Page 1 of 10/ Ctpanvua 1 13 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoAaykr:

NEUROBION® coated tablets

HEWPOBWOH?®, Tabnetku, NOKpbITbie 060M04KON

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

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

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

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUMN
¢ peructpauuei B Poccuu:

80781326
307925A

0065834240

02.2025
01.2027

P&G Health Austria GmbH & Co. OG,

Mu ana xu Xenc Octpua MNM6X ang

Parameter / Napametp Specifications / Cneundukauymu Results /
PesynbTarh!

Appearance / OnucaHue Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell/ Kpyrnble, coated tablets with
ABOSAKOBbINYKNble TAbNEeTKN, the weak
nokpbITbie obonoykon noutn 6enoro | characteristic smell/
useta, 6necrawue, co cnabobim Kpyrnbie,
XapaKTepHbIM 3anaxoMm. OBOSAKOBbLINYKNbIE

TabneTtkun, NoKpbiTbIe
obonoukon nouTn
Henoro yseTa,
bnecrawwe, co
cnabbim
XapaKTepHbIM
3anaxom.

Identification / MoanuHHOCTL

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

Seite 1 von 10

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)

Highly Restricted

PeG
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [IpoaykT:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTkun, nokpbiTble 0605104KOM

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.

gaTa npouisoacrea ‘MM.ITI'I'!:

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

80781326
307925A

0065834240
ol
02.2025

01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ perucTtpauuen B Poccuu:

Mu ana Oxu Xenc Octpua M'M6X aHAg

Highly Restricted

PeG

Parameter / MapameTtp

Specifications / Cneuudunkauun

Results /
PesynbTaTthl

- thiamine disulfide /
TMamMmnHa gucynscug

- pyridoxine hydrochloride /
NUPUAOKCUHA rMAPOXNOPUA
- cyanocobalamin /

ynaHokob6anamuH

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 NUKOB Ha
xpomarorpammax UcnbITyembix
pacTBOPOB, AOIKHbI
COOTBETCTBOBATL BpEMEHaM
YAEPXUBaHUA OCHOBHbIX NUKOB Ha
XpomaTorpammax CTaHAaPTHbIX
pacTBOPOB TMUaMWUHa aucynboduaa,
NMPUAOKCUHA rmapoxnopuaa u
uvaHokobanamuHa (pasaen
«KonuuyectseHHoe onpegenexune»).

Conforms /
cooTBeTCTBYET

Average weight of tablets
and deviation from average
weight /

From 665.00 mg to 735.00 mg
(700.00 mg £ 5 %). / O1 665,00 mr go
735,00 mr (700,00 mr £ 5 %).

71117 mg/
711,17 mr

CpepHnas macca TabneTtok n | 18/20 tablets: not more than +5 % / | Conforms /

OTKNOHEHWE OT cpepHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET

mMacchbi 2/20 tablets: not more than £ 10 % / | Conforms/
2/20 Tabnetok: He 6onee + 10% 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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / MpoAaykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, NoKpbiTLIe 060M104KoN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 307925A
Bulk batch no.: / Homep naptu: 0065834240
Manufacturing date (mm.yyyy): /

Qara npoussogcrea (MM.rrrr): 02.2025
Expiry date (mm. 1/

Cpok roaHocTu (MM.ITIT): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ peructpauuveu B Poccuu:

Mwv ana Dxu Xenc Octpusa MmM6X ana

Parameter / MNapametp

Specifications / Cneundoukauuu

Results /
PesynbTarthbl

Disintegration /
PacnapgaemocTtb

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

<26 min/ < 26 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEeHHOro KoNM4ecTea
TMaMuHa aucynbcuaa AoMmKHO
nepenTn B pacTBop Yepes 45 MuH.

90 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABNEHHOro Konu4yecTea
nUpUAOKCUHA rMAPOXNopMAa A0IMKHO
nepenTy 8 pacTBop Yepes 45 MuH.

91 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3aaBNEHHOro
konuyecTea LUvaHokobanamuHa
AOIMKHO NeperTu B pacTeop Yepes 45
MWH.

98 %

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANTN3A

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWOH®, TabneTku, NOKpbITble 060M04KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep naptu: 0065834240
Manufacturing date (mm.yyyy): /

Qara npousBogcrea (MM.rrrr): 02.2025
Expiry date (mm. /

Cpok rogHocTu (MM.ITTT): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Mpou3BoguTens B COOTBETCTBUM

¢ peructpauvei B Poccuu:

Mu 3na Oxun Xenc Octpusa Tu6X aHg

Highly Restricted

PeG

Related substances /
PopcreeHHble npumecn

Thiamine disulfide impurities: /

MNpumecn TnammHa ancynbduaa:

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

<01%/<0,1%

aminopyrimidine formamide - not
more than 1.0 %; / amuHonupuMnanH
dopmamng — He Gonee 1,0 %;

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
aMUHONVPUMUGWUH NUPULOKCUH
(apnykT) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than

0.2 %; / 4-amnHO-5-amuHomeTUN-2-
metTunnupumuauH — He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not
more than 0.2%; / eguHn4Has
HengeHTNULMPOBaHHAA NPUMECh —
He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not
more than 1.0 %. / cymma
HenaeHTUULNPOBaHHbIX

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NpogykT: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NOKpbLITLIE 060M0UKON

SAP-Code: / Kog SAP: 80781326
Batch no.: /| Cepusa Ne 307925A
Bulk batch no.: / Homep napTtu: 0065834240
Manufacturing date (mm.yyyy): /

Qarta npoussogcrea (MM.rrrr): 02.2025
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.TTTIT): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTenb B COOTBETCTBUU

¢ peructpauviei B Poccum:

Mu 3na Dxu Xenc Octpua NMG6X aHA

Highly Restricted

PsG

Pyridoxine hydrochloride impurities: /
MNpumecu nupunaokcuHa

rnapoxnopuga:
individual impurity - not more than

0.2 %; / eanHNYHan npumecob —
He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Cyanocobalamin impurities: /

HQVIMGCM HMaHOKOﬁaﬂaMMHaZ

more than 5.0 %; / equHKYHas
HenaeHTUULMpOoBaHHAA NpUMech —
He 6bonee 5,0 %;

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / ruppokcokobanamuH — He

6onee 8,0 %;

individual unidentified impurity — not [0.9% /0,9 %

total unidentified impurities - not more
than 13.5 % / cymma HenageHTuULU-
poBaHHbIX NpumMecen — He Gonee

13,5 %.

17% /11,7 %

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr: NEL}ROBION‘D coated tablets
HEUPOBWOH®, TabneTku, NokpbITbie 060104KOMN

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep napTu: 0065834240
Manufacturing date (mm.yyyy): /

Oara npoussogcrTea (MM.Irrr): 02.2025
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.rrrr): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

n pouisognuTtenb 8 COOTBETCTBUU

¢ perucrpauuven 8 Poccum:

Mu aua Dxu Xenc Octpua MTMoX ang

Highly Restricted

PG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HENAEHTUDOUUMPOBAHHbLIX NpUMecen
TMaMuHa gucynbduga, NMpuaokcuHa
rmgpoxnopuaa u

unaHokobanamuHa — He 6onee 15,5
%.

1.7%11,7%

Uniformity of dosage units

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

(every 5th batch) /

OpHopogHocTb

posnposaHna (ans kaxaon | Conforms / cooteetcTayer

5-o11 cepum)

- thiamine disulfide Conforms /
cooTBeTCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / [poaykr:

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

Bulk batch no.: / Homep naptu:

NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NoKpbITLIE 060N04KON

80781326
307925A

0065834240

Manufacturing date (mm.yyyy): /

gaTa npounssoacTBa !MM.I'I'I'I'!:

Expiry date (mm.

Cpok rogHocTH (MM.rrrr):

02.2025

01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUM

¢ peructpauunen B Poccuu:

MNu 3nup Oxn Xenc Octpusa M'mM6X aHa

Highly Restricted

PeG

Escherichia coli — otcytctene 8 11

Parameter / MNapamerp Specifications / Cneundukaumn |Results /
PesynbTrarbl
Microbial purity / (every 5th | TAMC — NMT 10°CFU/g / Not tested
batch) / O6buwee 4ncno aapobHbIx Not tested
Mukpobuonorndyeckas MUKpoopraHusmos He 6onee
yucToTa (ans kaxaown 5-on | 10° KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6wwee uncno rpubos He Gonee Not tested
102 KOE/r
Escherichia coli — absence in 1 g/ |Not tested

onpeagenexHune

Assay / KonnyectBeHHoe

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TMamuHa anucynbuaa;

100 mg/ 100 mr

leaflet in a carton. / Mo 10 TabneTok
B 6nuctep ns NBX/MBAX/An.

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

190 mg to 210 mg of pyridoxine 204 mg / 204 mr
hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCUHA MMAPOXNOpuaa;
0.18 mg to 0.26 mg of 0.24 mg /0,24 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr unaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information | CooTsetcTeyeT

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
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Rechtsform: Offene Gesellschaft (OG)

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

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A P&G

Product: / MpoAaykr: NEl}ROBIONQ coated tablets
HEMPOBUWOH?®, TabneTku, NOKpbITbie 060M104KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 307925A
Bulk batch no.: / Homep napTtu: 0065834240
Manufacturing date (mm.yyyy): /
Qara npoussogcrea (MM.rrrr): 02.2025
Expiry date (mm. 2/
Cpok rogHocTH (MM.rrrT): 01.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoguTens B COOTBETCTBUU
¢ perucrtpauuven B Poccuu: Mu ana Dxm Xenc Octpuna MmoX axHg
Parameter / MapameTtp Specifications / Cneundukauum | Results /
PesynbTarbl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTtBeTCTBUM C HOPMATUBHOM prescribed /
AOKyMeHTauuen. CooTsetcTayeT
TpeboBaHUAM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpn Temnepartype He Bbiwe 25 °C.
Shelf-life / Cpok rogHocTu 2 years. / 2 roga.
APIs used in FPC- Name / HaumeHosanne: THIAMINE DISULFIDE / TuamuHa

Batch: ancynbcua
FP Manufacturer API Batch number / Homep cepuu cy6cTaHumm
npouseoautens MNe: 91652246 - C601500018, C601500015,
€601500012, C601500011;
API Manufacturer Batch number / Homep cepuu cyGeTanumm
npouseoautens ASGC: PRMU4229C59900, PRMU4201C59901,
PRMU4256C59900, PRMU4261C59900;
API Manufacturer name / HaumeHoeanve npoussoautena APC:
Procter & Gamble Health Limited / Mpokrep ang MmMGn Xenc
Numuten
API Manufacturer country / CtpaHa npoussogutens A®C: India /
Unaun

Seite 8 von 10
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 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0) 4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A P&G

Product: / MpoaykT: NEL}ROBION® coated tablets
HEUPOBWUOH®, TabneTku, NOKpbITLIe 060M04KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep napTtu: 0065834240
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.IIrr): 02.2025
Expiry date (mm. :/
Cpok rogHOCTU (MM.rrIT): 01.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBoaguTensb B COOTBETCTBUUN
C peructpauuein B Poccum: Mu 3va Oxu Xenc Octpusa MM6X aHa

Name / Hanmenosanne: CYANOCOBALAMINE EP /
LuaHoko6anamun

FP Manufacturer AP Batch number / Homep cepuu cy6ctaHuum
npoussoautens [N1o: 91181664 - C601300020

AP| Manufacturer Batch number / Homep cepun cybctanumu
npoussoantens A®PC: 2311661875;

AP! Manufacturer name / HaumeHoBaHue npoussogurens APC:
EuroAPI France / EspoAllA ®panc

AP| Manufacturer country / CtpaHna npoussogutens APC: France /
®paHuun

Name / HaumeHoBanue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupupokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6ctaHumm
npouseoautens [Mo: 91200960 - C601500006, C601500005,
C601500003;

APl Manufacturer Batch number / Homep cepun cyf6craHumm
npoussognTens ADC: JTPC+24064026C, JTPC+24064025C,

JTPC+24064024C;

API Manufacturer name / HanmeHosaHue npoussoautens AQC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / U3sHcu TAHbCUHBL
®dapmacsiotukan Ko., Ilta.

API| Manufacturer country / CtpaHa npoussoautens APC: China/
Kutan
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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
WWww.pg.com UID-Nr. ATU43740706

Unbeschréankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANN3A p&G

Product: / MpoaykT: NEL}ROBION@’ coated tablets
HEWPOBWOH?®, Tabnetku, NoKpbITbie 060N04KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep naptu: 0065834240
Manufacturing date (mm.yyyy): /
Qara npoussoacTsa (MM.ITIT): 02.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 01.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
Mpounssoguren B COOTBETCTBUU
c peructpauuven B Poccum: Mu sHa Oxu Xenc OcTpus TM6X 3np

Assessment: / 3akniouenne: 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) / Cepus cooTBeTCTBYET TPpEGOBaHUAM
HopmaTusHoro gokymeHta J1C-001540-150720 (nsmeHeHue
Ne 1 o1 06.10.2020, usmeHeHue Ne 2 ot 18.11.2021,
nameHeHne Ne 3 ot 11.05.2023, nsmeHenue Ne 4 ot
30.11.2023)

HERMANN Larissa
08 APR 2025 /

Date / Signature of Qualified Person: /
fdara / noanuck kBanuduuuposaHHoro nuua
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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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINTU3A

NEUROBION® coated tablets
HEWPOBUOH?®, Tabnerku, NoKpbITLIe 060M04KON

Product: / Mpoaykr:

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep napTu: 0065834241
Manufacturing date (mm.yyyy): /

Qarta npousBoactea (MM.rrrr): 02.2025
Expiry date (mm.yyyy): /

CpoK rogHoCcTH (MM.rrrr): 01.2027

Manufacturer according to the
registration in Russia: /
Austria/

MpoussoguTens B COOTBETCTBUMU
¢ peructpauven B Poccuu:

P&G Health Austria GmbH & Co. OG,

Mu ang Oxun Xenc OcTtpusa 'M6X aHg

Results /
PesynbTarbl

Parameter / Mapametp Specifications / Cneuudukaumu

Appearance / Onucanue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnbie,
ABOAKOBbLINYKNble TabneTky,
NoKpbITble 060n04koN NouTn 6enoro
useta, bnecrawme, co cnabbim
XapaKkTepHbIM 3anaxom.

Round, biconvex,
glossy off-white
coated tablets with
the weak
characteristic smell/
Kpyrnble,
DBOAKOBbLINYKNblE

TabneTkn, NOKpbITbIE
obonoukoi novutu
6enoro uyseTa,
6necrawue, co
cnabbim
XapaKkTepHbIM
3anaxom.

Identification / MoanuHHOCTL

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoAaykT:

Highly Restricted

PG

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, nokpbiTbie 060n04Kon

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

Bulk batch no.: /| Homep napTu:
Manufacturing date (mm.yyyy): /
Darta npousBogcTtBa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHOCTH (MM.rrrT):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoguTentL B COOTBETCTBUU
¢ perucTpauueun 8 Poccuu:

80781326
307925A

0065834241

02.2025
01.2027

P&G Health Austria GmbH & Co. OG,

Mun ana Owxu Xenc Octpus MTM6X 3aHA

Parameter / Napametp Specifications / Cneundukaumn Results /
PeaynbTaTthbl

- thiamine disulfide / Retention times of the main peaks in | Conforms /

the chromatograms of test solutions | cooTseTcTByET
TMaMUHA AUCYTb YA should comply with the retention
- pyridoxine hydrochloride / | times of the main peaks in the

chromatograms of thiamine disulfide,
PHBHASECIRS RARSEISR pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LnaHoKoBanamuH (see Assay). / BpemeHa

YAEPXKUBaAHNA OCHOBHbLIX NUKOB Ha

XpoOmaTorpaMmax UCrnbITyeMbixX

pacTBOpOB, AOMKHbI

COOTBETCTBOBATbL BpemMeHam

yAEPXUBAHUA OCHOBHBIX MUKOB Ha

XpoMaTorpammax ctaHaapTHbIX

pacTeopoB TMaMuHa aucynbdunaa,

NUPUAOKCUHA rmapoxnopuaa u

umaHokobanamuna (pasgen

«KonunyectseHHoe onpeaeneHne»).
Average weight of tablets From 665.00 mg to 735.00 mg 698.69 mg/
and deviation from average |(700.00 mg 5 %). / Ot 665,00 mr go [ 698,69 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepHss macca Tabnetok u | 18/20 tablets: not more than +5 % / | Conforms /
OTKNOHEHWe OT cpeaHen 18/20 Tabnetok: He Gonee + 5% COOTBETCTBYET
maccebl 2/20 tablets: not more than £ 10 % / | Conforms/

2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Seite 2 von 10

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440
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Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




Page 3 of 10 / CTparuua 3 13 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / Mpogykr: NEUROBION® coated tablets
HEUPOBMOH®, TabneTku, NoKpbITLIe 060M104KON

SAP-Code: / Koa SAP: 80781326

Batch no.: / Cepusa Ne 307925A

Bulk batch no.: / Homep naprtu: 0065834241

Manufacturing date (mm.yyyy): /

Qara npoussoactBa (MM.IrTT): 02.2025

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 01.2027

Manufacturer according to the

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

Austria/

MpoussoauTenL B COOTBETCTBUU

¢ peructpauuen B Poccuu: Mu ana Dxm Xenc Ocrpusa M'mM6X sHa
Parameter / NapameTtp Specifications / Cneuudukaunun Results /

Pe3ynbTarhl

Disintegration / Not more than 60 min. / He 6onee <24 min/ < 24 MuH
Pacnapaemoctb 60 MWH
Dissolution Not less than 75 % (Q) of thiamine 95 %

disulfide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) oT 3asBnNEHHOro KonuyecTea
THaMuHa aucynbhuaa A0MKHO
nepenTn B pacTeop 4Yepes 45 MUH.
Not less than 75 % (Q) of pyridoxine |95 %
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3asBNEHHOro konu4yecTea
NUPUAOKCUHA FMAPOXNopUAa A0MKHO
nepenTn B pacTeBop Yepes 45 MuH.
Not less than 75 % (Q) of 103 %
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3asBNEHHOro
konu4yecTea ymaHokobanamuHa
DOMMKHO NepenTu B pacTeop Yepes 45
MWH.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpogykT: NEUROBION® coated tablets
HEMPOBUOH?®, Tabnetku, NokpbiTbie 060M104KoN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep naprtu: 0065834241
Manufacturing date (mm.yyyy): /

Qara npoussogcrBa (MM.rrrr): 02.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.IrrT): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

I'Igoussogwrenb B COOTBEeTCTBUN

¢ peructpauven B Poccun:

Mun ava Dxum Xenc Octpus TMOX ava

Highly Restricted

PeG

Related substances /
PoacTeeHHble npumecn

Thiamine disulfide impurities: /

MNpumecu TnamuHa aucynbguga:

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

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

4-methyl-5-thiazole ethanol - not
more than 1.0 %; / 4-meTun-5-Tnason
3araHon — He 6onee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than

0.2 %; / 4-amuHo-5-amuHOMETUN-2-
MeTunnupumngnH — He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not
more than 0.2%; / eguHUYHaR
HenaeHTNUMpoBakHan NpumMech —
He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not
more than 1.0 %. / cymma
HenaeHTUMUNPOBAHHbIX

npumecen — 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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / Mpoaykr: NEQROBION@ coated tablets
HEUPOBUWOH®, tabnetku, NOKpbITbIe 060N04KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 307925A
Bulk batch no.: / Homep napTu: 0065834241
Manufacturing date (mm.yyyy): /

Qdara npoussoacTea (MM.ITrr): 02.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUM

¢ perucTtpauuen B Poccuu:

Nu s31a Owu Xenc Octpus TmM6X aHa

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
MNpumecu NUpUAoOKCUHA

rmgpoxnopuga:

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

<01%/<0,1%

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

<01%/<01%

Cyanocobalamin impurities: /
Mpumecn umaHokobanamuHa:

more than 5.0 %; / eguHuuHas
HenaeHTUNLMPOBaHHAA NPUMECH —
He 6onee 5,0 %;

hydroxocobalamin - not more than 03%/0,3%
8.0 %; / rmppokcokobanamuH — He

6onee 8,0 %;

individual unidentified impurity —not [0.9% /0,9 %

total unidentified impurities - not more
than 13.5 % / cymma HengeHTUUUK-
poBaHHbIX Npumecen — He Gonee

13,5 %.

1.7% 11,7 %

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
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A p&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWUPOBWOH®, TabneTku, NOKpbITbie 060M104KON

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

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

Oara npousBoAacTBa (MM.Irrr):
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.ITTT):
Manufacturer according to the

registration in Russia: /
Austria/

MpousBoguTens B COOTBETCTBUU
¢ peructpauueir B Poccuu:

80781326
307925A

0065834241

02.2025
01.2027

P&G Health Austria GmbH & Co. OG,

Mu 3Ha Dxu Xenc Octpua NM6X aHg

Total unidentified impurities of 1.7% /11,7 %

thiamine disulfide, pyridoxine

hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HENOgEeHTUDULIMPOBAHHbIX NpUMecen
TMamMmHa gucynbdunga, nMpuaokcuHa
rmapoxnopuaa u

uvaHokob6anamuua — He 6onee 15,5

%.

Uniformity of dosage units
(every 5th batch) /

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

OaHopoaHoCTL

noanposanus (ana kaxpaoin | Conforms / cooteetcteyet

5-o1 cepun)

- thiamine disulfide Conforms /
CcooTBETCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINIU3A

Product: / MMpoAaykT:

NEUROBION?® coated tablets

HEWPOBWOH?®, Tabnetku, NnoKpbITbie 060M104KOM

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

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

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

Cpok rogHoCcTU (MM.ITTT):
Manufacturer according to the

registration in Russia: /
Austria/

MpousBoauTensb B COOTBETCTBUU
c peructpauuven B Poccuu:

80781326
307925A

0065834241

02.2025

01.2027

P&G Health Austria GmbH & Co. OG,

Mu a3na Oxu Xenc Octpua NM6X aHa

Highly Restricted

PeG

Parameter / MapameTp

Specifications / Cneundukauun |Results /

PesynbTarbl
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / Not tested
batch) / O6wee uncno asapobHbIX Not tested
Mukpobuonorunyeckas MUKpOOpraHu3moB He bonee
yucroTa (ans kaxgon 5-o |10 KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6wee uncno rpubos He bonee Not tested
102 KOE/r

Escherichia coli— absence in 1 g/ |Not tested
Escherichia coli — oTcytctBue B 1 r

Assay / KonuyectseHHoe
onpegenexHue

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / o1 90 mr go 105 mr
TUaMuHa Aucynobuaa;

100 mg/ 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCUHA rMapPOXNopUAa;

203 mg / 203 mr

0.18 mg to 0.26 mg of
cyanocobalamin. / ot 0,18 mr go
0,26 mMr ynanokobanamuHa.

0.24 mg/ 0,24 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B 6nuctep ns NBX/NBAX/An.

Mo 2 6nuctepa ¢ HCTPyKUMER No
NPUMEHEHMIO B NAYKy KAPTOHHY!IO.

CootseTtcrByeT

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
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A p&G

Product: / MpogykT: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbITLIE 060104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 307925A
Bulk batch no.: / Homep napTu: 0065834241
Manufacturing date (mm.yyyy): /
Oara npousBoacrtsea (MM.rrrr): 02.2025
Expiry date (mm. 1/
CpoK rogHoCTU (MM.ITIT): 01.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTenb B COOTBETCTBUMN
¢ peructpauuven B Poccuu: Mu aua Oxu Xenc Octpus N'mM6X 3HAa
Parameter / MapameTp Specifications / Cneuudukaumn | Results /
PesynbTarbl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTseTCTBUM C HOPMATUBHOWN prescribed /
AOKyMEHTaLMen. CooTseTtcTBYET
TpeboBaHuAM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok rogHocT! 2 years. / 2 roga.
APIls used Name / Haumenoeanune: THIAMINE DISULFIDE / Tuamuna

in FPC-Batch: avcynbdua,
EP_Manufacturer API Batch number / Homep cepuu cybetaHumm
npoussogurens MNMad: 91652246 - C601500015, C601500011;
API Manufacturer Batch number / Homep cepuun cy6craHuum
npoussoautens A®C:, PRMU4201C59901, PRMU4261C59900;
API Manufacturer name / HaumeHosaHve npoussoaurens APC:
Procter & Gamble Health Limited / MpokTep sHg M3m6n Xenc
Numuren
API Manufacturer country / CtpaHa npoussogutens AP®C: India /
Unpon

Seite 8 von 10
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAININ3A

Highly Restricted

PeG

Product: / MpoaykT:

NEUROBION® coated tablets
HEWPOBUWOH?®, TabneTkun, NOKpLITbIE 060N0UKOM

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepua Ne 307925A
Bulk batch no.: / Homep naptu: 0065834241
Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM.Irrr): 02.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITTT): 01.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ perucTtpauuveiu 8 Poccuu: Mu avg Dxun Xenc Octpun MNM6X ang

Name / HaumeHosaHue: CYANOCOBALAMINE EP /
LinanokoGanamuH

FP Manufacturer APl Batch number / Homep cepuu cy6ctaHumu
npoussoautens NP: 91181664 - C601300020

API Manufacturer Batch number / Homep cepuu cy6ctanuyuu
npoussoautens APC: 2311661875;

AP| Manufacturer name / HaumeHoBanve nponssoautens ASC:
EuroAPI France / EBpoAlNU ®paHc

API Manufacturer country / CtpaHa npoussogutens A®C: France /
®paHuus

Name / HaumeHosanue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / NMinpuaokcuHa rmgpoxnopua

FP Manufacturer AP] Batch number / Homep cepuu cybcTaHuum
npoussoautens M. 91200960 - C601500006, C601500003,

C601500008;

APl Manufacturer Batch number / Homep cepun cy6craHuyum
npoussoanTens APC: JTPC+24064026C, JTPC+24064024C,
JTPC+24064029C;

AP| Manufacturer name / HaumeHoBanue npoussoautens AQC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / L3AaHcu TARLCUHL
®dapmacbrotukan Ko., lita.

AP! Manufacturer country / CtpaHa npoussogutena A®C: China/
KuTtan

Seite 9 von 10

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

Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kdnigstein im Taunus HRB 10156)




Page 10 of 10 / CTpanuua 10 ua 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH?®, tabneTku, NoKpbITLIe 060N0YKOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 307925A
Bulk batch no.: / Homep napTu: 0065834241
Manufacturing date (mm.yyyy): /
Qara npoussogcrea (MM.ITrT): 02.2025
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.IrIT): 01.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTensL B COOTBETCTBUU
¢ peructpauuen B Poccuum: Mu ana Oxu Xenc Octpusa FNM6X 3HAa

Assessment: / 3aknioueHue: 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) / Cepusa cooTtBeTCTBYET TpebOBaHUAM
HopmatusHoro agokymeHTa JIC-001540-150720 (n3ameHeHne
Ne 1 ot 06.10.2020, usmeHeHve Ne 2 ot 18.11.2021,
nameHeHne Ne 3 ot 11.05.2023, nsmenexve Ne 4 ot

30.11.2023)
HERMANN Larissa
08 APR 202
Date / Signature of Qualified Person: / %\
ara / noanucb kBanudMuMpoBaHHOro nuua
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Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number: Package Size:
NEUROBION FORTE DRAGEES (20 DRG)-RU  307925A 20

Importing Country: Dosage Form: Package Type:
RU coated tablets blisters
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:

04 FEB 2025 JAN 2027

Lot Quantity: Unit of Measure:

74,400.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038981171

Bulk batches consumed in the reported Batch Code:

Batch No: 0065834240, Manufacturing Date:04.02.2025

Batch No: 0065834241, Manufacturing Date:04.02.2025

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 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
HoRIgasse 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

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 04.04.2025
Person

This document was signed electronically and is valid without signature.
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