CEPTUOUKAT AHAIIU3A/

GLlPPharma

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

HaumeHoBaHwe npenapaTa: HelpoauKnoBUT, Kancynkl ¢ MOAUMULIMPOBaHHBIM BbiCBOGOXAEHEM

Product name:

Cepwus/Batch no.: K00591
[ara npoussogctea/ 01.2025
Manufacturing date:

[aTta ncre4ennsa cpoka 01.2027

rogHocTW/Expiry date:
KonuyecTteo TabneTok B 30
ynakoeke/Package size:

Neurodiclovit modified-release capsules

fQHSI“Ipenapa'r / Product

HeApoANKIIOBUT, KaNCynbl C MOANMULIMPOBAHHLIM BbiCBOGONAEHNEM
Neurodiclovit modified-release capsules

MHH/INN

\duknodeHak + NUPUAOKCHH + TWAMKMH + LUnaHokoGanamuH
Diclofenac + pyridoxine + thiamine + cyanocobalamin

CTpana — npouasogutens / Country of
manufacturer

AscTpus / Austria

Homep perncTpalyvoHHOro yA0CTOBEPEHUA
V Number of registration certificate

NNC-002517 nava pernctpauuu 29.11.2011 / Registration date 29.11.2011

Narta nepeperucTpauvn 04.12.2023 / Variation date 04.12.2023

HopmarusHan gokymeHTauus/ MameneHus
/Normative Document/Variation number

NC-002517-041223,
am, Nei or 29.03.2024
Var. #1 from 29.03.2024

[lepxaTtent perucTpauroHHoro
vaocToBepenns / Marketing Authorization
Holder

000 Bayw Xenc / Bausch Health LLC

mnoptep / Company Importer

000 «bayw PYMO» / Bausch RUMO LLC

[l03npoBKa/aKTUBHOCTb Nuknocenak Hatpua 50 mr / Diclofenac sedium 50 mg :
MupnaokcuHa ruapoxnopua 50 mr / Pyridoxine hydrochloride 50 mg
IStrength/activity TwamuHa ruapoxnopwa 50 mr / Thiamine hydrochloride 50 mg

ILlwaHokoBanamuu 0,25 mr / Cyanocobalamin 0.25 mg

NexapcreerHan topma /Pharmaceutical
form

Kancyne! ¢ MogucuunposaHHsIM BeiceoBoxaennem / Modified-release capsules

Paamep 1 Tun ynakoeku / Volume and the
type of package

Mo 10 kancyn 8 An/An BnucTep.

Mo 3 Bnucrepa BMECTE C UHCTPYKUNEH NO NPUMEHEHWIO B KAPTOHHOM nauke. /
There are 10 capsules in a Al/Al blister.

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

Homep cepun / Batch number

Pasmep cepuw / Batch volume

Nara npownasoacTea / Manufacturing date

loaeH po / Expiry date

KO0591

73.840
01.2025
01.2027
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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

CEPTUOUKAT AHATIU3A/
CERTIFICATE OF ANALYSIS

HaumeHopaHue npenapata: HeipoavknosuT, kancynsi ¢ MOAMGULMPOBAHHEIM BbICBOBOXAEHUEM
Product name: Neurodiclovit modified-release capsules

Cepws/Batch no.: K00591
[ata npoussopnctea/ 01.2025
Manufacturing date:
[aTa ucTeyeHns cpoka 01.2027
roaHocTU/Expiry date:
Konuyecteo TabneTok B 30
ynakoske/Package size:
[Appearance ard gelatin capsules No. 1, Corresponds
(Visually) Body: light pinkish yellow, opaque,
p: pinkish brown, opaque
apsule content: mixture of white granulate (diclofenac
odium) and pink powder (thiamine hydrochloride, pyridoxine
hydrochloride, cyanocobalamin)
CpeAHAR macca Kancyn u 2450 mr £ 10 % 2521 mr
OLHOPOAHDCTL Macch! 18/20 — He Gonee + 10 % CooTeeTcTRYET
Esp. ¢., PEAIC unu I'e PO [2/20 - He Gonee + 25 % CooTeeTcTBYET
Average capsule weight and uniformity of  [245.0 mg £ 10 % 252.1 mg
mass 18/20 — not more than = 10 % ICorresponds
Ph. Eur., Ph. EAEU or SP RF 2/20 — not more than £ 25 % Corresponds
ICpeaHss Macca COAEPXMMOro Kancyn v 168,0 mr £ 10 % 175,3 mr
0AHOPOAHOCTE Macch! 18/20 — He Gonee £ 10 % CooTBeTCTBYET
Eap. ®., DEASC unu e PO 2/20 — He Gonee + 20 % CooTeeTcrayeT
lAverage weight of capsule contents and ~ [168.0mg + 10 % 175.3 mg
uniformity of mass 18/20 — not more than + 10 % Corresponds
Ph. Eur., Ph. EAEU or SP RF 2/20 — not more than + 20 % Corresponds
OAHOPOAHOCTE EAVHML, 4O03MPOBAHNA: Mokasartens npuemnemoctu (AV) 15 % 5,0
nknodeHak HaTpua
Bp. ®., PEASC nnu I'e PO
niformity of dosage units: diclofenac
odium \Acceptance value (AV) < 15% 6.0
h. Eur., Ph. EAEU or SP RF
acnafaemMocTb He Gonee 30 MuH < 2 MUWH.
Not more than 30 min < 2 min.
ap. d., ®EASC unu ' PO
Disintegration
Ph. Eur.,, Ph. EAEU or SP RF
MoanuHHoCTs BAXX BpemeHa yIepUBAHUA OCHOBHBIX NUKOB Ha xpomaTorpammax | CooteeTcTayeT
MCNBITYEMbIX PACTBOPOB AOMKHbI COOTBETCTBOBATL BPEMEHAM
YAEPHUBAHUA NWKOB AuKnodeHaka HaTpUs, ThamMuHa
ruapoxnopuaa, NMPUAOKCHHA rMapoxnopuaa
LuaHokoBanaMiHa Ha XpoMaTorpaMmax COOTBETCTBYIOLNX
cTaHpapTHLIX pacTBOpOB (CM. pasaen «KonudiecTeeHHoe
onpeaenexue).
Identification HPLC 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
=hromatograms of corresponding reference solutions (see
‘Assay")
PoacTeerHbie npumecy (BIMX) Mpumeck A — He Gonee 0,2 % <RL
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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
CEPTUD®UKAT AHAIU3A/
CERTIFICATE OF ANALYSIS

HaumeHoBaHve npenapata: HelpoauknoBUT, KaNCynbl C MOAMULVPOBAHHLIM BLICBOBOXAEHNEM

Product name: Neurodiclovit modified-release capsules
Cepusa/Batch no.: K00591

[OaTa npounssogcrea/ 01.2025

Manufacturing date:

[ata ncreuyeHun cpoka 01.2027

roaHocTW/Expiry date:

Konuyecteo Tabnetok B 30
nakoeke/Package size:

AvknodeHak HaTpuA He Gonee 10 % oT 3as8nexHOro konuyecTea vepea 120 muH B 0,0% D

0,1 M pacTeope xNOpPUCTOBOA0POAHOI KNCNOTE! 90 %

He menee 80% (Q = 75%) yepea 30 MUHYT OT 3aABNEHHOTD

Konuuectea B hochatHom ByhepHom pacreope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric F.O %

Diclofenac sodium
acid solution 0 %

NLT 80% (Q = 75)% after 30 min of label claim in phosphate

buffer solution pH 6.8 l
MukpobGuonorudeckas uucrora* O6wee konmyecTso aapobHbix mukpoopraHusmoe (TAMC): <  He Tectuposanocs [
Eep. ®., PEASC wnn I'e PO 10° KOE/rO6Lwee KONWYECTBO NNECHEBbIX W A PONOKEBbIX INot tested |
Microbiological purity* rpuBos (TYMC):s 102 KOE/r

Ph. Eur., Ph. EAEU or SP RF [Escherichia coli otcytcteyers i1

TAMC < 10° CFU/g

TYMC: < 102 CFU/g

Escherichia coli absentin 1 g

apkWpoBKa cooTeetcramn ¢ HA.
Labeling In accordance with ND.

CooTeeTcTBYeT
orresponds

«  *AHanua ANA BbINYCKa HA MUKPOGUONOTMYECKYIO YUCTOTY NPOBOANAT Ha kaxaon 10-i cepun unu He pexe O4HOro pasa B rog
COOTBETCTBEHHO.

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

3akniovenue o cooTeercTBuM |/ Statement of compliance:

Danxan cepus K00591 cooreeTcTRyeT TpeGoBaHnAM PeructpaunotHoro yaocrosepenun Ne N1C-002517 pata perucrpauun 29.11.2011, para
nepepeructpauuu 04.12.2023 u HopmaTuBHOM fokymeHTaumn Ne JIC-002517 -041223, Wam. Ne1 ot 29.03.2024/ This batch K00591 complies with

the requirements of Registration Certificate No IC-002517 registration date 29.11.2011, variation date 04.12.2023 and normative documentation Ne
NC-002517-041223, Var. #1 from 29.03.2024.

3akmoueHue o cepTudukaumu / Statement of certification

Mbi noATEEPHASEM, YTO BhilLeYKasaHHaA WH(POPMALIMA ABNAETCA AOCTOBEPHOI U TOYHOW. 3Ta cepun npenapara Obina M3roToBneHa, Bknoyan
YNakoBKy ¥ KOHTPONb KayecTea, B NONHOM cooTeeTcTBUM ¢ TpeGosannamw GMP MecTHOro perynaTopHOro oprata ¥ B COOTBETCTBUN ©
TpeBoBaHWAMKU PETMCTPALIMOHHONO yAoCToBEpeHns. Ceenenns o6 oGpaboTke cepui, ynakoeke n aHanuae Gbinv NpOBEPEHb! N NPU3HAHB
cooTeeTcTeyoWmMMi 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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