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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEAPOBWUOH?®, TabneTku, NOKpbITbie 060M104KOiA

81725416
314022A

Manufacturing date (mm.yyyy): /

Qara npoussogcrea (MM.rrrr):

Expiry date (mm. )

CEOK rogHocTu ‘MM.ITI'I'[:

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

nEOM3BOBMTel1b B COOTBETCTBUMU

¢ perucTtpauueii B Poccum:

Mu ang Mkn Xenc Octpusa 'm6X ang Ko. O, Asctpus

Parameter / [TapameTp

Specifications / Cneuudukauuun

Results / PeaynbTaThl

Appearance / Onucanuve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnbie, 4BOSAKOBLINYKMbIE
TabneTtku, NoxpbITbie 060N04KOIN NOYTH
6enoro useTta, 6necTawue, co cnabbiv
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOSKOBbLINYKIble
TabneTkun, NOKpbITLIE
obonoukon nouTn
6enoro yseTa,
6necTaAwme, co cnabbim
XapaKkTepHbIM 3anaxom.

Identification / MognuHHoCTb

- thiamine disulfide /

TUamuHa gucynedua

- cyanocobalamin /
unaHokobanamnH

- pyridoxine hydrochloride /
NUPUROKCUHA rMAPOXIOpUA

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 0CHOBHbIX MUKOB
Ha XpomaTtorpammax  UCnblTyeMbIX
pacTBopoB, [OMXKHbI COOTBETCTBOBATL
BpEMEHaM  yAEepXWBAHMA  OCHOBHbIX
NUKOB Ha XpomaTorpammax CTaHAapTHbLIX
pacTBopoB  TMaMuHa  Aucynbduaa,
nMpnaokcuHa rmapoxnopuaa "
unaHokoGanamuHa (pasgen
«KonuuecTBeHHOE onpegeneHue»).

Conforms /
cooTBeTCTBYyeT

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: / MpogykT:

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

NEUROBION® coated tablets

HEWPOBUWUOH®, Ta6neTku, NOKpbITbIe 060n04YKOM

81725416
314022A

Manufacturing date (mm.yyyy): /

Qata npousBogacTBa (MM.rrTT):
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

02.2022

01.2024

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

nQOM3BOBMTeﬂbj coOoTBEeTCTBUMN

¢ peructpauueii B Poccuu:

Mu ana fxu Xenc Octpusa 'mM6X avp Ko. OF, ABcTpus

Parameter / Mapametp

Specifications / Cneundukauuun

Results / PesynbTarbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 |697.66 mg/

deviation from average weight / |mg + 5 %). / Ot 665,00 mr go 735,00 Mr |697,66 mr

CpepnHsa macca TabneTok u (700,00 mr £ 5 %).

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 TabneTtok: He 6onee £ 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

< 24 min/ < 24 muH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asBMNEHHOro KonuyecTsa TMaMuHa
avcynbduna OOMKHO NepenTy B
pacTeop Yepes 45 MuH.

71 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) ot 3aaBneHHOro KonuyecTea
NMPUAOKCHHA MMAPOXNOpPUAA A0MKHO
nepenTy B pacTtaop Yyepes 45 MuH.

75 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KONUYecTBa
unaHokobanammnHa gOMKHO NepeinTu B
pacTeop 4Yepes 45 muH.

83 %

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 AHAJIU3A

Product: / [poAykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKPbLITbIe 060NoYKONn

81725416
314022A

Manufacturing date (mm.yyyy): /

Hata npoussoacTsBa ‘MM.ITI'I'!Z

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

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

Hgousaogwrenb B COOTBETCTBUMU

¢ peructpauuven B Poccuu:

Mu ana Qxn Xenc Octpua Mw6X anug Ko. O, Asctpus

Related substances /
PoacreeHHble npumeck

Thiamine disulfide impurities: /

Mpumecu TnamuHa gucynsduaa:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupumuauH
nMpuaoKevH (agaykr) — 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%/<01%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecu nupuaokcuHa ruapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymMma npumecen — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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 AHAIU3A
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Product: / Mpoaykr: NEUROBION® coated tablets
HEMPOBUOH?®, Ta6neTku, NoKpbITbie 060104KO#M
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 314022A
Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.ITIT): 02.2022
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 01.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpousBoauTENnb B COOTBETCTBUM
¢ peructpayuen B Poccum: Mv anp Qxu Xenc Octpua MM6X aug Ko. OT, AscTpus

Cyanocobalamin impurities: /
MNpumecn unaHokobanamuHa:

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

8,0 %;

individual unidentified impurity — not 05%/0,5%

more than 5.0 %; / eauHn4Has
HeuaeHTUuMpoBaHHasa NpUMecs —
He 6onee 5,0 %;

total unidentified impurities - not more 1.0%/1,0%
than 13.5 % / cymma HenaeHTudUUN-
poBaHHbIX npumecen — He 6onee 13,5 %.

Total unidentified impurities of thiamine [1.0% /1,0 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDULIMPOBAHHBLIX
npumeceii TamuHa aucynsduaa,

nMpnAoKCHHA rMMApPoXIopuaa 1
unaHokobanamuxa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OAHOPOAHOCTb [O3MPOBaAHUSA

(ans kaxgown 5-oi cepun) Conforms / cooTBeTcTayeT

- thiamine disuifide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau

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

www.pg.com UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS /| CEPTUOGUKAT AHATTU3A

Product: / MpoAykT:

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

NEUROBIONP coated tablets

HEWPOBUWUOH?®, TabneTku, NoKpbITbie 060M04KO

81725416
314022A

Manufacturing date (mm.yyyy): /

Qarta nponssoacTBa (MM.ITrT):
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.IIT):

Manufacturer according to the

registration in Russia: /

02.2022

01.2024

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

ﬂpousaogwrenb_a COOTBEeTCTBUN

¢ peructpaumeir B Poccum:

Mu ana xu Xenc Octpus M'm6X ang Ko. OI, ABcTpus

Parameter / NapameTtp

Specifications / Cneundukauuu

Results / Pesynbrartbl

Microbial purity / (every 5th
batch) / Mukpo6uonoruyeckas
ynucToTa (Ans Kakaown S-on
cepun)

TAMC — NMT 103CFU/g / <10 CFU/g/
O6wwee yncno aspobHbix <10 KOE/r
MUKpoopraHuamos He Gonee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g/
O6wee uncno rpubos He Gonee <10 KOE/Ir

102 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytcrBue B 1T

Absentin 1.0g/
OtcytcteyerB 1,01

Assay / KonnyectBeHHoe
onpepenexHve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
oT 90 mr go 105 mr TnammHa

ancynbthnga;

101 mg/ 101 mr

leaflet in a carton. / Mo 10 TabneTok B
6nuctep s NBX/NBAX/An.

Mo 2 6nuctepa ¢ UHCTpyKUMEl No
NPUMEHEHUIO B NAYKYy KAPTOHHYIO.

190 mg to 210 mg of pyridoxine 207 mg / 207 mr
hydrochloride; / ot 190 mr go 210 mr
NUpPUAOKCUHA rMapoxXIopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. {0.24 mg/ 0,24 mr
/o1 0,18 Mmr go 0,26 mr
unaHokoBanamuHa.
Package / YnakoBka 10 tablets in PVC/PVDC/AIlu blister. Complies /
2 blisters and a patient information CooTtseTcTBYET

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 / CEPTU®UKAT AHAJTU3A

Product: / MMpoaykr:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NOKpbITbie 060N04YKON

81725416
314022A

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.rrrr): 02.2022

Expiry date (mm. 2

CEOK rogHoCcTn ‘MM.l’l’I’I‘!:

01.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

I'Igousaogwrenb B COOTBETCTBUU

¢ peructpauuei B Poccuu:

0OG, Austria/

Muv ang xu Xenc Octpus MmM6X aHp Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneuundukauum

Results / PeaynbTaTthl

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCTBMN C HOPMATMBHOW
AOKyMEHTaunen.

Complies as prescribed /
CooteercTeyeT
TpeboBaHuam

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

Assessment: / 3aknioyeHune: The batch complies with the specification according to ND JIC-001540-
150720, variation 1 to ND from 06.10.2020 / Cepus cooTBeTcTByET

Date / Signature of Qualified Person: /
Qara / noanucb kBanuduuMpoBaHHOro nuua

TpeboBaHNAM HOPMATUBHOTO AOKYMEHT
nameHeHus Ne 1 k H ot 06.10.2020

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

-001540-150720,

Rechtsform: Offene Gesellschaft (OG)

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




