CEPTUDUKAT AHANU3A/

GLl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: 03136/82677-0

CERTIFICATE OF ANALYSIS

HaumeHoeanue npenapara:

Helipoauknosur, Kancynel ¢ MOAUMULMPOBAHHEIM BbicBOBOXAEHUEM

Fax: 03136/81563
e-mail: office.lannach@gl-pharma.at

Product name: Neurodiclovit modified-release capsules
Cepwus/Batch no.: K02135
Hata npoussogcraa/ 02.2025
Manufacturing date:
Hata ucrevenns cpoka 02.2027
roAHOCTU/EXpiry date:
Konuuecrso TabneTok B 30
nakoske/Package size:
ﬁi‘pl‘lpenapa'r ! Product Helipoanknoeur, kancyne ¢ MOAUDULMPOBAHHBIM seiceoBoxaeHnem s |
Neurodiclovit modified-release capsules
IMEH/INN

dvknocherak + nupugokcny + TuamuH + uuarnokoGanamuH
Diclofenac + pyridoxine + thiamine + cyanocobalamin

manufacturer

Ctpanxa — npouasogutens / Country of ABCTpIA / Austria

bl

Howep peructpauuorHoro YAocTosepenns [1C-002517 aata perucrpauum 29.11.2011 ! Registration date 29,11.2011
N.Jumber of registration certificate

[lata nepeperucrpauum 04.12,2023 ! Variation date 04.12.2023

HopmatueHas gokymenTaums/ iamenenns 11C-002517-041223,
/Normative Document/Variation number ~ [Mam. Ne1 ot 29.03.2024

Var. #1 from 29.03.2024

flepxatens perucTpaLmonHoro

Ho der

yAccTosepeHun / Marketing Authorization

00O Bayw Xenc / Bausch Health LLG

Vinnoprep / Company importer

000 «Bbayw PYMO» / Bausch RUMO LLC

[loanpoBka/akTueHocTs uknocbenak HaTpua 50 mr/ Diclofenac sodium 50 mg
[MpuaokeiHa ruapoxnopua 50 mr / Pyridoxine hydrochloride 50 mg
trangth/activity TuamuHa ruapoxnopua 50 mr / Thiamine hydrochloride 50 mg
F LiwarnoxoBanamuu 0,25 mr / Cyanocobalamin 0.25 mg

exapcTeeHHan gropma /Pharmaceutical Kancynbl ¢ MopuduyuposanHeim ssicaoboxaexnem / Modified-release capsules

m

type of package

Paamep u Tun ynaxoekw / Volume and the Mo 10 kancyn 8 An/An Gnucrep.

o 3 6nucrepa smecre ¢ WHCTPYKUNEH MO NPUMEHEHMIO B KAPTOHHO! Nayke. /
There are 10 capsules in a AVA| blister.

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

Homep cepuu / Batch number

Pa3mep cepuu / Batch volume

loaeH go / Expiry date

K02135

74,016

[lata nponasopcTea / Manufacturing date 02,2025

02.2027

Crpatuya 1 wa 6



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

HaamexoBaHue npenapara: Heitpoauknosur, kancynsl ¢ MOAUULIUMPOBAHHBIM BbICBOBOXAEHUEM

Product name: Neurodiclovit modified-release capsules
Ceoun/Batch no.; K02135

[Oara npoussonctea/ 02.2025

Manufacturing date:

Hara ucreuenus cpoka 02,2027

rOLHOCTWEXpiry date:

Konuyectso TabneTok B 30
nakoeke/Package size:

Appearance ard gelatin capsules No. 1, orresponds
(Visually) y: light pinkish yellow, opaque,
p: pinkish brown, opaque
apsule content: mixture of white granulate (diclofenac
odium) and pink powder (thiamine hydrochloride, pyridoxine
hydrochloride, cyanocobalamin)

ICpeanss macca kancyn u 2450 mr £ 10 % 251,7 mr
I0AHOPOAHOCTL MACCh 18/20 - ve Gonee + 10 % ICootaetcrayer
Esp. ®., ®EASC unu ' Po 2/20 — e Gonee + 25 % CooreeTcreyer
Average capsule weight and uniformity of [245.0 mg+10% 251.7 mg
mass 18/20 — not more than + 10 % ICorresponds
Ph. Eur., Ph, EAEU or SP RF 2/20 — not more than + 25 % Corresponds
CpeaHAs Macca CoOAepumMoro Kancyn u 168,0 Mr+ 10 % 175,8 mr
I0AHOPOAHOCTE Macchl 18/20 — He Gonee + 10 % Coorsercrayer
Esp. ®., DEAIC wnu Mo PO 2/20 — He Bonee + 20 % CooTeercrayer
Average weight of capsule contents and  168.0 mg 10 % 175.8 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
OAHOPOAHOCTE eANHUL A03MPOBEHWS: Mokasatens npuemnemocTy (AV) <15 % 4

vKnoeHak HaTpus ‘

8p. &, BEA3C nnu M Po

n formity of dosage units: diclofenac |

odium Acceptance value (AV) s 15% 6.4
Ph_Eur., Ph. EAEU or SP RF ‘1
Pacnagaemocts He Gonee 30 muH < 4 MUH.

INot more than 30 min < 4 min.

Eap. @., DEASC unn Mo PO

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

MognuHHOCTL BN BpemeHa yaepXxusaHusn 0CHOBHbIX NUKOR Ha xpomarorpammax | CooTeeTcTByer
[MCNbITYeMbIX paCTEOPOB AO0MKHbLI COOTBETCTBOBATL BpEMEHaM
YACPKUBAHUA NUKOB AWKNO(eHaKa HAaTPUA, THAMUHA
FMAPOXNOPUAE, NMPUACKCHHA rMAPOXNOpMAA W
UuaHokoBanamiHa Ha xpoMaTorpammax COOTBETCTBYIOLMX |
[CTaHAapTHLIX pacTeopos (cM. paagen «KonwyecTeeHHoe
onpeaeneHven).
dentification HPLC The retention times of the main peaks on the chromatograms Corresponds
F 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”)

PoacTeexHbie npumecy (BIXX) pumect 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

CEPTUOUKAT AHANU3A/
CERTIFICATE OF ANALYSIS

HzumeHoBanue Npenapata: Heipoguknoswr, Kancynbl ¢ MOAUMDULMPOBAHHBLIM BbICBOBOXAEHUEM

Product name: Neurodiclovit modified-release capsules
Cepus/Batch no.: K02135
[ara nponasopcreal 02.2025

Manufacturing date:

[lara ucreyenus CpoKka 02.2027

rogHocTw/Expiry date:

Konuuyecteo Tabnerok B 30
nakoske/Package size:

AOuknodbenak HaTpur He Gonee 10 % or 3asenexHoro Konuyecrsa 4epes 120 muH B |1,0% ﬂ
0,1 M pacrsope XNOPUCTOBOAOPOAHON KMCNOTHI 100 %
He meHee B0% (Q = 75%) 4eped 30 MuHYT OT 3aseneHHoro
Diclofenac sodium xonuyectea B hocchatHom GychepHom pacrtsope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric 1.0 % |
acid solution 100 % |

NLT 80% (Q = 75)% after 30 min of label claim in phosphate
puffer solution pH 6.8

MuKpoBHONOrieckan uncTora® Oblijee konu4ecTeo a3pobHeix MMKPOOPraHwamos (TAMC): < |He Tectuposanoce ]

EB>. ®., ®EA3C unu re Po 10° KOE/rO6ujee konuuecTso NNECHeBbIX N APONOKEBLIX Not tested |

icrobiclogical purity* rpu6oa (TYMC):< 102 KOE/r '

h Eur., Ph. EAEU or SP RF [Escherichia coli otcytctayete 11 |
TAMC < 10° CFU/g

TYMC: < 102 CFU/g

Escherichia coli absentin 1 g

Mapkupoaka B cooteeTcTBMM ¢ HA, ' Cooteercrayer
Labeling In accordance with ND.

Corresponds

*  "AHanu3 Ans Bbinycka Ha MikpoGuonoriueckylo yncroty NPOBOAAT Ha Ka¥aoi 10-# cepun unu He pexe oAHOro pasa B rog
COOTBETCTBEHHO.

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

3axnioyeHue o coorsercTBvM / Statement of compliance:
DOannan cepun K02135 coorseTcTayeT Tpebomatuam PeructpaymoHHoro yAocToBapeHun Ne JIC-002517 aara peructpauun 29.11 201 1, Aara
nepeperncrpauuv 04.12.2023 n HopmaTuBHOI 4OKyMeHTaLMK Ne NC-002517 -041223, Uam. Ne1 ot 29.03.2024/ This batch K02135 complies with

the requirements of Registration Certificate No NIC-002517 registration date 29.11.201 1, variation date 04.12.2023 and normative documentation Ne
NC-002517-041223, Var. #1 from 29.03.2024.

3awniouenue o cepruchmkaumm / Statement of certification
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