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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWUPOBWOH?®, TabneTku, NOKpbiTbie 060M0YKOM

81725416
377521A

Manufacturing date (mm.yyyy): /

gaTa npousBoacTea !MM.I'I'IT!:

Expiry date (mm. )

Cpok roaHocTu (MM.ITIT):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

Flgousaogmenb B COOTBETCTBUU

c peructpauuei B Poccum:

Mu anp Oxu Xenc Octpus M'méX ang Ko. Ol, ABcTtpuna

Parameter / lMapamertp

Specifications / Cneuuduxayum

Results / PesynbTarthl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnsie, ABOAKOBbINYKNbie
TabneTku, NOKpbITbIE 060NOUKON NOYTH
6enoro useta, 6necrtawme, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSIKOBbINYKNble
TabneTtku, NOKpbITble
obonoukoit noutu
6enoro usera,
bnecrtawue, co cnabbim
XapaKTepPHbLIM 3aNaxoM.

Identification / MognuHHoOCTL

- thiamine disulfide /
TWaMuHa aucynbcug

- cyanocobalamin /

unaHoko6anamuH

- pyridoxine hydrochloride /
NUPWAOKCUHA 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 yaepXuBaHWA OCHOBHbIX NUKOB
Ha Xpomatorpammax ncnbITyembix
pacTeopoB, AOMKHbI COOTBETCTBOBATL
BpeMeHaMm  yAepXWBaHWS  OCHOBHbIX
NUKOB Ha XpomaTtorpammax CTaHAapTHbIX
pacTeBopoB  TMaMuHa  Aucynboduaa,
nupnaoKCUHA rvapoxnopuaa "
unaHoko6anamuHa (pasgen
«KonuuyecTteeHHoe onpeaeneHue»).

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 / CEPTUOUKAT AHAJIUIA

Product: / [Ipoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH?®, TabneTku, NoKpbITbie 060104KOA

81725416
377521A

Manufacturing date (mm.yyyy): /

gaTa npoun3BonctTsa ‘MM.ITrr!:

Expiry date (mm.yyyy): /

CEOK rogHocTu ‘MM.I'I'I'I'!:

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

MNpoussoauTens B COOTBETCTBUM

¢ perucrpaumeii B Poccum:

Mu anp xu Xenc Octpua NM6X anAa Ko. O, ABcTpus

Parameter / lMapameTtp

Specifications / Cneundukauum

Results / PeaynbraTthl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 705.15 mg/

deviation from average weight/ | mg + 5 %). / Ot 665,00 mr no 735,00 Mmr | 705,15 mr

CpepnHsia macca TabneTok v (700,00 mr £ 5 %).

OTKINOHEHWe OT cpeaHel 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 Tabnevok: He 6onee + 10% COOTBETCTBYEeT

Disintegration / PachagaemocTb

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

< 24 min/ < 24 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3aABMEHHOro KoNU4YecTea TMaMMHa
Aucynbduga [OMKHO NepenTu B
pacTeop 4epes 45 MUH.

75 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KONUYECTBA
NMpUAOKCHHA rmapoxnopuaa fOMKHO
nepenTy B pacTeop vYepes 45 MuH.

77 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBneHHoro konnyecTea
LUmaHokob6anaMuHa AOMKHO NepenTy B
pacTtBop Yepes 45 MuH.

82 %

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 AHAIIU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbLITbie 060MN04KOM

81725416
377521A

Manufacturing date (mm.yyyy): /

gara npousBoacrTaa !MM.ITI'I'IZ

Expiry date (mm. 4l
Cpok rogHOCTH (MM.rrrT):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

NpouzBoguTens B COOTBETCTBUM

¢ peructpauunein B Poccuu:

Mu anp Lxn Xenc Octpua Nm6X aHp Ko. OT, AscTpus

Related substances /
PoacTeBeHHbIe npumecn

Thiamine disulfide impurities: /

ngmecw ThamuHa gMC!ﬂbQMaZ

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyil-2-
methylpyrimidine - not more than 0.2 %; /
4-aMnUHO-5-amnHoMmeTnn-2-
MeTunnMpuMuauH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHn4HaA HenaeHTUULN-
poBaHHas npumect — He 6onee 0,2 %:;

0.1%/01%

Total unidentified impurities - not more
than 1.0 %. / cymma HenpeHTUdULK-
0BaHHbIX Nnpumecein — He 6onee 1,0 %.

0.1%/ 01%

Pyridoxine hydrochloride impurities: /
MNpumecn nupuaokcuya ruapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecei — He 6onee 1,0 %.

<01%/<01%

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 / CEPTUDGUKAT AHAJIU3A

Page 4 of 6 / Ctpanuua 4 n3 6

Product: / MpoAaykr: NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NnoKpbiTbie 060M104KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 377521A
Manufacturing date (mm.yyyy): /
Qarta npousBoacTBa (MM.rrrr): 11.2021
Expiry date (mm.yyyy): /
CpokK rogHocTH (MM.ITrT): 10.2023
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
[poussoguTens B COOTBETCTBUM
¢ perunctpauuei B Poccum: Muv ang Dxu Xenc Octpusa M'm6X aug Ko. O, Asctpus

Cyanocobalamin impurities: /

MNpumecu umaHokobanamuHa:

hydroxocobalamin - not more than 04%/0,4%
8.0 %; / rmapokcokob6anamuH — He Gonee

8,0 %;

individual unidentified impurity — not 0.4%/0,4%

more than 5.0 %; / equHUYHa8
HengeHTudUUMpoBaHHas Npumech —
He 6onee 5,0 %;

total unidentified impurities - not more 0.8%/0,8%
than 13.5 % / cymma HemaeHTucbuun-
poBaHHbLIX Npumecen - He 6onee 13,5 %.

Total unidentified impurities of thiamine |0.9% /0,9 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUdULIMPOBaHHbIX
npumecei TammHa aucynsduaa,

onpunaokcuHa rmapoxnopuaa u

unaHokobanamvHa — He 6onee 15,5 %.

Uniformity of dosage units

(every 5th batch) /

OpaHopoaHOCTL A03MPOBaHUSA

(ana kaxpaon 5-ou cepun) Conforms / cooTBeTcTayeT

- thiamine disulfide Conforms
COOTBETCTBYeT

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

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



Page 5 of 6 / CtpaHuua 5 3 6

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWUOH®, Tabnetku, MOKpbITbIe 060N104YKOMN

81725416
377521A

Manufacturing date (mm.yyyy): /

OaTa npousBogcTBa (MM.rrrr):
Expiry date (mm.yyyy): /

CpoK rogHoOCTH (MM.ITIT):
Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

nQOM3BOEVITeJ1b B COOTBEeTCTBUU

¢ perucrpauuven B Poccum:

Muv ana Bxu Xenc Octpusa MM6X ana Ko. OI, ABcTpus

Parameter / Mapametp

Specifications / Cneundukauun

Results / PeaynbTaTthl

Microbial purity / (every 5th
batch) / Mukpo6uonornyeckas
YUCTOTa (ANA Kaxaon 5-on
cepuu)

TAMC - NMT 10°CFU/g / <10 CFU/g/
O6wee uncno aspobHbIX <10 KOE/r
MUKpoopraHuamos He 6onee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g/
O6wee uncno rpubos He 6onee < 10 KOE/r

102 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcyretBue s 11

Absentin 1.0g/
OrcytcreyerB 1,0

Assay / KonnyectBeHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTok 8
6nuctep ns NBX/NBAX/An.

Mo 2 Gnucrepa ¢ UHCTPyKUMEN No
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

onpeaeneHue
90 mg to 105 mg of thiamine disulfide; / | 100 mg / 100 mr
oT 90 mr a0 105 mr TvamuHa
ancynsunaa;
190 mg to 210 mg of pyridoxine 206 mg / 206 mr
hydrochloride; / oT 190 mr go 210 mr
NYpuAOKCUHA rMApPOXIopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. |{0.25 mg / 0,25 mr
/ o1 0,18 mr no 0,26 mr
unaHokobanamuHa.
Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CootsetcTByeT

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 AHAITU3A

Product: / [poaykT:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NoKpbITbIe 060M104KOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 377521A
Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.IIrr): 11.2021
Expiry date (mm. :/

Cpok rogHocTu (MM.rrrr): 10.2023

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

c perucrpauueii B Poccuu:

Mu anp xu Xenc OcTtpua M'm6X ang Ko. OIF, ABctpus

Parameter / NapameTtp Specifications / Cneuudukauuu Results / PesynbTaTbl

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTCTBUM C HOPMaTUBHOM CooTtseTcTByeT
OOKYMeHTaLuen. TpeboBaHuUAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu Temnepartype He Boiwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

Assessment: /| 3aknioyeHue:

Date / Signature of Qualified Person: /

arta / nognucb KBanuuUMpPOBaHHOTO NULa

The batch complies with the specification according to ND JIC-001540-
150720, variation 1 to ND from 06.10.2020 /| Cepusi cooTBeTCTBYET
TpeboBaHnaM HopmaTuBHoro aokymeHTA JIC-PQ1540-150720,
nameHeHus Ne 1 k HI ot 06.10.2020

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




