Page 1 of 10 / CtpaHuua 1 u3 10 Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A p&G

Product: / MpoaykT: NEl;ROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NokpbITbie 060N04KON

SAP-Code: / Koa SAP: 80781326

Batch no.: / Cepus Ne 319325A

Bulk batch no.: / Homep napTu: 0137202357

Manufacturing date (mm.yyyy): /

Oarva npoussoncBa (MM.ITIT): 07.2025

Expiry date (mm. :/

Cpok rogHocTH (MMm.rrrr): 06.2027

Manufacturer according to the

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

Austria/

MpousBoauTensL B COOTBETCTBUN

¢ peructpauuen B Poccum: Mu 3va Mxu Xenc Octpusa FM6X sHA

Parameter / [apametp Specifications / Cneuundukaumun Results /
PesynbTaTthl

Appearance / OnucaHue Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell/ Kpyrnbie, coated tablets with
ABOSAKOBbINYKNble TabneTku, the weak
nokpbITble o6onoykon noytn 6enoro | characteristic smell/
ueeTa, 6necrawme, co cnabbim Kpyrnble,
XapaKkTepHbIM 3anaxom. ABOSIKOBbLINYKNblE

TabneTkn, NOKpbITbIE
obonoukow no4Tn
6enoro yseTa,
bnectawme, co

cnabbim

XapaKTepHbIM

3anaxom.

Identification / MognuHHOCTL
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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
wWww.pg.com UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANTU3A

Product: / Mpoaykr:

NEUROBION® coated tablets

HEMPOBUOH?®, Tabnetku, NokpbiTbie 060M104KOMN

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

Bulk batch no.: / Homep napru:

80781326
319325A

0137202357

Manufacturing date (mm.yyyy): /

gaTa npou3soacTBa !MM.I‘I’I’I’!:

Expiry date (mm. il |
CpoK rogHOCTH (MM.ITTT):

07.2025

06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpouszsoauTens B COOTBETCTBUU

¢ perucrtpauuen B Poccun:

Mu 3Ha Oxu Xenc Octpusa M'M6X aHa

Highly Restricted

PeG

Parameter / MapameTp Specifications / Cneuudukauumn Results /
Pe3ynbTathbl

- thiamine disulfide / Retention times of the main peaks in | Conforms /

the chromatograms of test solutions |cooTtsercTeyer
TMaMUHa AUCYTIEGUA should comply with the retention
- pyridoxine hydrochloride /  [times of the main peaks in the

chromatograms of thiamine disulfide,
MMPUACKCUHA MAPOXIIOPUA pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
unaHokoBanamuH (see Assay). / Bpemena

YAEPXMBaAHNA OCHOBHbIX MUKOB Ha

XpomaTorpammax UCnbiTyembix

pacTBOPOB, AOMKHbI

COOTBETCTBOBATH BpeMEHaMm

YAEPXKMBAHUA OCHOBHbIX MUKOB Ha

Xpomarorpammax ctaHgapTHbIX

pacTBOpOB TMamuHa aucynbduaa,

nNMPUAOKCHHA ruapoxnopuaa vn

UnaHokobanamuHa (pasgen

«KonuyecTBeHHOE onpeaeneHuey).
Average weight of tablets From 665.00 mg to 735.00 mg 702.74 mg/
and deviation from average |[(700.00 mg 5 %). / Ot 665,00 mr no (702,74 mr
weight / 735,00 mr (700,00 mr = 5 %).
CpepnHnasa macca Tabnetok n | 18/20 tablets: not more than £ 5 %/ |Conforms/
OTKNOHEHWE OT cpeaHen 18/20 TabneTok: He 6onee + 5% COOTBETCTBYET
macceol 2/20 tablets: not more than + 10 % / [ Conforms /

2/20 TabneTok: He 6onee * 10% COOTBETCTBYET

P&G Health Austria GmbH & Co. OG
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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

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A P&G

Product: / Mpogykr: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NnokpbITbie 060n104KON

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepusa Ne 319325A
Bulk batch no.: / Homep napTu: 0137202377
Manufacturing date (mm.yyyy): /

Qarta npoussogcTBa (MM.IIrr): 07.2025
Expiry date (mm. :

CpokK rogHoCTH (MM.rrTT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. 0OG,

MpoussoauTentL B COOTBETCTBUMN

¢ peructpauvein 8 Poccum:

Mu axa Oxuv Xenc Octpusa M'mM6X aHa

Parameter / MNapameTtp

Specifications / Cneuundukauunmn

Results /
PesynbTaThl

Disintegration /
PacnapgaemocTb

Not more than 60 min. / He Bonee
60 MuH

<33 min/ < 33 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disuifide label claim should pass into
solution in 45 min./ He meHee 75 %
(Q) oT 3aABnNeHHOro KonNu4yecTsa
TMaMUHa gucynbduaa 4OMKHO
nepenTn B pacTesop Yepes 45 MUH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75
% (Q) oT 3aABNEHHOro Konu4yecTea
NUPUGOKCHHA rmapoxnopuaa [omKHoO
nepewnty 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 LmaHokobanamuHa
AOMMKHO NepenTn B pacTeop vepes 45
MWH.

102 %

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
wWww.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Geselischafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNNU3A

Product: / MpoAykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKPbiTbIe 060M04KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319325A
Bulk batch no.: / Homep napTu: 0137202377
Manufacturing date (mm.yyyy): /
Oara npon3sBoacTsa (MM.rrrr): 07.2025
Expiry date (mm. :/
Cpok rogHocTH (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. 0OG,

MNpoussoauten. B COOTBETCTBUN

¢ perucrpauuen 8 Poccuu:

Mu 3na Oxv Xenc Octpusa TM6X 3HAa

Highly Restricted

PeG

Related substances /
PoacteeHHbIE npumecH

Thiamine disulfide impurities: /
Mpumecu TmamuHa ancynbdunaa:

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

<01%/<0,1%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) -
not more than 1.0 %; /
aMUHONUPUMUANH NUPUAOKCUH
(apaykr) — He Gonee 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-
meTunnvpumuauH — He 6onee 0,2 %);

<01%/<0,1%

Individual unidentified impurity - not
more than 0.2%; / eanHn4Han
HewnaeHTULMpoBaHHas NpUMECh —
He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not
more than 1.0 %. / cymma
HengeHTUUUNPoBaHHbLIX
npumecei — 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
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Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A P&G

Product: / MpoaykT: NEL}ROBlON@ coated tablets
HEUPOBWOH?®, TabneTku, NOKpbITbie 060N04KON

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

Bulk batch no.: / Homep napTu:
Manufacturing date (mm.yyyy): /
Oata npousBogcTea (MM.Irrr):
Expiry date (mm. :/

CpoK rogHoCTH (MM.IrTT):

Manufacturer according to the

registration in Russia: /
Austria/

MpoussoanTtens B COOTBETCTBUU
¢ peructpauueit 8 Poccuu:

80781326
319325A

0137202377

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu 3ua Oxu Xenc Octpus M'mM6X aHAa

Pyridoxine hydrochloride impurities: /
Mpumecn NMprUAOKCUHAa

rngpoxnopvga.

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

<01%/<01%

total impurities - not more than
1.0 %. / cymma npumecen — He
6onee 1,0 %.

<01%/<01%

Cyanocobalamin impurities: /
MNpumecu LimaHokobanamuHa:

more than 5.0 %; / equHnyHas
HenaeHTUULUMpoBaHHas NPUMECh —
He 6onee 5,0 %;

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

6onee 8,0 %;

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

total unidentified impurities - not more
than 13.5 % / cymma HenaeHTudULn-
poBaHHbIX npumecen — He Gonee

13,5 %.

11% /11 %

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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Highly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A P&G

Product: / Npoaykt: NEUROBION® coated tablets
HEWPOBUOH?®, TabneTku, NnokpbiTbie 060N04KON

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

Bulk batch no.: / Homep napTu:

80781326
319325A

0137202377

Manufacturing date (mm.yyyy): /
Qara npoussofcrea (MMm.rrrr): 07.2025

Expiry date (mm.yyyy): /
CpokK rogHocTH (MM.rrrr):

06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MNpou3ssoauTensL B COOTBETCTBUU

¢ perucrtpauvein B Poccun:

Nu 318 Oxu Xenc Octpusa F'MOX 3HA

Total unidentified impurities of
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 % / Cymma

HengeHTUdbuLMpoBaHHbiX I'IQVIMeCGI?I
TuhamuHa gmncynbuga, MMPUAoKCUHa

rmapoxnopuaa u
umnaHokob6anamuHa — He 6onee 15,5

11%/1,1%

%.

Uniformity of dosage units
(every 5th batch) /

OpaHopoaHocTb

[O03UPOBaHNA (ANA KaXaoM Conforms / cooTBeTCTBYET

5-oin cepwun)

- thiamine disulfide Conforms /
COOTBETCTBYET

- pyridoxine hydrochloride
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

Wwww.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAITU3A

Product: / MpoaykT: NEUROBION® coated tablets
HEMPOBWUOH?®, Tabnetku, NOKpbITLIE 060N0UKON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319325A
Bulk batch no.: / Homep naptu: 0137202377
Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.IrrT): 07.2025
Expiry date (mm. :/
CpokK rogHoCTH (MM.IrrT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

MpoussoauTens B COOTBETCTBUU

¢ peructpauuei B Poccum:

Mu aHa Oxu Xenc Octpua 'M6X aHg

Highly Restricted

PG

Escherichia coli — otcytctBue B 1 r

Parameter / [lapameTtp Specifications / Cneundukauum | Results /
Pe3ynbTarhl
Microbial purity / (every 5th | TAMC — NMT 103 CFU/g / Not tested
batch) / O6wee Yncno aapobHbix Not tested
Mukpobuonornyeckas MUKpPOOpraHu3amoB He 6onee
yncrota (ana Kaxaown 5-oin | 10° KOE/r
cepun) TYMC - NMT 102 CFU/g / Not tested
O6uwee yncno rpuboe He Gonee Not tested
102 KOE/r
Escherichia coli — absence in 1 g/ [Not tested

Assay / KonuiecTtBeHHoe
onpepeneHve

Each coated tablet contents:

90 mg to 105 mg of thiamine
disulfide; / ot 90 mr go 105 mr
TUAMWHA Ancynbhuaa;

101 mg /101 mr

leaflet in a carton. / Mo 10 TabneTok
B 6nncrep us MBX/MNBAX/An.

Mo 2 6nuctepa ¢ MHCTpPyKUMen no
NPUMEHEHNIO B NAYKY KAPTOHHYIO.

190 mg to 210 mg of pyridoxine 204 mg /204 mr
hydrochloride; / ot 190 mr go 210 mr
NMpUAOKCHHA ruapoxnopuaa;
0.18 mg to 0.26 mg of 0.24 mg /0,24 mr
cyanocobalamin. / ot 0,18 mr go
0,26 mr LywaHokobanamuHa.
Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. | Complies /
2 blisters and a patient information |CooTtBeTcTByeT

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Highly Restricted

PeG

Product: / MpoAykT:

NEUROBION® coated tablets
HEWPOBWUOH®, Tabnetku, NOKpbiTblie 060N04KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319325A
Bulk batch no.: / Homep naptu: 0137202377
Manufacturing date (mm.yyyy): /

Oarta npousBoacTea (MM.Irrr): 07.2025
Expiry date (mm. :/

Cpok rogHocTy (MM.ITTT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

ﬂgoussogmenb B COOTBETCTBUK

¢ peructpauuen B Poccuu: Mu aua Oxu Xenc Octpua F'MBX aHA

Parameter / [NapameTtp Specifications / Cneundmkauum | Results /
Pe3ynbTaTbl
Labeling / MapkupoBka According to normative document. / | Complies as
B cooTBETCTBUMN C HOPMaTUBHOW prescribed /
DOKyMeHTaLUueR. CooTtBeTtcrByeT
TpeboBaHMAM

Storage / XpaHeHue

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

Shelf-life / Cpok roaHocTu

2 years. / 2 roga.

APls used in FPC-
Batch:

Name / HanmeHosaHve: THIAMINE DISULFIDE / Tnamuna
avcynbdun

FP Manufacturer AP| Batch number / Homep cepuu cyBetanumu
npoussogutens [No: 91652246 - C601500065, C601500066;
AP] Manufacturer Batch number / Homep cepumn cy6ctadumv
npoussoguTens A®C: PRMU5157C59901, PRMUS5155C59900;
AP| Manufacturer name / HaumeHosanue npoussogutens APC.
Procter & Gamble Health Limited / Mpokrep aup Mam6n Xenc
NumnuTten

API Manufacturer country / Ctpana npoussogutens A®C: India /
Unan
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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
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P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A P&G

Product: / NpoaykT: NEL}ROBION“’ coated tablets
HEUPOBWUOH?®, TabneTku, NoKpbITbie 060n04KON

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 319325A

Bulk batch no.: / Homep naptu: 0137202377
Manufacturing date (mm.yyyy): /

Darta npoussoacraa (MM.rrrr): 07.2025
Expiry date (mm. )
CpokK rogHoCTH (MM.IFIT): 06.2027

Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/

MNpou3ssoauTensL B COOTBETCTBUN
¢ peructpauuen B Poccuu: Mu a1 Dxu Xenc Octpus M'mo6X aHg

Name / HanmeHoeanne: CYANOCOBALAMINE EP /
UvaHnoko6anamuH

FP Manufacturer AP Batch number / Homep cepun cybctanumm
npoussogutens [Jid: 91181664 -C601400002, C601400004;
API Manufacturer Batch number / Homep cepun cy6ectaHumm
nponssoautens A®C: 2412611404, 2412621446, |
AP| Manufacturer name / HaumeHosaHue npoussoautens A®C: |
EuroAPI France / EBpoAll/ ®panc

API Manufacturer country / CTpana npoussogurenst A®C: France /
®paHuun

Name / HanmeHosaHue: PYRIDOXINE HYDROCHLORIDE EP
JIANGXI / MupuaokcuHa rnapoxnopua,

FP Manufacturer API Batch number / Homep cepuw cybcraHumm
npoussoautens INMao: 91200960 - C601500052, C601500057;

APl Manufacturer Batch number / Homep cepuu cy6cTaHumv
npoussoguTens A®C: JTPC+24124022C, JTPC+24124021C;

AP Manufacturer name / HaumeHoBanue npoussogutens A®C:
Jiangxi Tianxin Pharmaceutical Co., Ltd. / isaHcu TAHbCUHB
®apmacstoTukan Ko., fira.

AP| Manufacturer country / CTpada npoussoautenss AQC: China/ i
Kutan
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIU3A P&G

Product: / Mpoaykr: NEleROBION® coated tablets
HEWPOBWOH®, TabneTku, NOKpbITLIE 060N04KON
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 319325A
Bulk batch no.: / Homep napTtu: 0137202377
Manufacturing date (mm. )
Oara npousBoacTsa (MM.rrrr): 07.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 06.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria/
MpousBoauTent B COOTBETCTBUU
¢ perucrpauuein 8 Poccuu: MNMu 3na Oxu Xenc Octpua MTM6X 3HA

Assessment: / 3akniouenmne: The batch complies with the specification according to ND JIC-
001540-150720 (amend No 1 from 06.10.2020, amend No 2
from 18.11.2021, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepusa cooTeeTcTBYET TpebosaHUAM
HOopMaTWBHOro AokymeHTa J1C-001540-150720 (n3ameHeHve
Ne 1 oT 06.10.2020, nameHenune Ne 2 ot 18.11.2021,
nameHeHune Ne 3 ot 11.05.2023, nameHeHve Ne 4 ot
30.11.2023)

HERMANN Larissa
09 0CJ/A025

Date / Signature of Qualified Person: / O ﬁ) M&&\g . M_/L &M Vi
' i

ga'ra / noanunuchb KBaHMQMHMEOBaHHOTO nuua
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) - RU  319325A
Importing Country: Dosage Form:
RU coated tablets

Strength/Potency:
100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 pg cyanocobalamine

Brand Code: Contractor Item No:
80781326 80781326

Date of Manufacturing: Expiration Date:
03 JUL 2025 JUN 2027

Lot Quantity: Unit of Measure:
76,560.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40039227581

Bulk batches consumed in the reported Batch Code:

Batch No: 0137202357, Manufacturing Date:03.07.2025

Batch No: 0137202377, Manufacturing Date:03.07.2025
Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

1 hereby certify that the above information is authentic and accurate. This batch of product has

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regutatory Authority and with the specifications
in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:

n/a

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 10.09.2025

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 10.09.2025

PeG

Package Size:
20

Package Type:

blisters

Page: 1 of 1



Highly Restricted

PeG

Page 1 of 10/ Ctpaxvua 1 13 10

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NoKpbiTble 060M04KON

Product: / lpoAykT:

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 319325A
Bulk batch no.: / Homep naptu: 0137202377
Manufacturing date (mm.yyyy): /

Dara npoussoacTsa (MMm.rrrr): 07.2025
Expiry date (mm. :/

Cpok rogHocTH (MM.rTTT): 06.2027

Manufacturer according to the

registration in Russia: /
Austria/

NpousBogutens B COOTBETCTBUU
¢ peructpauuen B Poccuu:

P&G Health Austria GmbH & Co. OG,

Mu aug Dxu Xenc Octpust TM6X aHA

Parameter / NapameTp

Specifications / Cneundukauumn

Results /
Pe3ynbTaTth!

Appearance / OnucaHune

Round, biconvex, glossy off-white
coated tablets with the weak
characteristic smell/ Kpyrnble,
LBOSAKOBbINYKNble TabneTky,
nokpbITbie 060M04Kon noyTn 6enoro
useta, bnecrAwwme, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white
coated tablets with
the weak
characteristic smell/
Kpyrnbie,
ABOSKOBbINYKNblE

TabneTtku, NOKpbITbIE
obonoukon no4TtH
6enoro ugeTa,
6necrtawue, co
cnabbim
XapakTepHbIM
3anaxom.

Identification / MNognuHHOCTb

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / Mpoaykr:

Highly Restricted

PeG

NEUROBION® coated tablets

HEWPOBMWOH?®, TabneTku, NOKpbITbIE 0GONO4KON

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

Bulk batch no.: / Homep napTtu:
Manufacturing date (mm.yyyy): /
Oata npousBofacTBa (MM.Iirr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrer):
Manufacturer according to the
registration in Russia: /

Austria/

MpoussoauTens B COOTBETCTBUN
¢ pernctpauuen B Poccuu:

80781326
319325A

0137202377

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu 3xa Dxn Xenc Octpua T'M6X ana

Parameter / lapameTtp Specifications / Cneundukaumnmn Results /
Pesynbrarthl
- thiamine disulfide / Retention times of the main peaks in | Conforms /
the chromatograms of test solutions [ cooTseTcTByET
THaMUHa AMCYNIbhUA should comply with the retention
- pyridoxine hydrochloride / | times of the main peaks in the
NVPUAOKCMHE FMAPOXNOPUA chrpmaf(ograms of thigmine disulfide,
pyridoxine hydrochloride and
- cyanocobalamin / cyanocobalamin standard solutions
unaHokoBanamuH (see Assay). / BpemeHa
YAEPXUBaHUA OCHOBHbIX MWUKOB Ha
Xpomarorpammax ucnbiTyembix
pacTBOPOB, AOMKHbI
COOTBETCTBOBaTbL BpeMeHaMm
YAEPXUBaHWUA OCHOBHBIX MUKOB Ha
XpomMaTorpaMmmax CtaHaapTHbiIX
pacTBOpOB TMamuHa gucyneduaa,
NAPUMAOKCHHA rmapoxnopuaa u
unaHokobanamuHa (pasgen
«KonuyectBeHHOE onpegenexHme).
Average weight of tablets From 665.00 mg to 735.00 mg 704.90 mg /
and deviation from average |(700.00 mg £ 5 %). / O1 665,00 mr po [ 704,90 mr
weight / 735,00 mr (700,00 mr + 5 %).
CpeaHas macca TabneTtok u | 18/20 tablets: not more than 5 %/ | Conforms /
OTKNOHEeHue OT cpegHen 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
mMacchl 2/20 tablets: not more than £ 10 % / | Conforms /
2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

P&G Health Austria GmbH & Co. OG
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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

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MMpoaykT:

NEUROBION®? coated tablets

HEWPOBUWUOH®, Tabnetku, NoKpbITbie 060N104KOM

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Oara npousBofcTBa (MM.ITTT):

Expiry date (mm. )

Cpok rogHOCTH (MM.FITT):
Manufacturer according to the
registration in Russia: /
Austria/

MpousBoauTensL B COOTBETCTBUU
¢ pernctpauuveir B Poccuu:

80781326
319325A

0137202357

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu ana Oxu Xenc Octpua TM6X 3HA

Highly Restricted

PeG

Total unidentified impurities of

1.0%/1,0%

thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -

not more than 15.5 % / Cymma

%.

HEWAEHTUMDULIMPOBAHHBIX NPpUMECEN
TMaMuHa aucynbduaa, NUpuaoKkcuHa
rmgpoxnopuga un

uvaHokobanamuHa — He 6onee 15,5

Uniformity of dosage units

(every 5th batch) /

OpHopoaHOCTb

po3vpoaHus (ans kaxgon | Conforms / cooteeTtcTayeT

5-oi cepum)

- thiamine disulfide Conforms /
cooTBeTCcTBYeT

- pyridoxine hydrochloride
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
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Rechtsform: Offene Gesellschaft (OG)
Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschréankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A P&G

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWUOH?®, TabneTku, NOKpbITbie 060n04KON

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

Bulk batch no.: / Homep napTu:
Manufacturing date (mm.yyyy): /

Oata npousBoacTBa (MM.ITTT):
Expiry date (mm.yyyy): /

Cpok rogHoCTyH (MM.ITTT):
Manufacturer according to the
registration in Russia: /
Austria/

MpoussoauTenb B COOTBETCTBUU
¢ peructpauuen B Poccum:

80781326
319325A

0137202357

07.2025
06.2027

P&G Health Austria GmbH & Co. OG,

Mu ana Dxu Xenc Octpuna FTM6X 3HA

Assessment: / 3akniouenme: 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, amend No 3 from 11.05.2023, No 4 from
30.11.2023) / Cepua cootBeTCTBYET TPebOBaAHUAM
HopmaTUBHOro AokymeHTta J1IC-001540-150720 (usmereHue
Ne 1 ot 06.10.2020, uameHeHue Ne 2 ot 18.11.2021,
nameHeHne Ne 3 ot 11.05.2023, nameHeHve Ne 4 ot

30.11.2023)

Date / Signature of Qualified Person: /

HERMANN Larissa
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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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)




