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  303725A 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:

10 DEC 2024 NOV 2026

Lot Quantity: Unit of Measure:

75,720.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038919930

Bulk batches consumed in the reported Batch Code:

Batch No: 0065816592, Manufacturing Date:10.12.2024

Batch No: 0065816593, Manufacturing Date:10.12.2024

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

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 19.03.2025
Person

This document was signed electronically and is valid without signature.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / NpoaykT:

Page 1 of 10/ Ctpanuua 1 13 10

NEUROBION® coated tablets

Highly Restricted

PeG

HEAPOBWOH?®, TabneTku, NOKpbITbie 060M104KOA

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

Bulk batch no.: / Homep naptu:

80781326
303725A

0065816592

Manufacturing date (mm.yyyy): /

gara npoun3soncrBa 1MM.I‘I’I’I’!:

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

12.2024

11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

ngousaogmenb B COOTBETCTBUU

¢ peructpauuen B Poccuu:

IMun ana Oxu Xenc Octpusa MTm6X aHA

Parameter / MNapameTp

Specifications / Cneuncdukaunu

Results /
PesynbTraThl

Appearance / OnucaHue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnoie,
ABOAKOBbINYKNble TabneTku,
nokpbITble 060n04koK NouTH 6enoro
ueeTa, bnecrsawue, co cnabdbim
XapaKkTepHbIM 3anaxom.

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

TabneTkun, NOKpbITbIE
obonoukon nouTu
6enoro ugerTa,
6necTawwme, co
cnaboim
XapaKTepHbIM
3anaxom.

Identification / MognuHHOCTL

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

Telefax +43 (0) 4762 51 51-440

www.pg.com
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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 AHANTU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbIe 060NOYKOU

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

Bulk batch no.: / Homep naptu:

80781326
303725A

0065816592

Manufacturing date (mm.yyyy): /

gaTa npoun3BoacTea ‘MM.I’I’I’I’!:

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

12.2024

11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTenb B COOTBETCTBUU

¢ perncrpauuves B Poccuu:

Mw ana Dxu Xenc Octpus MNM6X 3na

Highly Restricted

PeG

Parameter / Mapametp Specifications / Cneundukauyum Results /
Pesynbrartbl
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions |cooTsercTeyer
THaMiHa AucynbuA should comply with the retention
- pyridoxine hydrochloride / |times of the main peaks in the
chromatograms of thiamine disulfide,
nphAOKCHHa fUAapoxnopua pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LvaHokoBGanamuH (see Assay). / BpemeHa
YAEPXUBaHUS OCHOBHbIX NMUKOB Ha
XpomaTtorpammax UcnbITyemMbix
pacTBopoB, AOMKHbI
COOTBETCTBOBaTbL BpeMeHaM
YAEPXUBaHUA OCHOBHbIX MUKOB Ha
XpomaTorpammax CTaHAapTHbIX
pacTBOpOB TMaMKHa Ancynbguaa,
AUPUAOKCUHA rmapoxnopuaa un
unaHokobanamuHa (pasgen
«KonnyectBeHHOE onpeaenenue»).
Average weight of tablets From 665.00 mg to 735.00 mg 706.30 mg /
and deviation from average |[(700.00 mg % 5 %). / Ot 665,00 mr go | 706,30 mr
weight / 735,00 mr (700,00 Mr + 5 %).
CpegHsasa macca Tabnetok u | 18/20 tablets: not more than +5 %/ | Conforms /
OTKIOHEHWE OT cpeaHen 18/20 TabneTok: He 6onee + 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

Seite 2 von 10

Rechtsform: Offene Geselischaft (OG)

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

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

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A P&G

Product: / MpogykT: NEUROBION® coated tablets
HEWPOBUOH?®, Tabnetku, nokpbITLie 060n104KOMN

SAP-Code: / Koa SAP: 80781326

Batch no.: / Cepua Ne 303725A

Bulk batch no.: / Homep naptu: 0065816592

Manufacturing date (mm.yyyy): /

Qdarta npoussoacrTBa (MM.rrrr): 12.2024

Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.rrIT): 11.2026

Manufacturer according to the

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

Austria/

MpousBoguTens B COOTBETCTBUMN

C peructpauuven B Poccuu: Mu ana Oxu Xenc Octpusa M'mM6X aHAa
Parameter / NapameTtp Specifications / Cneuudukauumn Results /

PesynbTarbl

Disintegration / Not more than 60 min. / He 6onee £21min/ <21 MuH
PacnagaemocTb 60 MuH
Dissolution Not less than 75 % (Q) of thiamine 103 %

disulfide label claim should pass into
solution in 45 min./ He mexee 75 %
(Q) ot 3anBneHHoro konuyecTea
TunamuHa aucynbduna AOMKHO
nepevTn B pacTeop Yepes 45 MuH.
Not less than 75 % (Q) of pyridoxine [103 %
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABNEHHOro Konu4ecTea
NUPUAOKCHMHA MTMAPOXNOPUAA AOMKHO
nepenTy B pacTsop Yepes 45 MuH.
Not less than 75 % (Q) of 105 %
cyanocobalamin label claim should
pass into solution in 45 min./ He
mMeHee 75 % (Q) oT 3aaBnNeHHoro
KonuyecTtea unaHokobanamuHa
AOMKHO NepenTu B pacTBop vepes 45
MWH.
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P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0) 4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0) 4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH

Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBWOH?®, TabneTku, NokpbITblie 060N04YKOIA
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 303725A
Bulk batch no.: / Homep napTu: 0065816592
Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.rrrT): 12.2024
Expiry date (mm. :/
Cpok rogHocTyu (MM.ITTT): 11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpousBoguTens B COOTBETCTBUU

¢ peructpauuen B Poccum:

NMuv 3na Oxu Xenc Octpua MM6X aHAa

Highly Restricted

PeG

Related substances /
PoacrBeHHble npumecn

Thiamine disulfide impurities: /

Mpumecn TnamuHa gucynbduga:

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

<02%/<02%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
aMUHONUPUMNANH NUPUAOKCUH
(apaykr) — 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-aMnHo-5-amnHomMeTnN-2-
MeTunnupumuanH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not
more than 0.2%; / eguHN4Has
HenaeHTUMUMpPOBaHHAsA NpUMeCch —
He 6onee 0,2 %;

<01%/<0,1%

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

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
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIN3A

Product: / MpogykT:

NEUROBION® coated tablets

HEWPOBWOH?®, Tabnetku, NoKpbITbie 060n04KOMN

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok roaHocTu (Mm.rrrr):

Manufacturer according to the
registration in Russia: /
Austria/

Mpounssoautenb B COOTBETCTBUMU
¢ perucrpauuven B Poccuu:

80781326
303725A

0065816592

12.2024
11.2026

P&G Health Austria GmbH & Co. OG,

Muv 3ua Oxu Xenc Octpusa M'm6X aHg

Highly Restricted

PG

Pyridoxine hydrochloride impurities: /

Mpumecn nupuaokcnHa

rmapoxnopuaa:
individual impurity - not more than

0.2 %; / eauHNYHARA npumechb —
He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Cyanocobalamin impurities: /

MNpumecn ynaHokobanamuHa:

more than 5.0 %; / eguHn4Hasn
HenaeHTUULIMPOBaHHAA NPUMECH —
He 6onee 5,0 %;

hydroxocobalamin - not more than 05%/0,5%
8.0 %; / rmopokcokoBanamuH — He

6onee 8,0 %;

individual unidentified impurity —not |0.9% /0,9 %

13,5 %.

total unidentified impurities - not more 1.2 % /1,2 %
than 13.5 % / cymma HenageHTUULK-
poBaHHbIX NpuMecei — He Gonee

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

Telefax +43 (0) 4762 51 51-440

www.pg.com
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Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus

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

Product: / MpoAaykr: NEUROBION® coated tablets
HEMPOBWOH?®, TabneTku, NoKpbITbie 060M104KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 303725A
Bulk batch no.: / Homep naptu: 0065816592
Manufacturing date (mm.yyyy): /
Qarta npoussogcrea (MM.rrrr): 12.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

lMpoussoaurenb B COOTBETCTBUM

¢ peructpauuei B Poccum:

Mu 3Ha Oxu Xenc Octpust Tm6X aHA

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HenaeHTUUUMPOBaHHbLIX NPUMECcei
TMamMmuHa gucynbduga, NUpUOoKCUHa

rmgpoxnopuaa v
unaHokobanamuHa — He 6onee 15,5

1.3%/1,3%

%.

Uniformity of dosage units

(every 5th batch) /

OpHopopHocTb

Ao3nposaHua (ans kaxgon | Conforms / cootBeTcTByeT

5-o1 cepun)

- thiamine disulfide Conforms /
cooTBeTCcTBYET

- 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

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®GUKAT AHAINTU3A P&G

Product: / MpoAaykr: NEL}ROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpbITLIe 060M104KON

SAP-Code: / Kon SAP: 80781326

Batch no.: / Cepus Ne 303725A

Bulk batch no.: / Homep napTu: 0065816592

Manufacturing date (mm. i)

Qava npoussoAacTBa (MM.FITr): 12.2024

Expiry date (mm. 1/

Cpok rogHoCTH (MM.Irrr): 11.2026

Manufacturer according to the

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

Austria/

MpoussoaguTens B COOTBETCTBUU

¢ perucrpauven B Poccuu: Mu ana Oxu Xenc Octpua N'M6X 3Ha
Parameter / MapameTp Specifications / Cneuncdukaumn | Results /

PeaynbTtaTthbl

Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / 30 CFU/g
batch) / O6wee yncno aspobHbix 30 KOE/r
Mukpo6uonoruyeckas MuUKpoopraHusmoB He 6onee

yucrtoTa (gns kaxgon 5-on | 10° KOE/r
cepun) TYMC - NMT 102 CFU/g / <10 CFU/g

O6buee yucno rpubos He Bonee <10 KOE/r
102 KOE/r

Escherichia coli — absence in 1 g/ |Not detectablein1g
Escherichia coli — otcytctBue B 1 |otcytctBue B 1r

Assay / KonuyecTteeHHoe Each coated tablet contents:
onpeaeneHve

90 mg to 105 mg of thiamine 101 mg/ 101 mr
disulfide; / or 90 mr go 105 mr
ThamuHa aucynbcuaa;

190 mg to 210 mg of pyridoxine 202 mg /202 mr
hydrochloride; / ot 190 mr ao 210 mr
NUPUAOKCUHA rmapoxnopuaa;

0.18 mg to 0.26 mg of 0.23 mg /0,23 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr unaHokobanamuHa.

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

2 blisters and a patient information | CooTBeTcTtBYyeT
leaflet in a carton. / Mo 10 TabneTok
B 6nuctep u3 NBX/MNBOX/An.

Mo 2 6nucTepa ¢ MHCTpyKUMEn no
NPUMEHEHWNIO B NAYKY KAPTOHHYIO.

P&G Health Austria GmbH & Co. OG

Seite 7 von 10

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 Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A ng

Product: / Mpoaykr: NEI:JROBION@’ coated tablets
HEUPOBWUOH?®, TabneTku, NoKkpbIThbie 060n04KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 303725A
Bulk batch no.: / Homep naptu: 0065816592
Manufacturing date (mm.yyyy): /
Qarta npoussogcrea (MM.Irir): 12.2024
Expiry date (mm.yyyy): /
CpoK roaHocTH (MM.rrrr): 11.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBoauTentb B COOTBETCTBUM
¢ peructpauuven B Poccuu: Mu 3na Oxu Xenc Octpua F'M6X 3Ha
Parameter / MNapameTtp Specifications / Cneundukauum |Results /
PesynbTarthbl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTBeTCTBUM C HOPMATUBHOW prescribed /
AOKYMeHTaLuei. CootBeTcTBYET
TpeboBaHNAM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu Temnepartype He Bbiwe 25 °C.
Shelf-life / Cpok rogHocTu 2 years. / 2 roga.
APIls used in FPC- Name / Haumenosanue: THIAMINE DISULFIDE / Tnamuna

Batch: Aucynbdua
FP Manufacturer API Batch number / Homep cepuu cybcTanHuum
npoussoavtens [N1d; 91652246 - C601400043, C601400042;
API Manufacturer Batch number / Homep cepuu cy6cTanumm
npoussoautens APC: PRMU4166C59900, PRMU4158C59900;
AP| Manufacturer name / HanmeHosanne npoussoautens AQC:
Procter & Gamble Health Limited / MpokTep aHa MamM6n Xenc
Numuren
API Manufacturer country / CtpaHa npouvssoautens A®C: India /
Unupun

Seite 8 von 10

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0) 4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0) 4762 51 51-440 Landesgericht Klagenfurt FN 168759a
Www.pg.com UID-Nr. ATU43740706

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 AHANU3A p&G

Product: / Mpogykr: NEL}ROBION® coated tablets
HEUPOBWOH?®, TabneTku, nokpbITbie 060n104KOM
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusn Ne 303725A
Bulk batch no.: / Homep napTtu: 0065816592
Manufacturing date (mm.yyyy): /
Qarta npoussoacrtsBa (MM.rTrT): 12.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrr): 11.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpoussoauTens B COOTBETCTBUMN
¢ peructpaumuen B Poccum: Mu 3na Axu Xenc Octpus FM6X aHA

Name / HaumeHosaHne: CYANOCOBALAMINE EP /
LlnaHokobanamuH

FP_Manufacturer API Batch number / Homep cepuu cy6cTaHumm
npoussogutens N¢: 91181664 — C601300005, C601300006;

AP| Manufacturer Batch number / Homep cepun cy6ctanuum
npovssogntens A®DC: 2311491535, 2311471467;

AP| Manufacturer name / HaumeHosaHue npoussogurens A®C:
EuroAPI France / EBpoANUA ®paHc

API Manufacturer country / CtpaHa npoussogutens A®C: France /
®paHuuna

Name / HaumeHoBaHue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupugokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6cTaHumm
npoussoautens M®: 91200960 - C601400053;

APl Manufacturer Batch number / Homep cepuu cybcTaHumu
npoussoautens A®PC:. JTPC+24044025C;

AP| Manufacturer name / HaumeHosaHue npoussogautens APC:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / LizaHcu TAHbCUHL
®apmacsrotukan Ko., Ilta.

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

Seite 9von 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
wWwWw.pg.com UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




Page 10 of 10 / CTpanmua 10 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A P&G

Product: / Mpoaykr: NEleROBION® coated tablets
HEWPOBUOH?®, Tabnetku, NokpbiTbie 060M104KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepun Ne 303725A
Bulk batch no.: / Homep naptu; 0065816592
Manufacturing date (mm.yyyy): /
Qara npoussogcrBa (MM.rrrT): 12.2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrrr): 11.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
lMpoussoautenb B COOTBETCTBUMN
¢ perucrpauven B Poccuu: Mu 3na Oxu Xenc Octpus TM6X 3HA

Assessment: / 3akntouenne: The batch complies with the specification according to ND NC-
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 TpeboBaHUAM
HopmaTusHoro gokymeHta J1C-001540-150720 (nsmeHeHue
Ne 1 ot 06.10.2020, nsmeHenune Ne 2 ot 18.11.2021,
nameHeHue Ne 3 ot 11.05.2023, nasmeHenune Ne 4 ot

30.11.2023)
HERMANN Larissa
01 APR 202
Date / Signature of Qualified Person: / \ ] %\
Qara / noanuck kBanuduUUMpPoBaHHOro nuua

Seite 10 von 10

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria RechtsforiimUffene Gesellschaft (OG)
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Highly Restricted

PeG

Page 1 of 10/ Ctpanuua 113 10

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANN3A

NEUROBIONP® coated tablets
HEWPOBUOH?®, TabneTku, NOKpbITbIe 060N104KOIM

Product: / Mpoaykr:

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 303725A
Bulk batch no.: / Homep napTu: 0065816593
Manufacturing date (mm.yyyy): /

Oara npoussogcrea (MM.rrrr): 12.2024
Expiry date (mm. :/

CpokK rogHOCTU (MM.rrrT): 11.2026

Manufacturer according to the
registration in Russia: /
Austria/

MNpoussoauTens B COOTBETCTBUM
¢ peructpauueii B Poccumn:

P&G Health Austria GmbH & Co. OG,

Mu a3na Mxun Xenc Octpua MTM6X aHA

Parameter / MapameTp

Specifications / Cneundcdukaumn

Results /
Pe3ynbrarthbl

Appearance / OnucaHue

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrneie,
ABOAKOBbINYKNble TabneTku,
nokpbITble obonoykon novty Genoro
uyseTta, bnecrawme, co cnabbim
XapaKTepHbIM 3anaxom.

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

TabneTku, NOKpbITbIE
obonoukol nouTu
6enoro ugeTa,
6nectsawue, co
cnabbim
XapakTepHbIM
3anaxom.

Identification / MoanuHHOCTL

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

Telefax +43 (0) 4762 51 51-440

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

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

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz; Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoaykT:

NEUROBION® coated tablets

HEAPOBWOH?®, TabneTku, NOKpbITbie 060N04KOW

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

Bulk batch no.: / Homep napru:

80781326
303725A

0065816593

Manufacturing date (mm.yyyy): /

gara npoussoacrtea !MM.I’I’I‘I’!:

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

12.2024

11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUM

¢ perucrtpauuen B Poccun:

Mu 31a Oxun Xenc Octpus MM6X saHa

Highly Restricted

PeG

Parameter / Mapamertp Specifications / Cneuundukauun Results /
Pe3ynbTaTtbl
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions | cooTeeTcTayeT
TMaMUHa AncynbduA should comply with the retention
- pyridoxine hydrochloride /  |times of the main peaks in the
chromatograms of thiamine disulfide,
AUPHACKCUNA TMAROXTIOPHA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
LvaHoko6anamuH (see Assay). / BpemeHa
YAEPXUBAHUA OCHOBHbIX NUKOB Ha
Xpomarorpammax ucnbiTyemMbix
pacTBOPOB, AOMKHbI
COOTBETCTBOBATL BPEMEHaM
YAEPXNBAHUA OCHOBHbIX NUKOB Ha
XpomaTorpammax CTaHaapTHbIX
pacTBOpPOB TUaMUHa aucynbchuaa,
nUpUAOKCHMHa rnapoxnopvaa u
unaHokobanamuHa (pasaen
«KonuyecTteeHHoe onpeaeneHune).
Average weight of tablets From 665.00 mg to 735.00 mg 701.68 mg/
and deviation from average |(700.00 mg £ 5 %). / O1 665,00 mr go [ 701,68 mr
weight / 735,00 mr (700,00 mr £ 5 %).
CpepHaa macca Tabnetok n | 18/20 tablets: not more than +5 % / | Conforms /
OTKNOHEHWe OT cpeaHen 18/20 Tabnetok: He 6Gonee + 5% COOTBETCTBYET
mMaccbl 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

Seite 2 von 10

Rechtsform: Offene Gesellschaft (OG)

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

Sitz der Geselischaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht K&nigstein im Taunus HRB 10156)
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A p&G

Product: / MpoaykT: NEUROBION® coated tablets
HEUPOBWUOH?®, TabneTtku, NokpbiTbie 060M104YKOM

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 303725A
Bulk batch no.: / Homep napTu: 0065816593
Manufacturing date (mm.yyyy): /

Oara npoussogcrsa (MM.rrrr): 12.2024
Expiry date (mm. :/

CpokK rogHocTH (MM.ITrT): 11.2026

Manufacturer according to the

registration in Russia: /
Austria/

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

MpoussoauTens B COOTBETCTBUU

¢ peructpauuein B Poccuu:

Mu 31Aa Oxu Xenc Octpus MTmoX aHA

Parameter / MapameTp

Specifications / Cneuncdukaummn

Results /
PeaynbTtaTthbl

Disintegration /
PacnapaemocTtb

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

£21min/ <21 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) ot 3asBNEHHOro KONMYecTea
TuamuHa aucynbduaa AoMmKHO
nepevnTu 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 3aABNEHHOro KoNU4yecTea
NUPUAOKCUHA rMAPOXNOPUAA AOMKHO
nepenTn B pacTeop Yepes 45 MUH.

89 %

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min./ He
meHee 75 % (Q) oT 3aaBNEHHOro
Konu4yecTBa unaHokobanamuHa
DOMMKHO NEepenTu B pacTeop Yepes 45
MWH.

94 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

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

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MpogykT: NEUROBION® coated tablets
HEMPOBWUOH®, TabneTku, NoKpbITbie 060M04KO
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 303725A
Bulk batch no.: / Homep naptu: 0065816593
Manufacturing date (mm.yyyy): /
Qarta npousBogcTBa (MM.ITIT): 12.2024
Expiry date (mm. :/
Cpok rogHocTu (MM.rrrT): 11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoguTens B COOTBETCTBUM

¢ peructpauuven B Poccuu:

Mu anp Dxu Xenc Octpua Mv6X aHg

Highly Restricted

PeG

Related substances /
PoacTteeHHble npumecn

Thiamine disulfide impurities: /

MNpumecn TnamuHa aucynbduga:

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

0.1%/01%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<0,1%

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

0.2 %; / 4-amuHo-5-amuHOMETUN-2-
mMeTunnupumnanH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not
more than 0.2%; / eguHU4Has
HenaeHTUUUMPOBaHHAA NPUMECH —
He 6onee 0,2 %;

0.1%/01%

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

npumecen — He 6onee 1,0 %.

0.1%/ 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)
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Page 5 of 10/ CTpanunua 5 w3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIN3A p&G

Product: / Mpoaykr: NEl;ROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITLIE 060M104KOMN

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 roaHocTu (MM.rrrr):
Manufacturer according to the

registration in Russia: /
Austria/

MpoussoauTenb B COOTBETCTBUM
¢ perucrpauuven B Poccuu:

80781326
303725A

0065816593

12.2024
11.2026

P&G Health Austria GmbH & Co. OG,

Mu 3Ha Oxun Xenc Octpusa M6X 3Ha

Pyridoxine hydrochloride impurities: /

MNpumecu nupuaokcuHa

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

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

Cyanocobalamin impurities: /

Mpumecu LinaHokobanamumHa:
hydroxocobalamin - not more than 0.6% /0,6 %
8.0 %; / ruapokcokoGanamMuH — He
6onee 8,0 %;

individual unidentified impurity —not (0.9% /0,9 %
more than 5.0 %; / eguHnyHas
HenaeHTuLMpoBaHHas npuMmech —
He 6onee 5,0 %;

13,5 %.

total unidentified impurities - not more (1.2 % /1,2 %
than 13.5 % / cymma HengeHTUUUm-
poBaHHbIX Npumecen — He 6onee

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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschatfterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHATIU3A

Product: / Mpoaykr: NEUROBION® coated tablets
HEAPOBWUOH?®, TabneTku, nokpbITblie 060n04KoM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 303725A
Bulk batch no.: / Homep napTtu: 0065816593
Manufacturing date (mm.yyyy): /
Oara npoussogctea (MM.rrrr): 12.2024
Expiry date (mm. 1/
Cpok roaHocTu (MM.rrrr): 11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

n pou3ssoauTenb B COOTBETCTBUU

¢ pernctpauuei B Poccuu:

Nu s3xa Oxu Xenc Octpua MTM6X aHA

Highly Restricted

PeG

Total unidentified impurities of
thiamine disulfide, pyridoxine

hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma
HenaeHTUbUUMpPoBaHHbLIX NpUuMecein
TMaMuHa ancynobduaa, NMpMaoKcuHa

rmgpoxnopvuaa u
uwaHokob6anamunHa — He Bonee 15,5

1.3%/1,3%

%.

Uniformity of dosage units

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

WWww.pg.com

(every 5th batch) /

OpHopogHocTb

Ao3upoBanuA (ans kaxgon | Conforms / cootseTcTByeT

5-o11 cepun)

- thiamine disulfide Conforms /
COOTBETCTBYET

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

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

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

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

Product: / Mpoaykr: NEUROBION® coated tablets
HEMPOBUOH?®, TabneTku, NoKpbiTbie 060N04KOI
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 303725A
Bulk batch no.: / Homep naptu: 0065816593
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.ITIT): 12.2024
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrrT): 11.2026

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTensL B COOTBETCTBUMU

¢ peructpauuein B Poccuu:

NMu sna Dxu Xenc Octpua Mu6X aHa

Highly Restricted

PeG

Escherichia coli — otcytctBUe B 11

Parameter / MapameTtp Specifications / Cneundmkauum |Results /
Pe3ynbTarbl
Microbial purity / (every 5th | TAMC — NMT 10 CFU/g / Not tested
batch) / O6uwee 4ncno aspobHbIx
Mukpobuonornyeckas MUKpoopraHuamos He 6onee
yucToTa (anA kaxagon 5-o | 10 KOE/r
cepun) TYMC — NMT 102 CFU/g / Not tested
O6wee yncno rpubos He Gonee
10?2 KOE/r
Escherichia coli — absence in 1 g/ |Not tested

Assay / KonnyectBeHHoe
onpepenexHne

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TuamuHa aucynedunaa;

102 mg /101 mr

leaflet in a carton. / Mo 10 TabneTok
B 6nucrep us NBX/NBOX/AnN.

Mo 2 6nuctepa ¢ MHCTpyKUMEN nNo
NMPUMEHEHUIO B NaYKy KAPTOHHYIO.

190 mg to 210 mg of pyridoxine 209 mg /202 mr
hydrochloride; / ot 190 mr go 210 wmr
NUpUAOKCHMHA rapoxnopuaa;
0.18 mg to 0.26 mg of 0.23 mg /0,23 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mMr umaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information | CooTtseTcTByer

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 Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A p&G

Product: / IpoaykT: NEl}ROBION‘b coated tablets
HEWUPOBUOH®, TabneTku, NokpbiTbie 060n0uKon
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepun Ne 303725A
Bulk batch no.: / Homep napTu: 0065816593
Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.ITT): 12.2024
Expiry date (mm.yyyy): /
Cpok rogHocTn (MM.rrrr): 11.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
(pousBoauTens B COOTBETCTBUU
¢ perucrpauuven B Poccuu: Mu ana Dxun Xenc Octpua MM6X aHa
Parameter / NapameTtp Specifications / Cneundukauum |Results /
Pesynbrtartbl
Labeling / Mapkuposka According to normative document. / [ Complies as
B cooTtBeTCTBUM C HOpMaTUBHOWN prescribed /
DOKYMeHTauumen. CooTBeTcTBYET
TpeboBaHuaM
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpwn Temnepartype He Boiwe 25 °C.
Shelf-life / Cpok rogHocTH 2 years. / 2 roga.
APls used in FPC- Name / HaumeHosaxue: THIAMINE DISULFIDE / TuamuHa

Batch: aucynecdug
FP Manufacturer API Batch number / Homep cepuu cy6ctanumm
npoussoauntens MMP: 91652246 - C601400043, C601400042;

API Manufacturer Batch number / Homep cepuv cy6eranumm
npoussoantens A®C: PRMU4166C59900, PRMU4158C59900;

AP| Manufacturer name / HaumeHoBaHve npoussoautens ADC:
Procter & Gamble Health Limited / MpokTep aHa Mm6n Xenc
Numurten

AP| Manufacturer country / CtpaHa npoussoautens A®C: India /
Uuan

Seite 8 von 10

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 * 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A p&G

Product: / MpoaykT: NEUROBIONP® coated tablets
HEWPOBUWUOH?®, TabneTku, NOKpLITLIE 060N0UKON
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepua Ne 303725A
Bulk batch no.: / Homep napTu: 0065816593
Manufacturing date (mm.yyyy): /
Qara npoussogcrea (MM.rrrr): 12.2024
Expiry date (mm. ./
Cpok rogHocTu (MM.rrrr): 11.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBogutenb B COOTBETCTBUU
c perucrpauven B Poccum: M 3na Oxu Xenc Octpua MubX sHa

Name / HanmeHoBaHue: CYANOCOBALAMINE EP /
LUnanokob6anaMmuH

FP Manufacturer AP Batch number / Homep cepuu cy6cTaHuuu
npounssoautens INNd: 91181664 — C601300005, C601300006;

API Manufacturer Batch number / Homep cepuu cybctaHuuu
npoussoautens A®PC: 2311491535, 2311471467,

API Manufacturer name / HanmeHoBaHue npoussogutens A®C:
EuroAPI France / EBpoAlU ®paHc

API Manufacturer country / CtpaHa npoussogutens A®C: France /
®paHuma

Name / HaumeHosanue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupuaokcuHa rugpoxnopua
FP Manufacturer AP| Batch number / Homep cepuv cybcTanuum

npouzeoautens MNN<o: 91200960 - C601400053;

APl Manufacturer Batch number / Homep cepuu cy6ctaHuuun
npoussoautens A®PC: JTPC+24044025C;

API Manufacturer name / HanmeHoBaHue npoussogutens A®C:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / }aancu TAHbCUHBL
®apmacbsloTukan Ko., Nira.

AP| Manufacturer country / CtpaHa npoussoautens A®C: China/
Kutan
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A p&G

Product: / Mpoaykr: NEl:lROBION® coated tablets
HEUPOBWUOH®, Tabnetkn, nokpbiTbie 060n104KoM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 303725A
Bulk batch no.: / Homep naptu: 0065816593
Manufacturing date (mm.yyyy): /
Qara npousBogcTBa (MM.rrrr): 12.2024
Expiry date (mm. 2/
Cpok rogHoCTU (MM.FTTT): 11.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBoauTensL B COOTBETCTBUUN
¢ peructpauven B Poccum: Mu 3ua Oxu Xenc Octpusa FTmM6X aHA

Assessment: / 3aknioueHue: The batch complies with the specification according to ND NC-
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 TPebGoBaHNAM
HopmMaTueHoro AokymeHTa J1C-001540-150720 (uameHeHne
Ne 1 ot 06.10.2020, nsmeHenrve Ne 2 ot 18.11.2021,
nameHeHne Ne 3 ot 11.05.2023, nameHeHve Ne 4 ot
30.11.2023)

HERMANN Larissa

Date / Signature of Qualified Person: / 01 APR 202

gara / noaonuchb KB&HMQMQMEOB&HHOI’O nuua
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Certificate of Packaging

&

Product NEUROBION FORTE DRAGEES (20 DRG) - RU

Item Number Internal 80781326 Item Number External 80781326

Batch Number 303725A Inspection Lot Number 40038919930
Manufacturing Date 10-DEC-2024 Expiry Date NOV-2026

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 26-MAR-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

0065816592;0065816593
21026990

conforms

12/2024
04054839523694

conforms

11/2026
303725A
04054839523694
conforms
available

available

Grade B
91331392
12/24
11/26
303725A
21013861

05-Feb-2025
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Certificate of Packaging &

Product NEUROBION FORTE DRAGEES (20 DRG) - RU

Item Number Internal 80781326 Item Number External 80781326
Batch Number 303725A Inspection Lot Number 40038919930
Manufacturing Date 10-DEC-2024 Expiry Date NOV-2026
Parameters Specification Results

Remaining shelf-life >= 19 Months 21 Months

Product packaging number 80781326 80781326

The batch complies with the specification.

Assessment NCR-246780
NCR-246915
LIMS Disposition Released

Electronically Signed Raphael Kofler/ Head QC
Release Date 19-MAR-2025

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