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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbITbIe 060N04KOMN

81725416
333622A

Manufacturing date (mm.yyyy): /

OaTa npoussoacTBa (MM.IIIT):

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.FrrT):

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

MpouszsoguTens B COOTBETCTBUU

c peructpauueni B Poccuu:

Mu ang Oxu Xenc Octpua M'm6X ang Ko. OF, AscTtpun

Parameter / Napametp

Specifications / Cneunudukaumm

Results / PeaynbTaTthl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOAKOBbINYKMbIE
TabneTku, NOKPbITbie 060NOUKOWN NOYTH
6enoro useta, 6necraiwue, co cnabdebim
XapaKkTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
DBOSIKOBbINYKNbIe
TabneTku, NOKpPbITbIE
o6onoykon noYuTn
Oenoro useTa,
6nectawmwe, co cnabbim
XapaKTepHLIM 3anNaxoMm.

Identification / MognuHHOCTL

- thiamine disulfide /

ThamuHa aucynbdua,

- cyanocobalamin /
umaHokobanammH

- pyridoxine hydrochloride /
NUPUAOKCUHA 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 yaepxmBaHUs OCHOBHBIX NMUKOB
Ha  XxpomaTtorpammax  UCNbITyEeMbIX
pacTBopoOB, A[OMKHbI COOTBETCTBOBATH
BpEMEHAM  YAEPXKMBAHUA  OCHOBHbIX
NUKOB Ha XpomMaTorpaMmmMax cTaHAapTHbIX
pacTBOpoB  TWaMuHa  Aucynbduaa,
nMpUZOKCUHa rmapoxnopuga "
LuaHokobanammnHa (paspen
«KonuyecteserHoe onpeaeneHue).

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
WWW.pg.com

Rechtsform: Offene Gesellschaft (OG)

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




Page 2 of 6 / CtpaHuua 2 us 6

PeG

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NoKpbITbIe 060M104KON

81725416
333622A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrea ‘MM.I’I’I’I’!:

Expiry date (mm.yyyy): /

CpoK rogHOCTH (MM.ITFT):

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

ﬂgoussogmenb B COOTBETCTBUN

c peructpauuven B Poccuu:

Mu ana Dk Xenc Octpuna MM6X 3Ha Ko. OIN, Asctpus

Parameter / NapameTp

Specifications / Cneuudukaumnu

Results / PesynbTaTthbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 705.22 mg/

deviation from average weight/ [mg £ 5 %). / Ot 665,00 mr go 735,00 Mr | 705,22 mr

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

OTKNOHeHue oT cpeaHer 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 tabneTok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTtb

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

<€ 34 min/ £ 34 Mmun

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asiBNEHHOro Konu4ecTsa TMamunHa
avcynscuaa BOMKHO NepenTy B
pacTeop yepes 45 MuH.

100 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KonNU4ecTea
NUPVAOKCUHA MMAPOXITOPUAA AOIHKHO
nepenTn B pacTeop Yepes 45 MuH.

99 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KONUYecTea
unaHokobGanaMmmHa [OMKHO NepenTu B
pacTsop Yepes 45 MUH.

113 %

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 Geselischaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAIIU3A

Product: / [poaykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NoKpbITbie 060/104KON

81725416
333622A

Manufacturing date (mm.yyyy): /

darta npon3sgoacTBa (MM.rrrr):

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

Manufacturer according to the
reqistration in Russia: /

08.2022

07.2024

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

"QOM:%BOQMTeﬂb B COOTBETCTBUU

C perucrpaumein B Poccuu:

Mn anp Dxmn Xenc Octpua M6X ana Ko. OIN, Asctpun

Related substances /
PoacteeHHble npumecu

Thiamine disulfide impurities: /

ﬂgwmecvn TUNaMmuHa gMC!ﬂbQMEaI

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

01%/ 01%

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMmuHo-5-amMnHoMeTun-2-
MeTUNNUPUMUAWNH - He Bonee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eauHN4YHan HemaeHTUULK-
poBaHHasn npumecs — He bonee 0,2 %;

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecn NupuaokcHa ruapoxnopuaa:

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

<01%/<0,1%

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 / CEPTUDPUKAT AHATTIU3A

Page 4 of 6 / CtpaHuna 4 3 6

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBUOH®, TabneTkyn, NOKpPbITble 060/104KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusi Ne 333622A
Manufacturing date (mm.yyyy): /
Odara npoussoacrea (MM.rrrr): 08.2022
Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.ITTT): 07.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MNpoussogutens B COOTBETCTBUM
¢ perucrpauuen B Poccuu: Mu 3ng Dxku Xenc Octpust TM6X 3aHA Ko. O, ABcTtpus

Cyanocobalamin impurities: /
Mpumeck LinaHokobanamuHa:

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / rvapokcokobanamuH — He Gonee

8,0 %;

individual unidentified impurity — not 0.7% /0,7 %

more than 5.0 %; / eauHu4Han
HenaeHTUULUMpoBaHHan NPUMECh —
He 6onee 5,0 %;

total unidentified impurities - not more 11%/11%
than 13.5 % / cymma HengeHTuUum-
poBaHHbIX NpumMecen — He 6onee 13,5 %.

Total unidentified impurities of thiamine 11%/11%

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

Cymma HenaeHTUuLMpoBaHHbIX

npumecen TuamuHa aucynbduga,

OUPWUAOKCUHA rMApPOXNopnaa u
unaHokobanamuHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OAHOPOAHOCTL A03UPOBAHUSA

(ans kaxxpon 5-oi 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 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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoAykT:

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

NEUROBIONP® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITLIe 060104KOMN

81725416
333622A

Manufacturing date (mm.yyvyy): /

ga'ra npoun3ssoacraa ! MM. I'I'I'I'!:

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

Manufacturer according to the

registration in Russia: /

08.2022

07.2024

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

I'Igousaogm'enb B COOTBETCTBUMN

c peructpauuven B Poccum:

Mu ang Bxm Xenc Octpua M'v6X aug Ko. O, ABcTpus

Parameter / MapameTp

Specifications / Cneundukaumum

Results / PesynbTathl

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
4UCTOTa (ANA Kaxaon 5-oi
cepun)

TAMC — NMT 10 CFU/g /
O6Lwee 4yncno aspobHbix
MukpoopraHnamos He 6onee 10° KOE/r

Not tested CFU/g/
He ucnbeitaHo KOE/r

TYMC —~ NMT 102 CFU/g /
O6uwee yncno rpubos He Gonee
102 KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctene B 1 r

Not tested CFU/g/
He ucnbitaHo KOE/r

Assay / KonnyecteeHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
ot 90 mr go 105 mr TMammnHa
avcyneuaa;

99 mg /99 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCUHA rMAPOXNOPVAA;

201 mg/ 201 mr

leaflet in a carton. / Mo 10 Tabnetok B
6nuctep uz NBX/NBOX/An.

Mo 2 6nucTepa ¢ UHCTPyKUMeEn No
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

0.18 mg to 0.26 mg of cyanocobalamin. {0.24 mg / 0,24 mr
/o1 0,18 mr po 0,26 mr
unaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CootseTcTBYET

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 AHAINTU3A

Product: / [poaykT:

NEl}ROBION® coated tablets
HEWUPOBWUOH®, Tabnerku, noKpbiTbie 060M04KOM

SAP-Code: / Kon SAP: 81725416
Batch no.: / Cepua Ne 333622A
Manufacturing date (mm. :/

Oata npouspoacTBa (MM.rrrr): 08.2022
Expiry date (mm.yyyy): /

CpokK rogHOCTH (MM.FITT): 07.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

¢ perucrpauueii 8 Poccum:

Mu 3ua Dxn Xenc Octpusa MM6X aHva Ko. OI, ABcTpun

Parameter / MapameTtp Specifications / Cneundukauum Results / Peaynbrarbl

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTseTCcTBUN C HOPMATUBHOW CootBetcrByeT
OOKyMeHTauunen. TpebosaHuam

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocT!

2 years./ 2 roga.

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: / if

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) /
Cepus cooTsercTayet TpeboBaHuUA pMaTyBHOro AokymeHra JIC-
001540-150720 (n3meHeHue Ne 1 o .2020, nameHeHnue Ne 2 ot

18.11.2021) UNTE a(7 ERfThomas

ara/ noanuchb KBanuuUUpPoOBaHHOro nuua

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




