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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, nokpbiTbie 060n04Koi

81725416
310322A

Manufacturing date (mm.yyyy): /

ga'ra npouv3ieoacTtea ‘MM.ITI'T!:

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

Manufacturer according to the
registration in Russia: /

01.2022

12.2023

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

I'Igousaogmenb B COOTBETCTBUU

¢ perucrtpauvein B Poccuu:

Mu anpa xu Xenc Octpusa M'M6X aHa Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneunucdrkauun

Results / PeaynbTaTbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOSKOBbINYKIble
Tabnerku, NOKpbITbIe 060N0YKON NOYTK
6enoro useta, 6necrawme, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOAKOBbINYKNbIE
Tabnertku, NOKpbITbIe
obonoukoi nouTtn
6enoro useTa,
6necTawue, co cnabbim
XapakTepHbIM 3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TUaMmuHa ,CI,Mch'IbeVIA

- pyridoxine hydrochloride /

nnMpuaoKcuHa rumapoxnopua

- 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 yaepxmBaHUA OCHOBHbIX MUKOB
Ha  Xxpomartorpammax  UCNbITYeMbIX
pacTBOpOB, AOMKHLI COOTBETCTBOBATb
BpEMEHaM  yAEPXMBAHWA  OCHOBHbIX
NAKOB Ha XpoMaTorpaMmmax CTaH4apTHbIX
pacTBOpoB  TWaMWHa  aucynbdunaa,
NUPUAOKCUHA rugpoxnopuaa "
unaHokobanammnHa (paspen
«KonuyectaeHHOe onpegeneHue).

Conforms /
coOoTBETCTBYET

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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbiTble 060M04KON

81725416
310322A

Manufacturing date (mm.yyyy): /

gaTa npou3isoncrtea ‘MM.I’I‘I‘I‘!:

Expiry date (mm. 4 )
Cpok rogHocTu (MM.rrIT):

Manufacturer according to the
registration in Russia: /

01.2022

12.2023

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

nQOMSBOEMTe.ﬂb B COOTBETCTBUUN

c peructpauueii B Poccum:

Mu ana xu Xenc Octpua N'm6X anp Ko. OIN, ABcTpun

Parameter / Mapametp

Specifications / Cneundukaumm

Results / PeaynbTaThl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00  (702.29 mg /

deviation from average weight / [ mg + 5 %). / Ot 665,00 mr ao 735,00 mr (702,29 mr

CpeaHsia macca Tabnetok u (700,00 Mr £ 5 %).

OTKNOHEeHue oT cpeaHen maccbl | 18/20 tablets: not morethan £+ 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 / Pacnagaemoctb

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 mexee 75 % (Q)
OT 3asiBNEeHHOro KonuyecTsa TMammnHa
Aavcynbduaa AOMKHO NEpenTy B
pacTeop Yepes 45 MuH.

99 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNIEHHOro KonuyecTea
NUPUAOKCMHA rMAPOXNOPUAA [OMMKHO
nepenTy B pacTeop Yepes 45 MuH.

101 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) ot 3asBNeHHOro konuyecTea
uuaHokobanammHa [OMKHO NepeTu B
pacTteop Yepes 45 MuH.

105 %

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: / Mpoaykr:

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

NEUROBION® coated tablets

HEMPOBWOH®, TabneTku, NoKpbITblie 060/104KOA

81725416
310322A

Manufacturing date (mm.yyyy): /

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

Cpok rogHocTy (MM.ITIIT):
Manufacturer according to the
registration in Russia: /

01.2022

12.2023

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

I'Igouaaogm'enb_a COOTBEeTCTBUU

¢ peructpauuens B Poccuu:

Mu ana xu Xenc Octpua M'mM6X anp Ko. OFF, Asctpus

Related substances /
PoacreeHHble npumecu

Thiamine disulfide impurities: /

ﬂgmmecm ThammHa gVIC!HbQI/IBaZ

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnuHas HengeHTUUUKN-
poBaHHas npumeck — He Bonee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /

HEMMGCVI nnupuaokcuHa rugpoxnopuaa:

individual impurity - not more than
0.2 %; / eaHU4Han npumecob —
He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cymma 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 Geselischaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A
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Product: / Mpoaykr: NEUROBION® coated tablets

HEMPOBUOH?®, Ta6neTku, NOKpbITbie 060104KOIA
SAP-Code: / Kon SAP: 81725416
Batch no.: / Cepus Ne 310322A

Manufacturing date (mm.yyyy): /

Qarta npousBoacTBa (MM.rrrr): 01.2022

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.FrrT): 12.2023

Manufacturer according to the

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

¢ perncrpauvei B Poccuu: Mu anp xn Xenc Octpua MM6X 3ng Ko. O, ABcTpusn

Cyanocobalamin impurities: /

Mpumecu LinaHoko6anamuHa:

hydroxocobalamin - not more than 03%/0,3%
8.0 %; / rngpokcokob6anamuH — He 6onee

8,0 %;

individual unidentified impurity — not 04%/04%

more than 5.0 %; / equHnJHasn
HenaeHTuULMpoBaHHaA NpUMeCh —
He 6onee 5,0 %;

total unidentified impurities - not more 06%/0,6 %
than 13.5 % / cymma HenaeHTUDULN-
pOBaHHbIX Npumecei — He 6onee 13,5 %.

Total unidentified impurities of thiamine |0.6 % /0,6 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
CymMmma HenaeHTUULUMPOBaHHbIX

npumecei TvamuHa ancynsduaa,

NUpMAOKCUHA rmapoxnopuaa u
unaHokobanamuHa — He 6onee 15,5 %.

Uniformity of dosage units

(every 5th batch) /

OpaHopogHOCTL 4O3MPOBAHUA

(ans kaxpaon 5-oth cepun) Conforms / cooTBeTcTBYET

- thiamine disulfide Conforms
cooTBeTCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 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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PG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / poaykT:

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

NEUROBION® coated tablets

HEUPOBWOH?®, Ta6neTku, NoKpbIThbie 060M104KOi#

81725416
310322A

Manufacturing date (mm.yyyy): /

ga'ra npounisoacrsa ‘ MM. I'I'I'I'!:

Expiry date (mm. 2
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the

registration in Russia: /

01.2022

12.2023

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

MpouseoauTens B COOTBETCTBUM

C perucrpauuei B Poccuu:

MNMu aup Loxu Xenc Octpus TM6X 3Hg Ko. OF, ABcTpuna

Parameter / Mapametp

Specifications / Cneundukauyun

Results / Pe3ynbTarthbl

Microbial purity / (every 5th
batch) / Mukpobunonorudyeckas
yucToTa (Ansa Kaxpon 5-on
cepun)

TAMC — NMT 103 CFU/g /
O6uiee uncno aspobHbIX
MukpoopraHusmos He 6onee 10° KOE/r

Not tested CFU/g/
He ucnbitano KOE/r

TYMC — NMT 102 CFU/g /
O6wee uncno rpubos He Gonee
102 KOE/r

Nottested CFU/g/
He ucnbitado KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue B 11

Absentin 1.0g/
OtcytcteyerB 1,0 r

Assay / KonnyectseHHoe
onpeaeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
ot 90 mr oo 105 mr TMamuHa

aucynbduaa;

100 mg/ 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
nUpMAOKCHHA rMAPOXNOPUAA;

205 mg / 205 mr

leaflet in a carton. / Mo 10 TabneTtok B
6nuctep us NBX/NBAX/AN.

Mo 2 6nucrepa ¢ MHCTPYKUMEH No
NPUMEHEHMIO B NAYKY KAPTOHHYIO.

0.18 mg to 0.26 mg of cyanocobalamin. |0.24 mg / 0,24 mr
{010,18 mr go 0,26 mr
unaHokob6anamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CootsetcTayeT

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTku, NOKPbITbIe 060104KOI

81725416
310322A

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.IIrT): 01.2022

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

12.2023

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

ﬂgomaogm'enb B COOTBETCTBUMU

¢ perucrpauueit B Poccuu:

OG, Austria/

Mu axua xu Xenc Octpus M'm6X ang Ko. OF, ABcTpus

Parameter / MapameTtp

Specifications /| Cneundukauum

Results / Pe3ynbTtaThl

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCTBUM C HOPMATUBHOW
OOKYyMEHTaUmen.

Complies as prescribed /
CootseTtcrayeT
TpeboBaHnaM

Storage / XpaHeHune

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

Shelf-life / Cpok rogHOCTW

2 years./ 2 ropa.

Assessment: / 3aknioyenue: The batch complies with the specification according to ND JIC-001540-
150720, variation 1 to ND from 06.10.2020 / Cepusi cooTBeTcTByeT

Date / Signature of Qualified Person: /

ara / nognucb KBanuuuMpoBaHHOTO Nuua

TpeboBaHUAM HOpMaTUBHOTO AokymeHTa JIC-

001540-150720,

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




