Page 1 of 8/ CtpaHuua 1 u3 8

PeG

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

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

Cpok rogHoCcTH (MM.ITrr):
Manufacturer according to the
registration in Russia: /
Mpoussogurenb B COOTBETCTBUU

C perucrpauvei B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKpbIThie 060M04KOMN

80781326
317324A

0065523712

05.2024

04.2026

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

Mu anp Qxm Xenc Octpua MM6X aHa Ko. OI, ABcTtpus

Parameter / MNapamerp

Specifications / Cneundmkaunu

Results / Pesynbrarthbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnbie, ABOSIKOBbINYKbIE TAbNETKN,
NOKpbiTble 060M104KON NoYTK Benoro uBeTa,
6necrawue, co cnabbim xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnele,
ABOAKOBbINYKNbIE
TabneTku, NOKpbITbIE
obonoukon noutu Senoro
useTa, bnecrawme, co
cnabbim xapakTepHbIM
3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /

ThamuHa gucynsug

- pyridoxine hydrochloride /

nMpuaoKCcuHa rmgpoxnopug

- cyanocobalamin /
umnaHokob6anamuH

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 yaepxvuBaHUsi OCHOBHbIX
NMAKOB Ha XPOMATOrpammax UCNbITyeMbIX
pacTtBopoB, AOMKHbI  COOTBETCTBOBATH
BpeMEeHam yaepXXuBaHUa OCHOBHbIX NMUKOB Ha
Xxpomarorpammax CTaHgapTHbIX PacTBOpoOB
ThamuHa aucynbduaa, NMPMAOKCUHA
rmapoxnopwaa U umaHokobanamuHa (pasaen
«KonunuecteeHHoe onpegeneHuey).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Oarta npousBoacTBa (MM.IIIT):

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

Manufacturer according to the

registration in Russia: /
MpousBoanTensL B COOTBETCTBUU

¢ perucrpauuven B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbie 060M104KOMN

80781326
317324A

0065523712

05.2024

04.2026

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

Mu ana Oxu Xenc Octpua M'méX aHa Ko. O, Asctpun

Parameter / Mapamerp

Specifications / Cneuudukauuu

Results / PesynbTaTthbl

Average weight of tablets and
deviation from average weight /
CpeaHsas macca TabneTok n

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

703.57 mg /703,57 mr

OTKNOHEHKe oT cpeaHen Maccel 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 / PacnagaemocTts

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

<23 min/ £ 23 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBNEeHHOro
KonuyecTsa TMamunHa gucyneunga 4omKHO
nepenTu B pacteop vepes 45 MuH.

103 %

Not less than 75 % (Q) of pyridoxine
hydrochioride label claim should pass into
solution in 45 min./ He menee 75 % (Q) ot
3anaBMNEHHOro KONUYEeCTBa NUPUAOKCUHA
ruapoxnopuaa AoMXKHO NepenT B pacTsop
yepes 45 MuH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBNeHHOro
konuyecTBa UnaHokobanammHa AOMKHO
nepenTy B pactaop Yepes 45 MyH.

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

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 AHANTU3A

Product: / [TpoAykT:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Qara npoussoacrTea (MM.rirr):

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

Manufacturer according to the
registration in Russia: /

MpoussoauTenL B COOTBETCTBUM
c perucrpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbiTLIe 060N0UKO

80781326
317324A

0065523712

05.2024

04.2026

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

Mw ang Oxun Xenc Octpua M'mM6X aHa Ko. O, Asctpus

Related substances /
PoacteeHHbie npumecn

Thiamine disulfide impurities: /
| Mpumecu TamuHa avcynbduaa.

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

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-aMUHO-5-
aMUHOMETUN-2-METUNNUPUMNANH — HE
6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / epnHUYHaRA HenaeHTUhULN-
poBaHHasa npumecs — He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /

ﬂgmmecm nupugokcuHa rmgpoxnopuaa:.

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

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecei — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 61-440
Www.pg.com

Rechtsform: Offene Gesellschaft (OG)

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




Page 4 of 8 / Ctpanuua 4 u3 8

PeG

CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAINTU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Oarta npoussoncrea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.ITTIT):
Manufacturer according to the
registration in Russia: /
MpoussoauTtens B COOTBETCTBUU

¢ perucTpauunen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIE 060N0YKOM

80781326
317324A

0065523712

05.2024

04.2026

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

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

Cyanocobalamin impurities: /
Mpumecu unaHokobanamuHa:

than 5.0 %; / equHW4YHaA HenpeHTU-
cuumpoBaHHasa npumecs — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ |0.4%/0,4%
rmapokcokobanamuH — He Gonee 8,0 %;
individual unidentified impurity — not more 06%/06%

total unidentified impurities - not more than
13.5 % / cymma HenpeHTUPULMPOBaHHbIX
npumecel — He bonee 13,5 %.

1.0%/1,0%

Total unidentified impurities of thiamine

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

Cymma HengeHTUdUMpoBaHHbLIX NpuMecen

TnamMuHa gwcynbgwga, ampuaokcuHa

rmapoxnopuaa v umaHokobanamvmHa — He
6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OaHopoaHocTb
003UpOBaHUA (ANs Kaxaon 5-oi
cepun)

Conforms / cooTBeTCcTBYET

- thiamine disulfide Conforms
cooTseTCcTBYET

- 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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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAINU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:

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

Cpok rogHoCcTH (MM.ITTT):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUKN
¢ peructpaumen B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbie 060M104KOMN

80781326
317324A

0065523712

05.2024

04.2026

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

Mu ang Nxu Xenc Octpusa M'méX avg Ko. OIN, ABcTpus

Parameter / MapameTtp

Specifications / Cneundukauuu

Results / Pe3ynbTtarthl

Microbial purity / (every 5th batch)
{ Mukpobuonoruyeckasn ymcrora
(ans kaxxaon 5-oi cepun)

TAMC — NMT 103 CFU/g /
O6wee 4ncno aspobHbIx
MUKpoopraHuamoB He 6onee 10° KOE/r

Not tested

ot 0,18 mr go 0,26 mr unaHokobanamuHa.

TYMC — NMT 102 CFU/g / Not tested
O6Lee uncno rpubos He Gonee 10?2 KOE/r
Escherichia coli — absencein 1g/ Not tested
Escherichia coli — otcytctBue B 11

Assay / KonnyecteeHHoe Each coated tablet contents:

onpepeneHune
90 mg to 105 mg of thiamine disulfide; / o1 | 100 mg / 100 mr
90 mr go 105 mr TnamnHa ancynednaa;
190 mg to 210 mg of pyridoxine 204 mg / 204 mr
hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCUHA rMAPOXNOPUAA;
0.18 mg to 0.26 mg of cyanocobalamin./ (0.23 mg /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 6nuctep n3
nBX/NBAOX/An.

Mo 2 6nucTepa ¢ UHCTPYKLUMEN No
NPUMEHEHWIO B NAYKY KAPTOHHYIO.

Complies / CooTtBeTtcTayeT

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 / CEPTUOUKAT AHANU3A

Product: / [IpoAaykT:

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

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

Oara npoussoactea (MM.rrrr):
Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.rTIr):

Manufacturer according to the
registration in Russia: /

MNpoussoauTensL B COOTBETCTBUU

¢ peructpauyuen B Poccuu:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, noKpbiTbie 060n104Koi

80781326
317324A

0065523712

05.2024

04.2026

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

Mu ang Oxu Xenc Octpua M6 X ava Ko. OIN, ABctpus

Parameter / Mapametp

Specifications / Cneundcdukauuu Results / PesynbTathl

Labeling / MapkupoBka

Complies as prescribed /
CooteetcrByeT
TpeboBaHuaAM

According to normative document. /
B cooTBeTCTBMN C HOPMATUBHOW
OOKyMeHTauuen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHOCTH

2 years. / 2 roga.

APls used in FPC-Batch:

Name / HaumeHosanue: THIAMINE DISULFIDE / Twamuua ancynbcdug

FP Manufacturer API Batch number / Homep cepuu cybctanuun

npoussogutens MNo: 91652246 - C601300119

API Manufacturer Batch nhumber / Homep cepuu cy6cTaHuun nponssogutens

A®C: PRMU3171C59903
AP| Manufacturer name / HaumeHosaHue npouvssogutens AOC: Procter &

Gamble Health Limited / NpokTep ana MmM6n Xenc Numuten
API Manufacturer country / Ctpana npouasogurens A®C: India / Ungua

Name / Haumenosanue: THIAMINE DISULFIDE / TnamnHa gucynedna
FP Manufacturer AP| Batch number / Homep cepuu cybcraHumm

npoussoautens NMe: 91652246 - C601300120

API Manufacturer Batch number / Homep cepuu cybctaHuuu npoussoamntens

A®C: PRMU3175C59902
API Manufacturer name / HaumeHosanue npoussoautens A®C: Procter &

Gamble Health Limited / MpokTep ang MNwmoén Xenc Numuren
APl Manufacturer country / Ctpana npoussogutens ADC: India / Ungua

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: / MpogykT:

NEUROBION® coated tablets
HEUPOBWOH®, TabneTku, NoKpbITbie 060M104KON

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusa Ne 317324A
Bulk batch no.: / Homep naptu: 0065523712
Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.rrrr): 05.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 04.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

¢ perucrtpauuen B Poccum:

Mu ana Oxu Xenc Octpuna M'moX aua Ko. O, AscTpun

Name / Haumernosanne: CYANOCOBALAMINE EP / LnaHoko6anamut

EP Manufacturer AP| Batch number / Homep cepuu cybcraHumnu
npoussogutens [NP: 91181664 - C601200001

API Manufacturer Batch humber / Homep cepun cybcTanuum npovssogurens
APC: 2210130900

API Manufacturer name / HaumeHosanrue npoussogutena AOC: EuroAPI
France / EBpoAlNU ®panc

AP! Manufacturer country / CtpaHa npoussogutens APC: France / ®paHuua

Name / HaumenoeaHnue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP Manufacturer APl Batch number / Homep cepun cybctanuun
npoussoautens [Me: 91200960 - C601300081

API Manufacturer Batch number / Homep cepuvn cybcraHumu npoussogutens
APC: JTPC+23064025C

API Manufacturer name / HaumeHosaxue npoussogurens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiasaHcn TAHbCHHBE PapMmackioTuKan
Ko., Nra.

API Manufacturer country / CtpaHa npoussogutens AQC: China/ Kuran

Name / HanmeHoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupunaokcuHa rngpoxnopua

FP _Manufacturer API Batch number / Homep cepuu cy6cTanumm
npoussoautensa [Ned: 91200960 - C601300090

API| Manufacturer Batch number / Homep cepun cybctaHuuu npoussogurens
APC: JTPC+23064026C

API Manufacturer name / HaumeHosaHue npoussoautens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LI3ancu TaHbCMHL PapmaceoTrkan
Ko., NTa.

AP! Manufacturer country / Ctpana npoussogutena AQC: China/ Kutan

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 / CEPTUOUKAT AHATNU3A

Product: / Mpoaykr:

NEl)ROBION® coated tablets
HEWPOBUOH®, TabneTtkn, nokpbITbie 060104KOMN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 317324A
Bulk batch no.: / Homep napTu: 0065523712
Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.ITTIT): 05.2024
Expiry date (mm. 2/

Cpok rogHOCTH (MM.TTrT): 04.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

¢ perucrpauueii B Poccuu:

Assessment: / 3akntoueHue:

Mu a3 Oxu Xenc Octpua Mv6X ana Ko. OIN, ABcTtpusn

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NMupuaokcuHa rugpoxnopua

FP Manufacturer AP| Batch nhumber / Homep cepuu cybcranuymum
npoussoautens I'N1o: 91200960 - C601300082

API Manufacturer Batch number / Homep cepuu cy6cTaHLmMn npon3Boantens
ADC: JTPC+23064027C

API Manufacturer name / HaumeHosanve npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcu TaHbcuHb PapmacbloTukan
Ko., Nra.

API Manufacturer country / CtpaHa npoussogutens AQC: China/ Kuran

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 TpeboBaHNAM
HopmaTtuBHoro gokymenta J1C-001540-150720 (nameHeHune Ne 1 ot 06.10.2020,
nsmeHeHne Ne 2 ot 18.11.2021, nameHexne Ne 3 ot 11.05.2023, nameHeHne Ne
4 ot 30.11.2023)

Date / Signature of Qualified Person: / L\ j /( K
Qara / nognuck kBanudruMpoBaHHOro nuua {._/\Q

23 JUL 2024

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 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  317324A

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 MAY 2024 APR 2026

Lot Quantity: Unit of Measure:
37,080.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038572249

Bulk batches consumed in the reported Batch Code:

Batch No: 0065523712, Manufacturing Date:03.05.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 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
HoRlgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 16.07.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 16.07.2024

PeG

Package Size:
20

Package Type:
blisters
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