060N04KOIA

81725416
300022A

Manufacturing date (mm.yyyy): /

gaTa npounssoacTea ‘MM.ITIT!:

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

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

I'Igou:;aogmenb B COOTBETCTBUU

¢ peructpauueii B Poccuum:

Mu anp Qoxn Xenc Octpua MM6X 3na Ko. O, ABctpusa

Parameter / MapameTp

Specifications / Cneundukauuun

Results / Pe3aynbTathl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 704.95 mg/

deviation from average weight/ |mg + 5 %). / OT 665,00 mr go 735,00 mr | 704,95 mr

CpeaHsa macca TabneTok un (700,00 mr £ 5 %).

OTKIMOHEHNE OT cpeaHel maccel | 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 tabneTok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

<22 min/ < 22 MyH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3aABNEHHOro KoNu4yecTsa TuammuHa
Avcynbduaa AOMKHO nepeiTy B
pacTteop Yepes 45 MuH.

83 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He menee 75 %
(Q) oT 3anBNEHHOro konuyecTea
NUpUAOKCUHA rMApPOXNopuAa AOMKHO
nepenTn B pacteop Yepes 45 MuH.

86 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBnNeHHOro konu4ecTea
unaHokobanamuHa fOMKHO NepeiTn B
pacTBop Yepes 45 MuH.

92 %

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



PeG

CERTIFICATE OF ANALYSIS /| CEPTU®PUKAT AHANU3A

Page 3 of 6 / CTpaHuua 3 u3 6

Product: / MpoAaykT: NEUROBION® coated tablets
HEMPOBWUOH®, TabneTku, NoKpbITbie 060M104KOM

SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepusa Ne 300022A
Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.ITrr): 11.2021
Expiry date (mm. |
Cpok rogHocTu (MM.rrer): 10.2023
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpousBogutens B COOTBETCTBUM
C perucrpauuen B Poccuu: Mu ang xu Xenc Octpus Mm6X anpg Ko. O, ABcTpun

Related substances / Thiamine disulfide impurities: /

PoacteeHHbIe npumech Mpumecn TuamuHa gucynbuga:

thiamine - not more than 3.0 %; / <01%/<0,1%

THaMuH — He 6onee 3,0 %;

aminopyrimidine formamide - not more <01%/<0,1%
than 1.0 %; / ammHonupumnanH
dopmamung, — He 6onee 1,0 %;

aminopyrimidine pyridoxine (adduct) - not |< 0.1 %/<0,1 %
more than 1.0 %; / amuHonupumnanH
nMpuaokcuH (apaykT) — He 6onee 1,0 %;

4-methyl-5-thiazole ethanol - not more <01%/<01%
than 1.0 %; / 4-meTun-5-Tnason araHon —
He 6onee 1,0 %;

4-amino-5-aminomethyl-2- <01%/<0,1%
methylpyrimidine - not more than 0.2 %; /
4-amnHo-5-amuHomeTnN-2-
MeTUNNUPUMUAKH — He 6onee 0,2 %;

Individual unidentified impurity - not more | 0.1 %/ 0,1 %
than 0.2%; / eauHnyHas HenaeHTuUUm-
poBaHHas npuMecb — He 6onee 0,2 %;

Total unidentified impurities - not more 0.1%/ 01%
than 1.0 %. / cymma HenaeHTUnum-
poBaHHbIX Npumecen — He Gonee 1,0 %.

Pyridoxine hydrochloride impurities: /
MNpumecn nupuaokcuHa rmapoxnopuaa:

individual impurity - not more than <01%/<0,1%
0.2 %; / eanHUYHAA NpuMech —
He 6onee 0,2 %;

total impurities - not more than 1.0 %./ |<0.1%/<0,1%
cymma npumecen — He 6onee 1,0 %.

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
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PG

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, NoKpbITble 060M04KO

81725416
300022A

Manufacturing date (mm.yyyy): /

Oara npoussogcTBa (MMm.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.ITTT):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

MpoussoauTesib B COOTBETCTBUU

¢ perucrpaumeit B Poccuu:

Mu aua xn Xenc Ocrpua Mm6X anp Ko. O, ABcTpusn

Cyanocobalamin impurities: /
MNpumecu uvaHokobanamuxa:

more than 5.0 %; / eanHuvHas
HenaeHTUULMpoBaHHas NpMMechb —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.7% /0,7 %
8.0 %; / rnapokcokobanamuH — He 6onee

8,0 %;

individual unidentified impurity — not 04%/04%

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

0.7%10,7 %

Total unidentified impurities of thiamine (0.8 % /0,8 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenmaeHTUOULMPOBAHHbIX
npumecen TMamuHa aucynobduaa,
nUpMAOKCUHA rmapoxnopuaa 1
unaHokobanamuHa — He 6onee 15,5 %.
Uniformity of dosage units
(every 5th batch) /
OAaHOpPOAHOCTL A03MPOBaHMUSA
(ans kaxxpon 5-o cepun) Conforms / cooTBeTcTByEeT
- thiamine disulfide Conforms
COOTBETCTBYET
- 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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PeG

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbie 060M04KOIA

81725416
300022A

Manufacturing date (mm.yyyy): /

gaTa npou3isoncraea ‘MM.I'I'IT!:

Expiry date (mm. |
Cpok rogHocTH (MM.ITIT):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

nQOVI3BOBMTeﬂb B COOTBETCTBUU

C peructpauuei B Poccuu:

Mu 3xa Dk Xenc Octpua M'm6X axva Ko. O, ABcTpus

Parameter / MapameTp

Specifications / Cneundukauumn

Results / Pe3ynbrathbl

Microbial purity / (every 5th
batch) / Mukpo6uonoruyeckas
yuctoTa (Ansa Kaxaon 5-on
cepun)

TAMC - NMT 103 CFU/g /
O6Lwee 4ncno as3pobHbIx
MUKpoopraHuamoB He Gonee 10° KOE/r

Nottested CFU/g/
He ucneiTaHo KOE/r

TYMC — NMT 10?2 CFU/g /
O6wwee uncno rpubos He 6onee
102 KOE/r

Not tested CFU/g/
He ucnbiTaHo KOE/r

Escherichia coli — absence in1 g/
Escherichia coli — otcytctBue 8 11

Absentin 1.0g/
OtcytcteyerB 1,01

Assay / KonuuecteeHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTtok B
6nucrep us NBX/NBAX/An.

Mo 2 6nucrepa ¢ UHCTPyKLUMEn Nno
NPUMEHEHUIO B NAYKy KAPTOHHYIHO.

onpeaeneHve
90 mg to 105 mg of thiamine disulfide; / | 101 mg / 101 mr
oT 90 mr go 105 Mr TvamvnHa
ancyneduaa;
190 mg to 210 mg of pyridoxine 208 mg / 208 mr
hydrochloride; / ot 190 mr ao 210 mr
NYPUAOKCUHA rMAPOXIOPUAA;
0.18 mg to 0.26 mg of cyanocobalamin. {0.24 mg / 0,24 mr
{01 0,18 mr go 0,26 mr
unaHokobanamuHa.
Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CooTBetcTayeT

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 / CEPTUDUKAT AHAIIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets
HEUPOBWOH®, rabneTkn, nok

81725416
300022A

Manufacturing date (mm.yyyy): /
Qara npousBoacTea (MM.rrrr): 11.2021

Expiry date (mm.yyyy): /

CQOK roagHoCTH !MM.ITI'I'!:

10.2023

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

n poun3soauTens B COOTBETCTBUU

€ peructpauuein B Poccuu:

pbiTble 060n04YKOMN

OG, Austria/

Mu ang Joxu Xenc Octpus MM6X 3HA Ko. OI, ABcTpus

Parameter / [Mlapametp

Specifications / Cneuudukauum

Results / PesynbTaThl

Labeling / MapkupoBka

According to normative document. /
B cooTBeTCTBUM C HOPMATUBHOM
AOKYMEHTauuen.

Complies as prescribed /
CootBeTcTBYET
TpeboBaHuam

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

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

Date / Signature of Qualified Person: /

ara / nognucb kBanuuuMpoBaHHOro nuua

150720, variation 1 to ND from 06.10.2020 / Cepus cooTBeTcTBYeT

TpeboBaHUAM HOPMATUBHOIO AOKYMEHTA
n3ameHeHus Ne 1 k HO ot 06.10.2020

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




