Gl®Pharma

G.L. Pharma GmbH
Industriestralie 1
8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at
Ceprudikar sikocri aixapcbkoro 3acoly

Quality certificate of the medicinal product

Haszsa aikapchkoro 3acoby HEWPOJTHKJIOBIT, kancy.u
Name of the product NEURODICLOVIT, capsules
Kpatha-supoban ABcrpin

Country of manufacturing Austria

Homep peecrpaniitnoro nocsizuens UA/5909/01/01 Bia 06,04.2017 p.
Number of marketing authorization UA/5909/01/01 from 06.04.2017.

Opua xancyma micrars:

Auxnodenax narpio 50,00 mr, Tiaminy riapoxiopua 50,00 mr,
Cnaa aii / axTaenicTs nipuaokenny rixpoxmopun 50,00 mr, uianokobamamin 0,25 mr,
Strength / activity One capsule contains:

Diclofenac sodium 50.00 mg, thiamine hydrochloride 50.00 mg,
pyridoxine hydrochloride 50,00 mg, cyanocobalamin 0.25 mg,

Jikapcrra dpopma Kancysun
Pharmaceutical form Capsules
Tun i pozmip ynakosecu o 10 kancyx B Gaicrepi, no 3 Gaicrepa B opofni 3 KapTony
Type and size of packaging 10 capsules in a blister, 3 blisters in a carton box
Homep cepit
peep H03327
Batch number
Batch size, packs
. ] 20920
Poawmip cepii, ynaxonox
AaTa snpoGunurea
P . 02.2024
Manufacturing date
Tepmin npuaatnocti go
P P 08.202¢6

Expiry date

I'.JL. ®apma I'm6X, Tsamacrpinrtpaccee 1, 8502
HaWmenypanus ta MiCIIe3HAX0MKeHHn AiabHMM, 100 BignoBigac 38 |
Jlanax, Ascrpin
BHPOGHEUTBO cepii

G.L. Pharma GmbH, Industriestrabe 1, 8502 Lannach

]

Name and address of the manufacturer and batch releaser site .
Austria

Homep ninewnsii / Manufacturing license | 481348

Homep ceprudixary GMP / GMP certificate No 481348-1001802660-18351582
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G.L. Pharma GmbH
Industriestralle 1

8502 Lannach, Austria
+43 3136 825 770
office@gl-pharma.at

Ceprudixar axocri gixapenkoro 3acoly
Quality certificate of the medicinal product

I'JI, ®apma I'm6X, Hlaocennan 1, 8502 Jlauax,
Haiimenynanna Ta micueznaxomuenns AiMLHHLI, 100 BignoBigac 18

ApcTpin
BHIYCK cepii
yew cep . G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach,
Name and address of the manufacturer and batch relcaser site Austri
ustna

Homep aiuensii / Manufacturing license | 481327

Homep cepradiraty GMP / GMP certificate No 481327-101358959-17825937

PesyastaTn xonTpomo sxocri Auenrich mmxae
Quality control resuits See below
Komenrapi:

Comments:

3anna npo ceprudixaniie,

CrpapxiM a1 3acsiguyio, o Harencua BHINe indopmanis € aoctoripuolo i Toywoko. Lo cepiro npoaykuii Gyno BHpoGIcHO
(sxmouaroun ynaxoexy i MApKYBAHHA) | MPOBESEHO KOHTPOAL I Axocti Ha BULLeIranaHii AinsHul B noemilt signosinoct 2
BuMorami GMP, BeraHOBReRMMH MicueBmM PEryIATOPHMM OPIaHOM, 8 TAKOX BiIMOBIAHO mo crieumikaufi, me MicTaTCH B

peectpaitiiizoMy gocse. IpoTokonm BUpODHHITBA, YITAKOBKY T2 AHATIZIR OynH MepernsiyTi | BeTAaHOBACHO BianosiaHicTs GMP,

Statement of Certification

With this, I certify that the above information is true and accurate. This series of products have been produced (including
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements of GMP,
established by local regulatory authority and in accordance with the specifications contained in the registration dossier or
marketing authorization of the country of the manufacturer or importing country if the products are imported, or in the file
specifications for the drug for the investigational product. Protocols production, packaging and testing has been revised and the

correspondence to GMP.

Cropinxka / Page 23/0f6




GLl®Pharma

G.L. Pharma GmbH
Industriestralie 1
8502 Lannach, Austria
+43 3136 825 77-0
office@g!-pharma.at

Ceprudikar skocri sikapebkoro 3acody
Quality certificate of the medicinal product

Oaunnni
Bunpobysanusn Meroa . Monyctami mexi 114 sikapeskoro sacoby PezyiabraTn
BHM]
Tests Method . By Specifications Results
Units
Toepai scenraTunori kancynu, poamipy 1, mio mictaTe
cymim poesoro mopowky i 6inux rpanyn.
Tiio xancyan: Genesoro konnopy,
1. 3oBHimniit Buraa Bizyannusit Kpnuietuka wanmeym: “HEPROHO-KOPHYHEBOTG KOJIBODY. Bignosizac
Appearance Visual Hard gelatin capsules, size 1, containing a mixture of pink Corresponds
powder and white granules.
Capsule body: ivory.
Capsule cap: Swedish orange.
Bumiprwsan- Hosmuna; 19,0 + 0,3 189
. Poamipn HA _ MM Length: 19,0+ 0,3 )
Dimensions Measurement mm Jiamerp: 6,5+ 0,3 67
test Diameter: 6,5 + 0,3 ’
Opraunoien-
. 3anax . Xapaxrepunit 3anax Tiaminy rinpoxntoprny (sitamia B1). Bianosinae
THYHBIL -
Odor . Characteristic odor of thiamine hydrochloride (vitamin B1). Corresponds
Organoleptic
Ocnopni nikn va xpomaTorpami Bunpobysaroro pozunuy
NOBRHEKI BiANOBifaTH 23 yacom HUMyBRanus i
. Lnenrndixania seix BEFX yrpuy
. NPHGIHINAM PO3MIPOM OCHOBHIM HikaM Ha XpoMaTorpami
AKTUBHEX iurpegientis | €0 2.2,29 Bignozrigae
o “—- CTAHRAPTHOLO POIUNHY,
Identification of all HPLC ) . . Corresponds
L . The main peaks in the chromatogram of the test solution shall
active ingredients Eur.Ph. 2.2.29 L . .
be maintained at the retention time and the approximatg size of
the main peaks ir the chromatogram of the standard solution,
. Lnentndikanin
auraodentaxy HaTpito,
Ocnosui nuamn s XpoMaTorpami BunpoSyeanoro
Tiaminy rinpoxaopugy . .
. PO34HHY noBMHNi BiAnOBinaTH no poaTawyeaumo,
Ta NIPUROKCHHY TIX . . .
KoILODY | poaMipy, otnOBHHM MISMAM HA XpoMAaTOrpami . .
rizpoxJopugy €D 2,227 Binnosinae
. - CTANJAPTHOTD POSUHIY
Identification of TLC . ) . Corresponds
The main spots in the chromatogram of the test solution should
diclofenac sodium, Eur.Ph.22.27 ] . L )
L . correspond by location, color and size to the principal spots in
pyridoxine hydrochloride .
. the chromatogram of the standard solution.
and thiamine
hydrochloride
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Ceprudirkar skoeri nikapeskoro 3acody
Quality certificate of the medicinal product
Opunnni . . )
Bunpodysannn Meropn . ﬂonycTuM|Mem1auﬂ4unapcbxorosac06y PesyabTaTn
Tests Method munipy Specifications Resuits
Units
Y®-cnextp
L. Cnexrp, oTpumannii nnn Bunpofiyranoro posuuny
6. lnenTudikais €], 2225
noaibuuti ne cnexrpy, OTPHMAHOTO A8 CTANAAPTHOrD . ,
nianwoxobanaminy Uuv- Binnosinae
. po34KHy
Identification of spectrophoto L L . Corresponds
The spectrum obtained in the test solution is similar with the
cyanocobalamin metry .
spectrum of the reference solution.
Eur.Ph, 2.2.25
. Kinbkicne su3nayenns Tiaminy rizpoxaopuay — 50,0 + 10% 53.9
Tiaminy rigpoxnopuay thiamine hydrochloride - 50.0 + 10% ’
) BEPX Mry
A HIPHROKEHII}' .
€D 2.229 Kancyi
Figpoxaopuay
. HPLC mg per NipuaoKCHNY rinpoxopuay — 50,0 + 10%
Assay of thiamine . . 55.0
. Eur.Ph. 2.2.29 capsule | pyridoxine hydrochloride — 50.0 £ 10%
hydrochloride and
pyridoxine hydrochloride
- Kinnkicue suznavenns | BEPX Mry 0,25 + 20% wagmumrky.
niaHokoGanaminy €D 2.2.29 kancyni | Creundikauin nig yac Bunycky: 110 — 130%. 031
Assay of HPLC mg per 0.25 + 20% of excess. )
cyanocobalamin EurPh.22.29 capsule | Specification of release: 110 - 130%.
. Kinbkicde susnsyennn | BEPX Mry
HKNOGeHaKY HATDIO € 2.2.29 Kancyai
Amsiogesiaky uaTp. Y 500+ 5% 47.8
Assay of diclofenac HPLC mg per
sodium Eur.Ph. 2,2,29 ¢apsule
10. Cynythi pegosusn
Related substances
1-(2,6-zuxnopdenin)- Huxue
2-inponinon He 6inbwe 0,2 BCTAHOB/IEHOT
1-(2,6-dichlorophenyl)- Not mare than 0.2 Mexki
2-indolinone BEPX <reporting limit
€0 2.229 ST
Yo
HMomimika B HPLC He Ginbuie 0,2 BCTAHOBIEHOT
Impurity B Eur.Ph.22.29 Not more than 0.2 ek
<reporting limit
Homimka C Huxye
Impurity C He Ginnwe 0,2 BCTEHOBJIEROT
Not more than 0.2 Meni
<reporting limit
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Ceprudikar sikocri aikapenkoro 3acoly
Quality certificate of the medicinal product

BunpoSyaauna MeTon Oumfuui Honyetumi mexi Anna nivapewicoro aacoly PeayantaTu
Tests Method SRy Specifications Results
Units
Onunaana Hevigoma Huweye
Aomilka He Ginniue 0,2 BCTAHOBAEHOT
Single unknown Not more than 0.2 mexc
impurity < reporting limit
Cyma nesigomux
nomimox He 6invme 0,5
Total unknown Not more than 0.5 0.0
impurities
11. Poanagauns € 29.1 xsunuuy | He 6iasnte 3¢
Disintegration Eur.Ph.2.9,1 minutes | Nol more than 30 3
3aransna maca: 245 mr = 10%
12. Cepeans maca Baroewuii mr Total weight: 245 mg + 10% 2584
Average weight Weighting mg Herro maca: 168,0 mr £ 10%
Net weight: 168.0 mg + 10% 1835
13. OanopianicTs maen E® 295 3rigno numor CM Bianoeiaae
Uniformity of mass Eur.Ph, 2,95 - According to the Eur.Ph. requirements Corresponds
4. Oanopianicts
A030BAHUX OIHHANUL €D 2940 3rinxo sumeor €@, AV<15
Uniformity of dosage Eur.Ph. 2.9.40 - According to the Eur.Ph, requirements, AV<15 88
units
Tiaminy rinpoxnopug ne menme 80% (Q = 75%) aepes 30
XBSHH Bianosinac
Thiamine hydrochloride and pyridexine hydrochloride: not less Corresponds
than 80% (Q = 75%) in 30 minutes
Hipnaokcuny rinpoxnopng ne menme 80% (Q = 75%)
gepes 30 xeuaun Binnosigae
15. Poaunuenusn €3 2,93 o Pyridoxine hydrochloride not less than 80% (Q = 75%) in 30 Corresponds
Dissolution Eur.Ph. 293 minutes
Juxnohenar narpito:
Diclofenac sodium:
= He 6inuue 10 wepes 120 xpunnu e 0,1 0 PO3tHH] Bianopinac
KHETOTH XJI0PHCTOROHERO]. Corresponds
not more than 10% after 120 minutes in .1 N
hydrochloric acid solution.
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Ceprudixar sxocri sikapenkoro saco6y
Quality certificate of the medicinal product

* TECT BUKOHYETRCS AR kool 10 cepii

* Test performed for each 10 batch

Jara/ Date:

&. Huaepaopdep, ¢

Compiled by / Buxouaseus

Cropinka / Page

19.09.2024

Ltiaie

Bunpobysanns Meroa Oumfum Monycrami mexi ata Jdikapenkoro 3acoby PeayneTarn
Tests Method pumipy Specifications Results
Units
- He menwe 80 (Q = 75%) uepes 30 xpwiann y
docarnomy Gydepromy posunni pH 6,8, Rinnosizac
at least 80% (Q = 75%) in 30 minutes in phosphate buffer Corresponds
pH 6.8.
€P 3514
(mMeroa 2.6.12
16, Mixpobionoriaua i2.6.13) .
yucTOTA Eur.Ph. 5.1.4 3riauo sumor € Bianoriaae
Microbiological putity* | (method According to the Eur.Ph. requirements Corresponds
2.6.12 and
2.6.13)
Cepin Bignosigac snmoram
Hara sunyeky / Date of release: 29.05.2024

J-p. B. 3aitm, M ’ KM\_’

Ynosnoraxena ocoia 3 axocti / Qual ity Authorized person

Gl®Pharma

G.L. Pharma GmbH
Schiossplatz 1

8502 Lannach, Austria
+43313682577-0
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