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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / [IpoaykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbIE 0GON0YKOIA

81725416
327622A

Manufacturing date (mm.yyyy): /

data npou3soacrTea !MM.I'I'I'I'!Z

Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

04.2022

03.2024

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

I'Igousaogm'enb B COOTBETCTBUMU

c peructpauueii B Poccuu:

Nu 3ug Dxm Xenc Octpua MvéX ana Ko. OI, Asctpun

Parameter / MapameTp

Specifications / Cneuudukaumm

Results / PesynbTtarbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOSKOBbINYKNbIE
TabneTkn, NOKPLITbIE 060M10UKON NOYTK
6enoro useta, bnecrawme, co cnabbim
XapaKkTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOAKOBbINYKNble
TabneTkn, NOKpPbITbiE
oBonoykon nouTu
6enoro useTa,
6nectawume, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / NMognuHHoOCTL

- thiamine disulfide /

TMamuHa gucynscug

- cyanocobalamin /
umaHokobanamuH

- pyridoxine hydrochloride /
NUPUAOKCUHA rapOXNopUA

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 disuifide, pyridoxine
hydrochloride  and  cyanocobalamin
standard  solutions (see Assay)./

BpemeHa yaepxuBaHWs OCHOBHbIX NUKOB
Ha  Xpomatorpammax  WUCMbITYEMbIX
pacTeopoB, [AOfXHbI COOTBETCTBOBATH
BpeMEHaM  YyAEpXWBaHWA  OCHOBHbIX
NUKOB Ha XpomartorpamMmMax cTaHAapTHbIX
pacTtBopoB  TMamuHa  Aaucynbduaa,
nUpuAoKCUHa rmppoxnopvaa n
unaHokobanamuHa (paspen
«KonvyecTteeHHoe onpegenexHuey).

Conforms /
cooTBEeTCTBYET

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 / CEPTUDUKAT AHAJTUSA

Product: / [IpoAykT:

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

NEUROBION® coated tablets

HEWPOBWUOH®, Tabnerku, NOKpbITble 060N04YKON

81725416
327622A

Manufacturing date (mm.yyyy): /

ga'ra npoun3isoacrea !MM.I'I'I'I'!:

Expiry date (mm. ./

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

04.2022

03.2024

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

MpoussoguTens B COOTBETCTBUM

¢ peructpauueii B Poccuu:

Mu ang Oxu Xenc Octpua Mm6X ang Ko. O, Asctpus

Parameter / MapameTp

Specifications / Cneundukaumnmn

Results / PesynbTaTthbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 708.89 mg/

deviation from average weight / | mg + 5 %). / O1 665,00 mr go 735,00 mr | 708,89 mr

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

OTKNOHEeHue OT cpeaHen macchl | 18/20 tablets: not more than £+ 5 % / Conforms /
18/20 Tabnetok: He bonee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 TabneTtok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

< 34 min / £ 34 muu

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asABNEHHOro KonMyecTsa TMaMmuHa
avcynbduaa AOMKHO NEpEnTU B
pacTBop Yyepes 45 MuH.

99 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3ansBNEHHOro kKonuyecTea
MUPUAOKCUHA ruapoxnopuaa AOMKHO
nepewTy B pacTBop Yepes 45 MuH.

98 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro konu4ecTea
UunaHokobanammHa f0MKHO NEPEnT B
pacTtaop Yepes 45 MuH.

112 %

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 / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITLIe 060104KON

81725416
327622A

Manufacturing date (mm.yyyy): /

ga'ra npounisoncrtea {Mm.rrrr):

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.IrIT):

Manufacturer according to the

registration in Russia: /

04.2022

03.2024

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

MpousBoguTens B COOTBETCTBUMN

¢ perucrpauuei B Poccuu:

Mu axg Dxu Xenc Octpua M'm6X ana Ko. OTT, ABcTtpus

Related substances /
PoacreeHHbIe npumecu

Thiamine disulfide impurities: /

I'Igwmecw TrhamMmmuHa EVIC!J'IbQVIEai

thiamine - not more than 3.0 %; /
TamnH — He Gonee 3,0 %;

<01%/<0,1%

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

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHoNUpUMNANH
nUpUAoKCUH (apaykT) — He 6onee 1,0 %;

<01%/<0,1%

4-methyl-5-thiazole ethanol - not more
than 1.0 %; / 4-meTuN-5-Tnason ataHon —
He 6onee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMWHO-5-amnHOMETUN-2-
MeTUNNUPUMUANH — He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eanHW4YHana HengeHTuuun-
poBaHHas npumech — He 6onee 0,2 %;

01%/ 0,1%

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

01%/ 01%

Pyridoxine hydrochloride impurities: /
Npumecu nupuaoKcMHa rmapoxnopuaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 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
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
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Product: / MpoAykT: NEUROBION® coated tablets

HEAPOBUOH®, Tabnetku, NOKpLITLIE 060N0YKON
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 327622A

Manufacturing date (mm.yyyy): /

Qara npoussoactBa (MM.IrIT): 04.2022

Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrr): 03.2024

Manufacturer according to the

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

Mpoussogurens B COOTBETCTBUMN
C peructpauvein 8 Poccuu: Mu aug xm Xenc Octpua M'M6X aHg Ko. O, AscTpus

Cyanocobalamin impurities: /
Mpumecn LnaHokobanamuHa:

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / ruppokcokobanamuH — He Bonee

8,0 %;

individual unidentified impurity — not 0.4%/04%

more than 5.0 %; / eauHuuHas
HenaeHTUUUMpPOBaHHas NPUMECh —
He 6onee 5,0 %;

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

Total unidentified impurities of thiamine [1.0% /1,0 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
CyMma HenaeHTUhNUMPOBAHHbBIX
npumecer TMamMmuHa ancynbounaa,
NUpUAOKCUHa rnapoxnopuaa u
unaHokobanamuHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OpHopoaHOCTb AO3MPOBaAHUA

(ans kaxpon 5-oi cepun) Conforms / cootBeTCTBYET

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride Conforms
COQTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hdésslgasse 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 AHAJTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTkn, NOKpbITbIe 060104KOM

81725416
327622A

Manufacturing date (mm.yyyy): /

Qarta npousBocrea (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.TTrT):

Manufacturer according to the
registration in Russia: /

04.2022

03.2024

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

MpoussoauTenL B COOTBETCTBUU

c peructpauuei B Poccuu:

Mu ang Dk Xenc Octpua M'méX ang Ko. O, ABcTtpus

Parameter / lNapameTtp

Specifications / Cneundukaumnu

Results / Pe3ynbTtarbl

Microbial purity / (every 5th
batch) / Mukpobuonoruueckas
yucToTa (AN kaxaon 5-om
cepwm)

TAMC — NMT 103 CFU/g /
O6uwee yncno aspobHbix
mukpoopraHuamos He Gonee 10° KOE/r

Not tested CFU/g/
He ucneitaHo KOE/r

TYMC — NMT 102 CFU/g /
Obulee umncno rpubos He 6onee
102 KOE/r

Not tested CFU/g/
He ucnbiTaHo KOE/r

Escherichia coli— absence in 1 g/
Escherichia coli — oTcytctBue B 1 r

Absentin1.0g/
OtcytctayetrB 1,01

Assay / KonuyecteeHHoe
onpeaeneHne

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / [ 100 mg / 100 mr
o1 90 mr go 105 mr TMamuHa

ancynetuaa;

190 mg to 210 mg of pyridoxine 203 mg / 203 mr

hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCUHA TMAPOXNOPUAA;

0.18 mg to 0.26 mg of cyanocobalamin.
/o1 0,18 Mmr o 0,26 mr
umnaHokob6anamuHa.

0.25mg /0,25 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok B
6nucrep u3 NBX/NBOX/AN.

Mo 2 6GnucTtepa ¢ NHCTpyKUMeEn no
NPUMEHEHUIO B NAYKy KAPTOHHY!O.

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



PeG

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIN3A

Page 6 of 6 / CtpaHuua 6 us 6

Product: / [poAykT: NEljROBION® coated tablets
HEWPOBWUOH®, TabneTkn, nokpbITbie 060N04KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 327622A
Manufacturing date (mm.yyyy): /
Odata npouzsoacTea (MM.Frrr): 04.2022
Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.rrrT): 03.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
Mpoussogurenb B COOTBETCTBUM
¢ peructpauuen B Poccuu: Mu ana Dkn Xenc Octpua Mv6X aua Ko. OTT, Asctpus
Parameter / MapameTtp Specifications / Cneuudukauum Results / PesynbTraTthbl
Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTseTCcTBUM C HOPMATMBHOM CootseTcTtByeT
AOKYyMEHTauuen. TpeboBaHUaM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu TemnepaType He sbitle 25 °C.
Shelf-life / Cpok rogHoOCTH 2 years. / 2 ropa.

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1IC-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021) /
Cepus cooTseTcTBYeT TpeboBaHNAM HOpMaTUBHOIO AoKymeHTa J1C-
001540-150720 (n3meHeHne Ne 1 o .10.3020, nameHeHue Ne 2 ot

18.11.2021) UNTE GHR[Thomas
Date / Signature of Qualified Person: / 1022
arta / noanucb KBanubuuMpoBaKHOro nuua 4
P&G Health Austria GmbH & Co. OG
Hdosslgasse 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



