Page 1 of 10 / CTpanuua 1 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWUOH?®, TabneTku, NnokpbiTblie 060N04KO

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepusa Ne 315425A

Bulk batch no.: / Homep napTu: 0137134938

Manufacturing date (mm.yyyy): /

Oara npousBogcraa (MM.rrrr): 05.2025

Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.IFIT): 04.2027

Manufacturer according to the

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

Austria/

MpoussoguTens B COOTBETCTBUU

¢ peructpaumen 8 Poccuu: Mu 3va Oxu Xenc Octpua MM6X 3xa

Parameter / NapameTtp Specifications / Cneuyndukanumn Results /
Pe3ynbTarthbl

Appearance / OnucaHue Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell/ Kpyrnbie, coated tablets with
ABOAKOBbINYKNble TabneTky, the weak
nokpbIThlie o6onoykon no4tn 6enoro | characteristic smell/
uyseta, bnecrawmve, co cnabbim Kpyrnble,
XapaKTepHbIM 3anaxom. ABOAKOBLINYKIbIE

TabneTkn, NOKpbITbLIE
obonoukon no4Tn
6enoro useTa,
onecTtawme, co

cnabbiv

XapakKTepHbimMm

3anaxom.

ldentification / MoanuHHOCTL
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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
www.pg.com 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 / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpLITbIe 060M0UKON

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

Bulk batch no.: / Homep naprtu:

80781326
315425A

0137134938

Manufacturing date (mm.yyyy): /

Hara npousBogacTBa ‘MM.ITIT!:

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

05.2025

04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussogurTenb B COOTBETCTBUU

¢ peructpauuen B Poccuum:

Mu ang Dxu Xenc Octpua TM6X 3HA

Highly Restricted

PeG

Parameter / MNapametp Specifications / Cneuucdukaumun Results /
Pe3ynbTaThl

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

the chromatograms of test solutions |cooTseTcTRYET
TMAMUMHA AUCYTb YA should comply with the retention
- pyridoxine hydrochloride /  [times of the main peaks in the
AMPMAOKCUHA FMAPOXTIOPUA chr.oma.tograms of thigmine disulfide,

pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LnaHoKo6anamuH (see Assay). / BpemeHa

yAepXuBaHNA OCHOBHbIX MUKOB Ha

Xpomarorpammax UcnbiTyembix

pacTBOpOB, AOMKHbI

COOTBETCTBOBATbL BpeMeHam

YAEPXNBaAHUA OCHOBHbIX NUKOB Ha

Xpomarorpammax CtaHfapTHbIX

pacTBOpoB TuamuHa aucynsduaa,

NUPUAOKCUHA ruapoxnopuaa n

unaHokobanamuHa (pasgen

«KonuyecteeHHOE onpeaeneHvey).
Average weight of tablets From 665.00 mg to 735.00 mg 706.16 mg /
and deviation from average |(700.00 mg £ 5 %). / Ot 665,00 mr ao | 706,16 mr
weight / 735,00 wmr (700,00 mr + 5 %).
CpepnHasa macca Tabnetok u | 18/20 tablets: not more than £5 % / | Conforms /
OTKNOHEHWe OT cpefHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
macchbl 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
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Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANN3A p&G

Product: / MpoAaykT: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTkn, NOKpbITblie 060M04KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusn Ne 315425A
Bulk batch no.: / Homep napru: 0137134938
Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok rogHocTy (MMm.rrrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. 0G,

MpoussoauTensL B COOTBETCTBUUN

¢ peructpauuvein B Poccum:

Mv aua Dxu Xenc Octpusa TMB6X 3HA

Parameter / MNapameTp

Specifications / Cneundukauum

Results /
PesynbTarhl

Disintegration /
PacnagaemocTb

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 3aABnNEHHOro KonuyecTea
TMamMunHa gucynbduaa AOMKHO
nepenTy B pacTeop Yepes 45 MUH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABNEHHOro KoNu4ecTaa
NUPUAOKCUHA rMAPOXNIopUAa AOMKHO
nepenTn 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 3anaBNEeHHOro
KonuyecTea ynaHokobanamuHa
AOMMKHO NepenTun B pacTeop Yepes 45
MWH.

104 %

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
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Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A P&G

Product: / MpoAaykT: NEl}ROBION‘D coated tablets
HEWPOBWOH®, TabneTkn, NoKpbiTbie 060noukon

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm. )
Oata npoussoacTsea (MM.ITrT):
Expiry date (mm. 2/

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

Austria/

MpoussoauTenb B COOTBETCTBUN
¢ peructpauuen B Poccuu:

80781326
315425A

0137134938

05.2025
04.2027

P&G Health Austria GmbH & Co. OG,

Mu ana Dxu Xenc Octpua 'M6X 3HA

Related substances / Thiamine disulfide impurities: /

PoacteeHHbIe npumecu Mpumecu TamuHa aucynbduaa:
thiamine - not more than 3.0 %; / <01%/<0,1%
TuamuH — He 6onee 3,0 %;

aminopyrimidine formamide - not <01%/<01%
more than 1.0 %; / amuHonupumMnguH
dopmamug — He 6onee 1,0 %;

aminopyrimidine pyridoxine (adduct) - [<0.1% /< 0,1 %
not more than 1.0 %; /
aMUHONVPUMUAWH NUPULOKCUH
(apaykr) — He 6onee 1,0 %;

4-methyl-5-thiazole ethanol - not <01%/<0,1%
more than 1.0 %; / 4-meTnn-5-tnason
aTaHon — He 6onee 1,0 %;

4-amino-5-aminomethyl-2- <01%/<0,1%
methylpyrimidine - not more than

0.2 %; / 4-amnHo-5-amnHoMeTUN-2-
MeTunnupumuguH — He 6onee 0,2 %;

Individual unidentified impurity - not  |<0.1%/<0,1%
more than 0.2%; / eguHnuHas
HenaeHTUULMPOBaHHAA NPUMECH —
He 6onee 0,2 %;

Total unidentified impurities - not <01%/<0,1%
more than 1.0 %. / cymma
HenaeHTNUUNPOBaHHbIX
npumecen — He 6onee 1,0 %.

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
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Rechtsform: Offene Gesellschaft (OG)

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

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / MpogykT: NEUROBION® coated tablets
HEUPOBWUOH?®, TabneTku, NoKpbITLIE 060M104KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napTu: 0137134938
Manufacturing date (mm.yyyy): /

Oarta npoussoacrea (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok roaHocTy (MM.Irrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

lMpoussoauTens B COOTBETCTBUU

¢ peructpauvein B Poccuu:

Mu 3ng Oxu Xenc Octpus Mv6X 3HA

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
Mpumecn NupUaoKcHuHa

rmgpoxnopuaa:

individual impurity - not more than
0.2 %; / eanHn4Han npumecb —
He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Cyanocobalamin impurities: /

| Mpumecu UuaHokobanammHa:

more than 5.0 %; / eguHUYHas
HenaeHTUULMpoBaHHAA NpUMech —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.7% /10,7 %
8.0 %; / rugpokcokobanamMuH — He

6onee 8,0 %;

individual unidentified impurity — not [0.6 % /0,6 %

total unidentified impurities - not more
than 13.5 % / cymma HengeHTuduum-
poBaHHbIX Npumecen — He 6onee

13,5 %.

1.0%/1,0%

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
WwWww.pg.com

0G
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Rechtsform: Offene Gesellschaft (OG)

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

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 AHAJTTU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NoKpbITble 060n04KON

SAP-Code: / Kon SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napru: 0137134938
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.ITrT): 05.2025
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpoussoauTen B COOTBETCTBUU

¢ peructpauuen B Poccuu:

Mu ana Oxu Xenc Octpua M'mM6X 3na

Highly Restricted

PG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HenaeHTUMULIMPOBAHHbLIX NpuMecen
TMamMuHa gucynbduaa, NMPULOKCUHA
rmapoxnopwaa v

unaHokobanamuHa — He 6onee 15,5
%.

1.0%/1,0%

Uniformity of dosage units
(every 5th batch) /

OaHopoaHocTb

po3vposanua (ans kaxgon | Conforms / cooteeTcTByeT

5-oi cepun)

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIN3A

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWOH?®, TabneTkn, NOKpbITbie 060M104YKOMN

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napTu: 0137134938
Manufacturing date (mm.yyyy): /

Oara npoussoacTsa (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.IITT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUU

¢ perucrpauvei B Poccuu:

Mun a3ng Oxu Xenc Octpust TM6X aHA

Highly Restricted

PeG

Escherichia coli — otcytctBue 8 11

Parameter / MapameTp Specifications / Cneundukauymu |Results /
Pesynbrartbl
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / Not tested
batch) / O6wwee yncno aspobHbIx Not tested
Mukpobuonorudeckas MUKpoopraHusmoB He bonee
yuctoTa (ANs Kaxpon 5-on 103 KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6wee yucno rpubos He Gonee Not tested
102 KOE/r
Escherichia coli — absence in 1 g/ | Not tested

Assay / KonuyecTtseHHoe
onpegeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TVaMuHa ancynbdunaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NUpUAOKCMHa rmapoxnopuaa;

204 mg / 204 mr

0.18 mg to 0.26 mg of
cyanocobalamin. / ot 0,18 mr go
0,26 mr ynaHokob6anamuHa.

0.23mg /0,23 mr

Package / YnakoBka

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

Mo 2 6nuctepa ¢ MHCTPYKUMEN no
NPUMEHEHNIO B NAYKY KAPTOHHYIO.

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrénkt haftende Gesellschafterin:
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A P&G

Product: / NMpoaykr: NEl'.lROB|0N® coated tablets
HEWPOBWOH?®, TabneTku, NOKpLITLIE 060M104KON
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napTu: 0137134938
Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /
CpoK roaHocTH (MM.IrrT): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
NMpoussoauTens B COOTBETCTBUU
¢ perucrtpauuven B Poccuu: Mu anp Dxu Xenc Octpus MNM6X aHA
Parameter / MapameTp Specifications / Cneundukaumu |Results /
Pe3ynbTaThl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTBeTCTBUMN C HOPMATUBHOMN prescribed /
AOKyMeHTauuen. CooTBevcTBYyeT
TpeboBaHuAM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpun Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok rogHoCTI 2 years. / 2 roaa.
APls used in FPC- Name / HaumeHoeanve: THIAMINE DISULFIDE / Tuamuna

Batch: ancynbdung,
FP Manufacturer API Batch number / Homep cepuyn cybcTaHumv
npoussogutensa [NP: 91652246 - C601500049, C601500052;
API Manufacturer Batch number / Homep cepun cy6cTaHuumm
npoussoautens A®C: PRMU4363C59900, PRMU4363C59901;
APl Manufacturer name / Hanmerosanue npoussoautens APC:
Procter & Gamble Health Limited / Mpokrep ana MM6n Xenc
NMumurepn
API Manufacturer country / Ctpara npoussoautens A®C: India /
NHgm
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P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechisform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWOH?®, TabneTkn, NoKpbiTbie 060n04KOn
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep naptu: 0137134938
Manufacturing date (mm.yyyy): /
Data npoussogcTBa (MM.Irrr): 05.2025
Expiry date (mm. 1
Cpok roaHocTu (MM.FITT): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/

Mpoussoaurenb B COOTBETCTBUU

¢ perucrtpauuen B Poccuu: Mu ana Oxu Xenc Octpua MNM6X aHa

Name / HaumeHosanHne: CYANOCOBALAMINE EP /
UunaHoko6anamuH

FP Manufacturer APl Batch number / Homep cepuun cy6craHuuu
npoussoauTens [J1d: 91181664 -C601400001, C601400004;

API| Manufacturer Batch number / Homep cepuu cy6cTanumm
npounssoautens A®C: 2412601402, 2412621446;

API Manufacturer name / Haumexnoeanue npoussoautens APC:
EuroAPI France / EBpoAllA ®paHc

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

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupngokcuHa ruapoxnopun

FP Manufacturer AP| Batch number / Homep cepuun cybctaHuuu
npoussoguTens F®: 91200960 - C601500038, C601500036;

Highly Restricted

PeG

AP! Manufacturer Batch number / Homep cepun cy6craHumm

npoussogutens A®C: JTPC+24114024C, JTPC+24114029C;
API Manufacturer name / HaumeroBaHue nponssoantena APC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / Li3siHcn TAHLCUHB
®dapmacslotukan Ko., fita.

AP| Manufacturer country / CTpana npoussoautens A®C: China/
Kutan

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0 Sitz der Gesellschaft: Spittal an der

Telefax +43 (0) 4762 51 51-440

www.pg.com

UID-Nr. ATU43740706
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Rechtsform: Offene Gesellschaft (OG)

Drau

Landesgericht Klagenfurt FN 168759a

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A p&G

Product: / IpoaykT: NEgROBION® coated tablets
HEWPOBUWOH?®, TabneTkun, NoKpbIThie 060N04KON
SAP-Code: /| Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep naptu: 0137134938
Manufacturing date (mm.yyvyy): /
Oarta npousBoacrsa (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /
CpokK rogHocTu (MM.rrrr): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MNpoussoauTtens B COOTBETCTBUU
¢ peructpauuein B Poccunm: Mu a1a Oxu Xenc Octpuna MM6X 3HA

Assessment: / 3akniouenue: The batch complies with the specification according to ND JIC-
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) / Cepuna cootBeTcTBYeT TpeboBaHUAM
HopmaTuBHoro fgokymeHTta J1IC-001540-150720 (n3ameHeHue
Ne 1 oT 06.10.2020, namenenue Ne 2 ot 18.11.2021,
nsmeHeHne Ne 3 ot 11.05.2023, nsmexexnne N2 4 ot

30.11.2023)
HERMANN Larissa
//g 9 0CT 2005 )
Date / Signature of Qualified Person: /
Darta / noanuck kBanuduunposaHHoro nuua v AA Q //I 7
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykT:

Page 1 of 10/ Crpannua 1 u3 10

NEUROBION® coated tablets

Highly Restricted

PeG

HEMPOBWUOH?®, TabneTku, nokpbiTbie 060N04KOM

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

Bulk batch no.: / Homep napru:

80781326
315425A

013713497

Manufacturing date (mm.yyyy): /

QaTa npoussoncrTea ! MM.I'I'I'I'!:

Expiry date (mm. i)
CpokK rogHoCTH (MM.IrrT):

05.2025

04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

nQOM3BOBMTeJ’lb B COOTBETCTBUU

¢ peructpauven 8 Poccuu:

Mun aug Oxu Xenc Octpua TM6X 3HA

characteristic smell/ Kpyrnbie,
[ABOSIKOBbINYKNbie TabneTky,
noKpbITble 060no4KoN NoYTN 6enoro
yseta, bnecrawwe, co cnaboim
XapakTepHbIM 3anaxom.

Parameter / Napametp Specifications / Cneuundukauumn Results /
PeaynbTaThl
Appearance / OnucaHue Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white

coated tablets with
the weak
characteristic smell/
Kpyrnble,
ABOSAKOBbINYKNblE

TabneTkn, NoKpbITbI
060N04KOoN NOYTH
Henoro ugeTa,
6necrawme, co
cnabbim
XapaKTepHbIM
3anaxom.

Identification / MoanuHHoOCTL

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

Unbeschréankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)



Page 2 of 10 / Ctpanuua 2 u3 10

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / MpoAaykr:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTtku, NokpbiThie 060n04Kon

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

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

gaTa npounssoacraa ! MM.I'ITI'!:

Expiry date (mm. |
Cpok rogHoOCTH (MM.ITIT):

Manufacturer according to the
registration in Russia: /
Austria/

MpoussoguTens B COOTBETCTBUU
¢ peructpauuei B Poccuu:

80781326
315425A

013713497

05.2025
04.2027

P&G Health Austria GmbH & Co. 0OG,

Mu aug Oxu Xenc Octpusa MvoX aHg

Highly Restricted

PeG

Parameter / MNapameTp Specifications / Cneundukaumnmu Results /
Pe3ynbTaTthl

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

the chromatograms of test solutions |cooTeetcteyer
TUaMUHa AMCYNbOWA should comply with the retention
- pyridoxine hydrochloride / | times of the main peaks in the

chromatograms of thiamine disulfide,
MPWACKCVHA TUAPOXTIOPYA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
unaHokoB6anamuH (see Assay). / BpemeHa

yAepX1MBaHWUA OCHOBHbIX NUKOB Ha

XpomaTorpaMmmax McrbiTyembix

pacTBOpPOB, AOMKHbI

COOTBETCTBOBATb BPpEMEHaMm

yAEPXMBaAHWA OCHOBHbIX NUKOB Ha

Xpomarorpammax CTaHAapTHbIX

pacTBOpOB TMaMUHa Agucynbdunaa,

NUPUAOKCUHA rmapoxnopuga v

uuaHokob6anamuHa (pasgen

«KonnyectBeHHOE onpeAeneHue»).
Average weight of tablets From 665.00 mg to 735.00 mg 707.88 mg/
and deviation from average |(700.00 mg 5 %). / Ot 665,00 mr go | 707,88 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpenHnna macca tabnetok u | 18/20 tablets: not more than £ 5 % / | Conforms /
OTKINOHEHUE OT cpeaHewn 18/20 TabneTok: He 6onee * 5% COOTBETCTBYET
Macchbl 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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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®DUKAT AHANU3A P&G

Product: / lpoaykr: NEl:lROBION® coated tablets
HEWPOBUWOH?®, Tabnetku, NnokpbiTblie 060N04KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napru: 013713497
Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Npoussogutens B COOTBETCTBUU

¢ peructpauueit B Poccun:

Mu ana Dxun Xenc Octpusa M16X ang

Parameter / MapameTp

Specifications / Cneuucdukauun

Results /
Pe3ynbTarthl

Disintegration /
Pacnapgaemoctb

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 meHee 75 %
(Q) ot 3asBNEHHOro konu4ecTea
TnamunHa gucynocuaa foMmKHO
nepenTn B pacTeop Yepes 45 MuH.

98 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABNEHHOro Konu4ecTsa
NMUPVAOKCUHA rmapoxnopuaa AOMKHo
nepenTy B pacTeop Yepes 45 MuH.

99 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3a8BNEHHOro
konu4yecTtBa UmaHokobanamnHa
OOJMDKHO nepenTu B pacTBop Yepes 45
MUH.

101 %

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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Page 4 of 10/ Ctparuua 4 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINN3A P&G

Product: / MpoaykTr: NEUROBION® coated tablets
HEWPOBUWOH®, TabneTkn, NOKpbITblie 060M04KOIA

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

Bulk batch no.: / Homep naptu:
Manufacturing date {(mm. 2/

gaTa npousBofgcrea ‘MM.ITIT!:

Expiry date (mm.yyyy): /

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

MpoussoauTesnb B COOTBETCTBUN
¢ peructpauuen B Poccuu:

80781326
315425A

013713497

05.2025
04.2027

P&G Health Austria GmbH & Co. 0G,

Mu 3ua Oxu Xenc Octpus FmoX aHa

Related substances / Thiamine disulfide impurities: /

PoacteeHHble NnpyumecH Mpumecu TamuHa gucynbduaa:
thiamine - not more than 3.0 %; / <01%/<0,1%
TnamnH — He 6onee 3,0 %;

aminopyrimidine formamide - not <01%/<0,1%
more than 1.0 %; / amnwHonupuMnaunH
dopmamup — He Gonee 1,0 %;

aminopyrimidine pyridoxine (adduct) - [<0.1% /<0,1 %
not more than 1.0 %; /
aMUHONUPUMUANH NNPULOKCUH
(apaykr) — He 6onee 1,0 %;

4-methyl-5-thiazole ethanol - not <01%/<0,1%
more than 1.0 %; / 4-meTun-5-Tnason
aTaHon — He 6onee 1,0 %;

4-amino-5-aminomethyl-2- <01%/<0,1%
methylpyrimidine - not more than

0.2 %: / 4-amnHo-5-amuHoMeTUI-2-
mMeTunnupumuaun — He 6onee 0,2 %;

Individual unidentified impurity -not  |<0.1%/<0,1%
more than 0.2%; / eauHWYHas
HenaeHTUUUMpoOBaHHaA NPUMECH —
He 6onee 0,2 %;

Total unidentified impurities - not <01%/<0,1%
more than 1.0 %. / cymma
HenaeHTUdNLUMpPOBaHHBIX
npumecen — He 6onee 1,0 %.

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
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Unbeschrankt haftende Gesellschafterin:
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Page 5 of 10 / Ctpanuvua S n3 10

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBMWOH®, TabneTku, NOKpbLITLIE 060/104KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 315425A
Bulk batch no.: / Homep napTu: 013713497
Manufacturing date (mm.yyyy): /

Hara npoussogcrea (MM.rrrr): 05.2025
Expiry date (mm. :/

Cpok rogHocTu (MM.FITT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

lMpoussoauTenb B COOTBETCTBUU

c perucTpauuen B Poccum:

My 3na Oxn Xenc Octpusa FTM6X aHg

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
MNpumecn nnpnagokcuHa

rmapoxnopuaa:

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

<01%/<01%

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

<01%/<0,1%

Cyanocobalamin impurities: /

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

0.7%10,7%

individual unidentified impurity — not
more than 5.0 %; / eguHu4Han
HenaeHTMULMpoBaHHaA NpUMech —
He 6onee 5,0 %;

06%/0,6 %

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

13,5 %.

11%/11%

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
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Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)




Page 6 of 10 / Ctpanuya 6 us 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTtku, NoKpbITbie 060M04KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 315425A
Bulk batch no.: / Homep naptu: 013713497
Manufacturing date (mm.yyyy): /
Qara npoussogcrea (MM.rrrr): 05.2025
Expiry date (mm. :/
Cpok roaHoCcTu (MM.ITrT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoguTens B COOTBETCTBUU

C perucrpauvier B Poccum:

Mu 3na Oxu Xenc Octpua NM6X aHp

Highly Restricted

PG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HENaEeHTUMDULIMPOBAHHbBIX NpUMeceit
TvamuHa gucynbcuaa, NMpUaokcuHa
rmgpoxnopuaa u

unaHokobanamuHa — He 6onee 15,5

11%/1,1%

%.

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

posnposanua (ans kaxagon | Conforms / cooteeTcTByeT

5-o11 cepuun)

- thiamine disulfide Conforms /
cooTBeTcTayeT

- 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 Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MpoAaykr:

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

Bulk batch no.: / Homep naptu:

NEUROBION® coated tablets
HEUPOBUOH?®, TabneTku, NnokpbITblie 060N04YKON

80781326
315425A

013713497

Manufacturing date (mm.yyyy): /

gaTa npousBoAcTBa ‘MM.I'ITI'II

Expiry date (mm.yyyy): /

Cpok roaHoCcTH (MM.IrTT):

05.2025

04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

NMpoussoagurens B COOTBETCTBUU

¢ perucrtpauueir B Poccuu:

Nun ang Oxu Xenc OcTtpus T'M6X 3HA

Highly Restricted

PeG

Escherichia coli — oTcytctBue B 11

Parameter / Mapametp Specifications / Cneuncdukauuu | Results /
Pe3ynbrarhl
Microbial purity / (every 5th | TAMC — NMT 10° CFU/g / Not tested
batch) / O6uee 4ncno aspobHbIx Not tested
Mwukpobunonorudeckas MUKpoopraHuamos He Gonee
yncToTa (ansa kaxgon 5-oin | 10° KOE/r
cepuu) TYMC — NMT 102 CFU/g / Not tested
O6uiee uncno rpubos He Honee Not tested
102 KOE/r
Escherichia coli— absence in 1 g/ | Not tested

Assay / KonuyectBeHHoe
onpeaenexHve

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TUamuHa gucynbduaa;

101 mg /101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NYPUAOKCUHA rmapoxnopuaa;

206 mg / 206 mr

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

0.23mg /0,23 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.
2 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B 6nucrep u3 NBX/MBAOX/An.

Mo 2 6nucTepa ¢ UHCTPYKUMEN NO
NPUMEHEHWUIO B NAYKY KAPTOHHYIO.

Complies /
CoorseTcrByeT

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
Unbeschréankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kdnigstein im Taunus HRB 10156)



Page 8 of 10 / Ctpanvua 8 us 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Highly Restricted

PeG

Product: / MpoaykT:

NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NoKpbiTbie 0605104MKON

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep naptu: 013713497
Manufacturing date (mm. 1/

Oara npoussogcTBa (MM.rrir): 05.2025
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.Irrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpoussoauTensb B COOTBETCTBUU

¢ peructpauuen B Poccun: Mu 214 Oxu Xenc Octpua FmM6X aHa

Parameter / MNapameTp Specifications / Cneuncdukauuu | Results /
Pe3ynbTarhbl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTBeTCTBUM C HOPMATUBHOMN prescribed /
AOKYMEHTauuen. CootseTtcTByeT
TpebosaHnaM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu Temnepatype He Bblwe 25 °C.

Shelf-life / Cpok rogHOCTH

2 years. / 2 roaa.

APIs used in FPC-
Batch:

Name / HaumernosaHue: THIAMINE DISULFIDE / TuamuHa
Aucynbdug

FP Manufacturer AP| Batch number / Homep cepun cyGeTaHumm
npoussogutens [J1d: 91652246 - C601500052, C601500044;
AP| Manufacturer Batch number / Homep cepuu cybcraHuyum
npoussoautens AGC: PRMU4363C59901, PRMU5011C59900;
AP| Manufacturer name / HanmeHoBasue npoussoautens APC:
Procter & Gamble Health Limited / MpoxTep 3Ha Mmo6n Xenc
NMumuren

API Manufacturer country / CTpaxa npoussoautens A®C: India /
Unugn

Seite 8 von 10

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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Page 9 of 10/ CTpanuya 9 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A p&G

Product: / MpoAaykT:

NEUROBION® coated tablets
HEWPOBWOH?®, TabneTku, NOKpbITbIe 060N0UYKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napTu: 013713497
Manufacturing date (mm. :/

Oara npousBoacrea (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.ITrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoauTensL B COOTBETCTBUU

¢ peructpauuen B Poccuu: Mu ang Oxu Xenc OcTtpusa MNM6X ana

Name / HanmeHosanne: CYANOCOBALAMINE EP /
LrnaHokoGanamuH

FP Manufacturer API Batch number / Homep cepum cybectanumm
npoussoantens NMe: 91181664 -C601400001, C601400004;

AP| Manufacturer Batch number / Homep cepun cybcTaHuuu
npoussoautens A®PC: 2412601402, 2412621446;

AP| Manufacturer name / HaumeHosanue npoussogurena APC:
EuroAPI France / EBpoAlN ®paHc

API| Manufacturer country / Ctpana npoussogutens APC: France /
®paHumn

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupuaokcuHa rugpoxnopug
FP Manufacturer API Batch number / Homep cepuu cy6ctanumm

npoussogutens [ Ne: 91200960 - C601500038;
APl _Manufacturer Batch number / Homep cepun cybctaHuum
npoussogutens A®C: JTPC+24114024C;

APl Manufacturer name / HaumeHosaHue npoussoautena APC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / L|3aAHcK TAHLCUHBb
®dapmacsrotukan Ko., fita.

API| Manufacturer country / Ctpana npoussoautens A®C: China/
Kuran
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHANTU3A p&G

Product: / Mpoaykr: NEUROBION® coated tablets
HEMPOBWOH®, TabneTku, NOKpbITbie 060N0uKon
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep naprtu: 013713497
Manufacturing date (mm.yyyy): /
Oarta npou3BoAcTBa (MM.ITrT): 05.2025
Expiry date (mm. 2/
Cpok rogHocTy (MM.FTTT): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
Mpou3ssoauTens B COOTBETCTBUMU
¢ peructpauvein B Poccuu: Mu ana Oxu Xenc Octpus TMOX 3HAa

Assessment: / 3akntouenue: 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 cooTBeTcTByeT TpeboBaHUAM
HopMaTueHoro gokymeHTa J1C-001540-150720 (u3ameHeHne
Ne 1 ot 06.10.2020, nameHenune Ne 2 ot 18.11.2021,
nameHexue Ne 3 ot 11.05.2023, usmeHexune Ne 4 ot

30.11.2023)
HERMANN Larissa
03 0CT 2025
Date /S f Qualified P / i /&S
ate / Signature of Qualified Person:
Oara / noanuck kBanuduUUMpoBaHHOro nuua U[ & . )UQM/]
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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

Unbeschrankt haftende Geselischafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)




CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAITU3A

Product: / Mpogykr:

Page 1 of 10/ Ctpanvua 1 u3 10

NEUROBION?® coated tablets

Highly Restricted

PG

HEMPOBWOH®, TabneTkun, NOKpbIThbie 060M104YKON

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

Bulk batch no.: / Homep naptu:

80781326
315425A

0137134939

Manufacturing date (mm.yyyy): /

gara npouw3soncTaa ‘MM.I’I’IT!:

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

05.2025

04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTenb B COOTBETCTBUU

¢ perucrpauuein B Poccuu:

Mu sxg Oy Xenc Ocrpus TmM6X aHg

Parameter / MNapameTp

Specifications / Cneundukauun

Results /
PesynbTaTthl

Appearance / OnucaHue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnble,
ABOAKOBbINYKNble TabneTtkw,
nokpbITble 060n04KoN NouTH 6enoro
ugeta, 6necrawme, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white
coated tablets with
the weak
characteristic smell/
Kpyrnbie,
OBOAKOBLINYKMble

TabneTkn, NOKpbITbIe
ob6ono4ykon nouTn
6enoro useTa,
6necrawue, co
cnabbim
XapaKTepHbiM
3anaxom.

Identification / NoanuHHOCTL

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 / CEPTUDUKAT AHAITUSA

Product: / Mpoaykr:

NEUROBION® coated tablets

HENPOBWUOH?®, TabneTku, NOKpbITbie 060M04KON

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

Bulk batch no.: / Homep naptu:

80781326
315425A

0137134939

Manufacturing date (mm.yyyy): /

gaTa npounssoacrtsa !MM.ITIT!:

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

05.2025

04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoautensL B COOTBETCTBUU

¢ peructpauuen B Poccum:

Mu ang Oxu Xenc Octpua TM6X aHg

Highly Restricted

PG

Parameter / Napametp Specifications / Cneuucukauunm Results /
Pe3ynbTrarhbl
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions | cooTsercteyeT
TUIAMUHE AnCYTbdUA should comply with the retention
- pyridoxine hydrochloride / |times of the main peaks in the
AMPUAOKCUHE FMAPOXAOPUA chr.oma.tograms of thigmine disulfide,
pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
unaHoko6anamuH (see Assay). / BpemeHa
YAEPXXMBaAHUS OCHOBHbIX MUKOB Ha
XpomaTorpammax UcnbiTyembix
pacTBOpPOB, AOMKHbI
COOTBETCTBOBaTL BpEMeHaMm
yAEPXNBaAHUA OCHOBHBIX NUKOB Ha
XpomarorpamMmmax ctTaHAapTHbIX
pacTBOpOB TUaMUHa AUCYNbdUaa,
NMPUAOKCUHA rUAPOXIIOPULA U
unaHoko6anamuHa (pasgen
«KonuyecTtBenHoe onpeaeneHne»).
Average weight of tablets From 665.00 mg to 735.00 mg 705.21 mg/
and deviation from average |(700.00 mg £ 5 %)./ Ot 665,00 mr o | 705,21 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepaHsaa macca tabnetok n | 18/20 tablets: not more than £ 5 % / | Conforms /
OTKNOHEHNe OT cpefHen 18/20 Tabnetok: He 6onee * 5% COOTBETCTBYET
Maccbl 2/20 tablets: not more than £ 10 % / | Conforms /
2/20 TabneTtok: 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

www.pg.com

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 Konigstein im Taunus HRB 10156)
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A p&G

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWOH?®, TabneTku, NOKpbITble 060N04KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napTtu: 0137134939
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ perucrpauuen 8 Poccuu:

Mun 3xa Oxu Xenc Octpusa M'voX aHg

Parameter / Mapametp

Specifications / Cneundukaymmn

Results /
PesynbTaTthbl

Disintegration /
PacnagaemocTb

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

$ 34 min/ < 34 muH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) oT 3aABNEHHOro KonuMyecTea
TUaMuHa aucynbduaa [OMKHO
nepenTn B pacTBop Yepes 45 MUH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He menee 75
% (Q) oT 3asBNeHHOro Konu4ecTea
NUPUGOKCUHA ruapoxnopuaa AOMKHO
nepewnTn 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 3a8BNEHHOro
KonuyecTBa unaHokobanamuHa
OOMKHO NEepenTyn B pacTBop vepes 45
MUH.

103 %

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / Npoaykr: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NoKpbIiTbie 060N04KON

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

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

Oata npousBsogcTea (MM.rrrr):
Expiry date (mm.yyyy): /

CpoK rogHocTu (MM.rrrr):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUM
¢ peructpauven B Poccuu:

80781326
315425A

0137134939

05.2025

04.2027

P&G Health Austria GmbH & Co. OG,

Mun axa Dxun Xenc Octpua MM6X axa

Related substances / Thiamine disulfide impurities: /

PoacTteeHHble npumecu Mpumecu TamuHa gucynoguaa:
thiamine - not more than 3.0 %; / <01%/<01%
TnamuH — He 6onee 3,0 %;

aminopyrimidine formamide - not <01%/<01%
more than 1.0 %; / amuHonnpuMnanH
dopmamug — He 6onee 1,0 %;

aminopyrimidine pyridoxine (adduct) - [< 0.1 % /< 0,1 %
not more than 1.0 %; /
aMUHONUPUMUAWNH MUPUAOKCUH
(apaykr) — He 6onee 1,0 %;

4-methyl-5-thiazole ethanol - not <01%/<01%
more than 1.0 %; / 4-meTnn-5-Tnason
aTaHon — He 6onee 1,0 %;

4-amino-5-aminomethyl-2- <01%/<0,1%
methylpyrimidine - not more than

0.2 %; / 4-amuHo-5-amnHOMETUN-2-
METUNNNPUMUAKNH — He Bonee 0,2 %;

Individual unidentified impurity - not [<0.1%/<0,1%
more than 0.2%; / eguHu4Has
HenaeHTudUUMpoBaHHaNA NpUMech —
He 6onee 0,2 %;

Total unidentified impurities - not <01%/<01%
more than 1.0 %. / cymma
HenaeHTMULMPOBAHHbIX
npumecen — He 6onee 1,0 %.

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / poaykT:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKpbITbie 060104KOiA

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

Bulk batch no.: / Homep napTu:
Manufacturing date (mm.yyyy): /
Oarta npousBoacTea (MM.Irrr):

Expiry date (mm. :
Cpok rogHocTu (MM.ITTT):

Manufacturer according to the
registration in Russia: /

Austria/

MpoussoauTens B COOTBETCTBUM
¢ peructpauueu B Poccum:

80781326
315425A

0137134939

05.2025
04.2027

P&G Health Austria GmbH & Co. 0OG,

Mu a1 Dxuv Xenc Octpua T'mM6X aHAa

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
Mpumecn NUPUAOKCUHA
rugpoxnopuaa:

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

<01%/<0,1%

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

<01%/<0,1%

Cyanocobalamin impurities: /
MNpumecn unaHokobanamuHa:

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

0.7% /0,7 %

individual unidentified impurity — not
more than 5.0 %; / eanHnuyHana
HenaeHTUUUMPOBaHHAA NPUMECH —
He 6onee 5,0 %;

0.6 % /0,6 %

total unidentified impurities - not more
than 13.5 % / cymma HenaeHTudULM-
poBaHHbIX Npumecein — He 6Gonee

13,5 %.

11%/11%

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
WwWw.pg.com

oG
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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 / CEPTUDUKAT AHAIIU3A

Product: / Mpoaykr: NEL}ROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NOKpbITbie 060104KOiM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 315425A
Bulk batch no.: / Homep napTu: 0137134939
Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.rrrr): 05.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITIT): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoaguTens B COOTBETCTBUU

¢ perucrpaumnei 8 Poccuu:

Mv ang Oxn Xenc Octpua NMeX aHg

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HeuaeHTUbUUMPOoBaHHbLIX NpUMecen
TuamMuHa aucynedunaga, NMpuaoKCuHa

rugpoxnopvuaa v
unaHokobanamuHa — He 6onee 15,5

11% 711 %

%.

Uniformity of dosage units

(every 5th batch) /

OpHopoaHOCTL

no3svnposaHus (ansa kaxgon | Conforms / cooTBeTcTBYET

5-o1 cepuu)

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Geselischaft (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 / CEPTU®UKAT AHAJTU3A

Product: / MpogykT: NEUROBION® coated tablets
HEWPOBWOH?®, TabneTku, NokpbiTbie 0605104KO
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepua Ne 315425A
Bulk batch no.: / Homep napTu: 0137134939
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.ITIT): 05.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.Irrr): 04.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ peructpauuen B Poccuu:

Mu ang Oxu Xenc Octpus FTM6X 3Ha

Highly Restricted

PG

Escherichia coli — otcytetBue B 1 r

Parameter / Napametp Specifications / Cneundukaumumu |Results /
Pe3ynbTarthbl
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / Not tested
batch) / O6uwee 4yncno aspobHbIX Not tested
Mukpobuonorndyeckas MUKpOOpraHn3amos He 6onee
yucTtoTa (ans kaxaon 5-oin | 103 KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6wwee yncno rpnbos He HGonee Not tested
102 KOE/r
Escherichia coli — absence in 1 g/ [Not tested

Assay / KonnyectseHHoe
onpepeneHne

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TUaMmuHa gucynoduaa;

101 mg /101 wr

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

204 mg / 204 mr

0.18 mg to 0.26 mg of
cyanocobalamin. / ot 0,18 mMr go
0,26 Mr unaHokobanamuHa.

0.23mg/ 0,23 mr

Package / YnakoBka

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

Mo 2 6nucrepa ¢ UHCTpPyKUMEN no
NPUMEHEHWUIO B NaYKy KAPTOHHYIO.

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
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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 / CEPTUDPUKAT AHANU3A p&G

Product: / Mpoaykr: NEleROBION""’ coated tablets
HEWPOBWOH?®, Tabnetku, nokpbIiTblie 060N04KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep naptu: 0137134939
Manufacturing date (mm.yyyy): /
Oara npoussogcrea (MM.rrrr): 05.2025
Expiry date (mm. 4l )
Cpok rogHocT! (MM.rrrr): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpouzBogutens B COOTBETCTBUU
¢ perucTpauuven B Poccuu: Mu ana xn Xenc Octpua MM6X 3Ha
Parameter / Mapametp Specifications / Cneundukauun |Results /
Pesynbrarbl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTtBeTCTBUM C HOPMATUBHOMN prescribed /
DOKyMEHTaLunen. CootBeTcTBYeT
TpeboBaHAM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok rogHoCTU 2 years. / 2 ropa.
APIls used in FPC- Name / Haumenosanune: THIAMINE DISULFIDE / Tnamuna

Batch: avcynobdua
FP_Manufacturer APl Batch number / Homep cepuv cybcTanLuu
npoussoautens MNMao: 91652246 - C601500049, C601500052;
API Manufacturer Batch number / Homep cepuu cy6craHumm
npoussoauntens A®C: PRMU4363C59900, PRMU4363C59901;
API Manufacturer name / HanmeHosaxue npoussoautens APC:
Procter & Gamble Health Limited / MpokTep anp Famoén Xenc
Nnmureq
API Manufacturer country / CtpaHa npoussogutena A®C: India /
Unpn

Seite 8 von 10

P&G Health Austria GmbH & Co. OG

Hdésslgasse 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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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 AHAITU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NoKpbiTbie 060N04YKOM
SAP-Code: | Koa SAP: 80781326
Batch no.: / Cepus Ne 315425A
Bulk batch no.: / Homep napru: 0137134939
Manufacturing date (mm.yyyy): /
Oata npou3BoacTBa (MM.ITIT): 05.2025
Expiry date (mm.yyyy): /
Cpok roaHoCcTH (MM.ITTT): 04.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. 0OG,
Austria/
MNpoussogurenb B COOTBETCTBUN
¢ peructpauvier B Poccuu: Mu 3xg Oxuv Xenc Octpus M6X sHAa

Assessment: / 3akniouenue: The batch complies with the specification according to ND JIC-
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 cooTseTcTByeT TpeboBaHUAM
HopMaTuBHoro gokymeHta J1C-001540-150720 (u3ameHeHue
Ne 1 ot 06.10.2020, uameHeHue Ne 2 ot 18.11.2021,
nameHeHune Ne 3 ot 11.05.2023, namexeHvie Ne 4 ot
30.11.2023)

HERMANN Larissa
09 0CT 2025

Date / Signature of Qualified Person: / b f'kg ﬂQ_{ M
ata / nognucb kBanudpuuupoBaHHOro nuua 0 B&{‘ NQ l/l

Seite 10 von 10
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
Unbeschréankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Konigstein im Taunus HRB 10156)




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  315425A

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:

05 MAY 2025 APR 2027

Lot Quantity: Unit of Measure:
113,760.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 50004130866

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRlIgasse 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
HoBlgasse 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:

Bulk Batch No.: 0137134937, 0137134938, 0137134939.

NCR-258633 Quality Incident.

The deviation has been investigated, assessed and found to be acceptable.
Usage Decision Code:

ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 21.08.2025

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 21.08.2025

PeG

Package Size:
20

Package Type:

blisters
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