Certificate of Packaging

&

Product NEUROBION FORTE DRAGEES (20 DRG) - RU

Item Number Internal 80781326 Item Number External 80781326

Batch Number 310125A Inspection Lot Number 40039015813
Manufacturing Date 03-MAR-2025 Expiry Date FEB-2027

Parameters Specification Results

Appearance Off-white, glossy, round, biconvex sugar Off-white, glossy, round, biconvex sugar

Batch number bulk

Cardboard box - Internal item No.
Cardboard box - Hot melt
Cardboard box - Manufacturing date
Cardboard box - GTIN 14

Cardboard box - Serialization No.

Cardboard box - Expiry date
Cardboard box - Batch No.

Data matrix code - GTIN 14

Data matrix code - Serialization No.
Data matrix code - Crypto 1

Data matrix code - Crypto 2

Data matrix code - Print quality
Blister foil - Internal item No.
Blister foil - Manufacturing date
Blister foil - Expiry date

Blister foil - Batch No.

Package leaflet - Internal item No.

Start of packaging

Printed Date 07-MAY-2025

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

coated tablets

N/A
21026990
Must conform
MM/YYYY

04054839523694 (preprinted)

'SN:" Indiv. number up to 20 digits must
conform

MM/YYYY (23 months)

XXXXYYA

04054839523694

Indiv. number up to 20 digits must conform

(91) Crypto 1 (4 digits)

(92) Crypto 2 (max. 44 alphanumeric
characters)

2 Grade D
91331392

MM/YY

MM/YY (23 months)
XXXXYYA
21013861

Date

coated tablets

0135249869;0135249870;0135249871
21026990

conforms

03/2025

04054839523694

conforms

02/2027
310125A
04054839523694
conforms
available

available

Grade B
91331392
03/25
02/27
310125A
21013861

28-Apr-2025
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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)



Certificate of Packaging &

Product NEUROBION FORTE DRAGEES (20 DRG) - RU

Item Number Internal 80781326 Item Number External 80781326
Batch Number 310125A Inspection Lot Number 40039015813
Manufacturing Date 03-MAR-2025 Expiry Date FEB-2027
Parameters Specification Results

Remaining shelf-life >= 19 Months 22 Months

Product packaging number 80781326 80781326
Assessment The batch complies with the specification.

LIMS Disposition Released

Electronically Signed Sabrina Winkler/ Head QC
Release Date 07-MAY-2025

This document has been produced electronically and is valid without a signature

Printed Date 07-MAY-2025 Page 2 of 2

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria g_?CZtSfOGrmi (ﬂﬁeﬁeﬂegsgtltlsfhafg(og)

+ } itz der Gesellschaft: Spittal an der Drau
Telefon +43 (0) 4762 51 51-0 Landesgericht Klagenfurt FN 168759a
Telefax +43 (0) 4762 51 51-440 UID-Nr. ATU43740706
WWW.pg.com -Nr.

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

NEUROBION® coated tablets
HEUPOBWUOH®, Tabnetku, NoKpbITbie 060N0UKON

Product: / poAaykT:

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 310125A
Bulk batch no.: / Homep napTtu: 0135249869
Manufacturing date (mm.yyyy): /

Oarta npoussoactsa (MM.ITrr): 03.2025
Expiry date (mm. :

Cpok rogHocTu (MM.rrrr): 02.2027

Manufacturer according to the
registration in Russia: /
Austria/

MpoussoguTensL B COOTBETCTBUU

¢ peructpauven B Poccuu:

P&G Health Austria GmbH & Co. OG,

Mn ana Oxu Xenc OcTpusa M'm6X 3ng

Parameter / Mapametp

Specifications / Cneuudukauumn

Results /
PesynbTarbl

Appearance / OnucaHue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnoie,
ABOAKOBbINYKNble TabneTku,
NokpbITble obonoukon noutn Genoro
usera, 6necrawme, co cnabbim
XapaKkTepHbIM 3anaxom.

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

TabneTkn, NOKpbITbIE
obonoukon nouTtn
6enoro uyserTa,
Bnectsawwme, co
cnabbim
XapakrepHbIm
3anaxom.

Identification / MognuHHOCTL

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

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

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

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

{Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAJTU3A

Product: / Mpoaykr:

Highly Restricted

PG

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKpbITbIe 060NO4KON

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qara npoussoacTaa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrT):
Manufacturer according to the
registration in Russia: /
Austria/

NMpoussoauTenL B COOTBETCTBUU
¢ perucrpauueun B Poccum:

80781326
310125A

0135249869

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

Mu 3xua Oxu Xenc Octpust TM6X 3ng

Parameter / MapameTtp Specifications / Cneundukauum Results /
PesynbTaThl

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

the chromatograms of test solutions | cooTeerctayer
TMaMiHa ancynbdua should comply with the retention
- pyridoxine hydrochloride /  |times of the main peaks in the

chromatograms of thiamine disulfide,
AUPNACKEMHA TApOXNOPUA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LmaHokoBanamuH (see Assay). / BpemeHa

yAEepXUBAHUA OCHOBHbIX MUKOB HA

XpomartorpaMmmax UcnbiTyembix

pacTBOpOB, [OMKHbI

COOTBETCTBOBATbL BpeMeHam

YAEPXMBAHNA OCHOBHbIX MUKOB Ha

XpomMaTorpaMmax CTaHg4apTHbIX

pacTBopoB TMaMnHa aucynbchuaa,

nNUpUOoOKCUHa rnapoxnopunaa u

unaHokob6anamuHa (pasgen

«KonuyectseHHoe onpeaeneHune»).
Average weight of tablets From 665.00 mg to 735.00 mg 697.71 mg/
and deviation from average |{(700.00 mg £ 5 %)./ Ot 665,00 mr ao [697,71 mr
weight / 735,00 mr (700,00 mr + 5 %).
CpeaHsa macca Tabnetok n | 18/20 tablets: not more than +5 % / | Conforms /
OTKINOHEHWe OT cpeaHen 18/20 TabneTtok: 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

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)
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANTU3A P&G

Product: / Mpoaykr: NEUROBIONP® coated tablets
HEWPOBUOH?®, TabneTtku, NoKpbiTble 060n04KOM

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

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

Oara npoussoactBa (MM.rrrr):
Expiry date (mm. /
Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /
Austria/

Mpoussoautens B COOTBETCTBUU
C perucrpauuen B Poccuu:

80781326
310125A

0135249869

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

Mu ana Dxu Xenc Octpuna TM6X 3Hg

Parameter / MapameTtp Specifications / Cneuudukauuu Results /
Pesynbrarbi

Disintegration / Not more than 60 min. / He 6onee < 36 min/ < 36 MuH

PacnapgaemocTb 60 MuH

Dissolution Not less than 75 % (Q) of thiamine 93 %

disulfide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) oT 3aaBnNEHHOro KonuyecTsa
TnamuHa gucynbcuaa foMmMKHO
nepewTy B pacTBop Yepes 45 MuH.

Not less than 75 % (Q) of pyridoxine |93 %
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3asBNEHHOro KonNuyecTsa
NUPUAOKCUHA ruapoxnopuaa AOMKHO
nepenTy B pactBop Yepes 45 MuH.

MWH.

Not less than 75 % (Q) of 104 %
cyanocobalamin label claim should
pass into solution in 45 min./ He
mMeHee 75 % (Q) oT 3asBnNeHHoro
KonuyecTtea unaHokobanamuHa
AONMKHO NepenTn B pacTeop vepes 45

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 3 von 10

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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P&G Health Germany GmbH
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(Amtsgericht Kdnigstein im Taunus HRB 10156)



Page 4 of 10 / CTpanvua 4 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A P&G

Product: / MpogykT: NEUROBIONP® coated tablets
HEUPOBUOH?®, TabneTku, NnokpbiTbie 060Mn04KoiA

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

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

gaTa npou3Boacrsea ‘MM.I’I‘I’I’!:

Expiry date (mm. 2

Cpok rogHoCTH (MM.rrTT):
Manufacturer according to the
registration in Russia: /
Austria/

Mpoussoautens B COOTBETCTBUM
¢ peructpaumeit B Poccuu:

80781326
310125A

0135249869

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

Nu 3na Oxm Xenc Octpusa TM6X aHA

Related substances / Thiamine disulfide impurities: /

PoacreeHHble npumvecu Flgmmecm TUhamuHa QMC!HbQMQaI

thiamine - not more than 3.0 %: / <01%/<0,1%
TnamuH — He 6onee 3,0 %;

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

aminopyrimidine pyridoxine (adduct) - |<0.1%/<0,1 %
not more than 1.0 %; /
aMUHONUPUMUANH NMPULOKCUH
(apaykT) — He 6onee 1,0 %;

4-methyl-5-thiazole ethanol - not <01%/<01%
more than 1.0 %; / 4-meTun-5-Tnason
3aTaHon — He 6onee 1,0 %;

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

0.2 %; / 4-amnHo-5-amnHomeTunN-2-
MeTUNNUPUMUANH — He 6onee 0,2 %;

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

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

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

Telefax +43 (0) 4762 51 51-440

WWW.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrankt haftende Gesellschafterin:
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWOH®, TabneTkun, NoKpbITbie 060104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 310125A
Bulk batch no.: / Homep naptu: 0135249869
Manufacturing date (mm.yyyy): /
Qarta nponssoacrea (MMm.rrrr): 03.2025
Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.rrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpounssoauTensL B COOTBETCTBUM

¢ peructpauvei B Poccuu:

Mu ana Mxuv Xenc Octpusa MM6X axn

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /

Mpumecn NMpraoKCUHA
rmapoxnopuaa:

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

<01%/<01%

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

<01%/<01%

Cyanocobalamin impurities: /

MNpumecu UnaHokobanamuHa:

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

0.3%/0,3%

individual unidentified impurity — not
more than 5.0 %; / eguHu4Has
HenaeHTUULMPOBaHHaA NPUMECH —
He Gonee 5,0 %;

0.8%/0,8%

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

13,5 %.

0.8% /0.8 %

P&G Health Austria GmbH & Co.

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria

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

oG
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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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEAPOBUWOH?®, TabneTku, NOKpbITbIe 060N0UKOIA
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep napru: 0135249869
Manufacturing date (mm.yyyy): /
Qara npoussoacrtea (MM.rrrr): 03.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUU

¢ perucrpauuvein B8 Poccum:

Mv sHa Owu Xenc Octpus TM6X 3HA

Highly Restricted

PeG

Total unidentified impurities of 08%/0,8%
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HenaeHTMhULMPOoBaHHbIX NPUMece
TuamuHa aucynsduga, NUPUAOKCUHA
rmapoxnopuaa u
umaHokobanamnHa — He 6Gonee 15,5
%.
Uniformity of dosage units
(every 5th batch) /
OpaHopoaHoCTb
Ro3vposaHus (ans kaxgon | Conforms / cootBeTcTByET
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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Rechtsform: Offene Gesellschaft (OG)

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

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3IA p&G

Product: / NMpogykT: NEUROBIONP® coated tablets
HEWPOBUOH?®, TabneTku, NokpbITbie 060n04KOM

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qdarta npousBoacTBa (MM.rrrr):

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

Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUM
¢ peructpauven B Poccum:

80781326
310125A

0135249869

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

Mu anp Oxun Xenc Octpus Nm6X ava

Parameter / Mapametp Specifications / Cneuncdukauun |Results /
PesynbTathbl

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

batch) / Obuwee uncno aspobHbix Not tested

Mukpobuonorunyeckas MUKpoopraHnamoB He Bonee

yuctoTa (ans kaxgon 5-on | 10% KOE/r

cepun) TYMC — NMT 102 CFU/g / Not tested
O6uwee uncno rpubos He HBonee Not tested
10%2 KOE/r

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

onpegeneHne

Assay / KonnyecTtseHHoe Each coated tablet contents:

90 mg to 105 mg of thiamine 101 mg/ 101 mr
disulfide; / ot 90 mr go 105 mr
TWaMmmHa aucynbduaa;

190 mg to 210 mg of pyridoxine 204 mg / 204 mr
hydrochloride; / or 190 mr o 210 mr
NUPWAOKCUHA rmapoxnopuaa;

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

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

2 blisters and a patient information |CooTBeTcTBYET
leaflet in a carton. / Mo 10 TabneTok
B 6nucrtep w3 NBX/MBOX/AnN.

Mo 2 Bnucrepa ¢ HCTpyKUMEN No
NPUMEHEHWNIO B NAYKy KAPTOHHYIO.

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrankt haftende Gesellschafterin:
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Highly Restricted

PeG

Product: / MpoAaykr:

NEUROBIONP® coated tablets
HEWPOBWUOH?®, TabneTku, nokpbiTbie 060n04KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 310125A
Bulk batch no.: / Homep naptu: 0135249869
Manufacturing date (mm.yyyy): /

Oara npoussoactBa (MM.ITrT): 03.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoauTenL B COOTBETCTBUMU
¢ perucrtpauuen B Poccuu: Mu ara Oxun Xenc Octpua T'M6X aHA

Parameter / lNapameTtp Specifications / Cneundukaumu |Results /
Pe3ynbTarbl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTBeTcTBUM C HOPMATUBHOW prescribed /
AOKyMeHTauven. CooTBeTcTBYET
TpeboBaHUAM

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

APls used in FPC-

Name / Hanmerosanue: THIAMINE DISULFIDE / Tuamuna

Batch:

aucynbcung

FP Manufacturer API Batch number / Homep cepuv cy6ctaHummn
npoussogutens N1®: 91652246 - C601500023, C601500003,
€601500021, C601500022;

API| Manufacturer Batch number / Homep cepuu cy6cTanyum
npoussoautens A®C: PRMU4332C59900, PRMU4319C59901,
PRMU4325C59900, PRMU4328C59900;

API Manufacturer name / HaumeHosanue npoussoautens A®C:
Procter & Gamble Health Limited / MpokTep aug Fam6n Xenc
NumuTen

API Manufacturer country / Ctpana npoussoautens A®C: India /
Uuon

Seite 8 von 10

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

Telefon +43 (0) 4762 51 51-0
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Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Kiagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A P&G

Product: / MpoaykT: NEgROBION® coated tablets
HEUPOBUWOH?®, TabneTtku, NoKpbITLIE 060M04KONR
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep napTu: 0135249869
Manufacturing date (mm.yyyy): /
Oara npoussoacrtBa (MM.ITIT): 03.2025
Expiry date (mm. )
Cpok roaHocTu (MM.rrrT): 02.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoaguTens B COOTBETCTBUU
¢ peructpauven 8 Poccuu: Mu ang Oxu Xenc Octpuna N'M6X 3HA

Name / HaumeHosanue: CYANOCOBALAMINE EP /
LUuanokob6anamun

FP Manufacturer API Batch number / Homep cepuu cybcTtanumm
npoussoautens M. 91181664 - C601300028;

API Manufacturer Batch number / Homep cepuu cy6ctaHumm
npoussogutens A®C: 2311752060

API Manufacturer name / HaumeHoBaHue npoussogurens A®C:
EuroAPI France / EBpoAlNW ®panc

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

Name / Haumerosanue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupugokcuHa ruppoxnopug
FP_Manufacturer AP] Batch number / Homep cepuu cybcTanumm

npoussoautens N1$: 91200960 - C601500002
APl Manufacturer Batch number / Homep cepun cybcTaHumm
npouseoautens APC: JTPC+24064031C

API| Manufacturer name / HaumeHoeaHue npoussogurens ASC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / LI3aHcy TAHbCUHL
dapmacstotukan Ko., lita.

API Manufacturer country / Ctpara npoussogutens A®C: China/
Kutan
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / NMpoaykr: NEI;ROBION® coated tablets
HEWPOBUOH®, TabneTku, NokpbITbie 060M04KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep napTh: 0135249869
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.ITrT): 03.2025
Expiry date (mm. :/
Cpok rogHocTu (MM.rrrT): 02.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTensL B COOTBETCTBUMN
¢ peructpauuen B Poccuu: Mu 3ng Dxu Xenc Octpus TM6X aHA

Assessment: / 3akniouenune: 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 TpebGoBaHUAM
HopmartuBHoro gokymenTta J1C-001540-150720 (M3meHeHne
Ne 1 ot 06.10.2020, nsmeHeHue Ne 2 ot 18.11.2021,
nameHeHune Ne 3 ot 11.05.2023, namenexue Ne 4 ot
30.11.2023)

Date / Signature of Qualified Person: /

Oara / noanuck kBanudmumpoBaHHOro nuua

13 s

Seite 10 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

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




Page 1 of 10 / CTparunua 1 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A P&G

Product: / lpoaykr: NEl}ROBION® coated tablets
HEUPOBUOH?®, TabneTkn, NnokpbiTbie 060Mn04KON

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

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

Qarta npou3BoacTBa (MM.ITTT):
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrir):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUM
c perncrpauven B Poccuu:

80781326
310125A

0135249870

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

Mu 3na Oxn Xenc Octpusa MubX aHa

Parameter / NapameTtp Specifications / Cneuudukauun Results /
Pe3ynbraThbl

Appearance / OnucaHue Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell/ Kpyrnolie, coated tablets with
ABOSKOBbINYKNble TabneTku, the weak
nokpbiTble o6ono4ykon novtn 6enoro | characteristic smell/
useTa, 6necrawume, co cnaboim Kpyrnble,
XapaKTepHbIM 3anaxom. ABOAKOBbINYKIbIE

TabneTkn, NOKpbITLIE
obonoykon NoyTH
6enoro useTa,
onecrsawume, co
cnabbim
XapaKTepHbIM
3anaxom.

Identification / NMoanuHHOCTL

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 2 of 10/ Ctpanunua 2 u3 10

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / MpoaykT:

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NoKpbiTbie 060M04KOIH

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

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

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

Cpok rogHOCTU (MM.rrTT):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTens B COOTBETCTBUM
¢ peructpauueu B Poccuu:

80781326
310125A

0135249870

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

MNMu ana Axu Xenc OcTtpust TM6X 3ng

Highly Restricted

PeG

Parameter / NapameTp Specifications / Cneuudukauun Results /
PeaynbTarbl

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

the chromatograms of test solutions | cooTseTcTByET
TMAMVHE AncynbdUA should comply with the retention
- pyridoxine hydrochloride /  |times of the main peaks in the

chromatograms of thiamine disulfide,
MUPVAOKEMHA ThAPOXnopUA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LnaHokoBanammH (see Assay). / BpemeHa

YAEPXUBAHUA OCHOBHBIX NMUKOB Ha

XpomaTtorpammax UcnbiTyembix

pacTBOpPOB, AOMKHbI

COOTBETCTBOBaTbL BpeMeHam

yAepXvUBaHUA OCHOBHbIX NUKOB Ha

XpomaTtorpammax cTaHQapTHbIX

pacTBopoOB TaMuHa gucynbduaa,

nMpUAOKCUHA ruapoxnopuaa u

unmaHokobanamuHa (pasgen

«KonnyecTtBeHHOE onpeaeneHue»).
Average weight of tablets From 665.00 mg to 735.00 mg 699.71 mg/
and deviation from average |[(700.00 mg 5 %)./ O1 665,00 mr go {699,71 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepnHsis macca Tabnetok u | 18/20 tablets: not more than £5 %/ | Conforms /
OTKNOHEHWe oT cpefHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
macchbl 2/20 tablets: not more than £ 10 % / | Conforms /

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

P&G Health Austria GmbH & Co. OG

Seite 2 von 10

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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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A p&G

Product: / MpogykT: NEUROBIONP® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbITbIe 060M104KOMN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepun Ne 310125A
Bulk batch no.: / Homep napTu: 0135249870
Manufacturing date (mm.yyyy): /

Qara npoussoacvsa (MM.Irrr): 03.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.IrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Mpoussoautens B COOTBETCTBUM

¢ peructpauueu B Poccum:

Mu 3na Oxu Xenc Octpus Mv6X aHa

Parameter / Napametp

Specifications / Cneuudukayum

Results /
Pe3synbTrarthl

Disintegration /
PacnapaemocTtb

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

<£22min/ <22 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He mexee 75 %
(Q) ot 3aABNEHHOro KoNUYecTea
TMaMuHa gucynbdunga ONKHO
nepenTu B pacteop Yepes 45 muH.

87 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) ot 3asBNEeHHOro konu4yecTea
NUPUAOKCHMHA rMapoXNopuaa AOMMKHO
nepenTu B pacTeop Yepes 45 muH.

88 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3ansBneHHoro
KonuyecTea unaHokobanamuHa
AOMKHO NepenTn B pacTeop yepes 45
MUH.

90 %

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)
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Page 4 of 10 / CTpannya 4 w3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A p&G

Product: / MpogykT: NEL}ROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpbLITbIe 060M04KON

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

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

Oara npoussogcrea (MM.rrrr):
Expiry date (mm. 4
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTensL B COOTBETCTBUU
¢ perucTtpauuen B Poccuu:

80781326
310125A

0135249870

03.2025
02.2027

P&G Health Austria GmbH & Co. OG,

NMu ana Ixu Xenc Octpus MTM6X 3HA

Related substances / Thiamine disulfide impurities: /

PogcTteeHHble npyumecu [pumecu TamvHa gucynbduga:
thiamine - not more than 3.0 %; / <01%/<0,1%
TMamuH — He Gonee 3,0 %;

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

aminopyrimidine pyridoxine (adduct) - {< 0.1 % /< 0,1 %
not more than 1.0 %; /
aMUHONUPUMUAWH NUPUOOKCUH
(apaykT) — He 6onee 1,0 %;

4-methyl-5-thiazole ethanol - not <01%/<01%
more than 1.0 %; / 4-meTun-5-tTnason
3aTaHon — He 6onee 1,0 %;

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

0.2 %; / 4-amnHO-5-aMUHOMETUN-2-
MeTunnupumuauH — He 6onee 0,2 %;

Individual unidentified impurity - not [<0.1%/<0,1 %
more than 0.2%; / eguHn4dHasn
HeuaeHTUMUMpOBaHHAA NPUMECH —
He 6onee 0,2 %;

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

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

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Page 5 of 10 / Ctpaxuya 513 10

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / NpogykT: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbIThbie 060M04Ko

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep naptu: 0135249870
Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.rrIT): 03.2025
Expiry date (mm. 2/

Cpok roaHocTu (MM.TrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoanTens B COOTBETCTBUU

¢ pernctpauuven B Poccuu:

NMu 3na Oxu Xenc Octpus Mv6X avg

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /
Mpumecu nupngoKkcuHa
rugpoxnopuvaa:

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

<01%/<0,1%

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

<01%/<0,1%

Cyanocobalamin impurities: /

MNpumecn unaHokobanamuHa:

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

03%/0,3%

than 13.5 % / cymma HemgeHTudpuum-
pOBaHHbIX Npumecen — He Gonee

13,5 %.

individual unidentified impurity —not 0.8 % /0,8 %
more than 5.0 %; / eanHuyHasn
HenaeHTUULMpPoBaHHas NpUMech —

He 6onee 5,0 %;

total unidentified impurities - not more [0.8 % / 0,8 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
WWW.pg.com
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / MpogykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NoKpbiTble 060M04KOiA

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

Bulk batch no.: / Homep naptu:

80781326
310125A

0135249870

Manufacturing date (mm.yyyy): /
Qara npoussoacTea (MM.rrrr): 03.2025

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

02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

NMpoussoauTenL B COOTBETCTBUU

¢ peructpauueun B Poccun:

Mu ana Oxun Xenc Octpus Mm6X ang,

Highly Restricted

PeG

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

HEUAEHTUDULIMPOBAHHbLIX npumecen
ThamunHa QMC!ﬂbQMQa, nMpuaoKCcuHa

rmapoxnopvaa u
unaHokobanamuHa — He 6onee 15,5

08%/0,8 %

%.

Uniformity of dosage units

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

Telefax +43 (0) 4762 51 51-440

WWw.pg.com

(every 5th batch) /

OpHopoaHoCTb

fo3vposaHns (ana kaxgon | Conforms / cooTeetcTByeT

5-o1 cepun)

- thiamine disulfide Conforms /
COOTBETCTBYET

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

Sitz der Gesellschaft: Spittal an der Drau
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P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 7 of 10/ Ctparuua 7 n3 10

Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHANU3A p&G

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, nokpbiTbie 060n04YKon

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep napTu: 0135249870
Manufacturing date (mm.yyyy): /

Qarta npoussoacTea (MM.rTrT): 03.2025
Expiry date (mm.yyyy): /

Cpok roagHocTH (MM.ITrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpousBoguTens B COOTBETCTBUU

¢ perucrpauuen B Poccum:

Mu a3sa Oxu Xenc Octpus FM6X sHg

Parameter / MapameTtp Specifications / Cneundukaumn | Results /
PesynbTarbl

Microbial purity / (every 5th | TAMC — NMT 103CFU/g / 30 CFU/g

batch) / Obwee yncno aapobHbIx 30 KOE/r

Mwukpobuonoruyeckas MUKpoopraHnamos He bonee

yucToTa (ans kaxgon 5-om | 10° KOE/r

cepun) TYMC - NMT 10? CFU/g / <10 CFU/g
O6wee wucno rpubos He Bonee <10 KOE/r

102 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue B 11

Not detectable in 1 g.

Assay / KonuyectseHHoe
onpeaeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
ThamuHa gucynsunaa;

100 mg /100 mr

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

205 mg /205 mr

0.18 mg to 0.26 mg of 0.24 mg/ 0,24 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr unaHokob6anamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information |CooTsetcTeyer

leaflet in a carton. / Mo 10 TabneTok
8 6nucTtep n3 NMBX/MNBAX/AR.

Mo 2 6nucrepa ¢ UHCTPyKUMen no
NPUMEHEHWIO B MaYKy KAPTOHHYIO.

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
Www.pg.com
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Npoaykr:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpbITbIE 060N0YKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 310125A
Bulk batch no.: / Homep napru: 0135249870
Manufacturing date (mm.yyyy): /

fara npousBozcTBa (MM.rrrT): 03.2025
Expiry date (mm. :/

Cpok rogHoCTU (MM.rrir): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpousBoauTenL B COOTBETCTBUU

c perncrpauvein B Poccuu: Mu ana Oxu Xenc Octpua Mv6X 3HA

Highly Restricted

PeG

Parameter / MapameTtp Specifications / Cneundukaumm |Results /
PesynbTathl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTBeTCTBUM C HOPMATUBHOW prescribed /
DOKYMEHTauuen. CootBeTtcTByeT
TpeboBaHnAm

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTn

2 years. / 2 rona.

APIs used in FPC-

Name / HaumeHosaHue: THIAMINE DISULFIDE / Tuamuna

Batch:

ancynscdua

FP Manufacturer API Batch number / Homep cepuu cy6cTanumm
npouseoautens [NP: 91652246 - C601500023, C601500021,
C601500022;

API Manufacturer Batch number / Homep cepuu cy6cTaHumm
npoussogutens A®C: PRMU4332C59900 , PRMU4325C59900,
PRMU4328C59900;

API| Manufacturer name / HaumeHosanue npoussogutens A®C:
Procter & Gamble Health Limited / MpokTep ang Mam6n Xenc
NMumurten

API Manufacturer country / Ctpana npoussoautens APC: India /
Unan

P&G Health Austria GmbH & Co. OG

Hdosslgasse 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

Product: / Mpoaykr:

Page 9 of 10/ Ctpanuua 9 ns 10 Highly Restricted

OF ANALYSIS / CEPTUOUKAT AHANU3A p&G

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NoKpbITbie 060M104KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 310125A
Bulk batch no.: / Homep napru: 0135249870
Manufacturing date (mm.yyyy): /

Qata npousBoacTea (MM.IITT): 03.2025
Expiry date (mm. 2/

Cpok rogHocTu (MM.rrrr): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTenL B COOTBETCTBUU

¢ peructpauven B Poccuu: Mu anHa Dxu Xenc Octpus TMG6X 3HA

Name / HaumeHoeaHne: CYANOCOBALAMINE EP /
UuaHokobanamuu

FP Manufacturer API Batch number / Homep cepuu cybecTaHuum
npoussoautens MMo: 91181664 - C601300028;

API Manufacturer Batch number / Homep cepuu cybcTanumm
npoussoautens A®PC: 2311752060

API Manufacturer name / HaumeHoBaHue npoussoautens APC:
EuroAPI France / EBpoAlNWU ®panc

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

Name / HanmenoBanwe: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupugokcuHa rugpoxnopun,
FP Manufacturer AP| Batch number / Homep cepuu cybcTaHumm

npoussoautens MNMao: 91200960 - C601500002
APl Manufacturer Batch number / Homep cepuu cyBcTaHumm
npoussoautens A®C: JTPC+24064031C

AP| Manufacturer name / HaumeHoBanue npoussogutena A®C:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / L|3aaHcn TAHbCUHBL
®apmacsrotukan Ko., Nira.

API Manufacturer country / CtpaHa npoussogurens A®C: China/
Kutain
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P&G Health Austria GmbH & Co. OG
Hdésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
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Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrankt haftende Gesellschafterin:
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Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANN3A p&G

Product: / Npoaykr: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbITbIe 060N0YKON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep napTu: 0135249870
Manufacturing date (mm.yyyy): /
dara npoussoactBa (MM.Irir): 03.2025
Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.rrTT): 02.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
lMpoussogutens B COOTBETCTBUU
¢ peructpauuen 8 Poccuu: Mu ana Oxun Xenc Octpus MM6X 3HA

Assessment: / 3akntoueHune: The batch complies with the specification according to ND NiC-
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 TpEebOBaAHMAM
HopmaTusHoro gokymerta JIC-001540-150720 (nsmeHeHue
Ne 1 ot 06.10.2020, nsmeHeHune Ne 2 ot 18.11.2021,
usmeHeHue Ne 3 ot 11.05.2023, nameHenme Ne 4 ot
30.11.2023)

Date / Signature of Qualified Person: / é)
Qata / noanuck kBanudrUMpoBaHHOro nNuua A
/ 1 3 MAY 2025
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P&G Health Austria GmbH & Co. OG
Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A P&G

Product: / MpoaykT: NEUROBIONP® coated tablets
HEUPOBUOH?®, TabneTkn, NOKpbITbIe 060M04KOM

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepus Ne 310125A

Bulk batch no.: / Homep napTu: 0135249871

Manufacturing date (mm.yyyy): /

Oara npoussoacTea (MM.rrrr): 03.2025

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.Irrr): 02.2027

Manufacturer according to the

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

Austria/

MpoussoauTtens 8 COOTBETCTBUU

¢ peructpauuven B Poccum: Mu ang Oxu Xenc Octpun TM6X aHA

Parameter / Napametp Specifications / Cneuudmkanum Resulits /
PesynbTaThbl
Appearance / OnucaHue Round, biconvex, glossy off-white Round, biconvex,

coated tablets with the weak glossy off-white
characteristic smell/ Kpyrnble, coated tablets with
ABOAKOBbINYKMble TabneTku, the weak
nokpbiTble o6onoykoin noutn 6enoro | characteristic smell/
useta, bnecrawme, co cnabbim Kpyrnbie,
XapakTepHbIM 3anaxom. OBOAKOBbLINYKNbIE

TabneTkun, NOKpbITbLIE
obonoykou noutn
6enoro usera,
bnecrtawume, co

cnabbim
XapakTepHbIM
3anaxom.
Identification / MoanuHHOCTL
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoAaykT:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTku, NoKpbITbie 060M04KOA

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

Bulk batch no.: / Homep naptu:

80781326
310125A

0135249871

Manufacturing date (mm.yyyy): /

gaTa npounssoacrtea ‘MM.I’I’I’I‘!:

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

03.2025

02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ peructpauuen B Poccum:

Mu aua Oxu Xenc Octpua MM6X aHA

Highly Restricted

PeG

Parameter / MapameTtp Specifications / Cneyudukauum Results /
Pe3aynbTartbi
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions | cooTtseTcTByeET
TMaMUHa AncynbduA should comply with the retention
- pyridoxine hydrochioride / |times of the main peaks in the
chromatograms of thiamine disulfide,
nUPHACKGHNA TapoxriopHA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LnaHokoBanamuH (see Assay). / BpemeHa
yAepXUBaHUA OCHOBHbIX NUKOB Ha
Xpomarorpammax UcnbiTyembIx
pacTBOpOB, AOMXKHbI
COOTBETCTBOBATbL BpEMEHaM
YAEPXUBAHUA OCHOBHbIX NUKOB Ha
XpoMaTorpammax cTaHgapTHbIX
pacTeopoB TUamuHa aucynbhuga,
nMpuZoKcUHa rugpoxnopuga u
unaHokobanamuHa (pasgen
«KonuyecTBeHHoe onpeaeneHue»).
Average weight of tablets From 665.00 mg to 735.00 mg 701.04 mg/
and deviation from average |(700.00 mg £ 5 %). / Ot 665,00 mr go | 701,04 mr
weight / 735,00 mr (700,00 mr + 5 %).
CpepnHsns macca Tabnetok n | 18/20 tablets: not more than+5 % / | Conforms /
OTKINOHEHWE OT cpeaHen 18/20 tabneTok: He Gonee + 5% COOTBETCTBYET
macchbl 2/20 tablets: not more than £+ 10 % / | Conforms /
2/20 Tabnetok: He Gonee £ 10% COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAINTU3A P&G

Product: / MpogykT: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NokpbITbie 060M04KOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep naptu: 0135249871
Manufacturing date (mm.yyyy): /

Qara npou3BoacTBa (MM.IITT): 03.2025
Expiry date (mm. :/

CpoK rogHoCcTU (MM.rrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoauTens B COOTBETCTBUU

¢ peructpaumen B Poccuu:

Mu 3na Axu Xenc Octpua TM6X aHA,

Parameter / MapameTtp

Specifications / Cneuyudukauum

Results /
Pesynbratbl

Disintegration /
PacnagaemocTb

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

<27 min/ £ 27 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 konuyecTea
TUaMuHa aucynbcuaa OOMKHO
nepenTn B pacTeop Yepes 45 MuH.

91 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3a8BNEHHOro KonuyecTea
NUPNOOKCUHA rmapoxnopnaa 4onNkHo
nepenTn B pacteop vepes 45 MuH.

91 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3aABnNeHHOro
KonuyecTtea UnaHokobanamuHa
DOSKHO NepenTn B pacTeop vepes 45
MWH.

95 %

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 Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANIU3A

Product: / NpoaykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpbITLIE 060M0YKON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep naprtu: 0135249871
Manufacturing date (mm.yyyy): /

Oata npousBogcTBa (MM.IrIT): 03.2025
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.IrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpoussoguTens B COOTBETCTBUM

¢ perucrtpauuen 8 Poccuu:

Mu a3 Dxu Xenc Octpus M'M6X aHA

Highly Restricted

PG

Related substances /
PoacTteeHHble npumecn

Thiamine disulfide impurities: /

Mpumecun TmamuHa gucynbduga:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
aMUHOMUPUMUANH NUPUAOKCUH
(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%/<0,1%

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

0.2 %; / 4-amunHoO-5-amnHoMeTUN-2-
METUNNMUPUMUANH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not
more than 0.2%; / eguHK4HaR
HenaeHTUUUUPOBaHHAA NPUMECh —
He 6onee 0,2 %;

<01%/<0,1%

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

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

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

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NnokpbITbIe 060n104KOM

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusi Ne 310125A
Bulk batch no.: / Homep napTtu: 0135249871
Manufacturing date (mm.yyyy): /

Qara npoussogcrBa (MM.rrrr): 03.2025
Expiry date (mm. /

Cpok roaHocTH (MM.rTrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUM

¢ peructpauven B Poccuu:

Mu ana Oxu Xenc Octpua TM6X 3xA

Highly Restricted

PeG

Pyridoxine hydrochloride impurities: /

Mpumecn nupugokcuHa
rugpoxnopuga:

individual impurity - not more than
0.2 %; / eauHn4Han npumecb —
He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Cyanocobalamin impurities: /

| Mpumecn LmaHokobanamuHa:

hydroxocobalamin - not more than
8.0 %; / rmapokcokobanamuH — He
bonee 8,0 %;

0.8%/0,8%

individual unidentified impurity — not
more than 5.0 %; / eguHnyHan
HengeHTUdULMpoBaHHan npumech —
He 6onee 5,0 %;

0.3%/0,3%

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

13,5 %.

08%/0,8 %

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
WwWW.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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Unbeschrénkt haftende Gesellschafterin:
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTtkn, nokpbiThie 060n04KOiA

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep naptu: 0135249871
Manufacturing date (mm.yyyy): /

Qara npoussogcrBa (MM.rrrr): 03.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ peructpauuen B Poccuu:

Mu aHa Dwu Xenc Octpusa Mv6X aHg

Highly Restricted

PeG

Total unidentified impurities of 08%/0,8%
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HeVAeHTUULIMPOBAHHLIX NpUMecei
TMaMuHa ancynbduga, NMpUAoKCUHa
rmapoxnopuaa v
unaHokob6anamuHa — He 6onee 15,5
%.
Uniformity of dosage units
(every 5th batch) /
OpaHopogHoOCTL
[O3MpOoBaHUSA (Ang Kaxkaomn Conforms / cooTBeTCcTBYyeT
5-o1 cepum)
- thiamine disuifide Conforms /
cooTBETCTBYET
- pyridoxine hydrochloride
Conforms /
COOTBETCTBYET

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

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpogykr: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTtku, NOKpbLITbIE 060N04KOI

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 310125A
Bulk batch no.: / Homep napTu: 0135249871
Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.rrr): 03.2025
Expiry date (mm.yyyy): /

Cpok rogHoCcTU (MM.rrrT): 02.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Mpoussogurensb B COOTBETCTBUM

¢ perucrpauven B Poccun:

Mu sHa Oxu Xenc OcTpus TM6X 3HA

Highly Restricted

PeG

Escherichia coli — otcytctBue B 1 r

Parameter / Mapametp Specifications / Cneundukayun | Results /
PesynbTarbl
Microbial purity / (every 5th | TAMC — NMT 103CFU/g / Not tested
batch) / O6wee 4ncno aspobHbIx
Mukpoburonoruyeckas MUKpoOpraHmamos He Gonee
yucTtoTa (ans kaxgon 5-om | 103 KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6uwee uncno rpubos He Gonee
102 KOE/r
Escherichia coli — absence in 1 g/ |Not tested

Assay / KonnyectseHHoe
onpepeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TnamuHa gueynbhunna;

101 mg /101 mr

leaflet in a carton. / Mo 10 TabneTok
B 6nucTtep ns MBX/MNBOAX/An.

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

190 mg to 210 mg of pyridoxine 205 mg /205 mr
hydrochloride; / ot 190 mr go 210 mr
NMpuaoKCUHa rmgpoxnopuaa;
0.18 mg to 0.26 mg of 0.24 mg/ 0,24 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr umaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information | CooTseTcTByeT

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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A p&G

Product: / NpogykT: NEUROBION® coated tablets
HEWPOBUOH®, Tabnetku, NoKpbITbie 060n04Kon
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep napTtu: 0135249871
Manufacturing date (mm.yyyy): /
Qarta npoussoacTsa (MM.ITrT): 03.2025
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrrr): 02.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoguTens B COOTBETCTBUU
¢ peructpauuen B Poccuu: Mu ana Oxuv Xenc Octpusa Mm6X aHA
Parameter / MapameTtp Specifications / Cneundukaymm |Results /
Pe3aynbTathl
Labeling / Mapkuposka According to normative document. / | Complies as
B cooTBeTCTBUN C HOPMATUBHOW prescribed /
AOKYMeHTaLuuen. CootBeTcTBYET
TpeboBaHnaM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpwn Temnepartype He Bbiwe 25 °C.
Shelf-life / Cpok rogHoCcTH 2 years. / 2 roga.
APls used in FPC- Name / HaumeHosanue: THIAMINE DISULFIDE / Tuamuna

Batch: aucynbcua
FP Manufacturer AP| Batch number / Homep cepuu cy6cTanumm
npoussoauntens [T1d: 91652246 - C601500023, C601500021;
API Manufacturer Batch number / Homep cepuu cy6cTaHumu
npoussoautens A®C: PRMU4332C59900, PRMU4325C59900;
APl Manufacturer name / HaumeHosanue npoussoautens A®C:
Procter & Gamble Health Limited / Mpokrep ang M3mén Xenc
Numurten

API Manufacturer country / Ctpana npoussogutensa A®C: India /
Uuau
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P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A p&G

Product: / MpoAaykT:

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

NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, NoKpbITbie 060MN04KOM

80781326
310125A

Bulk batch no.: / Homep napTu: 0135249871
Manufacturing date (mm.yyyy): /

Qara npounsBoacTBa (MM.IrrT): 03.2025

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITIT):

02.2027

Manufacturer according to the

registration in Russia: /

Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUM

¢ peructpauven B Poccum: Mu ana Dxu Xenc Octpusa M'M6X 3Hg

Name / HaumeHoBanhne: CYANOCOBALAMINE EP /
LinaHokoGanamuH

FP_Manufacturer API Batch number / Homep cepuu cy6GeTanumm
npoussoautens Me: 91181664 - C601300028;

API Manufacturer Batch number / Homep cepun cybcraHuvu
npoussoauTens A®PC: 2311752060

AP| Manufacturer name / HaumeHosaHve npoussogurens ASC:
EuroAPI France / EBpoANU ®panc

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

Name / HanmeHogaHne: PYRIDOXINE HYDROCHLORIDE EP
JIANGXt / Tupnaokcuna ruapoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6ctanumm
npoussogurens 1. 91200960 - C601500002, C601500018

APl Manufacturer Batch number / Homep cepuun cyb6cTaHumm
npoussogutena A®C: JTPC+24064031C, JTPC+24114001C;

API Manufacturer name / HaumernoBanue npoussoautens APC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / LI3sHcu TAHLCUHL
®apmacbslotukan Ko., Inra.

AP| Manufacturer country / CtpaHa npoussoautrens A®C: China/
Kutan
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A p&G

Product: / MpoAaykT: NEEJROBION@ coated tablets
HENPOBUOH?®, TabneTku, NokpbITbie 060n0UKOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 310125A
Bulk batch no.: / Homep naprtu: 0135249871
Manufacturing date (mm.yyyy): /
Oata npoussoacTtBa (MM.IrrT): 03.2025
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.ITrT): 02.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MNpoussoauTen B COOTBETCTBUU
¢ perucrpauuen B Poccuum: Mu ana Owum Xenc Octpusa M6X aHg

Assessment: / 3akniouenue: The batch complies with the specification according to ND J1IC-
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 cooTseTcTBYET TpeboBaHUAM
HopmaTueHoro aokymeHTa JIC-001540-150720 (n3ameHeHune
Ne 1 o1 06.10.2020, nsmeHenne Ne 2 ot 18.11.2021,
nameHeHue Ne 3 ot 11.05.2023, nsmeHeHve Ne 4 ot
30.11.2023)

Date / Signature of Qualified Person: / l /\g‘)
ara / noAnucb kBanuUMUUPOBaAHHOro nuua

. / 13 MAY 2025

Seite 10 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

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




SPITTALPLANT-P&GHEALTH =
AUSTRIA

HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number: Package Size:
NEUROBION FORTE DRAGEES (20 DRG) - RU 310125A 20

Importing Country: Dosage Form: Package Type:
RU coated tablets blisters
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine

Brand Code: Contractor Item No:

80781326 80781326

Date of Manufacturing: Expiration Date:

03 MAR 2025 FEB 2027

Lot Quantity: Unit of Measure:

113,880.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40039015813

Bulk batches consumed in the reported Batch Code:

Batch No: 0135249869, Manufacturing Date:03.03.2025

Batch No: 0135249870, Manufacturing Date:04.03.2025

Batch No: 0135249871, Manufacturing Date:04.03.2025

Manufacturing Site:

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

Quality Control Site:
P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria

Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

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

Certification Statement:

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

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

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

Comments:
n/a
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SPITTALPLANT-P&GHEALTH =
AUSTRIA
HOESSLGASSE 20 &

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

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 08.05.2025

This document was signed electronically and is valid without signature.
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