CEPTUO®UKAT AHAIIU3A/

Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

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

CERTIFICATE OF ANALYSIS

Fax: 03136/81563

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

HaumerosaHve npenapata: HeipoauknosuT, kancynel ¢ MOANMULIMPOBAHHLIM BbiCBOBOXAEHUEM

Product name:
Cepus/Batch no.:

[ara npouseogcteal/
Manufacturing date:
[Jata ncreveHus cpoka
rogHocTW/Expiry date:
Konuuectso TabneTtok B
nakoske/Package size:

K01485
01.2025

01.2027

30

Neurodiclovit modified-release capsules

9116Mpenapar / Product

HelpoguknosuT, kancynel ¢ MOANPULMPOBAHHLIM BLICBOBOXKAEHUEM
Neurodiclovit modified-release capsules

MHH/INN

\duknodeHak + NUPUAOKCHH + TaMUH + UuaHokoBanaMuH
Diclofenac + pyridoxine + thiamine + cyanocobalamin

CTpana — npouasogutens / Country of
manufacturer

ABCTPUA / Austria

Homep perncTpaunoHHOro yAO0CTOBEPEHUR
Number of registration certificate

NC-002517 para peructpauumn 29.11.2011 / Registration date 29.11.2011

fata nepepeructpauuu 04.12.2023 / Variation date 04.12.2023

HopmaTneHan gokymeHTauna/ iameHeHus
YNormative Document/Variation number

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

[lepxatens perncTpauuoHHOro
yaocToseperun / Marketing Authorization
Holder

000 bayw Xenc / Bausch Health LLC

WmnopTep / Company Importer

000 «Bbayw PYMO» / Bausch RUMO LLC

[o3upoBKa/akTMBHOCTD \AuknocbeHak Hatpua 50 mr/ Diclofenac sodium 50 mg
MupuaokcuHa ruapoxnopua 50 mr / Pyridoxine hydrochloride 50 mg
Strength/activity Twamuna ruapoxnopua 50 Mr / Thiamine hydrochloride 50 mg

LinavokoBanamun 0,25 mr/ Cyanocobalamin 0.25 mg

INekapcraerHas dopma /Pharmaceutical
form

HKancynel ¢ moaudnuupoBaHHsim BeiceoboxaeHnem / Modified-release capsules

Paamep u Tan ynakoeku / Volume and the
type of package

Mo 10 kancyn e An/An Gnucrep.

Mo 3 GnucTepa BMECTE C MHCTPYKLUMEA NO NPMMEHEHUIO B KAPTOHHOMW navke. /
There are 10 capsules in a AIAI blister.

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

Homep cepuu / Batch number

Pasmep cepun / Batch volume

[lata nponseogctea / Manufacturing date

ropeH ao / Expiry date

K01465

76.366
01.2025
01,2027

CrpaHuua 1 M3 6



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

CEPTUDUKAT AHATIU3A/
CERTIFICATE OF ANALYSIS

HaumeHopaHwe npenapara: HeiipoauknoBuT, kancynsl ¢ MOAWGULMPOBAHHBLIM BbLICBOGOXAEHUEM

Product name: Neurodiclovit modified-release capsules
Cepua/Batch no.: K01465

[ata npoussoacTea/ 01.2025

Manufacturing date:

[ata ucreyeHus cpoka 01.2027

rogHocTW/Expiry date:

Konwyecteo Tabnetok B 30
akoeke/Package size:

Appearance ard gelatin capsules No. 1, Corresponds -1
(Visually) ody: light pinkish yellow, opaque,

p: pinkish brown, opague
apsule content: mixture of white granulate (diclofenac |
odium) and pink powder (thiamine hydrochloride, pyridoxine
hydrochloride, cyanocobalamin) |

|
CpeaHsA Macca Kancyn u 2450 Mr+ 10 % 252,9 Mr |
IOAAHOPOAHOCTL MacChi 18/20 - He Gonee + 10 % ICooTeeTCTBYRT
Esp. ¢., PEASC unu 't Po 2/20 ~ He Gonee + 25 % CooTeeTcTayeT
Average capsule weight and uniformity of [245.0 mg+ 10 % 252.9 mg
imass 18/20 - not more than = 10 % Corresponds
Ph. Eur., Ph. EAEU or SP RF 2120 — not more than + 25 % Corresponds |
CpeaHsA macca cofepxvumoro kancynn  [168,0 mr £ 10 % 176,7 mr
O\HOPOAHOCTE MacChl 18/20 — He Gonee £ 10 % CooTeeTcTByeT
EBp. @., PEASC nm M PO 2/20 — He Bonee £ 20 % ICooTeercTeyer ‘
verage weight of capsule contents and 168.0 mg + 10 % 176.7 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 EANHWL, L03MPOBAHVSA! MokasaTens npuemnemoctyn (AV) <15 % 43 |
nknodeHak HaTpuAa !

Bp. ®., PEA3C unun s P
niformity of dosage units: diclofenac

odium Acceptance value (AV) < 15% 4.3

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

PacnapaemocTs He Bonee 30 muH < 3 MUH. |
Not more than 30 min < 3 min.

[Esp. ®., PEASC unu 0 PO

Disintegration

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

MoanuiHocTe BOMKX pemMeHa yAepKuBaHA OCHOBHbIX NUKOB Ha xpomaTtorpammax | COOTBETCTBYET [

CNBLITYEMBIX PACTBOPOB AOMKHbI COOTBETCTBOBATL BpeMeHam

YAEPHKMBAHUA NUKOB Anmoqleﬂaua HaTpusA, THaMKUHA ‘
rUAPOXNOPWAA, NUPMAOKCKHA MMAPOXNOPUAE 1N
uﬁanoxoﬁaﬂammﬁa Ha Xpomartorpammax CoOOTBETCTBYHOLWKNX |
CTaHAapTHLIX pacTBOPOE (cM. pasaen «KonwyecTBeHHoe [
onpeaeneHues).

lidentification 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 i
hydrochloride and cyanocobalamin peaks on the |
chromatograms of corresponding reference solutions (see
lAssaylr) |

PopcreerHele npumech (BIMX) pumect A - ve Gonee 0,2 % <RL |
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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 AHAJIU3A/
CERTIFICATE OF ANALYSIS

HaumenosaHve npenapata: HelpoauKnoBUT, Kancynbl ¢ MOAUMMUMPOBaHHLIM BLICBOGOXAEHUEM

Product name: Neurodiclovit modified-release capsules
Cepwua/Batch no.: K01465

[ara npounasogctea/ 01.2025

Manufacturing date:

[ata ncreuenns cpoka 01.2027

rogHocTW/Expiry date:

KonuuecTso Tabnetok 8 30
nakoeke/Package size:

AuknocheHak HaTpUA He Gonee 10 % oT 3asBneHHOro konuyecTea Yepea 120 mun 8 0,0%
0,1 M pacTeope XnopUCTOBOAOPOAHOMA KUCTOTHI 93 % ‘
He meHee 80% (Q = 75%) 4epea 30 MUHYT OT 3aABNEHHOIO
Diclofenac sodium onuuectea B hocchaTtHom GycepHom pacteope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric 0.0 % |
acid solution 93 % i
NLT 80% (Q = 75)% after 30 min of label claim in phosphate
buffer solution pH 6.8 ‘
MukpoBuonoruyeckan YucToTa™ O6Lee konuuecTso aapobHbIX mukpoopraHuamos (TAMC): s  He TecTupoBanock '
Esp. ©., PEASC unu I'e PO 10° KOE/rOBiuee KONWYECTBO NAECHEBLIX U APONOKEBbIX Not tested
Microbiological purity* rpu6os (TYMC):< 102 KOE/r ‘
Ph. Eur, Ph. EAEU or SP RF Escherichia coli oreyTcteyete 1 r [
TAMC = 10® CFU/g

TYMC: < 10? CFU/g

Escherichia coli absentin1g

MapkupoBska cooTeetcTeumu ¢ HA. iCooTBETCTBYET
Labeling n accordance with ND. ICorresponds |

s *AHanu3 ANs BbINYCKa Ha MUKPOGUONOriuecKyio YNCTOTY NDOBOAST Ha kaxaoit 10-it cepun MNN He pexe OAHOMD pasa B roj
COOTBETCTBEHHO.

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

3aknioueHmne o cooteercraunn / Statement of compliance:
Dauuan cepun KO1465 cooteetcrayer TpebosaHusm PernctpaluvoHHOro yAOCTOBEPEHUA Ne 1C-002517 pata pervctpauyun 29.11.2011, gara
nepepervcTpauvu 04.12.2023 n opmaTusHoi pokymeHTauun Ne N1C-002517 -041223, Niam. Ne1 ot 28.03.2024/ This batch K01465 complies with

the requirements of Registration Certificate No N1C-002517 registration date 29.11.2011, variation date 04.12.2023 and normative documentation Ng
NC-002517-041223, Var. #1 from 29.03.2024

3akmioyeHue o cepTucbukaumu / Statement of certification

Mb! NOATBEPXKAAEM, YTO BhilieyKaszaHHas WHOPMaUWA ABNAeTCA LOCTOBEpHOIl M TOMHOW. 3Ta cepus npenapaTa G6ina U3roToBnexa, Bknioyas
YNaKoBKy W KOHTPOMNb Ka4YecTBa, B NONHOM COOTBETCTBUM C Tpeborannamn GMP MecTHOro perynATopHoro opraHa i B COOTBETCTBMN C
TpeGoBaHUAMY PErUCTPALMOHHOrO yAocToBepeHus, CaeaeHus 06 oBpaboTke cepui, ynakoske W aHanuae Guinn NPOBEPEHL! N NPUIHAHEI
cooTaercTaylowwnmn 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 pracessing, packaging and analysis records were reviewed and found to be in
compliance with GMP.
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