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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / MpoAykT:

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

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpbITbIe 060M104KOW

81725416
309222A

Manufacturing date (mm.yyyy): /

Odarta npoussoacrea ‘MM.I’I’I’I’!:

Expiry date (mm.yyyy): /

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

registration in Russia: /

01.2022

12.2023

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

MpousBoauTenb B COOTBETCTBUU

c peructpaumeit B Poccuu:

Mu anp Mxu Xenc Octpus T'M6X aHAa Ko. O, Asctpus

Parameter / Mapametp

Specifications / Cneundukauuu

Results / PesynbTarhl

Appearance / OnucaHve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnele, ABosiKOBbINYKNble
TabneTkn, NOKpbITbie 060N0YKOM NOYTH
6enoro useTa, 6necrauue, co cnadbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSIKOBbLINYKIblE
TabneTtkun, NOKPbITLIE
obonoukon nouTn
6enoro uBerTa,
6necTtawue, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / NoanuHHOCTL

- thiamine disulfide /

TamuHa gucynbdua

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /
NMPUAOKCHHA rMAPOXNopua,

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 yaepxuBaHnA OCHOBHbIX MUKOB
Ha  xpomMarorpamMax  WUCMbITyeMblX
pacTBopoB, [AOMKHbI COOTBETCTBOBATH
BPpEMEHaM  YAEpPXWBAHUA  OCHOBHbIX
NMKOB Ha XpomaTorpamMmax CTaH4apTHbIX
pacTBOpoB  TMamMuHa  AucynbduAaa,
NUPUOOKCUHA ruapoxnopuaa n
unaHokobanamuHa (paspen
«KonnyectBeHHOE onpegenexue»).

Conforms /
cooTBeTCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / lpoaykr:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NoKpbITbie 060/104KOM

81725416
309222A

Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.FTrT):

Manufacturer according to the

registration in Russia: /

01.2022

12.2023

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

I'lgousaogwrenb_s COOTBETCTBUMU

¢ peructpaumei B Poccuu:

MNu ana [xu Xenc Octpus Mu6X avg Ko. O, ABcTtpus

Parameter / NMapameTp

Specifications / Cneuutdukauum

Results / PeaynbTarthl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 |697.26 mg /

deviation from average weight / {mg + 5 %). / OT 665,00 mr go 735,00 Mr | 697,26 mr

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

OTKMOHEHWE OT cpeaHen macchl | 18/20 tablets: not morethan £ 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 / Pacnagaemoctb

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

< 20 min/ < 20 MWH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asiBNEHHOro KonuyecTsa TMaMmHa
aucynbtuaa AOMKHO NepenTn B
pacTBop Yepes 45 MUH.

95 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) oT 3as8BNEHHOro KONMYeCTBa
NUPUAOKCUHA rMMAPOXNOpPMAAa AOSMKHO
nepenTn B pacTeop Yepes 45 MuH.

97 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asABNEHHOro KONUYecTea
unaHokob6anammHa [OMKHO NepenTn B
pacTBop vepes 45 MuH.

109 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
wWwWWw.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: / Mpoaykr:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NoKpbiTble 060noYKoNn

81725416
309222A

Manufacturing date (mm.yyyy): /

Oata npousBoAcTBa (MM. I'I'I'I'!:

Expiry date (mm. :

CEOK TOOHOCTHU ‘MM.I'I'I'I'!!

Manufacturer according to the
registration in Russia: /

01.2022

12.2023

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

Mpoussoautens B COOTBETCTBUU

C peructpauuen B Poccum:

Mu anp Dxkn Xenc Octpusa F'm6X ana Ko. OF, ABcTpun

Related substances /
PoacreeHHble npumecu

Thiamine disulfide impurities: /

I'Igmmecm TUHamMnHa EVIC!HI:QMB&:

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methyipyrimidine - not more than 0.2 %; /
4-amunHo-5-ammHoMeTUN-2-
MeTunnupumMnanH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnyHas HenpeHTUum-
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: /

I'Igwmecw nnpuaokcHa rmapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumeceir — He 6onee 1,0 %.

<01%/<01%

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

Page 4 of 6 / Ctpanuua 4 us 6

Product: / MpoAaykr: NEUROBION® coated tablets
HEMPOBWOH?®, TabneTku, NOKpPbITbIe 060N04YKON
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 309222A
Manufacturing date (mm.yyyy): /
Oara npoussoacrTea (MM.rrrr): 01.2022
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 12.2023
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTensL B COOTBETCTBUU
¢ peructpauuen B Poccuu: Mu aua xu Xenc Octpua M'm6X axg Ko. O, ABcTpun

Cyanocobalamin impurities: /

MNpumecy LunaHokobanamuHa:

hydroxocobalamin - not more than 06% /0,6 %
8.0 %; / ruppokcokobanamuH — He 6onee

8,0 %;

individual unidentified impurity — not 0.6 % /0,6 %

more than 5.0 %; / eanHn4Has
HenaeHTUUUMPOBaHHaA NpUMech —
He 6onee 5,0 %;

total unidentified impurities - not more 1.0%/1,0%
than 13.5 % / cymma HengeHTucnun-
poBaHHbIx npumecen — He Gonee 13,5 %.

Total unidentified impurities of thiamine 1.0%/1,0%

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

Cymma HeMgeHTVIQVIIAVIQOBaHHbIX

npymecen TmammHa aucyneduaa,

OMPUAOKCUHA rugpoxnopuaa u
unanokobanamuHa — He 6onee 15,5 %.

Uniformity of dosage units

(every 5th batch) /

OpHOpPOQHOCTL A03NPOBAHUA

(Aans kaxxpon 5-oi cepum) Conforms / cooTBeTcTByeT

- thiamine disulfide Conforms
cooTBeTCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

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®PUKAT AHAINU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEUPOBWOH?®, Tabnetku, NokpbiTble 060M04KOM

81725416
309222A

Manufacturing date (mm.yyyy): /

gaTa npoussoacTea ! MM. rrrr[:

Expiry date (mm. 2/

CEOK rogHocTu ‘MM.I‘I‘I‘I‘!:

Manufacturer according to the

registration in Russia: /

01.2022

12.2023

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

ﬂgousaogwrenus Cc0o0TBEeTCTBUN

[ gemcrpagueﬁ B Poccuu:

Mu axva xu Xenc Octpus Nm6X avg Ko. O, Asctpus

Parameter / NapameTp

Specifications / Cneundukauuu

Results / PesynbTartbl

Microbial purity / (every 5th
batch) / Mukpobuonorvnyeckas
yuctoTa (Ans kaxaon 5-oi
cepun)

TAMC — NMT 103 CFU/g /
Obuwee 4ncno aapobHbIx
MuKpoopraHuamos He 6onee 103 KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6uwee uucno rpubos He Bonee
102 KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli - oTcyTcTBUe B 1 r

Absentin 1.0g/
OvcytcteyerB 1,01

Assay / KonnyecteeHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTok B
6nuctep ns NBX/NBOX/An.

Mo 2 6nucrepa ¢ UHCTpyKLMenh no
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

onpeaeneHuve
90 mg to 105 mg of thiamine disulfide; / | 100 mg / 100 mr
oT 90 mr go 105 mr TMamuHa
ancynbcuaa;
190 mg to 210 mg of pyridoxine 205 mg / 205 mr
hydrochloride; / ot 190 mr ao 210 mr
nUpUAOKCUHA rapoxnopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. [0.25 mg/ 0,25 mr
/010,18 mr 4o 0,26 mr
ynaHokobanamuHa.

Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CootseTcTByeT

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

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

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 AHAIIU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets
HEUPOBUOH®, TabneTkun, NOKpbITLIE 060NOYKOA

81725416
309222A

Manufacturing date (mm.yyyy): /
Qarta npoussoacrsa (MM.rrrr): 01.2022

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

12.2023

Manufacturer according to the

registration in Russia: /

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

Hgousaogmenb B COOTBETCTBUU

¢ perucrpauueit B Poccuu:

Mu anp Lxn Xenc Octpus Tm6X avg Ko. O, ABctpus

Parameter / NapameTtp Specifications / Cneuncdukauuun Results / PesynbTathl

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTBeTCTBUM C HOPMATUBHOW CootseTtcTByeT
AOKyMeHTauue. TpeboBaHnAM

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTH

2 years./ 2 ropa.

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /
Oara / nognucb kBanuduMpoBaHHOro nuua

The batch complies with the specification according to ND JIC-001540-
150720, variation 1 to ND from 06.10.2020 / Cepus ¢cooTBeTcTBYET
TpeboBaHNAM HOPMATUBHOIO BOKYMEHT -001540-150720,
namereHua Ne 1 k HO ot 06.10.2020

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

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




