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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEMPOBUOH?®, TabneTku, NOKpbITbie 060104KOM

81725416
346421A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrtea ‘MM.I‘I‘I‘I’!:

Expiry date (mm.yyyy): /

Cpok roaHocTy (MM.rrrr):

Manufacturer according to the

registration in Russia: /

06.2021

05.2024

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

ngoussogmenb B COOTBETCTBUU

¢ peructpauuen B Poccum:

Mu anA [xu Xenc Octpuna M'mM6X aHg Ko. OF, AscTpus

Parameter / Napamertp

Specifications / Cneundukauumn

Results / PeaynbTarthbl

Appearance / Onucanue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnbie, ABOSKOBbINyKNble
TabneTku, NOKpbITbIE 0GONOUKOW NOYTH
6enoro useTa, GnecTAwme, co cnabbiv
XapaKkTepHbiM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOSIKOBbINYKNble
TabneTtkun, NOKpbITbIe
obonoukoit nouTtn
6enoro upeTa,
6necTtawwe, co cnabbim
XapakTepHbIM 3anaxoMm.

Identification / NMoanuHHoOCTL

- thiamine disulfide /

ThamuHa aucynecung,

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /

npnaoKCuUHa ruapoxnopuan

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 yaepxmBaHUA OCHOBHbLIX MUKOB
Ha  xpomartorpamMmax  UCNbITYembIX
pacTBOpOB, AOMKHbI COOTBETCTBOBATHL
BpeMeHaM  yAepXuBaHWUS  OCHOBHBbIX
NUKOB Ha XpomaTorpammax CTaHAapPTHbIX
pacTsopoB  TuamuHa  gucynbcuaa,
NUPUAOKCUHA ruapoxnopuaa "
LumaHokobanamunHa (pasgen
«KonunyecteeHHoe onpeaeneHuney).

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 Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, NOKpbITble 06ono4Ykon

81725416
346421A

Manufacturing date (mm.yyyy): /

Qata npoussoacTea (MM.ITTT):
il
Cpok rogHocTu (MMm.rrrr):

Expiry date (mm.

Manufacturer according to the

registration in Russia: /

06.2021

05.2024

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

MpousBogurens B COOTBETCTBUU

€ perucrpauuen B Poccum:

M ang [xmn Xenc Octpuna M'6X aHa Ko. OF, Asctpus

Parameter / MapameTtp

Specifications / Cneundukayum

Results / PesynbTaTthl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 704.69 mg /

deviation from average weight / [mg + 5 %). / OT 665,00 mr go 735,00 Mr | 704.69 mr

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

OTKITOHEHUWE 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

<21 min/ < 21 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He menee 75 % (Q)
OT 3aABMNEHHOro KonMyecTsa TMaMuHa
Avucynbduaa AOMKHO NEPEenTH B
pacTBop Yepes 45 MuH.

89 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) ot 3asBneHHoro konuuyecTea
NUPUOOKCHHA rMAPOXNopuaa AOMKHO
nepenT B pacTeop vyepes 45 muH.

88 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) ot 3asBneHHOro konu4yecTea
LUmMaHokobGanaMuHa JOMKHO NepenTy B
pacTBop vepes 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH®, Ta6netku, NOKpbITbie 060noykon

81725416
346421A

Manufacturing date (mm.yyyy): /

gaTa npounssoncrea ‘MM.I'I'I'I'!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the
registration in Russia: /

06.2021

05.2024

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

I'lgousaogmenb B COOTBETCTBUU

¢ perucrtpauuei B Poccuu:

Mu anp Oxu Xenc Ocrpua M'M6X aHg Ko. OF, Asctpus

Related substances /
PoacteeHHble npumecn

Thiamine disulfide impurities: /

I'Igwmecu TUaMnHa EMC!HbQMEaZ

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

<0.1%

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

<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / ammHonupumuavH
NUPUAOKCUH (aaaykT) — He 6onee 1,0 %;

<0.1%

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

<0.1%

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

<01%

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

0.1%

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

0.1 %

Pyridoxine hydrochloride impurities: /

ﬂgwmecm nupuaokcuHa rmgpoxnopuaa.

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

<01%

total impurities - not more than 1.0 %. /

cymma npumecen — He Gonee 1,0 %.

<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 / CEPTU®UKAT AHATIU3A

Product: / [poaykT:

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

NEUROBION® coated tablets

HEUPOBUOH?®, TabneTku, NoKpbiTbie 060/104KOM

81725416
346421A

Manufacturing date (mm.yyyy): /

gaTa npounssoncraa ‘MM.I'I'I'I'!:

Expiry date (mm.yyyy): /
Cpok rogHOCTY (MM.TTTT):

Manufacturer according to the

registration in Russia: /

06.2021

05.2024

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

n poun3BoauTensb B COOTBETCTBUU

¢ peructpauven B Poccum:

Mu anp [xku Xenc Octpus M'm6X aHp Ko. OF, ABcTpus

Cyanocobalamin impurities: /
MNpumecu LmaHokobanamvHa:

hydroxocobalamin - not more than
8.0 %; / rngpokcokobanamnH — He Gonee
8,0 %;

0.9 %

individual unidentified impurity — not
more than 5.0 %; / equHu4Has
HengeHTuuMpoBaHHasa npuMech —
He 6onee 5,0 %;

0.4%

total unidentified impurities - not more
than 13.5 % / cymma HengeHTUDULK-
poBaHHbIX Npumecen — He 6Gonee 13,5 %.

0.9 %

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUVLIMPOBaHHbIX
npumecen TmammHa aucynbduaa,
NUPUAOKCUHA rmapoxnopnaa u

naHokobanamuxa — He 6onee 15,5 %.

1.0%

Uniformity of dosage units
(every 5th batch) /
OaHOpOAHOCTL A03MPOBAHUSA
(ansa kaxpon 5-oi cepun)

- thiamine disulfide

- pyridoxine hydrochloride

Conforms / cootsetcTeyeT

Conforms
cooTBeTcTBYeT (AV:...

Conforms
coorBeTcTByeT (AV....

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (04762 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 AHANU3A

Product: / MpoAaykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, Ta6netku, NOKpbITbIe 060N04YKON

81725416
346421A

Manufacturing date (mm.yyyy): /

Oata npoussoacrTea (MM.rrr):
Expiry date (mm.yyyy): /

Cpok roaHocTu (Mm.rrrr):
Manufacturer according to the
registration in Russia: /

06.2021

05.2024

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

I'Igousaogmenb B COOTBETCTBUMN

€ perucrpauuven B Poccuu:

Mu ana [xu Xenc Octpus M'mM6X aHA Ko. OF, AscTpus

Parameter / NapameTp

Specifications / Cneuudukauuu

Results / PeaynbTaTthl

Microbial purity / (every 5th
batch) / Mukpo6uonoruueckas
yucToTa (Ansa Kaxaon 5-on
cepuu)

TAMC - NMT 103 CFU/g / <10 CFU/g/
O6Lwee yncno aspobHbix <10 KOE/r
MUKpoopraHnamos He 6onee 10° KOE/r

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

102 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytcTeue s 1r

Absentin1.0g/
OtcyrcteyerB 1,01

Assay / KonuyecteseHHoe

Each coated tablet contents;

leaflet in a carton. / Mo 10 TabneTok B
6nucTep us NBX/NBOX/An.

Mo 2 6nucTepa ¢ UHCTpyKUMEn no
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

onpepenexuve
90 mg to 105 mg of thiamine disulfide; / [ 100 mg/ 100 mr
oT 90 mr oo 105 Mr TammHa
avcynsdunaa;
190 mg to 210 mg of pyridoxine 198 mg/ 198 mr
hydrochloride; / ot 190 Mr no 210 mr
nMpUAOKCUHa rmapoxnopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. | 0.25 mg / 0.25 mr
/010,18 mr go 0,26 mr
unaHokobanamuHa.

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

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 AHANU3A

Page 6 of 6 / CtpaHuua 6 u3 6

Product: / MpoaykT: NEUROBION® coated tablets

HEAPOBWOH®, Ta6netku, NOKpPbLITbIe 060NoUYKoNn
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 346421A

Manufacturing date (mm.yyyy): /
Qarta npoussoncTBa (MM.rrrr): 06.2021

Expiry date (mm.yyyy): /

Cpok roaHocTu (MMm.rrrr): 05.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTenb B COOTBETCTBUMN
€ perucrpauuven B Poccum: Mu anp oxn Xenc Octpua MM6X aHg Ko. OF, Asctpus
Parameter / NapameTtp Specifications / Cneuudukaumn Results / PeaynbTaTthbl
Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTtBeTcTBUM C HOPpMATUBHOIA CootsetcTBYyeT
AOKYMEHTaunen. TpebosaHusam
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpun Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok rogHocTh 2 years./ 2 roga.

Assessment: / 3akntoyenne: The batch complies with the specification according to ND N1C-001540-
150720, variation 1 to ND from 06.10.2020 / Cepusi cooTseTcTBYyeT
TpebosaHuam HopmaTuBHOro gokymeHnTta JIC-004540-150720,

nameHeHus Ne 1 k HA] ot 06.10.2020 UNTERJG I

Date / Signature of Qualified Person: / H

gara / noannuchb Kaanugugugoaauuoro auua \E P 2 1

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 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

Www.pg.com UID-Nr. ATU43740706



SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) -RU  346421A
Importing Country: Dosage Form:
RU coated tablets

Strength/Potency:
100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine

Brand Code: Contractor ltem No:
81725416 81725416

Date of Manufacturing: Expiration Date:
04 JUN 2021 MAY 2024

Lot Quantity: Unit of Measure:
112,200.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040036819411

Bulk batches consumed in the reported Batch Code:

Batch No: 0007213625, Manufacturing Date:04.06.2021

Batch No: 0007213616, Manufacturing Date:04.06.2021

Batch No: 0007213617, Manufacturing Date:04.06.2021

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Certification Statement:

I hereby certify that the above information is authentic and accurate. This batch of product has

been manufacturered, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications

in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:
n/a

Printed by: DN4518 Print Date: 10.09.2021

PeG

Package Size:
20

Package Type:

blisters
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SPITTALPLANT-P&GHEALTH

AUSTRIA
HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Mag. DI Thomas Unteregger (DN4518) / Qualified  10.09.2021
Person

This document was signed electronically and is valid without signature.
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