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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napTu:

Manufacturing date (mm.yyyy): /
Oara npoussoactsa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):
Manufacturer according to the
registration in Russia: /
MpoussoauTensL B COOTBETCTBUU
C peructpauyuen B Poccum:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NoKpbiTbie 060M04KOI

80781326
320124A

0065603204

07.2024

06.2026

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

Mu ana fxu Xenc Octpusa Mo X aHg Ko. O, Asctpun

Parameter / MapameTp

Specifications / Cneundukauuu

Results / PeaynbTaTthbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, aBosikoBbinyknble TabneTky,
noKkpbIThie 060n0uKoi noyTn Benoro ueeTa,
6necrawme, co cnabbim xapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
ABOAKOBLINYKMblE
TabneTku, NOKpbITbIE
obonoukon noutn 6enoro
useTa, 6necrawme, co
cnabbiM xapakTepHbim
3anaxom.

Identification / MognuHHocTL

- thiamine disulfide /

THamuHa gucynbdng

- pyridoxine hydrochloride /

NMPUAOKCUHA rMAPOXIIopUA

- cyanocobalamin /

unaHokobanamunH

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 OCHOBHbIX
MAKOB Ha Xpomartorpammax WCMbITYeMbIX
pacTBopoB,  AOMKHbI  COOTBETCTBOBATb
BpemMeHaMm yAepX1uBaHUsl OCHOBHbIX NUKOB Ha
XpomaTtorpammax CTaHAAPTHbIX pPacTBOpPOB
TMamuHa ancynechuga, NUpUAOKCUHA
rmapoxnopuaa u umaHokobanamunHa (pasgen
«KonuyecteeHHoe 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
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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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.IIrr):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrr):
Manufacturer according to the
registration in Russia: /
[poussoauTenL B COOTBETCTBUU
C perucrtpauuein 8 Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, Ta6neTku, NOKpbITble 060104KON

80781326
320124A

0065603204

07.2024

06.2026

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

Mu anp xu Xenc Octpusa M'M6X ang Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneuucdukaunu

Results / Pesynbrarthbl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg (703.53 mg /703,53 mr
deviation from average weight / 1+ 5 %). / Ot 665,00 mr ao 735,00 mr (700,00
CpeaHsasa macca TabneTtok u Mr £ 5 %).
OTKNOHEHNe OT cpeaHe Mmaccehl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He Gonee + 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

<38 min/ < 38 Muu

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
KONu4YecTBa TamuHa aucynbouaa AoMKHO
nepenTn B pacTeop vepes 45 MuH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asBNEHHOro KonnyecTsa NUpPUAOKCUHa
rmapoxmiopuaa A0SHKHO nepeiT B pacTeop
yepes 45 MuH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBNeHHOro
konuyecTea umaHokobanamuHa AOMKHO
nepenTn B pacTeop Yyepes 45 MuH.

119 %

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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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / [lpoaykr:

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

Bulk batch no.: / Homep naprm:

Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.rrrT):

Expiry date (mm.yyyy): /
Cpok rogHocT! (MM.ITrT):

Manufacturer according to the
registration in Russia: /

I'Igousaogmenb B COOTBETCTBUU

c peructpayueil 8 Poccum:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NOKPbITbie 060nNoYKon

80781326
320124A

0065603204

07.2024

06.2026

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

Mu ana Qv Xenc Octpusa M'M6X aHa Ko. O, ABcTpus

Related substances /
PoacrteeHHble npumecu

Thiamine disulfide impurities: /
MNpumecun TuammHa gucynbduaa:

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTuUn-5-Ta3on araHon — He
6onee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHo-5-
aMUHOMETUN-2-METUNNUPUMUANH — He
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eamHUuHas HenaeHTUULK-
poBaHHasg npumeck — He Gonee 0,2 %;

<01%/<01%

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

<01%/<01%

. I'Igmmecm nvpuaokcuHa rmapoxnopwaa.

Pyridoxine hydrochloride impurities: /

individual impurity - not more than 0.2 %; /
eAvHu4YHas npumecb — He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /
cymma npumecen — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napTu:
Manufacturing date (mm.yyyy): /

Qata npoussoacTea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MNpoussoauTenb B COOTBETCTBUU

¢ perucTtpaumen B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH?®, TabneTku, NOKpbITbIe 060M104KOIA

80781326
320124A

0065603204

07.2024

06.2026

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

Mu ana Mxu Xenc Octpusa M'm6X aHg Ko. O, AscTpus

Cyanocobalamin impurities: /

MNpumecn umaHokobanamuHa:

hydroxocobalamin - not more than 8.0 %; /
rmapokcokobanamuH — He 6onee 8,0 %:;

08%/0.8%

individual unidentified impurity — not more
than 5.0 %; / eauHnyHana HenageHTH-
duumposaHHas npumect — He Gonee 5,0 %;

0.8%1/0,8%

total unidentified impurities - not more than
13.5 % / cymma HenpeHTUUUMPOBaHHbIX
npumecen — He 6onee 13,5 %.

1.3%/1,3%

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

TnamuHa gmcynbgpwga, nnpuaoOKCUHa

ruapoxnopuga v umaHokobanamvHa — He
6onee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OgHopogHocTs
003UpoBaHunA (4Na kaxaown 5-oi
cepuu)

Conforms / cootseTcTByeT

- thiamine disulfide Conforms / |
COOTBETCTBYET |

- pyridoxine hydrochloride 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
wWww.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau

Landesgericht Klagenfurt FN 168759a E
UID-Nr. ATU43740706



P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Page 5 of 8 / CtpaHuua 5 us 8

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH®, tabneTkn, NoKpbITbIe 060M10Y4KOI1
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepuna Ne 320124A
Bulk batch no.; / Homep napTu: 0065603204
Manufacturing date (mm.yyyy): /
Qata npousBoacTea (MM.Irir): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.ITIT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTent B COOTBETCTBUMN
¢ perucrpauven B Poccum: Mu anp Axu Xenc Octpust TM6X anua Ko. OI, ABcTtpus
Parameter / MNapametp Specifications / Cneundukauun Results / PesynbTarbl
Microbial purity / (every 5th batch) | TAMC — NMT 103 CFU/g / <10 CFU/g/
/ Mukpobuonoruyeckas uiactota | Obwee yncno aapobHbIX <10 KOE/r
(ans kaxxaoun 5-on cepun) MuKpoopraHuaMoB He 6onee 103 KOE/r
TYMC — NMT 102 CFU/g / <10 CFU/g/
O6uee uucno rpubos He 6Gonee 102 KOE/r [<10 KOE/r
Escherichia coli — absence in 1 g/ Absence in 1g
Escherichia coli — otcytctBue B 11
Assay / KonnyecteseHHoe Each coated tablet contents:
onpegeneHve

90 mg to 105 mg of thiamine disulfide; / o1 (99 mg /99 mr
90 mr go 105 Mr TvamuHa gucynbcuaa;

190 mg to 210 mg of pyridoxine 202 mg /202 mr
hydrochloride; / ot 190 mr go 210 mr
NUPVAOKCUHA rMApOXIopnaa;

0.18 mg to 0.26 mg of cyanocobalamin./  |0.25 mg /0,25 mr
ot 0,18 mr go 0,26 mr unaHokobanamuHa.

Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies / CootBeTcTByeET
2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nucTEp U3
NBX/NBAX/AnN.

Mo 2 6nucTepa ¢ UHCTpyKUMeln no
NPVMEHEHWNIO B NaYKy KAPTOHHYIO.

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
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p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
DOara npousBoacTBa (MM.ITTr):

Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrT):

Manufacturer according to the
registration in Russia: /
MpoussoguTesnb B COOTBETCTBUU

¢ peructpauueii B Poccuu:

NEUROBION® coated tablets

HEAPOBUOH?®, TabneTku, NOKpbITbie 060M104KOM

80781326
320124A

0065603204

07.2024

06.2026

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

Mu anp Dxu Xenc Octpus M'm6X aug Ko. OF, ABctpun

Parameter / MapameTp

Specifications / Cneuundukauum

Results / PesynbTarthbl

Labeling / MapkupoBka

According to normative document. /
B cooTBeTcTBUM C HOPMATUBHOM
OOKYyMEHTaUMNEN.

Complies as prescribed /
CooTBercTByeT
TpebosaHuaM

Storage / XpaHeHue

At the temperature not more than 25 °C. /

Mpu Temnepatype He Bobiwe 25 °C.

Shelf-life / Cpok rogHOCTH

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / Hanmenosanue: THIAMINE DISULFIDE / Tnamuna gucynscua

EP Manufacturer AP| Batch number / Homep cepuu cy6craHumm

npoussoautens Mo: 91652246 - C601300126

API Manufacturer Batch number / Homep cepuv cy6ctaHuuv npoussogurens

ADC: PRMU3244C59905
API Manufacturer name / HaumeHosaHune npoussoautens A®C: Procter &

Gamble Health Limited / MpokTep aug Mm6n Xenc Numuren
API Manufacturer country / CtpaHa npoussogutens A®C: India / Ungus

Name / HaumeHosanune: THIAMINE DISULFIDE / Tnamuna gaucynndua
FP Manufacturer AP| Batch number / Homep cepuu cy6ctanuvn

npoussogutens I'N10: 91652246 - C601300122

AP| Manufacturer Batch number / Homep cepuu cy6ctaHuuu npoussogurtenst

A®PC: PRMU3258C59903
API Manufacturer name / HaumeHoBaHue npoussogutens ASOC: Procter &
Gamble Health Limited / MpokTep ang Mam6n Xenc Numuren

API Manufacturer country / CtpaHa npoussogutens APC: India / Unaun

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



P& ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Page 7 of 8 / CtpaHuua 7 n3 8

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWOH®, TabneTku, NOKpLITLIE 060M04KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 320124A
Bulk batch no.: / Homep naptu: 0065603204
Manufacturing date (mm.yyyy): /
Qara npousBogcTBa (MM.ITrr): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.FTTT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTtensL B COOTBETCTBUU
c peructpaumein B Poccum: Mu anp Oxu Xenc Octpus MM6X ava Ko. O, ABcTpus

Name / HaumeHosaHne: CYANOCOBALAMINE EP / LinaHoko6anamuux

FP Manufacturer API Batch number / Homep cepuu cy6ctaHuum
npownssoautens J1d: 91181664 - C601300014

API Manufacturer Batch number / Homep cepuu cybctaHuuu npoussoautens
A®C: 2311722010

API Manufacturer name / HaumeHoBaHue npoussogurens A®C: EuroAPI
France / EBpoAlU ®panc

APl Manufacturer country / Ctpana npoussoautens A®C: France / ®paHuun

Name / HaumeHosaHve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupwnaokcura rugpoxnopua

EP_Manufacturer APi Batch number / Homep cepuu cyGecTanumm
npounseogutens Md: 91200960 - C601300095

API Manufacturer Batch number / Homep cepumn cybcTaHuuu nponssogurens
A®C: JTPC+23104014C

API Manufacturer name / HanmeHoBatue npounssogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aaicu TaHbCUHL DapMacuioTvKan
Ko., NiTa.

API Manufacturer country / Ctpana npoussoautens A®C: China / Kutai

Name / HaumeHoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuua rugpoxnopua

FP_Manufacturer APl Batch number / Homep cepuu cy6ctanumm
npoussoautens [N1®: 91200960 - C601300096

AP| Manufacturer Batch number / Homep cepuy cy6cTaHummn npoussogutens
A®PC: JTBC+23104013C

API Manufacturer name / HaumeHnosanve npoussogutens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LI3aHcu TAHbCUHb DapMackioTHKan
Ko., NiTa.

API Manufacturer country / Ctpatsa npoussogurens A®C: China / Kutan

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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



P&Ghly Restricted
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / poAaykT:

NEUROBION® coated tablets
HEUPOBWUOH®, TabneTkun, NnoKpbITbie 060N104KOMN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 320124A
Bulk batch no.: / Homep napTtu: 0065603204
Manufacturing date (mm.yyyy): /

Qara npou3BogcrTea (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /

CpoK rogHoCT! (MM.rrer): 06.2026

Manufacturer according to the

registration in Russia: /

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

Hpousaogmenb B COOTBETCTBUU

c peructpauueni B Poccuu:

Assessment: / 3aknioyeHue:

Mu anp xu Xenc Octpua M'M6X ang Ko. O, Asctpus

The batch complies with the specification according to ND J1C-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023, No 4 from 30.11.2023) / Cepus cooTBeTCcTByeT TpeboBaHUsAM
HopmaTtusHoro aokymeHTa J1IC-001540-150720 (uameneHue Ne 1 ot 06.10.2020,
nameHeHne Ne 2 ot 18.11.2021, nsmerenue Ne 3 ot 11.05.2023, nameHeHue Ne
4 ot 30.11.2023)

D e e nuua 12560 2004 g/é/%( i %m dnn

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal a
Telefon +43 (0)4762 51 51-0

n der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft; Spittal an der Drau

Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

wWwWw.pg.com

UID-Nr. ATU43740706



P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A

Page 1 of 8/ CtpaHnua 1 n3 8

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NnoKpbITbie 060M104KOA

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepusa Ne 320124A

Bulk batch no.: / Homep naprtu: 0065603205

Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.ITrT): 07.2024

Expiry date (mm. 1

Cpok rogHocTu (MM.ITIT): 06.2026

Manufacturer according to the

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

MpoussoauTenb B COOTBETCTBUU

€ perucrtpauuen B Poccuu: v ana Nxu Xenc Octpusa M'm6X ang Ko. OT, Asctpus

Parameter / Mapametp Specifications / Cneundukauum Results / PesynbTaThl

Appearance / Onucaxue Round, biconvex, glossy off-white coated Round, biconvex, glossy
tablets with the weak characteristic smell/ off-white coated
Kpyrnbie, ABOSKOBbLINYKNble TabneTky, tablets with the weak
nokpbiTele o6onoykorn noytk 6enoro upeta, |characteristic smell/
6necrawue, co cnabbim xapakTepHbIm Kpyrnbie,
3anaxom. ABOSAKOBbINYKNble

TabneTkn, NOKpbITLIE
obonoukon noytn 6enoro
useTa, bnecrawme, co
cnabbim xapakTepHblm
3anaxom.

Identification / NMognuHHoCTL

- thiamine disulfide / Retention times of the main peaks in the |Conforms /
chromatograms of test solutions should |cooTBeTcTByeT
comply with the retention times of the main
peaks in the chromatograms of thiamine
- pyridoxine hydrochloride / disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). / BpemeHa yaepxvBaHUs OCHOBHbIX
NUKOB Ha Xpomarorpammax WCnbITyembIX
- cyanocobalamin / pacTeopoB,  AOMKHbI  COOTBETCTBOBATb
BpemMeHam yaepXXMBaHNUSR OCHOBHbIX NUKOB Ha
XpomaTtorpammax CTaHAapTHbIX pPacTBOPOB
TMamuHa Ancynbdunga, NUPULOKCUHA
rmapoxnopuaa u unaHokobanamuHa (pasgen
«KonuyecteeHHoe onpeaeneHue»).

THamMmuHa aucynbcug,

nupnaokCuHa rmgpoxnopua

unaHokobanamuH

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
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANUIA

Product: / MpoAaykr:

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

Bulk batch no.: / Homep napTtu:
Manufacturing date (mm.yyyy): /

fara npoussoacTBa (MM.IrrT):
Expiry date (mm.yyyy): /
Cpok rogHocTyu (MMm.rrrr):

Manufacturer according to the

registration in Russia: /
lMpoussoaurtens B cOOTBETCTBUU

¢ peructpauuein B Poccum:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NoKpbIThbie 060M04KOM

80781326
320124A

0065603205

07.2024

06.2026

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

MNun 3xp [xn Xenc Octpua M'M6X ang Ko. OI, AscTpus

Parameter / Napametp

Specifications / Cneuudukaumumn

Results /| PeaynbTartsl

Average weight of tablets and
deviation from average weight /
CpegHsasa macca TabneTtok n

From 665.00 mg to 735.00 mg (700.00 mg
+ 5 %). / Ot 665,00 mr go 735,00 mr (700,00
Mr x5 %).

701.55mg /701,55 mr

OTKNOHEHUEe OT CpeaHen 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 Tabnetok: He 6Gonee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

< 37 min/ £ 37 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) ot 3asBneHHoro
KonuyecTsa TMamMuHa Aucynbguaa A0MKHO
nepenTu B pacTeop Yepes 45 MuH.

103 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3anBNEHHOro KoNUYecTsa NUPUAOKCHHA
ruapoxnopuaa AOMKHO NepeiTu B pacTBop
yepes 45 MUH.

102 % |

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KonuyecTsa unaHokobanamuHa AOMKHO
nepenTn B pacTsop Yepes 45 MUH.

114 %

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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p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /

dara npoussoacTea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /

MpoussoauTens B cOOTBETCTBUU
c peructpauuen B Poccuu:

NEUROBION® coated tablets

HEAMPOBUOH®, TabneTkn, NOKpbITLIe 060M104KOiA

80781326
320124A

0065603205

07.2024

06.2026

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

Mu ang xu Xenc Octpusa Mu6X ang Ko. OT, AscTtpua

Related substances /
PopacTeeHHble npumecu

Thiamine disulfide impurities: /

HEVIMGCM TnamumHa QMC!anMQaI

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amnHo-5-
aMUHOMETUN-2-METUNNUPUMULVH — He
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnyHasn HemaeHTuULn-
poBaHHas npumecs — He Gonee 0,2 %:;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /

I'Igumecu nuprnaokcuHa rugpoxnopuga:

individual impurity - not more than 0.2 %; /
eAnHuYHaa npumecb — He bonee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumeceit — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co.
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

0G

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / poAaykr:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
data npoussoacTea (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.TTIT):

Manufacturer according to the
registration in Russia: /

npousaogmenb B COOTBETCTBUM

¢ perucrpauuei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTkun, NOKpbITbie 060n04KOM

80781326
320124A

0065603205

07.2024

06.2026

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

Mu aup Mxu Xenc Octpusa M6X aHa Ko. OF, AscTpusn

Cyanocobalamin impurities: /
Mpumecn LinaHokobanamuHa:

than 5.0 %; / epuHU4HaAs HenaeHTU-
¢mumpoBaHHas npumeckt — He 6onee 5,0 %:;

hydroxocobalamin - not more than 8.0 %;/ 0.7 % /0,7 %
ruapokcokobanamuH — He 6onee 8,0 %;
individual unidentified impurity — not more 08%/08%

total unidentified impurities - not more than
13.5 % / cymma HengeHTUNLUMPOBaHHbIX
npumecen — He 6onee 13,5 %.

1.3%/1,3%

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

Tnamuda QVIC!J'IbQVIga, nupuaokcuHa

rmapoxnopuaa n umaHokobanamvHa — He
6onee 15.5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OgHopogHocTb
A03MPOBaHNS (ANA KaXXAoW 5-on
cepuu)

Conforms / cootsetcTeyet

- thiamine disulfide Conforms /
cooTBeTCTBYET

- pyridoxine hydrochloride 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 Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Oara npoussoacTtea (MM.rrrr):

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.TTTT):

Manufacturer according to the
registration in Russia: /

MpousBoauTenL B COOTBETCTBUM
C perucTpauuei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NokpbiTble 060/104KOi#

80781326
320124A

0065603205

07.2024

06.2026

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

Mu anp Qxu Xenc Octpusa MM6X ang Ko. O, ABcTpusn

Parameter / MapameTp

Specifications / Cneuuncdukaumnmn

Results / PeaynbTarthl

Microbial purity / (every 5th batch)
/ Mukpobuonorunyeckas uictora
(ans kaxaoit 5-oi cepun)

TAMC — NMT 103 CFU/g / <10 CFU/g/
O6Lwee uncno asapobHbIx <10 KOE/r
MUKpooprannamoB He 6onee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g/
Obwee vncno rpubos He 6onee 102 KOE/r |<10 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcyTcTBME B 1 T

Absence in 1g

Assay / KonuuectBeHHoe
onpeaeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / oT
90 mr go 105 mr TMamnHa aucynbuaa;

98 mg /98 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCUHA rTMAPOXIopHNAA;

202 mg /202 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
o1 0,18 mr ao 0,26 mr unaHokobanamuHa.

0.24 mg /0,24 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / o 10 TabneTok B GnucTep u3
MBX/NBAX/AnN.

Mo 2 6nuctepa ¢ NHCTPYKUMen nNo
NPVMEHEHWNIO 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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NokpbIThie 060/104KoM

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 320124A
Bulk batch no.: / Homep napru: 0065603205

Manufacturing date (mm.yyyy): /
Oarta npoussogcrea (MMm.rrrT): 07.2024

Expiry date (mm.yyyy): /

Cpok rogHOCTH (MM.rTrT):

06.2026

Manufacturer according to the

registration in Russia: /

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

I'Igousaogurenb B COOTBETCTBUM

€ perncTpauuen 8 Poccuu:

Mu anp xu Xenc Octpus M6X 3HA Ko. OI, ABcTpusn

Parameter / Mapametp Specifications / Cneundukauum Results / PesynbTath!

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTseTcTBUM C HOpMaTUBHOIA CootsetcTeyeT
AOKYyMeHTauunen. TpeboBaHuaAm

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpun Temnepatype He Boiwe 25 °C.

Shelf-life / Cpok rogHocTy

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / HaummeroBahnue: THIAMINE DISULFIDE / Tuamuxa ancynbdug
FP Manufacturer AP! Batch number / Howmep cepuu cy6cTaHumm
npoussoautens INe: 91652246 - C601300126

API| Manufacturer Batch number / Homep cepuu cy6cranuyum npowssoaguTens
ADC: PRMU3244C59905
AP| Manufacturer name / HaumeHogaHue npounssoautens A®C: Procter &

Gamble Health Limited / Mpokrep ana MN3m6n Xenc Mumuren

API Manufacturer country / CrpaHa npoussogutens A®C: India / Ungun

Name / HaumeHosanmne: THIAMINE DISULFIDE / TnamuHa aucynueug
FP Manufacturer API Batch number / Homep cepuu cybeTaHuuu
npounssoautens No; 91652246 - C601300122

API Manufacturer Batch number / Homep cepuu cy6eTanumm npousesoauTens
A®C: PRMU3258C59903

API Manufacturer name / HaumeHosaHue npoussoautens APC: Procter &
Gamble Health Limited / MpokTep ana Mm6n Xenc Numuren
API Manufacturer country / Ctpana nponssoautens A®C: India / Ungus

P&G Health Austria GmbH & Co. OG
Héssigasse 20 « 9800 Spittal an der Drau » Austria Rechtsform: Offene Gesellschaft (0G)

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

e



P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIU3A

Page 7 of 8 / CtpaHuua 7 u3 8

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, nokpbiTbie 060104Koi
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 320124A
Bulk batch no.: / Homep napru: 0065603205

Manufacturing date (mm.yyyy): /
Oara npoussogcrtea (MMm.rrrr): 07.2024

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 06.2026

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

I'Igoussogmenb B COOTBETCTBUU

€ perucTtpauuei B Poccuu: Mun aHa Mxm Xenc Octpus Mm6X aug Ko. O, AscTtpus

Name / Haumenoeanne: CYANOCOBALAMINE EP / LinaHoko6anamun

FP Manufacturer API Batch number / Homep cepuu cy6cTanuum
npounasoauTens NNo: 91181664 - C601300014

API Manufacturer Batch number / Homep cepuu cy6craHuum nponseogurens
APC: 2311722010

API Manufacturer name / HaumeHoBanue npoussogutens AGC: EuroAP!
France / EBpoANW ®pakc

AP| Manufacturer country / Ctpana npoussogutens A®C: France / ®paHuyun

Name / Hanmenosanune: PYRIDOXINE HYDROCHLORIDE EP JIANGXI/
MupnaokcuHa ruapoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6etanumu |
npowussoautens M. 91200960 - C601300095

API Manufacturer Batch number / Homep cepuu cy6eTanuyum npoussogutens
A®PC: JTPC+23104014C

AP| Manufacturer name / Haumenosanve npoussogutens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / U3siHcy TAHLCUHBL ®dapmacbkloTukan
Ko., Nta.

AP| Manufacturer country / Ctpana npoussoautens A®C: China / Kurai

Name / HaumeHosatune: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa ruppoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6cTanuymm f
npownssogutens [J1d: 91200960 - C601300096 |l

APl Manufacturer Batch number / Homep cepuu cy6ctanumu npouvssoguTens

APC: JTBC+23104013C

API Manufacturer name / Haumenosanue npoussoautens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LzsHcu TaHbCcUHL ®dapmacbloTukan
Ko., NTa.

AP| Manufacturer country / Ctpana npoussogutens A®C: China / Kutais

Hdsslgasse 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

I

P&G Heaith Austria GmbH & Co. OG ‘
|

1

www.pg.com UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napTtu:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpPbITbIe 060NOYKON

80781326
320124A

0065603205

Manufacturing date (mm.yyyy): /
Qara npousBoacTea (MMm.rrrr): 07.2024

Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrT):

06.2026

Manufacturer according to the

registration in Russia: /

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

nEOM3BOBMTeﬂb B COOTBETCTBUMN

€ peructpatmeii B Poccuu:

Assessment: /| 3akntoveHue:

Mu anpa xu Xenc Octpus MM6X 3ng Ko. Or, Asctpusa

The batch complies with the specification according to ND J1C-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023, No 4 from 30.11.2023) / Cepus cooTeeTCTBYET TpeboBaHMAM
HopmaTueHoro aokymeHTa J1C-001540-150720 (usmeHenue Ne 1 oT 06.10.2020,
nsmeHeHne Ne 2 ot 18.11.2021, uameHeHune Ne 3 ot 11.05.2023, usmeHexue Ne
4 ot 30.11.2023)

: - A5 Al
Bars nagnecs sosmbmponamaro a1 2 Se0. 10 ﬁ/y/ Al y/@/ i

P&G Health Austria GmbH & Co. OG
Hdsslgasse 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
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p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napTu:

Manufacturing date (mm.yyyy): /
dara npousBoacTsa (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.FrTT):

Manufacturer according to the

registration in Russia: /

MpoussoauTens B COOTBETCTBUU
€ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUWUOH?®, Ta6neTku, NoKpbITble 060n0Y4KoN

80781326
320124A

0065603207

07.2024

06.2026

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

Mun axua fxmn Xenc Octpus M6X axa Ko. OF, AscTtpus

Parameter / Mapamertp

Specifications / Cneundmkaumm

Results / PesynbTaThbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnbie, aBosikoBbinyknbie TabneTku,
nokpbiTble o6onoukol nouTn 6enoro LseTa,
Hnecrawme, co cnabbim xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSAKOBbLINYKNblE
TabneTku, NoKpbITbHIE
o6onoykoit noutn 6enoro
yseta, 6necrawue, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / NMognuHHOCTL

- thiamine disulfide /

TMamuHa aucynscug

- pyridoxine hydrochloride /

nupugokcuHa rugpoxnopua

- cyanocobalamin /
unaHokobanamuH

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 yaepXuBaHUsi OCHOBHbIX
NWKOB Ha XpomaTtorpammax WCMbITyeMblX
pacTtBopoB,  AOMKHbI  COOTBETCTBOBATHL
BpeMeHam yaepXvuBaHusi OCHOBHbIX MUKOB Ha
Xpomartorpammax cTaHAapTHbIX PacTBOpPOB
ThamuHa Aucynbdunaa, NUPUAOKCUHE
ruapoxnopuaa n unaHokobanamuta (pasgen
«KonuyecteeHHoe onpegenexHuney).

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
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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napTu:
Manufacturing date (mm.yyyy): /

darta npousBogacTBa (MM.rrrT):

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITTT):

Manufacturer according to the
registration in Russia: /

nEOM3BOEMTEJ1b B COOTBEeTCTBUMU

€ peructpauueni B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, tabnetky, NOKpbITbIe 060N04YKON

80781326
320124A

0065603207

07.2024

06.2026

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

Mu anp Oxmn Xenc Octpusa M6X ana Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PeaynbTaTthl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg |708.64 mg /708,64 mr
deviation from average weight / + 5 %). / OT 665,00 mr go 735,00 mr (700,00
CpeaHss macca TabneTok u Mmr+ 5 %).
OTKNOHEeHWe OT cpegHel Macchl 18/20 tablets: not more than + 5 % / Conforms /
18/20 TabneTok: He Gonee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 TabneTok: He Bonee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

<31 min/< 31 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
konu4yecTsa TMaMuHa Aucynbhuaa AoOMKHO
nepenTy B pacteop Yepes 45 MuH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He mexee 75 % (Q) oT
3anaBNeHHOro Konu4ecTsa NUPUAOKCUHa
rnapoxropuaa AoMKHO NepeiTy B pacTeop
yepes 45 MUH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3assneHHoro
KonuyecTtsa LmaHokobanaMuHa fomkHO
nepenTu B pacTBop Yepes 45 MUH.

118 %

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




Page 3 of 8 / Ctpanuua 3 us 8

p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
dara npoussoacTea (MM.ITIT):
Expiry date (mm. |

Cpok rogHocT! (MM.TrrT):

Manufacturer according to the
registration in Russia: /
[lpousBoguTensL B COOTBETCTBUU
¢ peructpauuein B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbie 060M104KOM

80781326
320124A

0065603207

07.2024

06.2026

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

M anp Qxu Xenc Octpusa Mw6X ana Ko. OF, ABcTpun

Related substances /
PoacTeeHHble npumecu

Thiamine disulfide impurities: /
| Mpumecn TamuHa ancynsduaa:

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

<01%/<0,1%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonnpuMuanH
NUpUAOKCUH (apaykT) — He Gonee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnn-5-TMa3on aTaHoN — He
bonee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHo-5-
aMUHOMETUN-2-METUNNNPUMNANH — He
6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eanHnyHan HemaeHTuuum-
poBaHHas npumeck — He 6onee 0,2 %;

<01%/<0,1%

Total unidentified impurities - not more than
1.0 %. / cymma HengeHTNOULIMPOBaHHbIX
npumecei — He 6onee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecu NupnAoKcyHa rmapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hdésslgasse 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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / poaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.rrrr):
Expiry date (mm.yyyy): /

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

MpousBoguTenL B COOTBETCTBUM
c peructpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIe 060M104KOM

80781326
320124A

0065603207

07.2024

06.2026

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

Mn anp Axu Xenc Octpua M'M6X ang Ko. OIN, ABcTpun

Cyanocobalamin impurities: /

 Mpumecy LmaHokobanamuHa:
hydroxocobalamin - not more than 8.0 %; /
ruapokcokobanamuH — He 6onee 8,0 %;

0.3%/0,3%

individual unidentified impurity — not more
than 5.0 %; / eguHUYHaA HeungeHTu-
vumposaHHas npumect — He Gonee 5,0 %;

0.8%/0,8%

total unidentified impurities - not more than
13.5 % / cymma HenaeHTUOUUNPOBAHHBIX
npumeceri — He 6onee 13,5 %.

13%/13%

Total unidentified impurities of thiamine

disulfide, pyridoxine hydrochioride and
cyanocobalamin - not more than 15.5 % /

Cymma HengeHTuuUMpoBaHHbLIX NpUMeceid

TWaMuHa aucynbcuaa, NUpUAOKCUHA
rmapoxnopvaa v unaHokobanamuHa — He
6onee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OaHopoaHoCTbL
[oO31poBaHUs (ANs Kaxxaon 5-omn
cepun)

Conforms / cooTBeTcTBYET

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride Conforms /
cooTBeTcTBYET

P&G Health Austria GmbH & Co

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
WWW.pg.com

.0G
Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.ITIT):
Expiry date (mm.yyyy): /

Cpok rogHocT (MM.ITrT):
Manufacturer according to the
registration in Russia: /

MpoussoauTensL B COOTBETCTBUU
€ perucrpauuen 8 Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTkun, NOKpbITbie 060M104KOil

80781326
320124A

0065603207

07.2024

06.2026

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

Mu ana Oxu Xenc Octpua M'm6X aug Ko. O, ABcTpus

Parameter / Mapametp

Specifications / Cneundmkauum

Results / PeaynbTarbl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas ynucrora
(Aansa kaxxgon 5-oin cepun)

TAMC - NMT 103CFU/g / <10 CFuU/g/
Obuwee 4vicno aspobHbix <10 KOE/r
MukpoopraHuamoB He Gonee 10° KOE/r

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

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

Absence in 1g

Assay / KonuyecteeHHoe
onpeaenexue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / oT
90 mr go 105 mr TvamunHa ancynbuaa;

99 mg /99 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCHMHA TMAPOXIOPNAA;

200 mg /200 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
oT 0,18 mr po 0,26 mr unaHokobanamuHa.

0.24 mg / 0,24 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nuncrep ns
nBX/NBAX/An.

Mo 2 6nuctepa ¢ MHCTPyKUUEeh no
NPUMEHEHWIO B NAYKy KAPTOHHYIHO.

Complies / CooTtBeTcTBYET

P&G Health Austria GmbH & Co.
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

oG

Rechtsform: Offene Gesellschaft (OG)

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




P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHANTU3A

Page 6 of 8 / CtpaHuua 6 ns 8

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWUOH®, Tabnetku, nokpbiTbie 060M104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 320124A
Bulk batch no.: / Homep napTu: 0065603207

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.rrrr): 07.2024

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoaguTenb B COOTBETCTBUM
€ perucrpauuen B Poccuu: Mu ana Oxu Xenc Octpusa Mw6X aHg Ko. OI, ABcTpus
Parameter / MapameTp Specifications / Cneuundukauumn Results / Pe3ynbrarhi
Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTBetcTBUM C HOPMATUBHOW CooTBeTcTBYET
AOKyMEHTauunen. TpeboBaHuaM
Storage / XpaHeHne At the temperature not more than 25 °C. /
Mpu TemnepaTtype He Bbiwe 25 °C.
Shelf-life / Cpok rogHocTu 2 years. / 2 roga.

APls used in FPC-Batch: Name / Haumenosanune: THIAMINE DISULFIDE / Tnamuna ancynocpug
FP Manufacturer API Batch number / Homep cepun cy6cTanumm
npoussoautens INNo: 91652246 - C601300126

AP} Manufacturer Batch number / Homep cepuun cy6cTaHuuy nponssoamntens
A®C: PRMU3244C59905

APl Manufacturer name / HaumeHosanmne npounssogutens A®C: Procter &
Gamble Health Limited / MpokTep aHa Mam6n Xenc Numurea

APl Manufacturer country / Ctpana npoussogutens A®C: India / Ungun

Name / HaumexosaHne: THIAMINE DISULFIDE / Tuamuna aucynocuna
FP Manufacturer AP| Batch number / Homep cepun cybctasumn
npoussoautens MMo: 91652246 - C601300122

AP| Manufacturer Batch number / Homep cepuv cy6cTaHuuv npoussoautens
APC: PRMU3258C59903

API Manufacturer name / HaumeHoBaHue npouasoauntens ASGC: Procter &
Gamble Health Limited / MpokTep ana Mamén Xenc Numuren

AP| Manufacturer country / CTpana npoussoautens A®C: India / Ungun

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




P&Ghly Restricted
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MIpogykT:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NoKpbITbie 060M04KOH

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 320124A
Bulk batch no.: / Homep napTtu: 0065603207
Manufacturing date (mm.yyyy): /

Oarta npoussoacTBa (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rTIT): 06.2026

Manufacturer according to the

registration in Russia: /

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

nQOVI3BOgMTenb B COOTBETCTBUU

¢ peructpauuei B Poccum:

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

Mu sxa [xun Xenc Octpua MM6X ang Ko. O, ABctpus

Name / HanmenosaHue: CYANOCOBALAMINE EP / Linanoko6anamux

FP Manufacturer API Batch number / Homep cepuu cy6crarnumu
npounssogutens MNe: 91181664 - C601300014

API Manufacturer Batch number / Homep cepuu cyGcTaHumn npoussoanTens
ADC: 2311722010

AP| Manufacturer name / HaumeHosanue npouasogutens A®C: EuroAPI
France / EepoAlA ®panc

API Manufacturer country / CtpaHa npoussogutena A®C: France / ®panuns

Name / HaumeHoBahue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NMupuaokcuHa ruapoxnopug,

FP Manufacturer API Batch number / Homep cepuu cy6ctanumu
npoussogutens NMe: 91200960 - C601300095

API Manufacturer Batch number / Homep cepuu cy6ctanuumn npoussogurens
A®C: JTPC+23104014C

API Manufacturer name / Haumernosanue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aaHcy TaHbCcuHb ®PapmacbroTvKan
Ko., Nra.

AP| Manufacturer country / Ctpana npoussoautens A®C: China / Kurtaii

Name / HaumeroeaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuxa ruapoxnopug

FP Manufacturer AP| Batch number / Homep cepun cy6ctanuuu
npoussocautens I'Nd: 91200960 - C601300096

AP| Manufacturer Batch number / Homep cepuu cy6cTasummn nponssoauTens
A®C: JTBC+23104013C

AP! Manufacturer name / Hanmerosanve npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L3sncu TaHbcMHb @apMacsioTukan
Ko., Nra.

AP| Manufacturer country / CtpaHa npoussoantens A®C: China/ Kutai

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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / MpoAaykT:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTtku, noKpbiTblie 060M104KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 320124A
Bulk batch no.: / Homep napTu: 0065603207
Manufacturing date (mm.yyyy): /

Qarta npousBoacTBa (MM.ITTT): 07.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 06.2026

Manufacturer according to the

registration in Russia: /

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

lNpoussoanTens B COOTBETCTBUMU

c peructpauueii B Poccuu:

Assessment: / 3akntoueHue:

Mu aHa [xu Xenc Octpus Mw6X aHa Ko. OF, ABctpus

The batch complies with the specification according to ND NC-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023, No 4 from 30.11.2023) / Cepusa cootBeTcTByeT TpeboBaHUAM
HopmaTneHoro agokymeHTa J1IC-001540-150720 (nsmeHeHue Ne 1 ot 06.10.2020,
nameHeHune Ne 2 ot 18.11.2021, usmeHenne Ne 3 ot 11.05.2023, nsmeHeHue Ne
4 o1 30.11.2023)

ate / Signature of Qualified Person: ] ({7
Lare  nomwe e o | a  1.2.5ep. 2024 Mﬁﬂﬁ X;é%/ e

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  320124A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine
Brand Code: Contractor Item No:
80781326 80781326

Date of Manufacturing: Expiration Date:

02 JUL 2024 JUN 2026

Lot Quantity: Unit of Measure:
111,960.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038625310

Bulk batches consumed in the reported Batch Code:

Batch No: 0065603204, Manufacturing Date:02.07.2024

Batch No: 0065603205, Manufacturing Date:02.07.2024

Batch No: 0065603207, Manufacturing Date:02.07.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
Ho6RIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

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

been manufactured, 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: DN4429 Print Date: 11.09.2024

PeG

Package Size:
20

Package Type:

blisters

Page: 1 of 2



SPITTALPLANT-P&GHEALTH
AUSTRIA
HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA . .
Certificate of Compliance

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 11.09.2024

This document was signed electronically and is valid without signature.
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