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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEAPOBWOH®, TabneTku, NOKpbITLIE 060104KOH

81725416
375921A

Manufacturing date (mm.yyyy): /

gaTa npon3BoacTea ! MM. ITITIZ

Expiry date (mm. 2/

Cpok rogHocTy (MM.rrrT):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

I'Ipousaogwrenb B COOTBETCTBUU

c perucrpaumeii B Poccuum:

Mv anp Dxu Xenc Octpua 'M6X aHp Ko. OIN, ABctpus

Parameter / lapameTtp

Specifications / Cneundukanumu

Results / PeaynbTaTthl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOAKOBbINYKNblE
TabneTkn, NokpbITble 060M10UKON NOYTU
6enoro useta, 6necrawme, co cnabbim
XapakTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
DBOAKOBbLINYKNbIE
TabneTtku, NOKpbITLIE
obonoukoit nouTK
6enoro useta,
6nectaume, co cnabbim
XapaKTEpHLIM 3anaxom.

Identification / MoanuHHoCTL

- thiamine disulfide /
TMammHa gucynbcug

- cyanocobalamin /

unaHokobanamuH

- pyridoxine hydrochloride /
NMPUAOKCUHA rMAPOXIopUA

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 yaepXuBaHua OCHOBHBLIX NUKOB
Ha XpomaTtorpammax UCNbITYyEeMbIX
pacTBoOpoOB, AOMKHbI COOTBETCTBOBATb
BpeMeHaMm  yAepXuBaHWA  OCHOBHbIX
NUKOB Ha XpoMaTorpammax CTaH4apTHbIX
pacTBopoB  TWamuHa  Aucynbduaa,
NUpUAOKCUHA rmapoxnopuaa "
unaHokobanamuHa (pasgen
«KonuyecTtseHHoe onpeaeneHney).

Conforms /
cooTBeTcTeyeT

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 AHAJTU3A

Product: / Mpoayxr:

SAP-Code: /| Kon SAP:
Batch no.: / Cepua Ne

NEUROBION® coated tablets

HEWPOBWUOH®, Tabnetku, NOKpPbLITbIe 060104YKON

81725416
375921A

Manufacturing date (mm.yyyy): /

ga'ra npouv3soacrtea ! MM.I'I'I'I'!:

Expiry date (mm. i)
CpokK rogHocTH (MM.IITT):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

NpoussoauTens B cOOTBETCTBUU

c peructpauueii B Poccuu:

Mu anp Dxu Xenc Octpusa M'm6X ang Ko. OT, ABcTtpun

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PesynbraThbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 684.49 mg/

deviation from average weight / | mg x5 %). / Ot 665,00 mr o 735,00 Mr | 684,49 mr

CpepHsas macca TabneTtok un (700,00 Mr £ 5 %).

OTKNOHEeHWe oT cpeaHeih macebl | 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 / PachagaemocTtb

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

< 23 min/ < 23 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3a8BNEHHOrO KoNu4ecTsa TMaMuHa
ancynbthuga AOMKHO NepenTn B
pacTBop Yepes 45 MUH.

88 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KonuyecTea
NUPUAOKCUHA rMapoxnopuaa AOMKHO
nepenTn B pacTBop Yepes 45 MuH.

90 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNeHHOro KoNMyecTea
unaHokobanamuHa 4OMKHO repenTu B
pacTesop Yepes 45 MuH.

96 %

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 / CEPTUD®UKAT AHAJNIN3A

Product: / MpoAykT:

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

NEUROBION® coated tablets

HEAPOBWUOH®, TabneTku, NoKpbITbie 060104KOM

81725416
375921A

Manufacturing date (mm.yyyy): /

Oara npoussogacrsea (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rrrr):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

l'lgousaogwrenb B COOTBETCTBUU

C peructpayumeit B Poccuu:

Mu anp bku Xenc Octpua M'm6X aHa Ko. O, Asctpus

Related substances /
PoacTteeHHble npumecy

Thiamine disulfide impurities: /

HQMMGCM ThamMmnHa gMC!J‘IbQMEa:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupumnguH
nupuaokcuH (apaykr) — 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-aMuHO-5-amuHOMeTUN-2-
meTunnupumMmnuanH — He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eauHuyHas HenpeHTUdULK-
poBaHHas npumMeck — He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecu nupngokcuHa ruapoxnopuaa:

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymMma npumecein — 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 AHAITU3A

Page 4 of 6 / CtpaHuua 4 us 6

Product: / MpogykT: NEUROBION® coated tablets

HEWPOBUWUOH®, Tabnetku, NOKpbITbie 060M104KOA
SAP-Code: / Kon SAP: 81725416
Batch no.: / Cepus Ne 375921A

Manufacturing date (mm.yyvyy): /
Oara npousBoacTea (MM.rrrr): 11.2021

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rTIT): 10.2023

Manufacturer according to the
registration in Russia; / P&G Health Austria GmbH & Co. OG, Austria/

[poussoauTenL B COOTBETCTBUM
¢ perucrpauuen B Poccum: Mv anp bxu Xenc Octpusa MNmM6X anp Ko. O, ABctpun

Cyanocobalamin impurities: /
MNpumecu LinadokobanammHa:

hydroxocobalamin - not more than 08%/08%
8.0 %; / rugpokcokobanamus — He Gonee

8,0 %;

individual unidentified impurity — not 0.8%/0,8%

more than 5.0 %; / eguHnyHan
HenaAeHTUULMPOBaHHAA NPUMECH —
He 6onee 5,0 %;

total unidentified impurities - not more 11%/1,1%
than 13.5 % / cymma HenpgeHTUUUm-
poBaHHbIX npuMecen — He 6onee 13,5 %.

Total unidentified impurities of thiamine 11%/1,1%

disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUdUUMPOBAHHbIX
npumecen TmammHa aucynsduana,

NUpUAOKCUHA rnapoxnopuaa u
unarokobanamvHa — He 6onee 15,5 %.

Uniformity of dosage units

(every 5th batch) /

OpaHopoAHOCTL A03UPOBAHUSA

(ans kaxxpon 5-oi cepun) Conforms / cooTBeTcTBYET

- 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

WwWw.pg.com UID-Nr. ATU43740706
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / IpogykT:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, MOKPbITbIe 060M104YKOMN

81725416
375921A

Manufacturing date (mm.yyyy): /

gara npon3BoacTBa ‘MM.ITI'I"!:

Expiry date (mm. 2/
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

MpousBoguTens B COOTBETCTBUM

€ peructpauueii B Poccuu:

Mu aup Mxn Xenc Octpusa Mu6X aHg Ko. O, ABcTpus

Parameter / [TapameTp

Specifications / Cneundukaumum

Results / Pesynbtatbl

Microbial purity / (every 5th
batch) / Mukpo6uonoruyeckas
YucToTa (ANA Kaxaon 5-on
cepvv)

TAMC - NMT 102CFU/g /
ObLwee yncno aspobHbIx
MukpoopraHuamos He 6onee 10° KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6wee yucno rpubos He Gonee
10?2 KOE/r

Not tested CFU/g/
He ucnbiTaHo KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue B 11

Absentin1.0g/
OtcytcteyerB 1,0 r

Assay / KonuuecteseHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 Tabnetok B
6nucrep u3 NBX/NBAOX/An.

Mo 2 6nuctepa ¢ UHCTPYKUMEN No
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

onpeaeneHve
90 mg to 105 mg of thiamine disulfide; / | 96 mg / 96 mr
oT 90 mr go 105 mMr THamnHa
ancynbuaa;
190 mg to 210 mg of pyridoxine 198 mg / 198 mr
hydrochloride; / o1 190 mr o 210 mr
NUPUAOKCMHA rMAPOXNopuAa;
0.18 mg to 0.26 mg of cyanocobalamin. |0.24 mg / 0,24 mr
/ot 0,18 mr go 0,26 mr
unaHokob6anamuHa.

Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CooTBercrByeT

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

WwWw.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 / CEPTUDPUKAT AHATTIU3A

Product: / MpoAykT:

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

NEgROBION® coated tablets
HEWPOBWUOH®, rabneTku, nok

81725416
375921A

Manufacturing date (mm.yyyy): /
Oara npoussoacrtBa (MM.IIIT): 11.2021

Expiry date (mm.yyyy): /

CEOK rogHocTn !MM.I'I'I'I'[:

10.2023

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

n poussoauTesib B COOTBETCTBUU

c perucrpauueii B Poccuu:

pPbiTble 060no4Kon

OG, Austria/

Mu anp Mxu Xenc Octpusa M'm6X aug Ko. O, ABcTpus

Parameter / lNapameTtp

Specifications / Cneunduxauvm

Results / PeaynbTath!

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCTBUM C HOpMATUBHOWA
AOKyMeHTauuen.

Complies as prescribed /
CootBeTcTByeT
TpebosaHUAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu TemnepaTtype He Bbilwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

Assessment: / 3akntoyenue: The batch complies with the specification according to ND J1C-001540-

Date / Signature of Qualified Person: /

QaTa / noanuchL KBaﬂMQMHMQOBaHHOFO nuua

150720, variation 1 to ND from 06.10.2020)/
TpeboBaHUAM HOPMATUBHOIO AOKYMEHT
nameHeHusa Ne 1 k HA 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

epua cooTeeTCTByeT
001540-150720,

Rechtsform: Offene Gesellschaft (OG)

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




