CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpoaykT:

Page 1 of 10/ Ctpaxnua 113 10

NEUROBION® coated tablets

Highly Restricted

PeG

HEWPOBWOH®, TabneTku, NOKpbITbie 060104KOMN

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

Bulk batch no.: / Homep naptu:

80781326
319425A

0137202368

Manufacturing date (mm.yyyy): /

gaTa npou3soacrBa ‘MM.I'I'I'I'!:

Expiry date (mm. 1)

Cpok roaHocTu (MM.IITT):

07.2025

06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

I'Igoussogwrenb B COOTBETCTBUU

¢ peructpauveu B Poccuu:

Muv sHa Dxu Xenc Octpus TMOX ana

Parameter / MapameTp

Specifications / Cneuyndukauuun

Results /
Pe3ynbTrarbl

Appearance / OnucaHue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnbie,
[ABOSIKOBbINYKrble TabneTky,
nokpbiTble 06ono4Ykon novtn 6enoro
useta, 6necrawwme, co cnabbim
XapaKTepHbIM 3anaxoMm.

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

TabneTtkun, NOKpbIThLIE
oB60nouKon NoYTH
6enoro ugeTa,
onecraiyne, co
cnabbim
XapaKTepHbIM
3anaxom.

Identification / MognuHHOCTL
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P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria
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Page 2 of 10 / Ctpanuya 2 w3 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, nokpbiTble 060n04Koii

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

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

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

Cpok roaHocTu (MM.IIrT):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUM
¢ peructpauueu B Poccuu:

80781326
319425A

0137202368

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu a3na Oxun Xenc Octpusa N'M6X aHg

Highly Restricted

PeG

Parameter / MNapamerp Specifications / Cneundukaymun Resulits /
PesynbTartbl

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

the chromatograms of test solutions |cooTtsetcTByeT
TUaMVHa AMCYMIbCYA should comply with the retention
- pyridoxine hydrochloride / | times of the main peaks in the

chromatograms of thiamine disulfide,
MUPAOKCHA THAPOXTIOPHA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LvaHoKoBanamuH (see Assay). / Bpemena

YAEPXKNBaAHWUA OCHOBHbIX MUKOB Ha

Xpomarorpammax UcnbITyeMbIX

pacTBOPOB, AOMKHbI

COOTBETCTBOBATb BPEMeHaMm

YAEPKNBAHWUA OCHOBHBIX MUKOB Ha

XpomaTorpaMmmax cTaHAapTHbIX

pacTBOPOB TMaMUHa Aucynboduaa,

NUPUAOKCUHA rmapoxnopuaa u

unaHokobanamuHa (pasaen

«KonuuyecteeHHoe onpegeneHue»).
Average weight of tablets From 665.00 mg to 735.00 mg 697.06 mg /
and deviation from average |[(700.00 mg 5 %)./ Ot 665,00 mr go | 697,06 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpeaHaa macca Tabnetok n | 18/20 tablets: not more than £5 % / | Conforms /
OTKNOHEHUE OT cpeaHen 18/20 Tabnetok: He 6onee * 5% COOTBETCTBYET
macceol 2/20 tablets: not more than £+ 10 % / | Conforms /

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

P&G Health Austria GmbH & Co. OG
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Hdsslgasse 20 » 9800 Spittal an der Drau * Austria
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Page 3 of 10/ Ctpannua 3 u3 10

Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEMPOBUOH?®, TabneTku, nokpbITblie 060N04KOIN

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

Bulk batch no.: / Homep naptu:

80781326
319425A

0137202368

Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM.rrrr): 07.2025

Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.ITIT):

06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpoussoguTens B COOTBETCTBUU

¢ perucrpauuven B Poccuu:

Mu ang Dxu Xenc Octpua MNubX aHg

Parameter / NapameTp

Specifications / Cneuudukaunn

Results /
PesynbTrarbl

Disintegration /
PacnapaemocTb

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

£ 39 min/ £ 39 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 KoNM4yecTBa
TMammHa gucynbcuaa 4onXHO
nepenTn B pacTteop 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 3aRBNEHHOro KONUYecTea
NUPUAOKCHHA rmapoxnopuaa AOMKHO
nepenTn B pacTeop Yepes 45 MuH.

103 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) ot 3asBnNeHHOro
konu4yecTtsa UmaHokobanamuHa
[BOSMKHO NEpenTw B pacTsop Yepes 45
MWH.

109 %

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)




Page 4 of 10 / CTpanuua 4 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NOKpbITbIE 060N0YKON

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

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

Qara npoussogcrtBa (MM.ITrT):
Expiry date (mm. 2/
Cpok rogHoCcTH (MM.ITrT):

Manufacturer according to the
registration in Russia: /
Austria/

MpoussoguTens B COOTBETCTBUU
¢ perncrpauuen B Poccuu:

80781326
319425A

0137202368

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu ava Dxu Xenc Octpua MvéeX sHg

Related substances / Thiamine disulfide impurities: /

PoacreeHHble npumecu MNpumecu TnamuHa aucyneduga:
thiamine - not more than 3.0 %; / <01%/<0,1%
TuamuH — He 6onee 3,0 %:;

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

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

4-methyl-5-thiazole ethanol - not <01%/<01%
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-amuHomeTUN-2-
MetTunnupumunanH — He 6onee 0,2 %;

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

Total unidentified impurities - not <01%/<01%
more than 1.0 %. / cymma
HeMAEeHTUMULIMPOBaHHBIX
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

Seite 4 von 10

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / poaykr: NEL}ROBION"D coated tablets
HEUPOBUOH?®, TabneTku, NokpbITbie 060M0UKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep napTtu: 0137202368
Manufacturing date (mm.yyyy): /

Oara npoussogcrea (MM.rrrr): 07.2025
Expiry date (mm. :/

Cpok roaHocTH (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

NpoussoauTens B COOTBETCTBUU

¢ perucrpauunen B Poccuu:

Mu axa Qxu Xenc Octpusi TM6X 3aHA

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
[Npumecu nupuaoKkcuHa

rmgpoxnopuaa:

individual impurity - not more than
0.2 %; / eanH4YHaNA NnpuUMecb —
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 LinaHokobanamuHa:

more than 5.0 %; / egHWUYHasnA
HenaeHTUULMPOBaHHAsA NPUMECH —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.6% /0,6 %
8.0 %; / rmgpokcokoGanamuH — He

bonee 8,0 %,

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

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

13,5 %.

11%/1,1%

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
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)




Page 6 of 10 / CTpanvua 6 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A p&G

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NOKpbITble 060M04KO#M
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 319425A
Bulk batch no.: / Homep naprtu: 0137202368
Manufacturing date (mm.yyyy): /
Qarta npoussogcrea (MM.rrrr): 07.2025
Expiry date (mm.yyyy): /
Cpok roagHocTH (MM.ITTT): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBoauTens B COOTBETCTBUU
¢ peructpauuein B Poccuu: My ana xu Xenc Octpua M'M6X aHa
Total unidentified impurities of 11%/11%

thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HengeHTMdUUMPOBaHHbLIX NpUMecei
TuamuHa aucynbduaa, NUPULOKCUHA
rmgpoxnopuaa v

unaHokobanamuHa — He 6onee 15,5
%.

Uniformity of dosage units
(every 5th batch) /

OpgHopoaHoOCTL
posuposannA (ans kaxaon | Conforms / cooteeTcTeyeT
5-o1 cepun)
- thiamine disulfide Conforms /
cooTBeTCTBYET
- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET
Seite 6 von 10 |
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Page 7 of 10/ Ctpanuia 7 u3 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykT: NEl;ROBION‘D coated tablets
HEWPOBUOH?®, TabneTku, nokpbiTbie 060n104KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep napTu: 0137202368
Manufacturing date (mm.yyyy): /

Oara npousBogcTea (MM.Irrr): 07.2025
Expiry date (mm. :/

Cpok rogHocTH (MM.FrTT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Mpoussoautenb B COOTBETCTBUU

c perucTtpauueu B Poccuu:

Mun ana Oxun Xenc Octpua 'M6X aHg

Highly Restricted

PeG

Escherichia coli — otcyrctBue B 1 r

Parameter / MapameTp Specifications / Cneundukaumu |Results /
- | Pesynbrarthl
Microbial purity / (every 5th | TAMC — NMT 102CFU/g / Not tested
batch) / Obuwee 4yncno asapobHbIx Not tested
Mukpobuonorudeckas MUKpoOOpraHuamos He Gonee
yucToTa (AnsA kaxaon 5-om | 10° KOE/r
cepum) TYMC - NMT 102 CFU/g / Not tested
O6uwee uncno rpubos He 6onee Not tested
102 KOE/r
Escherichia coli — absence in 1 g/ | Not tested

Assay / KonuyecTtseHHoe
onpefenexue

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TUaMmnHa gucynbunaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr o 210 mr
NMpUAOKCUHA MAPOXITOPUAA;

207 mg / 207 mr

leaflet in a carton. / Mo 10 TabneTok
B 6nuctep n3 MNBX/MBAX/AN.

Mo 2 6nuctepa ¢ MHCTPYKUMeEn No
NPUMEHEHWNIO B NAYKy KAPTOHHYIO.

0.18 mg to 0.26 mg of 0.24 mg /0,24 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr ynaHoko6anamuna.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information |CooTBeTcTayer

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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Page 8 of 10 / CTpanuua 8 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJITU3A P&G

Product: / Mpoaykr: NEl}ROBION® coated tablets
HEWPOBUOH?®, TabneTku, NokpbITLIe 060M104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep naptu: 0137202368
Manufacturing date (mm.yyyy): /
Oara npousBoactBa (MM.rrrr): 07.2025
Expiry date (mm. 1
Cpok rogHocTu (MM.rrrr): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoaguTens B COOTBETCTBUU
¢ perucTtpauuen B Poccuu: Mu ana xu Xenc Octpust TM6X 3HA
Parameter / MapameTp Specifications / Cneundukauuu | Results /
Pe3ynbTarthbl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTBeTcTBUM C HOPMATUBHOMN prescribed /
AOKyMeHTauuen. CoorBeTcTBYET
TpeboBaHuaM
Storage / XpaHeHve 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- Name / HaumeHosanune: THIAMINE DISULFIDE / Tuamuna

Batch: ancynbdun
FP Manufacturer APl Batch number / Homep cepun cybeTtaHumm
npoussogutens No: 91652246 - C601500062, C601500065;
AP! Manufacturer Batch number / Homep cepuu cy6cTanHuum
npoussogutens A®C: PRMU5149C59901, PRMU5157C59901;
API Manufacturer name / HaumeHosaHue npoussogutens APC:
Procter & Gamble Health Limited / Mpoktep 3ua MM6n Xenc
Numuren
API| Manufacturer country / Ctpana npoussogaurens A®C: India /
Uugu

Seite 8 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 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)

— =

B e




Page 9 of 10/ Ctpanuua 9 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A p&G

Product: / Mpoaykr: NEleROBION® coated tablets
HEUPOBUOH?®, TabneTkn, nokpbiTbie 060N104KON

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

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

Oata npousBogcTBa (MM.ITIT):
Expiry date (mm.yyyy): /

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

registration in Russia: /
Austria/

Mpoun3soauTenL B COOTBETCTBUU
¢ peructpauuen B Poccuu:

80781326
319425A

0137202368

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu 3xa Oxu Xenc Octpusa MM6X sHg

Name / HaumeHosanne: CYANOCOBALAMINE EP /

LUuaHokoGanamuH
FP Manufacturer AP| Batch number / Homep cepuu cybcTaHumm

npoussoantens FMMad: 91181664 - C601400002, C601400004;

API Manufacturer Batch number / Homep cepuu cy6cTanumm
npoussoauTens AQPC: 2412611404, 2412621446;

API Manufacturer name / HaumeHosaHue npounssogutens ASC:

EuroAPI France / EBpoAlA ®panc
API| Manufacturer country / CtpaHa npoussogutens A®C: France /

®paHuua

Name / HaumeHosanue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupupokcuHa rupgpoxnopua
FP _Manufacturer API Batch number / Homep cepun cybecTaHuuu

npoussogutens [N1o: 91200960 - C601500052, C601500057;
APl _Manufacturer Batch number / Homep cepun cy6cTaHuyuu

npounssoautenns APC: JTPC+24124022C, JTPC+24124021C;

AP| Manufacturer name / HaumeHnoanue npoussogutens A®C:

Jiangxi Tianxin Pharmaceutical Co., Ltd. / L|3ascu TAHbCUHL
®dapmacsioTukan Ko., fira.
API Manufacturer country / Ctpana npoussogurens A®C: China/

Kuran

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 Kdnigstein im Taunus HRB 10156)




Page 10 of 10 / Ctpanmnua 10 ua 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A P&G

Product: / MpogykT: NEUROBIONP® coated tablets
HEWPOBUWOH?®, Tabnetku, NoKpbITbie 060n04KOMN
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepua Ne 319425A
Bulk batch no.: / Homep naprtu: 0137202368
Manufacturing date (mm.yyyy): /
Qara npoussoacTaa (MM.rrrr): 07.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rTrT): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBoauTens B COOTBETCTBUMN
¢ peructpauuvein B Poccuu: Mu 3na Oxu Xenc Octpus M'm6X sHA

Assessment: / 3akntoueHue: The batch complies with the specification according to ND J1C-
001540-150720 (amend No 1 from 06.10.2020, amend No 2
from 18.11.2021, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepus cooTBeTCcTBYET TpeboBaHNAM
HopmaTusHoro gokymeHnTa J1IC-001540-150720 (u3ameHeHne
Ne 1 o1 06.10.2020, nameHeHue Ne 2 ot 18.11.2021,
nameHeHue Ne 3 ot 11.05.2023, usmeHeHue Ne 4 ot

30.11.2023)
DS 1o pm8nn
HERMANN Larissa
Date / Signature of Qualified Person: / 1 5 DEC 2025

gaTa / noanuchb KBaﬂMQMHMQOBaHHOFO nuua
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHATNIU3A

Product: / Mpoaykr:

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

Bulk batch no.: /| Homep naptu:

Highly Restricted

PeG

Page 1 of 10 / Ctparuua 1 us 10

NEUROBION® coated tablets
HEMPOBUOH?®, TabneTku, NoKpbIThie 060104KON

80781326
319425A

0137202362

Manufacturing date (mm.yyyy): /

gaTa npounssoacTBa ‘MM.I‘ITI'!:

07.2025

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrT):

Manufacturer according to the
reqgistration in Russia: /
Austria/

MpousBoauTensL B COOTBETCTBUW
¢ peructpauven B Poccuu:

06.2027

P&G Health Austria GmbH & Co. OG,

Mu a3na Oxn Xenc Octpua M6X s

Parameter / Mapametp

Specifications / Cneuudcdukauumn

Results /
Pe3ynbTaThbl

Appearance / Onucanue

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

OBOAKOBbINYKNble TabneTky, the weak
nokpbITbie obonovkon novtn 6enoro | characteristic smell/
useTa, bnecrtawume, co cnabbim Kpyrnble,
XapakTepHbIM 3anaxom. ABOSIKOBbLINYKNble

Round, biconvex,
glossy off-white
coated tablets with

TabneTkn, NOKpbITLIE
obonoukon nouTu
6enoro uysera,
6necrawne, co
cnabbim
XapaKTepHbIM
3anaxom.

Identification / MoanuHHOCTL

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
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Unbeschrénkt haftende Gesellschafterin:
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Sitz: Schwalbach am Taunus
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEWPOBUOH?®, Tabnetku, NokpbITbie 060n04KOM

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

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

Oara npousBoacTsa (MM.IrIT):
Expiry date (mm.yyyy): /

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

registration in Russia: /
Austria/

MpoussoauTenb B COOTBETCTBUU
¢ peructpauuei B Poccuu:

80781326
319425A

0137202362

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu ang Oxu Xenc Octpua MTM6X aHa

Highly Restricted

PeG

Parameter / MNapameTtp Specifications / Cneundukauumn Results /
PesynbraThl

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

the chromatograms of test solutions | cooreertcTeyer
TUAMUHE ANCYNbdUA should comply with the retention
- pyridoxine hydrochloride /  |times of the main peaks in the

chromatograms of thiamine disulfide,
MUPWAOKCNA TUAPOXNOPUA | 1\ ridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LnaHokoBanamuH (see Assay). / Bpemena

yAepX1MBaHWA OCHOBHBIX MNKOB Ha

XpomaTorpaMmmax UCnbITyembix

pacTBOpOB, AOMKHbI

COOTBETCTBOBaTL BpEMeHaMm

yAepX1MBaHWA OCHOBHBIX MUKOB Ha

XpomaTtorpamMmmax ctaHaapTHbIX

pacTBOpOB TMAaMUHA gucynbduaa,

NNPUAOKCUHA rMApOXNopuAa 1

umaHokobanamuHa (pasaen

«KonuyecteeHHoe onpegeneHme»).
Average weight of tablets From 665.00 mg to 735.00 mg 705.87 mg/
and deviation from average |(700.00 mg £ 5 %). / Ot 665,00 mr go | 705,87 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepaHsa macca Tabnetok n | 18/20 tablets: not more than £+5 % / | Conforms /
OTKNOHEHWe OT cpeaHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
mMacchbl 2/20 tablets: not more than + 10 % / | Conforms /

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

P&G Health Austria GmbH & Co. OG
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWOH?®, Tabnetku, NOKpLITLIE 060M104KON

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusa Ne 319425A
Bulk batch no.: / Homep naptu: 0137202362
Manufacturing date (mm.yyyy): /

Oata npoussoacTBa (MM.rrrr): 07.2025
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.ITIT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Mpou3soauTenL B COOTBETCTBUM

¢ perucrpauuven B Poccuu:

Mu a1g Oxu Xenc Octpusa TM6X ana

Parameter / MapameTp

Specifications / Cneundukayum

Results /
Pe3ynbTarhl

Disintegration /
Pacnapnaemoctb

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

<44 min/ £ 44 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 KonM4ecTBa
TMammnHa gucynbcuaa QOMKHO
nepenTu B pacTeop Yepes 45 MuH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABnNEHHOrO Konu4ecTea
NUPWAOKCUHA rMapoxnopuaa AOIMKHO
nepenTn B pacTeop Yepes 45 MuH.

98 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3asaBneHHoro
konMyecTea ynaHokobanamuHa
OOSMKHO NeperTh B pacTBop Yepes 45
MWH.

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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Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MpoaykT: NEL}ROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NOKpbITbie 060n04YKoN

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

Bulk batch no.: / Homep naptu:

80781326
319425A

0137202362

Manufacturing date (mm.yyyy): /
Darta npoussoacTsa (MM.ITIT): 07.2025

Expiry date (mm.yyyy): /

Cpok roagHocTy (MM.Frer):

06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoauTensL B COOTBETCTBUU

¢ peructpauvei B Poccum:

Mu 3ng Oxu Xenc Ocrpua NM6X axHg

Highly Restricted

PeG

Related substances /
PoacteeHHble npumMecu

Thiamine disulfide impurities: /
MNpumecu Tamuya aucynbguga:

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

<01%/<01%

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

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
aMUHONNPUMUANH NUPUAOKCUH
(apaykT) — He Bonee 1,0 %,

<01%/<01%

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

<01%/<01%

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

0.2 %; / 4-amnHo-5-amnHomeTUN-2-
meTunnupumuanH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not
more than 0.2%; / equHu4HaA
HenaeHTUMULIMPOBaHHAA NPUMECH —
He bonee 0,2 %:;

<01%/<01%

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

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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Page 5 of 10/ CtpaHuua 5 3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®DUKAT AHAINTU3A p&G

Product: / Mpoaykr: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITbIe 0605104KOM

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qara npoussogcrea (MMm.rrrr):
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrer):
Manufacturer according to the

registration in Russia: /
Austria/

Mpoussogurenb B COOTBETCTBUMN
¢ perucrpauven B Poccum:

80781326
319425A

0137202362

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu axa Oxu Xenc Octpusa MTM6X axg

Pyridoxine hydrochloride impurities: /

MNpumecK NUpUAOKCUHA

rmgpoxnopuaa:
individual impurity - not more than <01%/<0,1%
0.2 %; / eauHNYHaA Nnpumech —
He 6onee 0,2 %;

total impurities - not more than <01%/<0,1%
1.0 %. / cymma npumecein — He
6onee 1,0 %.

Cyanocobalamin impurities: /

Mpumecn ynaHokobanammHa:

hydroxocobalamin - not more than 0.2%/0,2%
8.0 %; / ruppokcokobanamuH — He
Gonee 8,0 %;

individual unidentified impurity —not |0.6 % /0,6 %
more than 5.0 %; / eguHnyHas
HenaeHTUULMpPOBaHHAA NPUMECH —
He 6onee 5,0 %;

13,5 %.

total unidentified impurities - not more | 1.1 % / 1,1 %
than 13.5 % / cymma HempeHTuduum-
poBaHHbIX Npumecei — He Bonee

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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Page 6 of 10 / Crpanunya 6 u3 10

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoAaykr: NEl}ROBION‘E coated tablets
HEWPOBUOH®, TabneTku, NOKpbITLIE 060M04YKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep napru: 0137202362
Manufacturing date (mm.yyyy): /

Qara npoussoacrea (MM.rrrr): 07.2025
Expiry date (mm. 2/

Cpok rogHocTu (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTenb B cOOTBETCTBUU

¢ peructpauuven B Poccum:

Mu ang Oxu Xenc Octpus FrmMe6X aHa

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HengeHTUNUMPOBaHHbLIX NnpuMecen
TMaMuHa aucynbdbuaa, NUPUAOKCUHA

rmgpoxnopuga u
umaHokobanamuHa — He 6onee 15,5

11%/11%

%.

Uniformity of dosage units
(every 5th batch) /

OnHopoaHOCTL

po3uposaHus (ans kaxaon | Conforms / cooteeTtcTByeT

5-o1 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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A p&G

Product: / MpoAaykT: NEUROBION?® coated tablets
HEWPOBWOH?®, TabneTku, NOKpbITLIE 060M04KOI

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep naptu: 0137202362
Manufacturing date (mm.yyyy): /

Qara npoussogcraa (MM.rrrr): 07.2025
Expiry date (mm. 2/

Cpok roaHocTy (MM.ITTT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoauTenL B COOTBETCTBUU

¢ peructpauuein B Poccuu:

Mu 314 Oxu Xenc Octpusa M'M6X aHA

Parameter / MNapametp

Specifications / Cneundmkaummn | Results /

Pe3synbTaTthl
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / Not tested
batch) / Obuee Yncno aspobHbIX Not tested
Mukpobuonoruyeckas MUKpOOpraHusmos He Gonee
yucToTa (ANA Kaxaon 5-on 10° KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6wee uncno rpuboe He Gonee Not tested
102 KOE/r

Escherichia coli — absence in 1 g/ |Not tested
Escherichia coli — otcytctBUe B 11

Assay / KonuyectseHHoe
onpeaeneHne

Each coated tablet contents:

90 mg to 105 mg of thiamine 104 mg/ 104 mr
disulfide; / ot 90 mr go 105 mr
TUamMuHa aucynbhnaa;

190 mg to 210 mg of pyridoxine 206 mg /206 mr
hydrochloride; / ot 190 mr o 210 mr
NUPUAOKCHUHA TMAPOXNOPUAA;

0.18 mg to 0.26 mg of 0.24 mg /0,24 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr unaHokobanamunHa.

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister. | Complies /

2 blisters and a patient information |CooTBetcTByeT
leaflet in a carton. / Mo 10 TabneTtok
B 6nuctep ns MNBX/MNBAX/An.

Mo 2 6nuctepa ¢ MHCTPyKLMEN No
NPUMEHEHUIO B NAYKY KAPTOHHYHO.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Highly Restricted

PeG

Product: / Mpoaykr:

NEUROBIONP® coated tablets
HEWPOBWUOH?®, TabneTku, NOKpbITLIe 060M104KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 319425A
Bulk batch no.;: / Homep napTu: 0137202362
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.ITIT): 07.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUMU

¢ peructpauuen B Poccuu: Mu 31a Oxum Xenc Octpusa M6X aHg

Parameter / MNapameTrp Specifications / Cneuncdukauun | Results /
Pe3aynbTaTbl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTBeTcTBUM C HOPMATUBHOMN prescribed /
AOKyMeHTauuen. CooteeTtcTBYET
TpebosaHnAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu Temnepartype He Bbiwe 25 °C.

Shelf-life / Cpok rogHoCTH

2 years. / 2 ropa.

APIs used in FPC-
Batch:

Name / HaumeHosanune: THIAMINE DISULFIDE / Tuamuna
Ancynbdun

EP Manufacturer APl Batch number / Homep cepun cybcTanuuu
npoussogutens Nd: 91652246 - C601500071, C601500066;
API Manufacturer Batch number / Homep cepuu cybcTaHLun
npoussogutrens A®C: PRMU5174C59900, PRMUS5155C59900;
API Manufacturer name / HaumeHosauue npowssoautens APC:
Procter & Gamble Health Limited / Mpokrep 3Ha MM6N Xenc
JNumuTep

API Manufacturer country / CtpaHa npouasogutens APC: India /
NHan
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A p&G

Product: / MpoAaykr: NEUROBION® coated tablets
HEWPOBWOH?®, TabneTku, NOKpbITbIe 060N04KO
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusa Ne 319425A
Bulk batch no.: / Homep napTu: 0137202362
Manufacturing date (mm.yyyy): /
Darta npousBoacTBa (MM.ITIT): 07.2025
Expiry date (mm. i
Cpok rogHocTH (MM.ITrr): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTens B COOTBETCTBUU
¢ peructpauuein B Poccunm: Nun a3ua xu Xenc Octpus M'mMo6X ana

Name / HaumeHosaHue: CYANOCOBALAMINE EP /
LlnaHoko6anamuu

FP Manufacturer API Batch number / Homep cepun cybcTaHuumm
npoussogutens [N1d: 91181664 -C601400002, C601400004;

API Manufacturer Batch number / Homep cepuu cy6ctaHumm
npoussogutens APC: 2412611404, 2412621446;

API Manufacturer name / HanmeHosaHune npoussoautens APC:
EuroAPI France / EBpoAlNiA ®paHc

AP| Manufacturer country / CtpaHa npoussoautens A®C: France /
®paHuus

Name / HaumenosaHue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupugokcuHa ruapoxnopua
FP Manufacturer API Batch number / Homep cepuu cybcranumum

npoussoautens NMe: 91200960 - C601500061;
APl Manufacturer Batch number / Homep cepum cybctaHuum
npoussogutens APC: JTPC+24124019C;

API Manufacturer name / HaumeHosauue npoussoaurens APC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / I3ssHcu TAHbCUHBL
®dapmacsblotukan Ko., Nita.

API Manufacturer country / CtpaHa npoussoautena APC: China/
Kutan
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A p&G

Product: / MpoaykT: NELleOBION® coated tablets
HEUPOBWOH?®, TabneTku, nokpbiTbie 060Mn0UKON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 319425A
Bulk batch no.: / Homep napru: 0137202362
Manufacturing date (mm.yyyy): /
Oarta npousBoacTea (MM.rrrr): 07.2025
Expiry date (mm. i
Cpok rogHocTy (MM.ITrr): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoguTenb B COOTBETCTBUU
¢ peructpauuei B Poccuu: Mwv ana Oxu Xenc Octpua TM6X aHg

Assessment: / 3aknioveHue: The batch complies with the specification according to ND J1C-
001540-150720 (amend No 1 from 06.10.2020, amend No 2
from 18.11.2021, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepus cooTBeTCTBYET TpeboBaHMAM
HopmaTueHoro gokymeHTta JIC-001540-150720 (n3ameHeHune
Ne 1 o1 06.10.2020, namenexue Ne 2 ot 18.11.2021,
nameHeHne Ne 3 ot 11.05.2023, nameHeHne Ne 4 ot
30.11.2023)

GE /Qlfﬁ Q [l 0]

ERMANN 'Larissa

Date / Signature of Qualified Person: / 15 DEC 2025
fara / noanuch kBanudbUuMpoBaHHOro nuua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / Mpoaykr: NEl:lROBION® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbITLIE 060MO0YKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 319425A
Bulk batch no.: / Homep naptu: 0137202376
Manufacturing date (mm.yyyy): /

Qara npoussoacrea (MMm.rrir): 07.2025
Expiry date (mm. :/

Cpok roaHocTu (MM.TTTT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpoussoguTens B COOTBETCTBUU

¢ perucrpauuen B Poccum:

Mu 3ng Oxu Xenc Octpus MTM6X 3HA

Parameter / Napametp

Specifications / Cneynduxkayumn Results /

PesynbTrarbl
Appearance / OnucaHve Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell/ Kpyrnbie, coated tablets with
OBOSIKOBbINYKNbIE TabneTky, the weak
nokpbiTbie obonoykon noutn 6enoro | characteristic smell/
useta, 6necrsawme, co cnabbim Kpyrnble,
XapaKTepHbIM 3anaxom. [BOSIKOBbLINYKIbIE

TabneTkun, NoKpbIThIe
obonoykor noyTu
6enoro usera,
bnecrauwwme, co

cnabbim
XapaKTepHbIM
3anaxom.
Identification / NoanuHHOCTL
Seite 1 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
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Sitz der Gesellschaft: Spittal an der Drau
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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

Product: / MpoaykT:

Highly Restricted

PG

NEUROBION® coated tablets

HEWPOBUOH?®, Tabnetku, NOKpbiTbie 060N104KOMN

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oara npoussoacrTea (MM.rrrr):
Expiry date (mm.yyyy): /

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

Austria/

MpoussoauTens B COOTBETCTBUMN
¢ peructpauuen B Poccuu:

80781326
319425A

0137202376

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mun ang Oxu Xenc Octpua MNM6X aHg

Parameter / MapameTp Specifications / Cneundukauuu Results /
Pesynbrarbl
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions | cooTeeTcTBYyET
TUAMVHa ANCYNbdUA should comply with the retention
- pyridoxine hydrochloride / | times of the main peaks in the
chromatograms of thiamine disulfide,
MUPUACKCHRA TUAPOXMIOPUA 1\ ridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LmaHoKkoBanamuH (see Assay). / BpemeHa
yAEPXXMBaAHUA OCHOBHBIX NUKOB HA
XpomaTorpammax UcnbiTyemblx
pacTBoOpOB, AOMKHbI
COOTBETCTBOBaTb BPEMEHaMm
yAepXuBaHUA OCHOBHBIX NMUKOB Ha
XpomaTtorpammax CTaHAapTHbIX
pacTBOpOB TMaMMHa aucynbduaa,
NMPMAOKCUHA rugpoxnopuaa n
unaHokobanamuHa (pasgen
«KonuyecrtseHHoe onpegeneHue»).
Average weight of tablets From 665.00 mg to 735.00 mg 704.07 mg /
and deviation from average |(700.00 mg £ 5 %). /Ot 665,00 mr go [ 704,07 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepnHaa macca Tabnetok u | 18/20 tablets: not more than £5 % / | Conforms /
OTKNOHEeHWe oT cpeaHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
Macchb! 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
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A ng

Product: / MpoAaykT: NEUROBION® coated tablets
HEWPOBUWOH?®, TabneTku, NoKpbITble 060M104KOiA

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep naprtu: 0137202376
Manufacturing date (mm.yyyy): /

Qara npoussoacrTea (MM.Irrr): 07.2025
Expiry date (mm. :/

Cpok roaHocTu (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoauTensL B COOTBETCTBUU

¢ peructpauuei B Poccum:

Mu 3na Oxun Xenc Octpua N'M6X aHg

Parameter / Mapametp

Specifications / Cneundukauun

Results /
PesynbraTbl

Disintegration /
PacnagaemocTb

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

<24 min/ < 24 muH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He menee 75 %
(Q) ot 3asBNEHHOro KonM4ecTsa
TUamuHa aucynsduaa AOMKHO
nepenTn B pacteop Yepes 45 MuH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He mexee 75
% (Q) oT 3aABNEHHOrO KONMYECTBA
NUPUAOKCUHA FrMAPOXNopuaa BOMKHO
nepenTn B pacTeop Yepes 45 MuH.

103 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3asBNEHHOrO
KonuuyecTtBa ymaHokobanamvHa
AOIMKHO NEepenTn B pacTeBop vepes 45
MUH.

107 %

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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEUPOBWOH®, TabneTtku, NoKpbIThbie 060n0uKOM

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep napru: 0137202376
Manufacturing date (mm.yyyy): /

Qara npoussoacrsa (MM.rrrr): 07.2025
Expiry date (mm.yyyy): /

CpokK rogHoCcTH (MM.IITT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoguTenL B COOTBETCTBUM

¢ perucrtpauuen B Poccuu:

Mu ang Dxun Xenc Octpua M6 X aHa

Highly Restricted

PeG

Related substances /
PoacteeHHble NnpuMecy

Thiamine disulfide impurities: /
MNpumecu TamunHa gucynoduga:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
AMUHONUPUMUANH NMPUAOKCUH
(apayxr) — He 6onee 1,0 %;

<01%/<0,1%

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

<01%/<0,1%

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

0.2 %; / 4-amuHO-5-amuHoOMeETUN-2-
MeTunnupuvnguH — He 6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not
more than 0.2%; / eguHudHas
HeNAeHTUMUUMPOBaAHHAA NPUMECH —
He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not
more than 1.0 %. / cymma
HenaeHTUULNPOBaAHHBIX
npumecen — He Gonee 1,0 %.

<01%/<0,1%

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A p&G

Product: / MpoaykT: NEUROBIONP® coated tablets
HEWPOBUOH?®, TabneTku, NoKpbITblie 060M04KON

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

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

Oara npoussoacTBa (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr):
Manufacturer according to the

registration in Russia: /
Austria/

[lpoussoguTens B COOTBETCTBUU
¢ peructpauuen B Poccuu:

80781326
319425A

0137202376

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu 3na Oxu Xenc Octpuna MM6X aHa

Pyridoxine hydrochloride impurities: /

Mpumecu NnupmaoKcUHa

rmgpoxnopuaa:

individual impurity - not more than <01%/<0,1%
0.2 %; / eaquHNYHaA npumech —
He 6onee 0,2 %;

total impurities - not more than <01%/<0,1%
1.0 %. / cymma npumecen — He
tonee 1,0 %.

Cyanocobalamin impurities: /

MNpumecun unaHokobanamuHa:

hydroxocobalamin - not more than 0.7% /0,7 %
8.0 %; / rupgpokcokobanamuH — He
6onee 8,0 %;

individual unidentified impurity — not (0.6 % /0,6 %
more than 5.0 %; / equHu4Han
HenaeHTudUUMpoBaHHas npuMech —
He 6onee 5,0 %;

13,5 %.

total unidentified impurities - not more |1.1 % /1,1 %
than 13.5 % / cymma HengeHTudUUM-
poBaHHbIX NpuMecer — He bGonee

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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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)




Page 6 of 10 / Ctpanuua 6 us 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoAaykr:

NEUROBION® coated tablets

HEAPOBUOH?®, TabneTku, NOKpbLITbIE 060NOYKON

SAP-Code: / Koa SAP: 80781326
Batch no.: /| Cepus Ne 319425A
Bulk batch no.: / Homep napTu: 0137202376
Manufacturing date (mm.yyyy): /

Oarta npoussoacTBa (MM.ITIT): 07.2025
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpounssoauTens B COOTBETCTBUMN

c perucrpauuen B Poccuu:

Mu a3na Oxu Xenc Octpus MmoX aHg

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HengeHTUMNUMPOBaHHLIX NpuMecen
TnamuHa amcynsduaa, NpUaoKcuHa

rmgpoxnopuga v
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

OnHopoaHOCTL

noavposanus (ans kaxxaon | Conforms / cootBeTcTeyeT

5-o11 cepum)

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napru:

NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbITLIE 060M04YKON

80781326
319425A

0137202376

Manufacturing date (mm.yyyy): /

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

Cpok rogHocTy (MM.rrrr):

07.2025

06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

lMpoussoauTens B COOTBETCTBUM

¢ peructpauuen B Poccuu:

Mu ang Oxu Xenc Octpua M'uoX aHg

Highly Restricted

PeG

disulfide; / ot 90 mr go 105 mr
ThamMuHa gucynbduaa;

Parameter / Mapametp Specifications / Cneuucdukaymn |Results /
PesynbTars!
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / Not tested
batch) / Obuwee Yncno aspobHbIx Not tested
Mukpobuonornyeckasn MUKPOOpraHnamos He 6onee
yucToTa (ANs Kakaon 5-on 10° KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6uwee vncno rpubos He Honee Not tested
102 KOE/r
Escherichia coli — absence in1g/ [Not tested
Escherichia coli — otcytctBue B 1 r
Assay / KonudectseHHoe Each coated tablet contents:
onpeaenexHve
90 mg to 105 mg of thiamine 100 mg / 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
nMpuAoKCUHa ruapoxnopuaa;

205 mg/ 205 mr

leaflet in a carton. / Mo 10 TabneTtok
B 6nuctep ns NBX/MNBAX/An.

Mo 2 6nucrepa ¢ HCTPYKUMEN NO
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

0.18 mg to 0.26 mg of 0.24 mg /0,24 mr
cyanocobalamin. / ot 0,18 mr oo
0,26 mr unaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information | CooTtBeTtctByeT

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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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAIIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEWPOBUWOH?®, TabneTku, nokpbiTbie 060n04KoM

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

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

gaTa npou3Bofcrtsea !MM.ITIT!:

Expiry date (mm.yyyy): /

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

MpoussoguTens B COOTBETCTBUMK
¢ peructpauueit B Poccuu:

80781326
319425A

0137202376

07.2025

06.2027

P&G Health Austria GmbH & Co. OG,

Mu 314 Dxn Xenc OctTpus MvbX sHA

Highly Restricted

PeG

Parameter / Napamerp Specifications / Cneundukaumm |Results /
PesynbTatbl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTtBeTCTBMU C HOPMATUBHOM prescribed /
AOKyMeHTaunen. CootsetcTBYET
TpeboBaHuAM

Storage / XpaHeHune

At the temperature not more than 25 °C. /
Mpn TemnepaType He Bblwe 25 °C.

Shelf-life / Cpok rogHoCTU

2 years. / 2 roaa.

APls used in FPC-

Name / HanmeHosanue: THIAMINE DISULFIDE / TuamuHa

Batch: Ancynbdun

EP Manufacturer API Batch number / Homep cepun cy6ctaHumv

npoussoautens MNMeP: 91652246 - C601500062, C601500065;

AP| Manufacturer Batch number / Homep cepun cybctaHumm
npouasogutena ASC: PRMU5149C59901, PRMU5157C59901;

API Manufacturer name / HaumeHosaHue npoussoautens A®C:

Procter & Gamble Health Limited / MpokTep aup Fam6n Xenc

Numurep

API Manufacturer country / CtpaHa npoussogutens APC: india /

Unan

P&G Health Austria GmbH & Co. OG
Hoésslgasse 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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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAINTU3A

Product: / MMpoaykT:

Highly Restricted

PG

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpbLITbIe 060M04KOM

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

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

Oara npousBogcTea (MM.rrrr):
Expiry date (mm. 1/

CpoK roagHoCTH (MM.IrIT):
Manufacturer according to the

registration in Russia: /
Austria/

MpousBogurenb B COOTBETCTBUU
¢ peructpauuven B Poccuu:

80781326
319425A

0137202376

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu 3na xum Xenc Ocrpua MN6X aHa

Name / HanmeHosanne: CYANOCOBALAMINE EP /

LUuanoko6anamuu
FP Manufacturer APl Batch number / Homep cepumn cybcTaHumm

npoussogutens [N19: 91181664 - C601400002, C601400004;

AP| Manufacturer Batch number / Homep cepuu cybcTtasuuu

npoussoautens A®C: 2412611404, 2412621446;

AP| Manufacturer name / Haumenosanue npoussogurens AQC:

EuroAPI France / EBpoAllA ®paHc
API| Manufacturer country / Ctpana npoussoautens A®C: France /

®paHunn

Name / HaumenosaHue: PYRIDOXINE HYDROCHLORIDE EP

JIANGXI / MupugokcuHa rugpoxnopva
FP Manufacturer API Batch number / Homep cepuun cybcTtaHLmm

npoussoauTtens Ne: 91200960 - C601500052, C601500057;

APl Manufacturer Batch number / Homep cepuu cybcraHuum

npoussoautens A®PC: JTPC+24124022C, JTPC+24124021C;

AP| Manufacturer name / HaumeHosaHue npoussogutens APC:

Jiangxi Tianxin Pharmaceutical Co., Ltd. / jzaHcu TAHbCUHDb
dapmacsiotukan Ko, fita.
API Manufacturer country / CtpaHa npoussogutens 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
Telefax +43 (0) 4762 51 51-440
WWW.pg.com
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CERTIFICATE OF ANALYSIS / CEPTUDUNKAT AHANU3A P&G

Product: / IpoaykT: NEI:JROBION® coated tablets
HEMPOBUOH?®, Tabnetku, nokpbiTbie 060M104Kkon
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 319425A
Bulk batch no.: / Homep napTu: 0137202376
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.ITrT): 07.2025
Expiry date (mm.yyyy): /
Cpok roaHocTy (MM.rrrr): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
Npoussoaurens B COOTBETCTBUM
¢ peructpauuven B Poccum: Mu 3na fxu Xenc Octpus NTM6X aHg

Assessment: / 3akntodenune: The batch complies with the specification according to ND J1C-
001540-150720 (amend No 1 from 06.10.2020, amend No 2
from 18.11.2021, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepus cooTBeTCTBYET TpebOBaHNAM
HopmaTusHoro agokymeHTa J1IC-001540-150720 (usmeHeHue
Ne 1 ot 06.10.2020, nameHeHne Ne 2 ot 18.11.2021,
nameHeHune Ne 3 ot 11.05.2023, namerHenune Ne 4 ot
30.11.2023)

e o
RMANN)/Larissa

Date / Signature of Qualified Person: / I3 DEC 2025

gaTa / nognvuchkb KBGHMQMHMQOBaHHOTO nauua
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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

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)

e —



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  319425A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

03 JUL 2025 JUN 2027

Lot Quantity: Unit of Measure:
114,840.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40039227800

Bulk batches consumed in the reported Batch Code:

Batch No: 0137202376, Manufacturing Date:03.07.2025

Batch No: 0137202368, Manufacturing Date:03.07.2025

Batch No: 0137202362, Manufacturing Date:03.07.2025

Manufacturing Site:

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

Packaging Site:

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

Certification Statement:

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

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

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

Comments:
n/a

Printed by: EQ7028 Print Date: 10.10.2025

PeG

Package Size:
20

Package Type:

blisters
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SPITTALPLANT-P&GHEALTH
AUSTRIA
HOESSLGASSE 20 &

SPITTAL A.D. DRAU AUSTRIA oo .
Certificate of Compliance

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Katrin Helmel, MSc. (EQ7028) / Qualified Person 10.10.2025

This document was signed electronically and is valid without signature.
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