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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoaykT:

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

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

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the

registration in Russia: /
MpoussoauTtens B COOTBETCTBUU

c peructpauuei B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITble 060M04KoN

81725416
310724A

0065396766

03.2024

02.2026

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

Mu ang Oxun Xenc Octpusa M'mMéX ana Ko. OI, ABctpus

Parameter / MapameTp

Specifications / Cneuudukaumm

Results / PesynbTaTbl

Appearance / OnucaHve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOSKOBbINYKNblEe TabneTku,
nokpeITbie 06ono4ykoin nouty Genoro uUBeTa,
6GnecTawwe, co cnabbim xapakrepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
ABOSIKOBbINYKNble
TabneTtkun, NOKpbITble
obonoukow noutn 6enoro
useTa, bnecrawue, co
cnabbim xapakTepHbIM
3anaxom.

Identification / MopnuHHOCTL

- thiamine disulfide /
ThamnHa aucynbcng

- pyridoxine hydrochloride /
NUPUAOKCUHA MMAPOXNOPUL,

- cyanocobalamin /
uvaHokobanamuH

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). / BpemeHa yaepxuBaHua OCHOBHbIX
NAKOB Ha XpoMaTorpammax WCNbITYEeMbIX
pacTtBopoB,  AOMKHbI  COOTBETCTBOBATHL
BpeMeHam yaep>XuBaHWA OCHOBHbIX NMKOB Ha
XpomaTorpammax CTaHAApTHbIX PacTBOpPOB
TMamuHa ancyneduga, nupuaoKcuHa
ruapoxnopuaa n unaHokobanamvHa (pasgen
«KonuuecteeHHoe onpeaeneHue).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoAykT:

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

Bulk batch no.: / Homep napTu:

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

CpoK roagHOCTU (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoguTensb B COOTBETCTBUMU
C perucTpauyuei B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITLbIE 060104KOMA

81725416
310724A

0065396766

03.2024

02.2026

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

Mu 3ng km Xenc Octpua M'm6X ana Ko. OIN, ABcTpun

Parameter / NMapametp

Specifications / Cneumncukauum

Results / PeaynbTaTthbl

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

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

694.731 mg / 694,31 mr

OTKMNOHEHWEe OT cpeaHein Macch! 18/20 tablets: not more than £ 5 %/ Conforms /
18/20 TabneTok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 TabneTrok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

<29 min/ £ 29 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
KOnuyecTsa TuammHa gucynbunaa AOMMKHO
nepenTn B pacTeop 4epes 45 MUH.

95 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3aABNEHHOrO KONUYecTsa NMPUAOKCUHA
rmapoxnopuaa AoMmKHO NepeinTn B pacTesop
yepes 45 MUH.

96 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aaBneHHoro
KonuyecTsa uvaxokobanamuHa AOMKHO
nepenTy B pacreop yepes 45 muH.

101 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / [poAaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.ITrIT):

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

Manufacturer according to the
registration in Russia: /

Mpoussogutenb B COOTBETCTBUM

c perucTpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbITblIe 060N0YKOIH

81725416
310724A

0065396766

03.2024

02.2026

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

Mu aHg fxu Xenc Octpua M'M6X 3HA Ko. O, ABcTpusn

Related substances /
PoacTtBeHHbIe npyumecu

Thiamine disulfide impurities: /
 [pumecu TamuHa aucyneguaa:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / ammHoNMpUMUANH
nMpuaoKcuH (aaaykr) — He Gonee 1,0 %;

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amnHo-5-
aMUHOMETUN-2-METUNNUPUMULNH — He
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnyHas HenaeHTMULK-
poBaHHaa npumech — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
[pumecn NUpMAOKCUHa rnapoxnopuaa:

individual impurity - not more than 0.2 %; /
eavHU4YHasa npumecb — He Gonee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 ¢ 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / MpoAykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Qara npousBoacrTBa (MM.ITIT):
Expiry date (mm. 2/

Cpok rogHocTy (MM.rTrT):

Manufacturer according to the
registration in Russia: /

MpousBoguTenb B COOTBETCTBUU
c peructpauuvei B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTkun, NOKpbITbie 060M04KOMN

81725416
310724A

0065396766

03.2024

02.2026

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

Mu anp Dxku Xenc Octpuna TM6X ana Ko. O, ABctpun

Cyanocobalamin_impurities: /
MNpumecu LinaHokobanammHa:

hydroxocobalamin - not more than 8.0 %;/ [(0.4% /0,4 %
ruapokcokobanamuH — He 6onee 8,0 %;
individual unidentified impurity — not more 0.6 % /0,6 %
than 5.0 %; / eanH4HaA HengeHTU-
duymposaHHas npumech — He 6onee 5,0 %;
total unidentified impurities - not morethan |0.9% /0,9 %
13.5 % / cymma HenaeHTMPMUMPOBAHHBIX
npumecen — He 6onee 13,5 %.
Total unidentified impurities of thiamine 0.9%/0,9 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUUUMPOBaHHLIX NpUMece
THamuHa aucynbduaa, NMPUAOKCUHA
ruapoxnopuaa u umaHokobanamvHa — He
6onee 15,5 %.
Uniformity of dosage units (every
5th batch) / OaHopoaHoOCTbL
A03UpOoBaHUA (ANA Kaxaon 5-o
cepun) Conforms / cooTBeTcTBYET
- thiamine disulfide Conforms
COOTBETCTBYET
- pyridoxine hydrochloride Conforms
cooTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS /| CEPTUDPUKAT AHATTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

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

Expiry date (mm.yyyy): /
CpokK rogHoCTH (MM.TTIT):

Manufacturer according to the

registration in Russia: /

nEOM3BOBMTeﬂb B COOTBETCTBUU

c perucTpauuei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NnoKpbITbie 060M104KoM

81725416
310724A

0065396766

03.2024

02.2026

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

Mu a3na Dxu Xenc Octpus MM6X 3ng Ko. O, Asctpus

Parameter / MNapameTp

Specifications / Cneuundukaumm

Results / PesynbTaTthl

(ans kaxaon 5-oi cepun)

Microbial purity / (every 5th batch)
/ MukpoBuonorvyeckas uacrota

TAMC — NMT 103 CFU/g / 5 CFU/g/
O6uwee yncno aspobHbix 5 KOE/r
MuKkpoopraHuamos He Gonee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g/
Ob6uwee yucno rpubos He Gonee 10> KOE/r |<10 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — oTcytctBne 8 11

Absence in 1g

Assay / KonnyecTtseHHoe
onpeaeneHue

Each coated tablet contents:

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

99 mg /99 mr

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

202 mg / 202 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr go 0,26 mr ymaHokobanamumHa.

0.24 mg /0,24 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / o 10 TabneTok 8 6nuctep u3
nBX/NBAX/An.

Mo 2 6nuctepa ¢ UHCTpyKLUUMen no
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

Complies / CooTtBetcTayeT

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

WWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napTu:

Manufacturing date (mm.yyyy): /
Oara npousBoacrea (MM.ITrT):

Expiry date (mm. il
Cpok rogHocTu (MM.rrrT):

Manufacturer according to the
registration in Russia: /

MpousBogutenb B COOTBETCTBUMN

c peructpauuen B Poccuu:

NEUROBION® coated tablets
HEUPOBUWUOH®, TabneTku, NoKpbITLIe 060N104KON

81725416
310724A

0065396766

03.2024

02.2026

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

Mu anp xn Xenc Octpus TM6X aHa Ko. OF, Asctpus

Parameter / Mapamertp

Specifications / Cneundunkauumn Results / PesynbTaThl

Labeling / Mapkuposka

Complies as prescribed /
CooTtseTvcreyer
TpeboBaHUAM

According to normative document. /
B cooTBETCTBMM C HOPMATUBHOM
DOKYyMEHTaUnen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Haumenosanune: THIAMINE DISULFIDE / TuamuHa aucynbcun

EP Manufacturer API Batch number / Homep cepun cybcTtaHumu

npoussoautens N1P: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTaduuu npoussoaurens

A®C: PRMU2294C59902
API| Manufacturer name / HaumeHosaHnue npoussogutena A®C: Procter &

Gamble Health Limited / Mpokrep anp Ml3m6n Xenc Numuren
API Manufacturer country / Ctpana npoussogutena AQC: India / Unauna

Name / HaumeHosanne: CYANOCOBALAMINE EP / UnaHoko6anamuu
FP _Manufacturer API Batch number / Homep cepuu cybcranumm

npoussoautens NP: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cybcTaHumm npoussoauTens
A®C: 2210130900

API Manufacturer name / HaumeHosaHnue npoussoautens AOC: EuroAPI
France / EBpoAllA ®panc

API| Manufacturer country / Ctpana npounssogutena ADC: France / ®paHuun

Name / Hanmenosanune: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /

MupuaokcuHa rugpoxropua
FP Manufacturer AP| Batch number / Homep cepuu cy6cTaHumm

npoussogutens J19: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cy6cTaHumMu npovasogutenst
A®PC: JTPC+22054027C

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpogykT:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NoKpbITbiIe 060M104KOMN

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 310724A
Bulk batch no.: / Homep naprtu: 0065396766
Manufacturing date (mm.yyyy): /

Qara npoussoacrea (MM.Irrr): 03.2024
Expiry date (mm. 1

Cpok rogHoCcTH (MM.rrIT): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoanTensL B COOTBETCTBUU

¢ peructpauuein B Poccuu:

Assessment: /| 3akntoueHue:

Date / Signature of Qualified Person: /

Mu anp Oxn Xenc Octpusa MNv6X ava Ko. O, ABctpus

API Manufacturer name / Haumenosanve npouseogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|agHcy TAHbCUMHL PapMackioTukan
Ko., NTa.

AP| Manufacturer country / Ctpana npoussogutens A®C: China / Kutan

Name / HaumenoeaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa rmgpoxnopua

FP_Manufacturer AP| Batch number / Homep cepuu cy6ctanyum
npoussoauTens Md: 91200960 - C601200104

API Manufacturer Batch number / Homep cepuu cybctaduuv npoussogutens
APC: JTPC+22054028C

AP| Manufacturer name / Haumenosanve npoussogutens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LzaaHcy TAHbCUMHL DapMacbioTukan
Ko., Nta.

API Manufacturer country / Ctpasa npoussogurens AQC: China/ Kutan

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) / Cepus cooTtBeTcTByeT TpeboBaHWAM HOPMAaTUBHOrO
AokymexTa J1C-001540-150720 (u3menenne Ne 1 ot 06.10.2020, nameHeHue
Ne 2 ot 18.11.2021, nsmenenwve Ne 3 ot 11.05.2023)

P&G Health Austria GmbH & Co. OG

06, Juni 2ut4

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

WWWw.pg.com

UID-Nr. ATU43740706




Page 1 of 7/ CtpaHuua 1 ua 7

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyvyy): /
Qarta npousBoacTBa (MM.ITrr):
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /
MNpoussoguTens B COOTBETCTBUMU

C peructpauuven B Poccum:

NEUROBIONP coated tablets

HEWPOBWOH®, TabneTku, NoKpbITbie 060M04KOW

81725416
310724A

0065396767

03.2024

02.2026

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

MNu ana [xm Xenc Octpusa M'méX ang Ko. OIN, ABcTpun

Parameter / NapameTtp

Specifications / Cneundukaymmn

Results / Pesynbrathbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOAKOBbLINYKNble TAbNeTKN,
noKkpbITble 060N04KOIN NOYTY Benoro usera,
6necrawme, co cnabbiM xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
ABOAKOBbINYKNble
TabneTkn, NOKpbITbie
oBonouykoit noutn Genoro
useta, bnecrawume, co
cnabbiv xapakTepHbIm
3anaxom.

|dentification / MognuHHocTb

- thiamine disulfide /
ThamuHa aucynbdua,

- pyridoxine hydrochloride /
fINPUAOKCUHA ruapoxnopug

- cyanocobalamin /
unaHokob6anamuH

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). /| BpemeHa yaepXuBaHUS OCHOBHbIX
NUKOB Ha XpomaTorpammax WCnbITyeMbIX
pacTBOpoB,  AOMMKHbI  COOTBETCTBOBATH
BpEMeHaMm yaepXuBaHUsA OCHOBHbIX MUKOB Ha
XpomartorpamMmax CTaHAapTHbIX PacTBOpOB
TMamuHa avcynbduaa, NUpUAOKCUHA
ruapoxnopuaa n umaHokobanamuHa (pasaen
«KonuyecTtseHHoe onpeageneHne).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau » Austria

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

Rechtsform: Offene Gesellschaft (OG)

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

Product: / Mpoaykr:

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

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

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

registration in Russia: /
MNpousBoguTensL B COOTBETCTBUU
c perucrtpauuen 8B Poccuu:

NEUROBIONP coated tablets

HEMPOBWOH®, TabneTku, NOKpbITbIE 060M0YKOM

81725416
310724A

0065396767

03.2024

02.2026

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

Mun aug fhxm Xenc Octpua MM6X aHa Ko. OTT, ABctpun

Parameter / lapameTtp

Specifications /| Cneundukauuun

Results / Pe3ynbTtathl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg  [694.94 mg / 694,94 mr
deviation from average weight / + 5 %). / O1 665,00 mr go 735,00 mr (700,00
CpeaHnas macca TabneTok u Mr x5 %).
OTKNOHEHWNE OT cpeaHeln Macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He bonee £ 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

Disintegration / Pacnapaemoctb

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

<23 min/ < 23 muH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBNEHHOrO
KOnu4ecTBa TMaMuHa gucynbhuaa AoMKHO
nepenTn B pacTesop 4Yepes 45 MuH.

92 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3a8BNEHHOr0 KONUYECTBa NUPUAOKCUHA
ruapoxnopuaa AomMKHO NepenTn B pacTeop
yepes 45 MUH.

93 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
konuyecTtsa UnaHokob6anammHa AOMKHO
nepenTn B pacTeop 4Yepes 45 MuH.

106 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Geselischaft (OG)

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

Product: / [TpoAaykT:

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

Bulk batch no.: / Homep napru:

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

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.FTrT):

Manufacturer according to the

registration in Russia: /
Mpoussoaurenb B COOTBETCTBUM

¢ peructpayuein B Poccuu:

NEUROBION® coated tablets

HEWPOBUWOH®, Tabnetku, NnokpbITbie 060M104KOM

81725416
310724A

0065396767

03.2024

02.2026

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

Mu ang Dxn Xenc Octpusa M'M6X ana Ko. O, AscTpun

Related substances /
PopcTeeHHble npumecu

Thiamine disulfide impurities: /

nQMMECM TUhaMuHa QMC!ﬂbQMEaI

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

<01%/<01%

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

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonMpuMnAnH
nupuaokcuH (apaykr) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eauHUYHan HenaeHTUdULK-
poBaHHas npumeckt — He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not more than
1.0 %. / cymma HenpeHTUP1UMpPOBaHHbIX
npumecen — He 6onee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /
[pumecu NUpnAOKCHUHAE rMapoxnopuaa:

individual impurity - not more than 0.2 %; /
eavHn4YHasa npumecb — He 6onee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecein — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

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

Product: / MpogykT:

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

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

Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrr):
Manufacturer according to the
registration in Russia: /
MNpoussoauTens B COOTBETCTBUU
C peruncrpauven B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NokpbITbie 060M104KOMN

81725416
310724A

0065396767

03.2024

02.2026

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

Mu 3ng Oxu Xenc Octpusa Mm6X ang Ko. O, ABctpus

Cyanocobalamin impurities: /
Mpumecu UnaHokobGanamuHa:

hydroxocobalamin - not more than 8.0 %;/ |0.4% /0,4 %
rngpokcokobanamud — He 6onee 8,0 %;
individual unidentified impurity — not more 06%/06%
than 5.0 %; / eanHW4YHaa HenaeHTu-
duymposaHHan npumech — He 6onee 5,0 %;
total unidentified impurities - not more than (0.9% /0,9 %
13.5 % / cymma HenaeHTUULMPOBaHHbBIX
npuvecen — He 6onee 13,5 %.
Total unidentified impurities of thiamine 09%/0,9%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUUUMPOBaHHBLIX NpuMecei
TWamuHa ancynbduaa, NUpUAOKCUHa
ruapoxnopuaa u umaHokobanamuHa — He
Gonee 15,5 %.
Uniformity of dosage units (every
5th batch) / OgHopogHocTL
Do3npoBaHus (AN Kaxaon 5-ok
cepun) Conforms / cooTsBeTcTByeT
- thiamine disulfide Conforms
cooTBeTCTBYET
- pyridoxine hydrochloride Conforms
COOTBETCTBYET

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
wWWww.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [poAaykT:

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

Bulk batch no.: / Homep naprtu:

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

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

MpousBoauTenb B COOTBETCTBUM
¢ peructpauyuein B Poccum:

NEUROBION® coated tablets

HEWPOBUWOH®, TabneTku, NOKpbITbie 060/104KOM

81725416
310724A

0065396767

03.2024

02.2026

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

Mu avp xu Xenc OcTtpun M'm6X avp Ko. OIN, ABcTpun

Parameter / MapameTtp

Specifications / Cneundcdukaunn

Results / PesynbTarbl

Microbial purity / (every 5th batch)
/ MukpoBuonoruueckas yacToTa
(ans kaxaon 5-oi cepun)

TAMC - NMT 103 CFU/g /
Obwee uncno aspobHbIX
MUKpooprannamos He 6onee 103 KOE/r

Not tested

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

TYMC — NMT 102 CFU/g / Not tested
O6wee yucno rpubos He 6onee 10?2 KOE/r
Escherichia coli — absence in 1g/ Not tested
Escherichia coli — otcytctBue B 11

Assay / KonnyectseHHoe Each coated tablet contents:

onpegenexve
90 mg to 105 mg of thiamine disulfide; / o | 100 mg / 100 mr
90 mr go 105 Mr TnamuHa aucynbcuaa;
190 mg to 210 mg of pyridoxine 204 mg /204 mr
hydrochloride; / oT 190 mr ao 210 mr
NUPUAOKCWHA rMAPOXNopuAa;
0.18 mg to 0.26 mg of cyanocobalamin./ | 0.24 mg/ 0,24 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nucrep ns
NBX/NBAX/AnN.

Mo 2 6nucTepa ¢ NHCTPYKUMEn No
NPUMEHEHWNIO B NAYKy KAPTOHHYIO.

Complies / CootBetcTByeT

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.Irrr):
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.Irrr):

Manufacturer according to the
registration in Russia: /
MNpoussoauTensL B COOTBETCTBUU
c peructpauuen B Poccum:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTkn, NOKpbITLIE 060/104KO

81725416
310724A

0065396767

03.2024

02.2026

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

Mu sna Dxn Xenc Octpusa Mm6X ana Ko. O, ABcTpun

Parameter / MapameTtp

Specifications / Cneuudmkauumn Results / PeaynbTarbi

Labeling / MapkupoBka

Complies as prescribed /
CootsetcTByeT
TpebosaHuaAM

According to normative document. /
B cooTeeTCTBUM C HOPMATUBHOWN
OOKYMEHTauuen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHoCTM

2 years. / 2 roga.

APIls used in FPC-Batch:

Name / Haumenosaxune: THIAMINE DISULFIDE / Tnamuna gucynbcpun

FP _Manufacturer API Batch number / Homep cepuu cybcTaHuuu

npouwssoautens [N1®: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6ctanuuu npoussoauTens

A®C: PRMU2294C59902
API Manufacturer name / HaumeHosaHue npoussogutens A®C: Procter &

Gamble Health Limited / MpokTep a1a Mm6n Xenc Numuren
API Manufacturer country / Ctpana npoussogutens A®C: India / Ungus

Name / Haumernosanve: CYANOCOBALAMINE EP / LUnaHoko6anamMuu
EP Manufacturer APl Batch number / Homep cepum cy6cTanuyun

npovasoautens [No: 91181664 - C601200001
API Manufacturer Batch number / Homep cepuu cybcTaHuuu npoussoanTens

A®C: 2210130900
API Manufacturer name / HaumeHosaHue npoussogutens AOC: EuroAPI

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

Name / HanmenosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rmgpoxnopva
FP Manufacturer API Batch number / Homep cepuu cybctanumm

npoussogurens [J19: 91200960 - C601200099

API| Manufacturer Batch number / Homep cepuu cyGcranyuun npounssogurens
A®C: JTPC+22054027C

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANMU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTtku, NOKpbITbie 060104KOH

SAP-Code: / Kon SAP: 81725416
Batch no.: / Cepus Ne 310724A
Bulk batch no.: / Homep naptu: 0065396767
Manufacturing date (mm.yyyy): /

Qara npoussoacrea (MM.ITIT): 03.2024
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.TrrT): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenL B COOTBETCTBUU

c peructpauueii B Poccun:

Assessment: / 3aknioueHue:

Mu anp Oxu Xenc Octpuna MNM6X 3ng Ko. O, ABcTpua

AP| Manufacturer name / Haumerosanwe npouasogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aaHcu TAHbCUHBL PapMacbloTUKan
Ko., Nra.

APl Manufacturer country / CtpaHa npoussogutens A®C: China/ Kutain

Name / Haumenosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rnapoxsnopua

FP_Manufacturer AP| Batch number / Homep cepuu cybctanymm
npoussogurens MMN®: 91200960 - C601200104

AP! Manufacturer Batch number / Homep cepuu cy6craHuuv nponssoavuTtens
A®C: JTPC+22054028C

API Manufacturer name / HaumeHosaHue npounssogurena ASC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiasHcu TAHbCUHb PapmacbloTuKan
Ko., NITa.

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

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) / Cepusa cootsercTByeT TpeboBaHMAM HOPMATUBHOMO
nokymeHTa J1C-001540-150720 (n3ameHeHue Ne 1 ot 06.10.2020, nameHeHue
Ne 2 o1 18.11.2021, nameHexme Ne 3 ot 11.05.2023)

Date / Signature of Qualified Person: / m %
ata/ nognucb KBanubuuMpoBaHHOIo nuua é/ (Q ‘Q/ [ WJ”/’

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

Telefon +43 (0)4762 51 51-0

Sitz der Geselischaft: Spittal an der Drau

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

www.pg.com

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

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

Cpok roaHocTu (MMm.rrrr):
Manufacturer according to the
registration in Russia: /

MpoussoauTenb B COOTBETCTBUU
c perucTtpauuen B Poccum:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKpbITbIe 060M04KOI

81725416
310724A

0065396769

03.2024

02.2026

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

Mw ang Oxu Xenc Octpusa MNM6X ang Ko. O, AscTpusa

Parameter / MNapameTp

Specifications / Cneuudmkaumumn

Results / PesynsTaThl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOAKOBbINYKNble TAONeTKK,
NoKpbITbie 06onoukon noutn 6enoro useTa,
bnecrawme, co cnabbiM XapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnole,
OBOSAKOBbINYKNble
TabneTkw, NOKpbITLIE
oBonoukoi noutn 6enoro
usera, bnecrawume, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / NoanuHHOCTL

- thiamine disulfide /
ThamuvHa aucynbcug

- pyridoxine hydrochlioride /
NMPUAOKCUHA rmapoxnopus

- cyanocobalamin /

uuanokobanamuvH

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). / BpemeHa yaepXvuBaHUsi OCHOBHbIX
nUKOB Ha XpomaTtorpammax WCnbITyeMbIX
pacTBopoB,  AOMKHbI  COOTBETCTBOBATb
BpeMeHaM yaepXuBaHua OCHOBHbIX MUKOB Ha
Xpomatorpammax CraHAapTHbIX PacTsopoB
TMamuHa aucynbduaa, NAPUAOKCUHA
ruapoxnopuaa U umaHokobanamuxa (pasgen
«KonunyectseHHoe onpegeneHuey).

Conforms /
cooTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr:

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

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

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

Manufacturer according to the

registration in Russia: /
MpoussoauTensL B COOTBETCTBUMN

c perucrtpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpLITbie 060104KOMN

81725416
310724A

0065396769

03.2024

02.2026

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

Mu ana Axm Xenc Octpua MTM6X aHA Ko. O, ABcTtpun

Parameter / MNapametp

Specifications / Cneyncdukauum

Results / Pe3ynbTaTthl

Average weight of tablets and
deviation from average weight /
CpepHss macca Tabnetok u

From 665.00 mg to 735.00 mg (700.00 mg
+ 5 %). / O1 665,00 mr go 735,00 mr (700,00
Mr x5 %).

697.15 mg /697,15 mr

OTKNOHEHWE OT cpeaHen Macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 TabneTok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTtb

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

<26 min/ £ 26 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
konuuyecTsa TMamMmuHa ancynbcuaa gomKHO
nepenTn 8 pacTeop Yepes 45 muH.

85 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asBNEHHOro KONUYEeCcTsa NUPUAOKCUHA
ruapoxnopuaa AoHKHO NepeiTn B pacTeop
yepes 45 MUH.

86 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
KonuyecTsa uvaHokobanamvHa AOMmKHO
nepenTn B pacteop Yepes 45 MuH.

90 %

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
Wwww.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpogykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oata npoussoacrea (MM.Irrr):

Expiry date (mm.yyyy): /

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

MpoussoauTensL B COOTBETCTBUM
C peructpauuen B Poccuu:

NEUROBION® coated tablets

HEMPOBWOH®, Tabnetku, noKkpbITbie 060M104KOM

81725416
310724A

0065396769

03.2024

02.2026

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

Mu ana Oxu Xenc OcTtpusa M'M6X aHa Ko. O, ABcTpuna

Related substances /
PoacteeHHble npumecu

Thiamine disulfide impurities: /
| Mpumecn TnamuHa aucynsduaa:

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

<01%/<0,1%

aminopyrimidine formamide - not more than
1.0 %; / amuHonupumnanH copmamug — He
oonee 1,0 %;

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHnyHas HenaeHTUULK-
poBaHHas npumecs — He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
Mpumecy nupuaokcuHa ruapoxsopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAINTU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /

Oara npousBoacTsa (MM.IIrY):

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

Manufacturer according to the

registration in Russia: /
lMpoussoaurtensL B COOTBETCTBUU

c peructpaumei B Poccuu:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTku, NOKpbITbIe 060M04KOIM

81725416
310724A

0065396769

03.2024

02.2026

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

Mu 3ng Dxu Xenc Octpua MM6X ang Ko. O, Asctpus

Cyanocobalamin impurities: /
MNpumecn LmaHokobanamuHa:

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

03%/03%

individual unidentified impurity — not more
than 5.0 %; / eguHWYHan HenpeHTU-
dunumpoBaHHas npumecs — He 6onee 5,0 %);

06% /0,6 %

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

1.0%/1,0%

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

TmamuHa gmcynbgmga, nmpuaokcuHa

rmapoxnopuaa v umaHokobanammHa — He
oonee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OgHopoaHocTb
[03upoBaHuA (ANS Kaxaon 5-oi
cepun)

Conforms / cootBeTCcTBYET

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

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

Product: / poaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.FITT):
Expiry date (mm.yyyy): /

CpokK rogHocTH (MM.Irrr):
Manufacturer according to the
registration in Russia: /
MNpoussoauTensL B COOTBETCTBUMU
c peructpaumen B Poccuu:

NEUROBION® coated tablets

HEWPOBUWOH?®, TabneTku, NOKPbITbIE 060M0YKOA

81725416
310724A

0065396769

03.2024

02.2026

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

Mu ana Oxu Xenc Octpust TM6X 3ua Ko. OIN, ABcTpus

Parameter / Napametp

Specifications / Cneundukaummu

Results / Pe3ynbrarthbl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas umctora
(ans kaxaown 5-on cepun)

TAMC — NMT 103 CFU/g /
O6wee uncno aspobHbIX
MUKpoopraHuamoB He Gonee 10° KOE/r

Not tested

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

TYMC - NMT 102 CFU/g / Not tested
Ob6wee uncno rpubos He Gonee 102 KOE/r
Escherichia coli — absence in 1 g/ Not tested
Escherichia coli — otcyTcTBue B 1 1

Assay / KonnyectseHHoe Each coated tablet contents:

onpeaeneHune
90 mg to 105 mg of thiamine disulfide; / ot {100 mg / 100 Mr
90 mr o 105 mr TamuHa gucynbuaa;
190 mg to 210 mg of pyridoxine 203 mg / 203 mr
hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCHHA rMapoxnopuaa;
0.18 mg to 0.26 mg of cyanocobalamin./ |0.24 mg / 0,24 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 Tabnetok B 6nuctep us
nBX/NBAX/An.

Mo 2 6nuctepa ¢ MHCTPYKUMEN no
NPUMEHEHMIO B NAYKy KAPTOHHYHO.

Complies / CooTBeTcTBYeT

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / MpoAaykT:

NEl_JROBION® coated tablets
HEWPOBUOH®, TabneTku, nokpbiTbie 060M04KOiA

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 310724A
Bulk batch no.: / Homep naptu: 0065396769
Manufacturing date (mm.yyyy): /

Oata npouseoacrea (MMm.rrrr): 03.2024
Expiry date (mm. 1/

Cpok rogHocTH (MM.rrrr): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUM

c peructpauueii B Poccuu:

Mu ang Oxu Xenc Octpusa M'm6X aug Ko. OIN, ABcTtpus

Parameter / MapameTtp Specifications / Cneundukauun Results / PesynbTarthbl

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTtBeTCTBMY C HOPMATUBHOM CooTBeTtcTByeT
OOKYMEHTaUmnen. TpeboBaHuam

Storage / XpaHeHune

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

Shelf-life / Cpok rogHOCTH

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Haumenosanue: THIAMINE DISULFIDE / Tuamuna aucynochng
FP_Manufacturer API Batch number / Homep cepuu cybctaHumm
npoussogutens Mo: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTanumy npovssoauTens
APC: PRMU2294C59902

API Manufacturer name / HaumeHosaHue npoussogutens A®C: Procter &
Gamble Health Limited / Mpokrep 3ng Mm6n Xenc NMumuren

AP| Manufacturer country / Ctpana npoussoautens A®C: India / Uhgun

Name / HaumeHosanue: CYANOCOBALAMINE EP / Linanokobanamuu
FP_Manufacturer APl Batch number / Homep cepuu cy6cTaHumm
npoussogutens 1P: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cy6cTaHumMu nponssoauTenst
ADC: 2210130900

API| Manufacturer name / HaumeHoBaHue npounssogutens AOC: EuroAPI
France / EspoAllA ®panc

API Manufacturer country / Ctpana npoussoautens APC: France / ®paHuuna

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa ruapoxnopua

FP_Manufacturer API Batch number / Homep cepuu cybctaHumu
npoussogutens INNeP: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cy6cranLmm npoussoantens
ADC: JTPC+22054027C

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

Telefon +43 (0)4762 51 51-0

Sitz der Gesellschaft: Spittal an der Drau

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

WWW.pg.com

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

Product: / MpoAaykT:

NEUROBION® coated tablets
HEWUPOBUOH®, TabneTtku, NoKpbITbie 060104KOA

SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepusa Ne 310724A
Bulk batch no.: / Homep napTtu: 0065396769
Manufacturing date (mm.yyvyy): /

Data npoussoacrTea (MM.Irrr): 03.2024
Expiry date (mm. 1/

Cpok roaHocTH (MM.rrrr): 02.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenL B COOTBETCTBUMU

c peructpauueii B Poccuu:

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /

Mu anp Mxu Xenc Octpusa MM6X anp Ko. OI, ABcTpun

API Manufacturer name / HaumeHnosaHnve npoussogutens ASC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LlasHcn TaHbcuHe ®apmackloTkan
Ko., Nta.

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

Name / HaumeHosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP_Manufacturer API Batch number / Homep cepuu cy6ctaHuum
npoussogurensa [Mo: 91200960 - C601200104

API Manufacturer Batch number / Homep cepuu cybctaduuu npouseogurens
APC: JTPC+22054028C

API Manufacturer name / HaumenosaHue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3ancn TaHbcnHb ®apmacbloTukan
Ko., Nra.

APl Manufacturer country / Ctpana npoussoautens A®C: China/ Kuran

The batch complies with the specification according to ND JIC-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023) / Cepua cootBeTcTByeT TpebOBaHUSM HOPMAaTUBHOrO
pokymeHTa J1C-001540-150720 (n3meHenne Ne 1 ot 06.10.2020, uameHeHue
Ne 2 o1 18.11.2021, nameHenne Ne 3 ot 11.05.2023)

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



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  310724A 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:

81725416 81725416

Date of Manufacturing: Expiration Date:

03 MAR 2024 FEB 2026

Lot Quantity: Unit of Measure:

113,880.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038472014

Bulk batches consumed in the reported Batch Code:

Batch No: 0065396766, Manufacturing Date:03.03.2024

Batch No: 0065396767, Manufacturing Date:03.03.2024

Batch No: 0065396769, Manufacturing Date:05.03.2024

Manufacturing Site:

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

Quality Control Site:

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

Packaging Site:

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

Certification Statement:

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

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:
n/a

Printed by: DN4429 Print Date: 08.05.2024 Page: 1 of 2




SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Usage Decision Code:
ACC - Accept

Approved By:

Certificate of Compliance

Date Approved:

Larissa Hermann, MSc. (DN4429) / Qualified Person 08.05.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429

Print Date: 08.05.2024

PeG
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