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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MMpoaykT:

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

NEUROBIONP coated tablets

HEWPOBUOH®, TabneTku, NOKpbITLIe 060NOUKOMN

81725416
344022A

Manufacturing date (mm.yyyy): /

gaTa npou3soancrea {MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.IrTT):

Manufacturer according to the

registration in Russia: /

10.2022

09.2024

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

MNpousBoauTens B COOTBETCTBUM

c perucrpaumeit B Poccuu:

Mu ana Dxmn Xenc Octpus M'm6X ana Ko. O, AscTpus

Parameter / NapameTp

Specifications / Cneuudukauum

Results / Pe3ynbTarb!

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, asosikoBbInyknble
Tabnertkun, NOoKpbITbIe 060N0YKON NOUTH
6enoro useTa, 6nectawume, co cnadbbim
XapaKTepHbIM 3anaxoMm.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbte,
OBOSAKOBbINYKNblE
TabneTku, NOKpbITLIE
obonoykoin no4uTn
6enoro useTa,
6nectawme, co cnabbim
XapakTepHbIM 3anaxom.

Identification / MoannHKocTL

- thiamine disulfide /

THamuHa aucynbcug

- cyanocobalamin /
uvaHokobanamuiH

- 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 yaepxuBaHUsi OCHOBHbIX NUKOB
Ha  xpomaTtorpammax  UCMbITyeMbIX
pacTsopoB, AOMXKHbI COOTBETCTBOBATH
BpEMEHaM  YAepXUBaHWA  OCHOBHbIX
NUKOB Ha XpomaTorpammax CTaHAapTHbIX
pacTeBopoB  TMammHa  Aucynbduaa,
nNUpUAOKCUHA rmapoxnopuaa "
umaHokobanamuHa (paspen
«KonuyectseHHoe 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
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: / [Ipoaykr:

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

NEUROBION® coated tablets

HEMPOBWOH®, TabneTky, NOKpbITbIE 060N04KOM

81725416
344022A

Manufacturing date (mm.yyyy): /

Qara npou3BoacTBa (MM.ITTT):

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):

Manufacturer according to the

registration in Russia: /

10.2022

09.2024

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

MpoussoauTens B cCOOTBETCTBUM

c perucrpauuven B Poccuu:

Mu ang Oxu Xenc Octpua MNmM6X ang Ko. OIN, ABcTpus

Parameter / MapameTp

Specifications / Cneuudbukauum

Results / PeaynbTtaTthl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 [700.15 mg/

deviation from average weight / |mg + 5 %). / Ot 665,00 mr go 735,00 Mmr | 700,15 mr

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

OTKINOHEHUE OT cpeaHen macchl | 18/20 tablets: not more than +5 % / Conforms /
18/20 TabneTtok: He 6onee *+ 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 TabneTok: He 6onee £ 10% COOTBETCTBYET

Disintegration / PachagaemocTtb

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

< 39 min/ £ 39 MuH

Dissolution

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

89 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asiBNEeHHOro konuyecTea
NUPUAOKCUHA rmapoxnopuaa AosmKHO
nepenT B pacteop Yepes 45 MmuH.

92 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) ot 3assneHHOro konu4ecTsa
unaHokobanamvHa 4OMKHO NepenTu B
pacTsop Yepes 45 MuH.

91 %

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

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBUWUOH®, Tabnetku, NOKpbITLIe 060N104KONH

81725416
344022A

Manufacturing date (mm.yyyy): /

gara npou3ssoacrea ‘MM.I’I’I’I’!:

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

Manufacturer according to the
registration in Russia: /

10.2022

09.2024

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

ﬂgoussogwrenb B COOTBETCTBUU

¢ perucrpaumnen B Poccuu:

Mu aup Mxn Xenc Octpua NM6X ang Ko. O, Asctpus

Related substances /
PoacTeeHHble npumecu

Thiamine disulfide impurities: /

I'Igmmecw TUaMmuHa EVIC!J'IbQVIEaZ

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMUHO-5-aMUHOMETWN-2-
mMeTuinupuMuanH — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecu nupuaokcuHa rmapoxnopuaa:

individual impurity - not more than
0.2 %; / epMHWYHaA npumechb —
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 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
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Product: / MpoaykT: NEUROBIONP® coated tablets
HEMPOBUOH®, TabneTku, NOKpbITLIE 060N04KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepuna Ne 344022A
Manufacturing date (mm.yyyy): /
Qata npousBoacTea (MM.rrrr): 10.2022
Expiry date (mm. 1/
Cpok rogHOCTU (MM.ITTT): 09.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MNpou3BoguTent B COOTBETCTBUMN
¢ perucrtpauuein B Poccuu: Nu 3na xm Xenc Octpusa MM6X 3HA Ko. O, ABctpus

Cyanocobalamin impurities: /
MNpumecu LnaHokobanamuHa:

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / rnapokcokobanamuH — He 6onee

8,0 %,

individual unidentified impurity — not 04%/0,4%

more than 5.0 %; / eguHu4Has
HenaeHTUUMpoBaHHas NPUMECH —
He b6onee 5,0 %;

total unidentified impurities - not more 09%/0,9%
than 13.5 % / cymma HeuaeHTMUUK-
poBaHHbIX npumece — He bonee 13,5 %.

Total unidentified impurities of thiamine 10.9% /0,9 %
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUDULMPOBAHHbIX
npumMecei TMaMmMHa aucynbduaa,
NUpUAOKCUHA rnapoxnopuaa u
unaHokobanamuxa — He 6onee 15,5 %.

Uniformity of dosage units

(every 5th batch) /

OaHOpOOHOCTL A03MPOBAHUA

(ans kaxaon 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 / CEPTUDPUKAT AHANTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkn, NOKpbITLIe 060M104KOMN

81725416
344022A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacTBa ‘MM.I'I'IT!!

Expiry date (mm. i)
Cpok rogHocTH (MM.ITTT):

Manufacturer according to the
registration in Russia: /

10.2022

09.2024

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

Mpou3soguTenb B COOTBETCTBUU

¢ peructpaumeit B Poccuu:

Mu ana Oxu Xenc Octpua MNw6X ana Ko. O, ABcTpus

Parameter / NapameTp

Specifications / Cneuudukauum

Results / Pe3ynbTathl

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
YucToTa (ANA Kaxaon 5-oi
cepuu)

TAMC — NMT 103 CFU/g /
O6wee uncno a3pobHbix
mukpoopraHuamos He 6onee 102 KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6wwee uucno rpubos He Gonee
102 KOE/r

Not tested CFU/g/
He ucnbitako KOE/r

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

Not tested CFU/g/
He ucnbitaHo KOE/r

Assay / KonnuecteeHHoe

Each coated tablet contents:

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

Mo 2 6ancTepa ¢ MHCTPYKUUER No
NPUMEHEHWNIO B NAYKy KAPTOHHYIO.

onpeaenexune
90 mg to 105 mg of thiamine disulfide; / {99 mg / 99 mr
oT 90 mr go 105 Mr TMamuHa
auncynbhunaa;
190 mg to 210 mg of pyridoxine 207 mg/ 207 mr
hydrochloride; / oT 190 mr go 210 mr
NUPULOKCUHA rMAPOXIIOPUAS,;
0.18 mg to 0.26 mg of cyanocobalamin. |0.24 mg/ 0,24 mr
/010,18 mr oo 0,26 mr
LuaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CooTteeTcTBYET

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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PG

CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEWPOBWOH?®, Tabnetku, NOKpbITLIE 060N104KON

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 344022A
Manufacturing date (mm.yyyy): /

Qara npoussogcrea (MM.rrrr): 10.2022
Expiry date (mm. |

Cpok rogHocTu (MM.rrrr): 09.2024

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co.

NpousBoauTenb B COOTBETCTBUU

c peructpayueii B Poccuu:

OG, Austria/

Mu ana Dk Xenc Ocrpua Mm6X aug Ko. O, ABcTpun

Parameter / NapameTtp

Specifications / Cneundukaymmn

Results /| Pe3ynsTtaTthl

Labeling / Mapkuposka

According to normative document. /
B cooTBeTCcTBUM C HOPMATUBHOW
OOKYMEHTaUNEN.

Complies as prescribed /
CootseTcTtByeT
TpeboBaHUAM

Storage / XpaHeHue

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

Shelf-life / Cpok rogHoCTH

2 years./ 2 roga.

Assessment: /| 3akntoyeHune: The batch complies with the specification according to ND JIC-001540-

Date / Signature of Qualified Person: /
Oarta / nognucb kBanuduUMpPoOBaHHOro nuua

150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021) /
Cepusa cooTseTcTByeT TpeboBaHUAM HOPMATUBHOEIO AokyMeHTa J1C-

18.11.2021)

P&G Health Austria GmbH & Co. OG

Hé6sslgasse 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




