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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHANMU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpbiTbie 060M04KOIA

81725416
333422A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrea ‘MM.I'I'I'I'!Z

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT):

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

MpousBoauTens B COOTBETCTBUM

¢ peructpauueir B Poccuu:

Mu axug [xku Xenc Octpusa M'm6X ava Ko. OIN, ABcTpus

Parameter / MapameTp

Specifications / Cneuucdukauun

Results / PeaynbTtarthbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnbie, ABOSKOBLINYKNbIE
TabneTkn, NOKpbITbIE 060NOYKON NOYTK
6enoro useTa, bnecTawue, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOSAKOBbINYKNbIE
TabneTtkun, NOKpbITbIe
obonoukon nouTt«
6enoro ypeTa,
6nectawme, co cnabbim
XapakTEePHbIM 3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /

THamuHa aucynbug,

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /
NUPUAOKCHMHA TMAPOXNOPUA,

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 yaepxuBaHUAa OCHOBHBIX NUKOB
Ha  Xxpomatorpammax  WUCMbITyeMbIX
pacTBopoB, [AOMKHbI COOTBETCTBOBaTH
BpEMEHaM  YAEPXKMBAHWA  OCHOBHbIX
NWKOB Ha XpomaTorpammax CTaHgapTHbIX
pacTBopoB  TMamuHa  Aaucynbduaa,
NMpUAOKCUHA ruapoxnopvaa n
unaHokobanamumHa (pasgen
«KonuyectseHHoe onpegeneHuey).

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 / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr:

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

NEUROBIONP coated tablets

HEMPOBUOH®, TabneTtkn, NOKpLITbIE 060M0YKON

81725416
333422A

Manufacturing date (mm.yyyy): /

gara npounssoacrtea !MM.I'I'I'I'):

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

MpoussoguTens B COOTBETCTBUN

c peructpauueit B Poccum:

Mu a3na hxun Xenc Octpua M'moéX aHa Ko. O, Aectpusa

Parameter / MapameTp

Specifications / Cneuudukauum

Results / PesynbtaTthbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 702.37 mg/

deviation from average weight / | mg + 5 %). / Ot 665,00 mr o 735,00 mr | 702,37 mr

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

OTKMOHEHUE OT cpeaHen macchl | 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

<23 min/ £ 23 MU

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3aABMEHHOr0 KoNMYecTsa TMaMnHa
ancynoscnna [OMKHO NepenTy B
pacTBop Yepes 45 MUH.

99 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He menee 75 %
(Q) oT 3asiBNEHHOro Konn4ecTea
NMPUAOKCUHA ruapoxnopuaa AoOMKHO
nepenTn B pacTsop 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 3asiBNeHHOro konuyecTsa
unaHokobanamuHa fOMmMKHO NEPEnTH B
pacTBop Yepes 45 MUH.

116 %

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
WwWWw.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®DUKAT AHATTU3A

Product: / [poaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITLIE 060M04KON

81725416
333422A

Manufacturing date (mm.yyyy): /

gaTa npou3soncrea ‘MM.ITI'I'!:

Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.IrFT):

Manufacturer according to the
registration in Russia: /

08.2022

07.2024

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

Hgoussogurenb B COOTBETCTBUM

c peructpauuein B Poccuu:

Mu aup Dxm Xenc Octpua MTM6X aHAa Ko. OI, ABcTtpus

Related substances /
PoacteeHHbie npumecu

Thiamine disulfide impurities: /
| Mpumecu TnamuHa aucynbouaa:

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

<01%/<01%

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

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupuMmnanH
NUpWAOKCUH (aanykT) — He 6onee 1,0 %;

<01%/<0,1%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-amMnHO-5-amuHomeTun-2-
MeTunnupumMuanH — He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Total unidentified impurities - not more
than 1.0 %. / cymma HengeHTUMLK-
poBaHHbIx npumecen — He Gonee 1,0 %.

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
MNpumecu nupuaokcuHa rmapoxnopuaa:

individual impurity - not more than
0.2 %; / eaHN4YHaA NnpumecsL —
He 6onee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<01%

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 / CEPTUDPUKAT AHAJTUSA

Page 4 of 6 / CrpaHnua 4 ns 6

Product: / MpoaykT: NEUROBIONP® coated tablets
HEWPOBUOH®, Tabnetkn, nokpbiThie 060n10uKkon
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 333422A
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.ITIT): 08.2022
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.TTTT): 07.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
NpoussoauTens B COOTBETCTBUU
c peructpauuen 8 Poccuu: MNu anp Oxm Xenc Octpus M'm6X anp Ko. O, ABcTpus

Cyanocobalamin impurities: /
MNpumecu LinaHokobanamuHa:

hydroxocobalamin - not more than 03%/03%
8.0 %; / ruppokcokobanamuH — He Gonee

8,0 %;

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

more than 5.0 %; / eauHn4Hasa
HeuaeHTUMUMpoBaHHaa NpUMech —
He 6onee 5,0 %;

total unidentified impurities - not more 1.1%/1,1%
than 13.5 % / cymma HenaeHTUuum-
poBaHHbIX NpumMecen — He Gonee 13,5 %.

Total unidentified impurities of thiamine 11%/11%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /

Cymma HenaeHTUPULMPOBaHHbIX
npumecein TMaMuHa gucynduaa,
NUPWAOKCKUHA r’MAPOXNOPUAA U
unaHoko6anamuHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OaHopoAHOCTL A03NpOBaHUSA

(ans kaxxgon 5-oi cepun) Conforms / cooTBeTCcTBYET

- thiamine disulfide Conforms
COOTBEeTCTBYEeT

- pyridoxine hydrochloride Conforms
cOOoTBEeTCTBYEeT

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Geselischaft (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



Page 5 of 6 / Ctpanuna 5 M3 6

PeG

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEAPOBUWUOH®, TabneTku, NOKpLITbie 060N104KOM

81725416
333422A

Manufacturing date (mm.yyvyy): /

Qarta npousBogcTBa (MM.rrrT):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITTT):

Manufacturer according to the
registration in Russia: /

08.2022

07.2024

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

MpoussoauTens B COOTBETCTBUU

c peructpaumeit B Poccuu:

Mu 3na Dxu Xenc Octpun M'm6X aHa Ko. O, ABcTpun

Parameter / MapameTtp

Specifications / Cneuundukauum

Results / PesynbTaThl

Microbial purity / (every 5th
batch) / Mukpobuonorunyeckas
yucToTa (ANA KaxAon 5-on
cepuu)

TAMC — NMT 103 CFU/g /
Obwee uncno aspobHbIxX
MukpoopraHuaMos He 6Gonee 10° KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6wee uucno rpubos He Gonee
102 KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

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

Not tested CFU/g/
He ucnbitaHo KOE/r

Assay / KonuyecteseHHoe
onpepeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
o1 90 mr go 105 mr TMamuKa
ancynosdunaa;

96 mg / 96 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr o 210 mr
NUPUAOKCUHA rMAPOXNopuaAa;

195 mg / 195 mr

leaflet in a carton. / Mo 10 TabneTok B
6nuctep ua NBX/NBOX/An.

Mo 2 6aucTtepa ¢ NHCTPYKUMEN NO
NPUMEHEHMIO B NAYKy KAPTOHHYIO.

0.18 mg to 0.26 mg of cyanocobalamin. [0.24 mg / 0,24 mr
/010,18 mr no 0,26 mr
unaHokob6anamuHa.
Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CooTBercrByer

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 / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTkn, NOKpbITbie 0605104KOI

SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepua Ne 333422A
Manufacturing date (mm.yyyy): /

Qara npousBogactBa (MM.rrrr): 08.2022
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.IrrT): 07.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

NpousBoauTenb B COOTBETCTBUMU

c peructpaumei B Poccuu:

OG, Austria/

Mu 3xa ku Xenc Octpua M'm6X ang Ko. OIN, ABctpus

Parameter / MapameTtp

Specifications / Cneuudunkauuu

Results / PeaynbTaTthl

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCTBUM C HOPMATUBHOW
DOKyMeHTauuen.

Complies as prescribed /
CooTeeTcTBYET
TpebosaHuaAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu TemnepaType He Bobiwe 25 °C.

Shelf-life / Cpok rogHoCTU

2 years. / 2 ropa.

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

Date / Signature of Qualified Person: / i 3

150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021) /
Cepua cooTBeTCcTBYET TpeboBaHUANM HOpMATUBHOMO AoKyMeHTa JIC-

001540-150720 (nameHeHue Ne 1

6./10.2020, uameHeHue Ne 2 ot

18.11.2021) UNTEREGFER Thomas

arta / noanucb kBanuduunpoBaHHOro nuua

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




