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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJNIU3A

Product: / MpoAykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oara npoussoactBa (MM.Irrr):
Expiry date (mm. |

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

MpouseoauTensL B COOTBETCTBUMN
C perucrpauvei B Poccuu:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKpbIThIe 060M104KOM

80781326
325624A

0065652558

07.2024

06.2026

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

Mu aup Oxu Xenc Octpusa F'mM6X ana Ko. OIN, ABcTpun

Parameter / lNapameTtp

Specifications / Cneuudukaumu

Results / PesynbTathl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnbie, ABOSKOBbINYKNbIE TAabNeTky,
nokpbiTble o6onouykon nouty 6enoro useTa,
6nectAwme, co cnabbiv xapakTepHbIm
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
DBOAKOBbLINYKNbIE
TabneTku, NOKpLIThIE
obonoukoi noutn 6enoro
useTa, 6necrawme, co
cnabbim XxapakTepHbIM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

ThamuHa aucynodua

- pyridoxine hydrochloride /
nUpUAOKCUHA ruapoxnopug

- cyanocobalamin /
UnaHokobanamuH

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). / BpemeHa yaepxuBaHUA OCHOBHbIX
MAKOB Ha Xpomarorpammax WucnbITyeMblxX
pacteopoB, AOS/KHbI  COOTBETCTBOBATb
BpeEMEHam yaepXuBaHusi OCHOBHbIX NUKOB Ha
XpomaTorpamMmmax CTaHAapTHbIX PacTBOPOB
THWamuHa aucynecuaa, NUpUACKCUHA
rmapoxnopuaa u umaHokobanamuHa (pasgen
«KonunyectseHHoe onpeaeneHue»).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / [IpoaykT:

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

Bulk batch no.: / Homep naprtu:

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

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

Manufacturer according to the
registration in Russia: /

I'lgousaogm'enb_a COOTBETCTBUM

c peructpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBUWUOH®, TabneTku, NOKpbiTbie 060N04KON

80781326
325624A

0065652558

07.2024

06.2026

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

Mu axna Oxu Xenc Octpua MM6X aHg Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PesynbTtaTthl

Average weight of tablets and
deviation from average weight /
CpepnHss macca TabneTok u

From 665.00 mg to 735.00 mg (700.00 mg
1+ 5 %). / Ot 665,00 mr ao 735,00 mr (700,00
Mr x5 %).

711.58 mg /711,58 mr

OTKNOHEHWNE OT CpeaHen macchl 18/20 tablets: not more than + 5 % / Conforms /
18/20 Tabnetok: He Honee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnapaemocTtb

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

< 30 min/ < 30 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
KonuuecTBa TMaMuHa gucynbpuaa A4oMKHO
nepewnTn B pacteop Yepes 45 MuH.

99 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He mexee 75 % (Q) oT
3asBIEHHOr0 KONMYecTsa NUPUAOKCUHA
rmapoxnopuaa AoMHKHO NepenTn 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 3asBNeHHOro
KonuyecTtsa uMaHokobanamuHa [onkHoO
nepenTn B pacteop vepes 45 muH.

100 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU437407086
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P&th Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpogykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npousBogcrea (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHoCcT! (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoauTtens B cOOTBETCTBUU

C peructpauuei B Poccuum:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NokpbITblie 060/104KOIH

80781326
325624A

0065652558

07.2024

06.2026

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

Mu anp xm Xenc Octpua 'M6X aHa Ko. OT, ABcTpun

Related substances /
PoacteeHHble npyumecu

Thiamine disulfide impurities: /
Npumecu TuamuHa avcynbduaa:

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHuyHan HenaeHTuuLm-
poBaHHas npumMmecs — He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecu NupnaokcuHa rnapoxnopuaa:

individual impurity - not more than 0.2 %; /
eAnHuW4Has npumecb — He bonee 0,2 %;

<01%/<01%

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

<01%/<01%

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
wWWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINIU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /

Odara npoun3soacrea ‘MM.I'I'IT!:

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

Manufacturer according to the

registration in Russia: /
MpoussoauTensL B COOTBETCTBUU

C QerucTQagueﬁ B Poccum:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpbITbIe 060N0YKOM

80781326
325624A

0065652558

07.2024

06.2026

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

Mv anpg xun Xenc Octpuna MNmM6X ang Ko. O, ABctpus

Cyanocobalamin impurities: /
Mpumecn unaHokobanamuHa:

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

1.2%/12%

individual unidentified impurity — not more
than 5.0 %; / eauHu4Haa HenaeHTK-
dhuumposaHHasn npumecst — He 6onee 5,0 %;

0.7%10,7%

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

1.2%711,2%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
CyMmma HeumgeHTUhUMpoBaHHbIX NpUMecei

TvamMmuHa aucynbguaa, nupuaokcuHa

rmapoxnopuga u umaHokobanammHa — He
6onee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OgHopoaHocTb
[o3upoBaHuA (ANA KaXkaon 5-oi
cepun)

Conforms / cooTseTcTByeT

- thiamine disulfide Conforms /
cooTeeTcTBYET

- 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

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoAykr:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Qata npoussogcTsa (MM.rrrr):
Expiry date (mm. 2

Cpok rogHocTu (MM.ITrT):

Manufacturer according to the
registration in Russia: /

OpoussoauTenb B COOTBETCTBUU
c peructpauuei B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NOKpbITLIe 060M04KOMA

80781326
325624A

0065652558

07.2024

06.2026

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

Mu anp Mxm Xenc Octpua M'm6X ang Ko. OI, AscTpus

Parameter / NapameTtp

Specifications / Cneundukaummn

Results / Pesynbrartbl

Microbial purity / (every 5th batch) | TAMC — NMT 103 CFU/g / Not tested

/ Mukpobuonoruueckas uuctota [ Obuiee 4icno aspobHbix

(ana kaxapown 5-ot cepun) MukpoopraHuamos He 6onee 103 KOE/r
TYMC - NMT 102 CFU/g / Not tested
O6wee yncno rpn6os He Gonee 102 KOE/r
Escherichia coli — absence in 1 g/ Not tested
Escherichia coli — oTcyTctBue B 11

Assay / KonuyecteeHHoe Each coated tablet contents:

onpegeneHvue
90 mg to 105 mg of thiamine disulfide; / ot {98 mg / 98 mr

90 mr po 105 mr TvamuHa gucynbcuaa;

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NUPUROKCUHA rMapoOXNopuaa;

202 mg /202 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
o1 0,18 mr go 0,26 Mr umaHokobanamuHa.

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 TabneTok B 6nuctep u3
nBX/nNBOX/An.

Mo 2 6nucTtepa ¢ UHCTpyKUMEn No
NPUMEHEHUIO 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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep napTtu:

Manufacturing date (mm.yyyy): /
Oara npousBoAcTBa (MM.ITIT):

NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITLIE 060NOYKOM

80781326
325624A

0065652558

07.2024

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

06.2026

Manufacturer according to the

registration in Russia: /

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

NpoussoauTens B COOTBETCTBUU

c peructpauueii B Poccuu:

v ang Oxu Xenc Octpus MM6X avg Ko. OI, ABctpus

Parameter / MNapameTtp

Specifications / Cneunduxauumn Results / PesynbTarbl

Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYET
TpeboBaHUAM

According to normative document. /
B cooTBeTCTBUM C HOpMaTUBHOM
DOKyMEeHTaunen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHoCTN

2 years./ 2 ropa.

APIs used in FPC-Batch:

Name / Haumenosanvne: THIAMINE DISULFIDE / TnamuHa aucynbcug
FP _Manufacturer API| Batch number / Homep cepuu cy6ctaHuuu
npoussogutens MNMo: 91652246 - C601400001

API Manufacturer Batch number / Homep cepun cy6craHuun npoussogurens
A®C: PRMU3301C59904

API Manufacturer name / HaumeHoBaHue npoussogutens AQC: Procter &
Gamble Health Limited / NMpokrep aug Mm6n Xenc Numuten

API Manufacturer country / CtpaHna npoussoautens A®C: India / Ungusa

Name / Haumenosanue: THIAMINE DISULFIDE / Tvamuna aucynscpua
FP Manufacturer AP| Batch number / Homep cepuu cy6cTaHumm
npoussogutens Nd: 91652246 - C601300136

API Manufacturer Batch number / Homep cepuu cy6cTaHuum npoussogurens
A®C: PRMU3293C59904

API Manufacturer name / HaumeHosaHue npoussogutens AOC: Procter &
Gamble Health Limited / Mpokrep aug Mm6n Xenc JNiumuten

API Manufacturer country / Ctpana npoussogutens A®C: India / Unana

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Page 7 of 8/ CTpaHuua 7 us 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NoKpbITbie 060104KOM
SAP-Code: | Kog SAP: 80781326
Batch no.: / Cepus Ne 325624A
Bulk batch no.: / Homep napTtu: 0065652558
Manufacturing date (mm.yyyy): /
Qara npoussoacTsBa (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTens B COOTBETCTBUMN
c perucTtpauuen B Poccum: Mun a3Hp fxu Xenc Octpusa M'm6X aHa Ko. OF, AscTpus

Name / HanmeHosarnne: CYANOCOBALAMINE EP / UnaHoko6anamuH

FP Manufacturer API Batch number / Homep cepuu cybcTaHumn
npoussoantens NMde: 91181664 - C601300014

API Manufacturer Batch number / Homep cepuu cyGeranyun npoussogutens
ADC: 2311722010

API Manufacturer name / HaumeHoBaHue npoussogutens A®C: EuroAPI
France / EBpoAlNU ®panc

API Manufacturer country / Ctpana npoussogutens A®C: France / ®paHuua

Name / HaumeHosarue: PYRIDOXINE HYDROCHLORIDE EP JIANGX! /
MvpugokcuHa ruppoxnopua

FP Manufacturer AP| Batch number / Homep cepuu cy6ctanuymm
npoussoautens [N19: 91200960 - C601400007

API Manufacturer Batch number / Homep cepuu cy6cTanHuun npounssogutens
A®C: JTPC+23104055C

API Manufacturer name / HanmeHosanue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / 3aHcy TAaHbCMHL DapmackbioTukan
Ko., NTa.

API Manufacturer country / CTpana npoussogutens A®C: China/ Kutair

Name / HanmeHoBanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa ruapoxnopua

EP Manufacturer API Batch number / Homep cepuu cybcTanumm
npoussoautens NP: 91200960 - C601400008

AP| Manufacturer Batch number / Homep cepuu cy6cranHuum npoussoantens
ADC: JTPC+23104056C

API Manufacturer name / HanmeHosanune npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcu TAaHbCMHL DapmacbioTnkan
Ko., Nta.

API Manufacturer country / CtpaHa npoussoautens A®C: China / Kutan

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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr:

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

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 325624A
Bulk batch no.: / Homep napTu: 0065652558
Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM.Irrr): 07.2024
Expiry date (mm.yyvyy): /

Cpok rogHocTH (MM.rrrT): 06.2026

Manufacturer according to the

registration in Russia: /

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

NpoussoguTens B COOTBETCTBUM

c perucrpauyueii B Poccum:

Assessment: / 3aknioveHue:

Date / Signature of Qualified Person: / 16, Okt. 2024

Mu ana Bxm Xenc Octpus 'm6X anp Ko. OTF, ABcTpusn

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupupokcuna rugpoxnopua

EP_Manufacturer AP| Batch number / Homep cepuu cy6cTtaHumu
npou3ssogurens [1d: 91200960 - C601400003

APl Manufacturer Batch number / Homep cepun cybcraHumMm npoussogurens
A®C: JTPC+23104052C

API Manufacturer name / Haumerosanue npoussoautens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / U3Aaxcu TaHbCuHb PapmackloTukan
Ko., NITa.

API Manufacturer country / CtpaHa npoussogutens AQC: China / Kutan

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) / Cepusa cooTBeTcTByeT TpeboBaHuam
HopmaTusHoro aokymenTta JIC-001540-150720 (uameHeHune Ne 1 ot 06.10.2020,
nameHeHue Ne 2 ot 18.11.2021, nsmeHenume Ne 3 ot 11.05.2023, nsmerHeHve Ne
4 ot 30.11.2023)

gara / noanuch KBaﬂMQMgMQOBaHHOFO nvua

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

Telefon +43 (0)4762 51 51-0

Sitz der Gesellschaft: Spittal an der Drau

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

www.pg.com

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 1 of 8 / CrpaHnuya 1 u3 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITbIE 060M0YKON

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepus Ne 325624A

Bulk batch no.: / Homep napTu: 0065652559

Manufacturing date (mm.yyyy): /

Qdata npou3eoacTea (MM.rrrr): 07.2024

Expiry date (mm.yyyy): /

Cpok rogHoCT! (MM.ITIT): 06.2026

Manufacturer according to the

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

MNpoussoauTens B COOTBETCTBUMN

¢ perucrpaumen B Poccuu: Mun anp Oxu Xenc Octpua M'M6X avp Ko. OT, ABcTpus

Parameter / Mapamerp Specifications / Cneundukauumn Results /| Pe3ynbTtathl
Appearance / OnucaHve Round, biconvex, glossy off-white coated Round, biconvex, glossy

tablets with the weak characteristic smell/ off-white coated
Kpyrnbte, ABosikOBbINYKNbIE TAbNETKK, tablets with the weak
NoKpbITEIE 060noYKoi noutn 6enoro ueeta, | characteristic smell/
6necrawwme, co cnabbiM XxapakTepHbIM Kpyrnble,
3anaxom. ABOSIKOBbINYKIbIE

TabneTtku, NOKpbITbIE
oBonoukolt nouTn Genoro
useTa, bnecrawwme, co
cnabbiMm xapakTepHbIM
3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide / Retention times of the main peaks in the | Conforms /
chromatograms of test solutions should|cooTBercTByeT
comply with the retention times of the main
peaks in the chromatograms of thiamine
- pyridoxine hydrochloride / disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). / BpemeHa ypepxvesaHns OCHOBHbIX
NMUKOB Ha XpomaTorpamMmax MUCNbITYeMbIX
- cyanocobalamin / pacTBOpOB,  [AOMKHbI  COOTBETCTBOBATb
BpemeHam yaepXuBaHnsa OCHOBHbIX NMUKOB Ha
XpomartorpamMmmax CTaHAAPTHLIX PacTBOPOB
TMamuHa avcynbcuaa, NUpUAOKCUHA
rmapoxnopuaa v umaHokobanamuia (pasgen
«KonnyecteeHHoe onpepeneHney).

TUamuHa aucynboug

AMpUAOKCUHa rngpoxnopug

unaHokobanamuH

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
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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npou3BoacTBa (MM.ITrT):
Expiry date (mm.yyyy): /

CpoK rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /

NpouspoauTenL B COOTBETCTBUU

c peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, noKpbiTbie 060M04KOM’

80781326
325624A

0065652559

07.2024

06.2026

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

Mu anp kn Xenc Octpusa M'v6X ang Ko. OF, AscTpus

Parameter / MapameTtp

Specifications / Cneuudukauuu

Results /| Pe3ynbTtartbl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg  (708.99 mg/ 708,99 mr
deviation from average weight / + 5 %). / OT1 665,00 mr ao 735,00 mr (700,00
Cpenrsa macca TabneTtok v Mr 5 %).
OTKMOHEHUE OT CpeaHen Macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 TabneTok: He 6onee + 10% COOTBETCTBYET

Disintegration / Pacnagaemocts

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

<23 min/ £ 23 muu

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asaBNEHHOro
KonuyecTsa TaMmmnHa aucynbduaa gOMmMKHO
nepenTn B pacTeop vepes 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 KONUYeCTBa NUPUAOKCUHA
rmapoxnopuaa A0MKHO NepenTy B pacTBop
yepes 45 MuH.

101 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
konvuyecTea ynaHokobanamuHa AOMKHO
nepenTn B pacTeop vepes 45 MUH.

105 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MMpoAaykT:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Qara npoussoacrea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpox rogHocTU (MM.Irrr):
Manufacturer according to the
registration in Russia: /

MpousBoauTenb B COOTBETCTBUM
c peructpauven B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NnoKpbiTbie 060M104KOM

80781326
325624A

0065652559

07.2024

06.2026

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

Mu ana xn Xenc Octpua N'M6X aua Ko. Ol, ABcTtpusa

Related substances /
PoacrteeHHble npyumecu

Thiamine disulfide impurities: /

I'lgvnmecm THamMnHa gMC!J’IbQMQaZ

thiamine - not more than 3.0 %; /
TnamuHs — He bonee 3,0 %;

<01%/<0,1%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHoNUpUMUANH
nupuaokenH (agaykr) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHO-5-
aMUHOMETUN-2-METUNNNPUMUANH — He
bonee 0,2 %;

<01%/<01%

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

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochioride impurities: /
Mpumecu NpuaoKcuHa ruapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<0,1%

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

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr:

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

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

dara npoussoacTBa (MM.FrrT):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpoussoantenL B COOTBETCTBUU
¢ peructpauuen 8 Poccum:

NEUROBION?® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIe 060N04YKON

80781326
325624A

0065652559

07.2024

06.2026

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

Mu ana Axuv Xenc Octpusa 'M6X aHa Ko. O, ABctpus

Cyanocobalamin impurities: /

Npumecu unaHokobanamuHa:

hydroxocobalamin - not more than 8.0 %; /
rugpokcokob6anamur — He 6onee 8,0 %;

1.2%/1,2%

individual unidentified impurity — not more
than 5.0 %; / eauHnyHaa HeuaeHTy-
huumposaHHasa npumech — He Gonee 5,0 %;

0.8% /0,8 %

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

1.3%/1,3%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and

cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTudUMpoBaHHbIX NpUMecei

TMaMuHa ancynbduaa, NUpMaoKcuHa

rmapoxnopvaa v umaHokobanamvia — He
tonee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OaHopoaHoCTb
[o31poBaHua (ANA Kaxaon 5-oi
cepun)

Conforms / cooTBeTcTBYET

- 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

Rechtsform: Offene Geselischaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

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

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

Manufacturer according to the

registration in Russia: /
MpousBogutens B COOTBETCTBUU

¢ perucrpauueir B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NokpbiTble 060M04KOW

80781326
325624A

0065652559

07.2024

06.2026

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

Mu aua Dxu Xenc Octpus M'm6X ang Ko. OI, AscTpun

Parameter / MapameTtp

Specifications / Cneuudukaunu

Results / PesynbTtarbl

Microbial purity / (every 5th batch)
/ Mukpobuonornyeckas yicrora
(ans kaxaown 5-on cepun)

TAMC - NMT 103 CFU/g /
O6wee uncno aspobHbIX
MuKpoopraruamos He 6onee 10° KOE/r

Not tested

TYMC — NMT 10?2 CFU/g /
O6wee uucno rpubos He 6onee 102 KOE/r

Not tested

Escherichia coli — absencein 1 g/
Escherichia coli — otcytctBue B 11

Not tested

Assay / KonnyectseHHoe
onpeaenexue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 Mr TMamuKa aucynbonaa;

98 mg /98 mr

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

203 mg /203 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
o1 0,18 mr go 0,26 mr ynaHokobanamuHa.

0.23 mg/ 0,23 mr

Package / Ynakoeka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nuctep n3
nBxX/NBAX/An.

Mo 2 6nucrepa ¢ UHCTPYKLMEN No
NPUMEHEHUIO 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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NoKpbITbie 060M104YKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 325624A
Bulk batch no.: / Homep napTu: 0065652559
Manufacturing date (mm.yyyy): /

Oara npoussogcrea (MM.rrer): 07.2024
Expiry date (mm.yyyy): /

Cpok rogHocTn (MM.rrrr): 06.2026

Manufacturer according to the

registration in Russia: /

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

NpousBoguTens B COOTBETCTBUY

¢ perncrpauueit B Poccuu:

Mu anp Oxu Xenc Octpua MNm6X ana Ko. O, ABctpus

Parameter / NapameTtp Specifications / Cneuncdukaunu Results / PesynbTathl

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cootBeTCcTBMM C HOPMATUBHOW CooTtBetcrByeT
OOKyMeHTaunen. TpeboBaHuaAM

Storage / XpaHeHune

At the temperature not more than 25 °C. /
Mpun TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Haumenosanune: THIAMINE DISULFIDE / Tuamuna aucynbcua

FP Manufacturer AP| Batch number / Homep cepuu cybctaHmm
npoussogutens [N1P: 91652246 - C601400001

AP| Manufacturer Batch number / Homep cepuu cy6cTaHuuu nponssoauTens
ADC: PRMU3301C59904

AP1{ Manufacturer name / HaumeHnosaHue npoussogutena A®C: Procter &
Gamble Health Limited / Mpokrep ang MNMm6n Xenc NMumurten

API Manufacturer country / Ctpana npoussoaurens A®C: India / Unagus

Name / Haumenosarue: THIAMINE DISULFIDE / Tuamuna gucynbdpua

FP Manufacturer AP| Batch number / Homep cepun cybcTaHuum
npoussogutena INMo: 91652246 - C601300136

AP| Manufacturer Batch number / Homep cepuun cybctaHuuy npoussogutensi
A®C: PRMU3293C59904

API| Manufacturer name / HaumeHosaHue npouasogutens A®C: Procter &
Gamble Health Limited / Npokrep anag MMG6n Xenc NMumuten

API Manufacturer country / CtpaHa npoussogutens APC: India / Unauns

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellischaft (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

wWwWw.pg.com

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIN3A

Product: / MpoAaykT:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITLIE 060104KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 325624A
Bulk batch no.: / Homep napTu: 0065652559
Manufacturing date (mm.yyyy): /

Oara npoussogcrBa (MM.ITIT): 07.2024
Expiry date (mm. 2/

Cpok rogHocTH (MM.rrrT): 06.2026

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTensL B COOTBETCTBUU

c perucrpauuen B Poccum:

Mu a1 Qxu Xenc Octpua MM6X anp Ko. OF, ABcTpus

Name / Haumenosanne: CYANOCOBALAMINE EP / LinaHoko6anamun

FP Manufacturer APl Batch number / Homep cepuu cybctaHuum
nponssogutens Nd: 91181664 - C601300014

AP| Manufacturer Batch number / Homep cepuu cybcTanuuv npounssoaurens
A®C: 2311722010

APl Manufacturer name / HanmeHoBaHue npoussogutens APC: EuroAPI
France / EBpoAlNU ®panc

API Manufacturer country / Ctpana npoussogutens A®C: France / ®paHuunna

Name / HaumenosaHuve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP Manufacturer APl Batch number / Homep cepuu cybcraHuum
npoussoautens FNo: 91200960 - C601400007

AP] Manufacturer Batch number / Homep cepuu cy6craHuuu nponssogutens
A®C: JTPC+23104055C

AP| Manufacturer name / Haumenosanue npoussogurtens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aAaHcy TAHbCUMHBb ©apmackioTUKan
Ko., NTa.

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

Name / Haumexosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP Manufacturer AP| Batch number / Homep cepuu cy6cratHuun
npoussogutens MNo: 91200960 - C601400003

AP Manufacturer Batch number / Homep cepvun cybctaHuun npoussoaurens
A®C: JTPC+23104052C

API Manufacturer name / HaumenoBaHue npoussogutens ASC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcu TAHbcuHL PapmacbloTUKan
Ko., NTa.

API Manufacturer country / Ctpana npoussogutenst A®C: China / Kutait

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

Telefon +43 (0)4762 51 51-0

Sitz der Gesellschaft: Spittal an der Drau

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

www.pg.com

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATNTU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEUPOBWOH®, TabneTkn, NokpbiTLIe 060N04KOiA

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 325624A
Bulk batch no.: / Homep napTu: 0065652559
Manufacturing date (mm.yyyy): /

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

Cpok rogHoCcTy! (MM.rTrT): 06.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUMN

¢ peructpauuein B Poccum:

Assessment: / 3aknyeHue:

Date / Signature of Qualified

Mu anp Qxu Xenc Octpua MM6X axg Ko. O, AscTpus

The batch complies with the specification according to ND J1C-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023, No 4 from 30.11.2023) / Cepusa cooTBeTCTBYET TpebGoBaHUAM
HopMaTusHoro aokymeHTta J1C-001540-150720 (nsmeHeHune Ne 1 ot 06.10.2020,
nameHeHue Ne 2 ot 18.11.2021, uamenernve Ne 3 ot 11.05.2023, nameHeHue Ne
4 ot 30.11.2023)

Person: /

gara / noanuchb KBaﬂMQMHMQOBaHHOFO nauua

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 Geselischaft: Spittal an der Drau

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

www.pg.com

UID-Nr. ATU43740706



SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

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

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) -RU  325624A

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:

03 JUL 2024 JUN 2026

Lot Quantity: Unit of Measure:
74,640.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038715974

Bulk batches consumed in the reported Batch Code:

Batch No: 0065652558, Manufacturing Date:03.07.2024

Batch No: 0065652559, Manufacturing Date:03.07.2024

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
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

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

Certification Statement:

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

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

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

Comments:
n/a

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 11.10.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 11.10.2024

PeG

Package Size:
20

Package Type:

blisters
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