CEPTUOUKAT AHANU3A/

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

HaumeHosaHue npenapara: Heipoauknosur, kancynel ¢ MmoanULMPOBaHHBIM BLICBOGONaeHUeM

Product name: Neurodiclovit modified-release capsules
Cepus/Batch no.: K08597
fara npouaBogcTeal 09.2025
Manufacturing date;
[ata ucteuenus cpoka 09.2027
rogHocTu/Expiry date;
Konuuectao Tabnerok a 30
ynakoeke/Package size:
16Mpenapart / Product

He#tpoguknosur, Kkancynel ¢ MognhuLUpoBaHHBIM BbicaoboxgeHnem
Neurodiclovit modified-release capsules

rHHIINN

AnknodeHak + NuPUAOKCHH + Tuamun + uunaHokoGanamunH
Diclofenac + pyridoxine + thiamine + cyanocobalamin ‘

E'paua = npon3soguTens / Country of
anufacturer

|
ABcTpus / Austria

Homep peructpaunoHHoro yAocTOBEpEHNA
Number of registration certificate

11C-002517 aava peructpauum 29.11.2011 / Registration date 29.11.2011

flaTa nepeperucrpaunn 04.12.2023 / Variation date 04.12.2023

HopmatueHan aokymenTauns/ Mamenenns
fNormative Document/VVariation number

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

fleparent percTpaumonHoro
AocCToBepeHun / Marketing Authorization
Holder

QOO Bayw Xenc / Bausch Health LLC

Mmnoptep / Company Importer

000 «Bayw PYMO» / Bausch RUMO LLG

[l03MpoBKa/aKTMBHOCTL Auknodenak hatpus 50 mr / Diclofenac sodium 50 mg
Iupupaokeuna ruapoxnopus 50 mr/ Pyridoxine hydrochloride 50 mg
trength/activity Tamwia ruapoxnopug 50 mr / Thiamine hydrochloride 50 mg
IS ivanokoGanamun 0,25 mr / Cyanocobalamin 0.25 mg

ekapcTeeHHan popma /Pharmaceutical
m™m

NCYNbl C MOANDULNPOBAHHBIM BbICBOGOXASHUEM / Modified-release capsules

Paamep u Tun ynakosku / Volume and the
type of package

Mo 10 kancyn 8 An/An Gnucrep,

Mo 3 6nucrepa emecte ¢ uHCTPyKUMei Mo NPUMEHeHUIO B KapToHHOI nauxe. /
There are 10 capsules in a Al/Al blister,

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

Homep cepwn / Batch number

Pasmep cepuw / Batch volume

[laTa npoussoactea / Manufacturing date

Fopen po / Expiry date

K08597

73.728
09.2025
09.2027 |
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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

CEPTU®UKAT AHANU3A/
CERTIFICATE OF ANALYSIS

HaumeHosaHue npenapata: Heiipoguknoaur, Kancynel ¢ MOgUULNPOBAHHBIM seicBobOMAEHUEM

Product name: Neurodiclovit modified-release capsules
Cepusi/Batch no.: K08597
[ata npouseoacteal 09.2025
Manufacturing date:
Hata ucteveHusn cpoka 09.2027
rogHocTW/Expiry date:
Konuuectso TabneTok 8 30
nakoeke/Package size:
Appearance ard gelatin capsules No. 1, Corresponds
(Visually) y: light pinkish yellow, opague,
ap: pinkish brown, opaque
apsule content: mixture of white granulate (diclofenac
odium) and pink powder (thiamine hydrochloride, pyridoxine [
hydrochloride, cyanocobalamin)
CpepHsa macca kancyn u 2450 Mr £ 10 % [250,9 mr [
OAHOPOAHOCTL MaCChl 18/20 - He Gonee + 10 % ICooteercrayer !
EBp. ®., ®EAIC unu d P 2/20 — He Gonee + 25 % CooTeeTcrByer
Average capsule weight and uniformity of 246.0 mg + 10 % 250.9 mg
mass 18/20 - not more than + 10 % Corresponds
Ph. Eur., Ph. EAEU or SP RF 2/20 — not more than + 25 % Corresponds
CpeaHsR Macca coaepmvmoro kancynw |16 0Mr+10% 174,1 mr
CAHOPOAHOCTL Macckl 18/20 — He Gonee + 10 % [CooTeeTCTBYET
Bp. ., GEASC unu v Pd 2/20 — He Gonee + 20 % CooreeTcrayer
verage weight of capsule contents and  [168.0 mg+10% 174.1 mg
niformity of mass 18/20 - not more than + 10 % Corresponds
h. Eur., Ph. EAEU or SP RF 2/20 — not more than + 20 % Corresponds
|
'AHOPOAHOCTL E4WHUL A03MPOBaHNA: Mokasavens npuemnemocTu (AV)s15 % 10,3 =
vknodeHak Hatpua |
Bp. ®., ®EA3C vnu ' PO
Uniformity of dosage units: diclofenac 1
dium Acceptance value (AV) s 15% 10.3 |
Ph. Eur., Ph. EAEU or SP RF |
PacnagaemocTs He Gonee 30 muH < 2 MUH. ‘
Not more than 30 min < 2 min.
Esp. ®., ®EAIC unn e PO .
Disintegration |
Ph. Eur., Ph. EAEU or SP RF J
MognuiHocTe BOMX BpeMeHa yaepKvBaHus OCHOBHBIX NUKOB Ha Xpomatorpammax | Coateercrayer ‘
CLITYEMBIX PACTBOPOB A0MXKHbI CODTBETCTBOBATL BpEMeHaM
qupx(uaaunu NUKOB AuWKnodeHaKa HaTpusA, THamuHa
FMAPOXNOPUAE, NUPUACKCUHA MMAPOXNIOPUAE M
lyuaHokoGanamuHa Ha XxpomaTorpamMmax COOTBETCTBYIOLYNX
CTaHAapTHLIX pacTeopos (cM. paagen «KonwdectaernHoe J
onpeaeneHues). |
ldentification 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 ‘
chromatograms of corresponding reference solutions (see
'Assay") |
PopcTeenHele npumeci (BIXKX) Mpumecs 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 AHATU3A/
CERTIFICATE OF ANALYSIS

HaumeHosanue npenapara: Heiipoguknosur, kancynbl ¢ MoaUMULMPOBaHHBIM BLICBOGOXAEHMEM

Product name: Neurodiclovit modified-release capsules
Cepwus/Batch no.: K08597

[aTta npouasopcTea/ 09.2025

Manufacturing date:

Hata ncreyenus cpoka 09.2027

roaHocTWEXpiry date:

Konuuectso tabnetok B 30
nakoeke/Package size:

[uknogenak HaTpus He Gonee 10 % oT 3aRBneHHoro konuyecTsa Yepea 120 MuH B 2,0 % '
0,1 M pacrsope xnopucTosogopoaHOil KUGNOTSI % ,
He menee 80% (Q = 75%) uepea 30 MuHyT oT 3asBneHHOrO '
Diclofenac sodium [konuuecrsa B gochatHom Gydeprom pacreope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric 0%
acid solution %
INLT B0% (Q = 75)% after 30 min of label claim in phosphate .
buffer solution pH 6.8 |
mkpobuonorueckan uncrora* ObLyee konuuecTso a3pobHbIX MUKPOOPraHUIMOB (TAMC): £ |He Tectposanocs |
p. ©., PEA3C unn [d PO 10° KOE/rO6wjee KoNM4eCTEO NNEcHeBbIX 1 APONOKEBbIX INot tested |
icrobiological purity* rpuGos (TYMC):< 102 KOE/r
h. Eur., Ph. EAEU or SP RF Escherichia coli orcyrereyers 1 r
[
TAMC s 10° CFU/g ‘
TYMC: < 102 GFU/g :
Escherichia coli absentin 1 g |
apkvpoBka B cooteetcTemm ¢ HA. CooTeeTcrayer |
beling rn accordance with ND. Corresponds

*  "AHanu3 Ans Bbinycka Ha MUKPOGUONOTUYECKYIO YUCTOTY N
COOTBETCTBEHHO.

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

POBOAAT Ha ka0 10-i cepun UNK He pexe oAHOro pa3a B rog

3anniovenue o cooteercTeum / Statement of compliance:

NanHan cepus KOB597 cooTeercTayer TpeGoBaHNAM PervcTpaunohtoro yaocrosepenns Ne JIC-002517 para peructpauun 29.11.201 1, para
nepeperucrpauumn 04.12.2023 u HopmaTHBHO AOKyMeHTaLmM N2 JIC-002517 -041223, Nam. Ne1 ot 29.03.2024/ This batch K08597 complies with

the requirements of Registration Certificate No J1C-002517 registration date 29.11.2011, variation date 04.12.2023 and normative documentation Ne
NC-002517-041223, Var. #1 from 29.03.2024.

3aknioueHue o cepTudukayuu / Statement of certification

Mt noaTeepxaaem, YTo BhilLeyKa3aHHan MHGOPMALVUA ABNAGTCS AOCTOBEpHOI 1 TOUHOA. 3Ta cepus npenaparta Gbina HaroToBNEHa, BkMIOYAR
ynakaky W KOHTPONL KA4ECTea, B NONHOM COOTEETCTBUN C TpeGoBauaMu GMP MeCTHoro perynsTopHoro OpraHa u B COOTBETCTBUM C
TpeGoBaHnAMMN perucTpaumoHHoro yaocrosepenus. CaegeHns o6 obpaGotke cepuii, ynakoske n aHanuae Gbinu npoBepeHbl U NPWaHaHbLI
cooteeTcTayiowumin 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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