CEPTUOUKAT AHANU3IA/

Gl®Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

e-mail: office.lannach@gl-pharma.at

CERTIFICATE OF ANALYSIS

HaumeHosanue npenapara: Helipoguknosur, Kancynel ¢ MOANMULIMPOBAHHBIM BbicBOBOXAEHMEM

Product name:

Cepusi/Batch no.: K01927
Aara npouasoacreal 02.2025
Manufacturing date:

Hata vcteuenus cpoka 02,2027
roaHocT/Expiry date:

KonwyecTeo Tabnetok B 30

nakoske/Package size:

Neurodiclovit medified-release capsules

9116Mpenapar / Product

HeipoguknoauT, kancynel ¢ MOAWDULNPOBAHHBIM BLICBOGOKAGHUEM
INeurodiclovit medified-release capsules

HH/INN

fluknocbeHak + NUPUAOKCHH + Thamun + unavokoBanamux
Diciofenac + pyridoxine + thiamine + cyanocobalamin

CTpaHa — nponasoauTens / Country of
manufacturer

cTpus / Austria l

Homep peructpaumonHoro YAOCTOBEpEeHMsn
Number of registration certificate

N1C-002517 para pervuctpaymn 29.11.2071 / Registration date 29.11.2011

fara nepepeructpaumu 04.12.2023 / Variation date 04.12.2023 '

HopmaTueHas aokymenTaums/ MameneHus
/Normative Document/Variation number

J1C-002517-041223,
Wam. Ne1 or 29.03.2024
Var. #1 from 29.03.2024

{lepxatens pervcrpayvoHHoro
YAoCToBepeHun / Marketing Authorization
Holder

000 Bayw Xenc / Bausch Health LLC

Mmnoptep / Company Importer

000 «Bayw PYMO» / Bausch RUMO LLC =

[103npoBKa/aKTUBHOCTL wknodeHak Hatpus 50 mr/ Diclofenac sodium 50 mg
IpuaokeuHa rugpoxnopug 50 mr / Pyridoxine hydrochioride 50 mg
Strength/activity Twamuna rugpoxnopua 50 mr / Thiamine hydrochloride 50 mg

UnanokoBanamun 0,25 mr / Cyanocobalamin 0,25 mg

ekapcTeeHHan dopma /Pharmaceutical
orm

Ancynb! ¢ MOANDMLMPOBaHHbIM BbiCBOGOXAEHHEM / Modified-release capsules [

Paamep 1 TN ynakoekw / Volume and the
type of package

Mo 10 kancyn 8 An/An 6nucrep.

Mo 3 bnuctepa emecte ¢ uHCTPYKUMER No NPUMEHEHWIO B KBPTOHHOWM Navke. /
There are 10 capsules in a Al/Al blister.

On 3 blisters together with the instruction on application in a cardboard pack.

Homep cepuu / Batch number

Paamep cepuu / Batch volume

[laTa nponasoacrea / Manufacturing date

lopen ao / Expiry date

K01927

75.661
02,2025
02.2027
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Gl®Pharma

G.L. Pharma GmbH - LAN NACH
Schlossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

e-mail: office.lannach@gl-pharma.at

CEPTUOUKAT AHANU3A/
CERTIFICATE OF ANALYSIS

HaumeHosanwe npenapara: Heiipoauknosur, kancyns! ¢ MOAMDULMPOBAHHBIM BLICBOBOXAEHEM

Product name: Neurodiclovit modified-release capsules
Cepus/Batch no.: K01927
[ara npoussoacreal 02.2025
Manufacturing date:
fara vcrevenus cpoka 02.2027
roaHocTW/Expiry date:
Konwuecteo Tabnetok B 30
nakoeke/Package size:
Appearance ard gelatin capsules No. 1, orresponds [
(Visually) ody: light pinkish yellow, opaque,
p: pinkish brown, opaque |
apsule content: mixture of white granulate (diclofenac
odium) and pink powder (thiamine hydrochloride, pyridoxine
hydrochloride, cyanocobalamin) |
CpeaHsa macca kancyn u 12450 mr £ 10 % 250,7 mr
OfHOPOAHOCTL MacChl 18/20 - He Gonee + 10 % CooTeetcrayer
EBp. ©., ®EASC wnu ' Po 2/20 — ne Gonee + 25 % ICooteeTcrayer
Average capsule weight and uniformity of  [245.0 mg + 10 % 250.7 mg '
Imass 18/20 - not more than + 10 % Corresponds ‘
Ph. Eur., Ph. EAEU or SP RF 2/20 - not more than + 25 % Corresponds _‘
CpeaHsn macca coaepxumoro Kancyn u 168,0 Mr+ 10 % 1749 mr ‘
IOAHOPOAHOCTL MACChl 18/20 - He Gonee + 10 % CooTeetcrayer
Esp. @., PEA3C unu e Po 2/20 — ne Gonee + 20 % Cooteercrayer
Average weight of capsule contents and 168.0 mg £ 10 % 174.9 mg
uniformity of mass 18/20 — not more than + 10 % Corresponds
Ph. Eur., Ph. EAEU or SP RF 2/20 — not more than + 20 % ICorresponds
OaHOpoAHOCTL eanHMAL AO3NPOBAHMA: MNokasatent npuemnemocty (AV) =15 % 5,9 4
uKknodeHak HaTpuA
Bp. ®., ®EASC unn e Po |
niformity of dosage units: diclofenac
ium fAcceptance value (AV) < 15% 5.9
Ph. Eur., Ph. EAEU or SP RF
Pacnagaemocts He Gonee 30 muH < 2 MUH. [
Not more than 30 min < 2 min.

Esp. ©., PEASC wnn ' P ‘

Disintegration
Ph. Eur., Ph. EAEU or SP RF

MoanuHHocTs BAMKX BpemeHa yaepuunsaHus OCHOBHBIX NWKOB Ha Xpomarorpammax | CooTeeTcTayet
VCNbITYEMbIX PACTBOPOB [0MXKHb! COOTBETCTBOBATL BpeMeHam |
YASPMUBAHWA NWKOB AVKNOdeHaKa HATPUA, THaMUHa
FMAPOXNOPUAAE, NMPUAOKCHHE rMAPOXNOPMAE 1 ‘
UnaHokoBanammHa Ha xpomaTorpamMmax COOTBETCTRYIOLMX
CTaHAapTHLIX pacTBopos (cM. pasaen «KonwuecTsexHoe
onpeaenexves),
Identification HPLG The retention times of the main peaks on the chromatograms Corresponds
of the test solutions should correspond to the retention times of
diclofenac sodium, thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin peaks on the
chromatograms of corresponding reference solutions (see
‘Assay”)

PoacTBEHHEIE NpUMEcK (BIMKX) lpumecs A — He Gonee 0,2 % <RL '
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GLl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: 03136/82577-0
Fax: 03136/81563

e-mail: office.lannach@gl-pharma.at
CEPTUDUKAT AHATNUSA/
CERTIFICATE OF ANALYSIS

Hanmenoeanue npenapara: Heiipoguknosut, kancyne: ¢ MOAMULIMPOBaHHBIM BbICBOBOXAEHUEM

Product name: Neurodiclovit modified-release capsules
Cepus/Batch no.: K01927

[aTa npouasoncreal 02.2025

Manufacturing date:

Hata ucreuenus cpoka 02.2027

roaHocTWExpiry date:
KonuuecTeo Tabnerok B 30
nakoske/Package size:;

Auknocbenak HaTpun He 6onee 10 % ot sanenenHoro konudecrea yepes 120 muH B [1,0% h T
0,1 M pacTeope xnopucToBoA0poAHoi KMCNOTSI 94 %
He meHee B0% (Q = 75%) yepea 30 MUHYT OT aanBneHHoro
Diclofenac sodium konuyecTsa B chocchatHom EychepHom pacTaope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric 1.0 %
acid solution 94 %
NLT 80% (Q = 75)% after 30 min of label claim in phosphate
buffer solution pH 6.8 — =
Mukpobuonoruyeckan yucrota* O6Lee konuyecTBo a3apobHbIx MukpoopraHuamos (TAMC): s CooTeeTcTeyeT bl
Esp. ®., ®EA3C wnu 'd PO 10° KOE/rO6uwee konw4ecTso nnecHesbix u APOXOKEBbIX Corresponds |
{Microbiological purity* rpubos (TYMC):< 102 KOE/r '
IPh. Eur., Ph. EAEU or SP RF Escherichia coli otcytcreyer s 1 r
TAMC < 10° CFU/g
TYMC: < 10? CFU/g
_[Escherichia coli absentin 1 g =
Mapkuposka B cootseTcTanu ¢ HO, ICooTaetcrayer
Labeling In accordance with ND. Corresponds

. *AHanus Ans Beinycka Ha mvkpobuonoruyeckyio UUGTOTY NPOBOAAT HA kaxaoi 10-A cepun unu He pexe oaHoro pasa B roa
COOTBETCTBEHHO.

*  "Microbiological release testing is carried out for every 10th batch or at least once a year, respectively.

3akmoueHue o cooTeeTcTemMm / Statement of compliance:

Hannan cepun K01927 cooteercrayer TpeGoBaHuAM PerucTpaumonHoro yaoctosepenus Ne N1C-002517 AaTa peructpauun 29.11.2011, gata
nepeperacrpauuv 04.12.2023 u HopmaTUBHON AoKyMeHTaumu Ns NC-002517 -041223, Nam. Ne1 ot 29.03.2024/ This batch K01927 complies with

the requirements of Registration Certificate No 1G-002517 registration date 29.11.2011, variation date 04 12.2023 and normative documentation Ne
NC-002517-041223, Var. #1 from 29.03.2024.

3akmioueHue o cepridmkaumy / Statement of certification
Mbl noaTBepXaaem, YTo BbilueykazaHHas WHOPMaLMA ABNAGTCA AOCTOBEPHOM 1 TOUHOW. DTa cepus npenapara GLina naroToeneHa, BKkNOYaR
YNaKoBKy W KOHTpONL KavecTaa, B NONHOM COOTBETCTBIM C TpeGoBaHuAMH GMP MecTHoro PerynsTOpPHOrO OpraHa W B COOTEETCTBUMN ¢
TpeGoBaHWAMKU PerucTpaLMoHHOro yAocTosepehus. Ceegenun o 06paboTke cepuii, ynakoske u aHanuae Bbinu NPOBEPEHLI N NPUSHAHL!
coorseTctayiowmmu GMP. / | hereby certify that the above information is authentic and accurate. This batch of product has been manufactured
including packaging and quality control in full compliance with the GMP requirements of the local Regulatory Authority and with the

specifications in the Marketing Authorisation. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.
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