CEPTUOUKAT AHATU3A/

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 npenapata: Helipoauknosut, kancynbi ¢ MOAWMDMLIMPOBAHHBIM BEICBOGOXKAGHUEM

Product name:

Cepus/Batch no.: K08598
fata npounasoacrea/ 09.2025
Manufacturing date:

[ata ucteuyeHus cpoka 09.2027
rogHocTu/Expiry date:

Konuuecrso Tabnetok B 30

ynakoeke/Package size:

Neurodiclovit modified-release capsules

POMSBOACTEEHHBIE NNOLWEAKH,

acTeyioLKe B NpoUecce NPoM3BOACTEa ¢
Ka3aHhem CTaguil NponasoaCTEa,
aspaHuil U haKTUYeCKUux mect
axXoMAeHuR /

IName, address for manufacturing site,
lindicating the stages of production

Npoussoautens (Bece craguu npoussoncTea) Manufacturer (All stages) I.Jl.®bapma MbX,
1, 8502 Lannach, Austria

IMuyeH3us Ha Npou3BoACTBO /
Manufacturing License

Ceprudhukar cootsercraus GMP EU /
Certificate of GMP EU compliance

CeprucpukaT cooteetcTeus GMP EASC /
Certificate of GMP EAEU compliance

AscTpus, MHgycTpuwrpacce 1, 8502 NanHax, Asctpus / G.L.Pharma GmbH, Austria, Industriestrasse—‘
481348 J
|
|

NS-481348-101802660 (31.12.2024)

r.J1.®apma MM6X, ABCTpuS, WHaycrpuwrpacce 1, 8502 Nawunax, Asctpus / G.L.Pharma GmbH,
Austria, Industriestrasse 1, 8502 Lannach, Austria - Ne GMP/EAEU/RU/00947-2023 go 27.04.2026 /
Ne GMP/EAEU/RU/00947-2023 valid till 27.04.2026

Haumerosaxue AGC/ AP) name
Homep cepun ADC/API Batch Number

Mpoussogurens A®C, agpec/ API
Manufacturer's name, addressCrpana
npowssogcTea ADC / API's Country of
origin

B1: JJANGX! TIANXIN PHARMACEUTICAL CO,,LTD, Le'anjiang Industrial Zone, Leping, Jiangxi
province, 333300, China

B6: JJANGXI TIANXIN PHARMACEUTICAL CO.,LTD, Le‘anjiang Industrial Zone, Leping, Jiangxi
province, 333300, China

B12 Hebei Huarong Pharmacsutical Co., LTD., No.8, Weier Road, Ningjin Salinization Industrial Park,
ingtai, Hebei Province, China

iclofenac sodium Amoli Organics, 407, Dalamal House Nariman Point, 400021 Mumbai, India

1: 2405361 + 2405362 |
: 2501420

iclofenac sodium: 2500872

KommeHTapuu / Comments

3alMUIEHHOM OT CEETa MECTE, NPN TeMNepaType He Bbiwe 25° C
POK rofHOCTH 24 mecsua.

tore in a dark place, at a temperature below 25 °C

helf-life 24 months.

€3y/1LTATBI IPOBeeHUs anann3a/Analysis results

VCMbLITAHUA/TESTS

CNEUNOUKALIMW/SPECIFICATIONS PE3YNbTATLI/RESULTS
Onucanue TBepALIe MenaTUHoBLIE Kancynk Ne 1, CooTBeTcTByeT
(BuayanbHo) Kopnyc: cBeTno-poaoBaTO-KENTLIA, Henpo3paUHbli,

bilUgUKa: PO30OBATO-KOPUHHEBARA, HENPO3paYHan
OAEPXMMOR Kancyn: cmeck rpaHynaTta benoro usera

AWKnodheHak HATPUA) M NOPOLLIKA PO3OBOFD LBRTA (TMAMUHE
APOXNOPUA, NUPVACKCHHE TMAPOXNOPKA, LinaHoKkoBanamuH),

a
|
'|
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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

CEPTUDUKAT AHANU3A/
CERTIFICATE OF ANALYSIS

HaumeHoBaHue npenapata: Heiipoguknosur, Kancynel ¢ MOAMMULMPOBAHHLIM BbicBOGOXKAEHWEM

Product name:

Cepus/Batch no.: K08598
[ara nponssopcrea/ 09.2025
Manufacturing date:

Hara ucreuenus cpoka 09.2027
roaHocTW/Expiry date:

Konuuecteo Tabnetok B 30

nakoeke/Package size:
pearance

Neurodiclovit modified-release capsules

ard gelatin capsules No. 1, orresponds ]
(Visually) ody: light pinkish yellow, opaque, -
p: pinkish brown, opagque
apsule content: mixture of white granulate (diclofenac
ium) and pink powder (thiamine hydrochloride, pyridoxine
hydrochloride, cyanocobalamin)
CpeaHas macca kancyn u 245,0 mr + 10 % 251,5 Mr
0AHOPOAHOCTL Macchi 18/20 — ve Bonee + 10 % ICooteetcrayer
[Esp. ®., PEASC wnn ' Po 2/20 — He Gonee + 25 % CooTeeTcTByeT [
Average capsule weight and uniformity of  [245.0 mg+ 10 % 251.5 mg |
mass 18/20 — not more than + 10 % Corresponds
Ph. Eur., Ph. EAEU or SP RF 2/20 — not more than + 25 % Corresponds
CpeaHas macca coaepmumoro kancynw  [168,0 mr+ 10 % 176,0 Mr
OAHOPOAHOCTL MacChl 18/20 — ve Gonee + 10 % ICooreeTtcrayer
Esp. ®., ®EA3C unu ['d Po 2/20 — He Gonee + 20 % Coorsercrayer |
Average weight of capsule contents and  [188.0 max10% 176.0 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 |
OAHOPOAHOCTL BAMHUL 403MPOBaHMS: Mokasarens npuemnemocTy (AV) =15 % 5
nknodeHak HaTpua
ep. ®., PEASC unu v Po
niformity of dosage units: diclofenac I
odium Acceptance value (AV) < 15% .5
Ph. Eur., Ph. EAEU or SP RF
PacnapaemocTh He Gonee 30 muw < 4 MUH.
Not more than 30 min < 4 min,
Esp. @., ®EA3C unu Mo PO
Disintegration
Ph. Eur., Ph. EAEU or SP RF
MoanuHHOCTE BIKX BpemMeHa yaepK1BaHUs OCHOBHLIX NUKOB Ha Xpomarorpammax | CooteeTcreyer
[MCNEITYEMbIX PACTBOPOB AO/KHLI COOTBETCTBOBATL BpEMEHaM ,
YABPKWBEHWA NUKOB AWKNOeHaka HaTpus, THaMUHa |
FYAPOXNOpUAE, NMPUACKCUHE ruapoXnopHaa v
UnaHokoBanamura Ha xpomarorpammax COOTBETCTBYIOLLMX
CTaHABPTHLIX pacTBOpos (cMm. pasgen «KonnuecTeeHHoe
onpeaeneHnen).
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
chromatograms of corresponding reference solutions (see
'Assay")
PoacTaeHHble npumecy (BIMX) Mpumech A — He Gonee 0,2 % < RL '
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Gl®Pharma

G.L. Pharma GmbH - LANNACH
Schiossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

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

CEPTU®UKAT AHATIU3A/
CERTIFICATE OF ANALYSIS

HavmeHosakue npenapara: Heitpoguknosur, kancynel ¢ MmognUMpoBaHHbLIM BbicBOGOXaEHUeM

Product name: Neurodiclovit modified-release capsules
Cepusa/Batch no.: K08598

Hata npoussoacreal 09.2025

Manufacturing date:

[Hata ucteuenus cpoka 09,2027

rogHocTU/Expiry date:
Konuuyectso Tabnetok B 30
nakoeke/Package size:

|
[OuknotbeHak HaTpua He 6onee 10 % oT aasenexHoro konuyecTea yepea 120 MuH B E.O %
0,1 M pacteope XNOPHCTOBOAOPOAHOA KMCNOTDLI 9 %
He meHee 80% (Q = 75%) uepea 30 MUHYT OT 3aRBNEHHOro
Diclofenac sodium uectsa B chochatHom GycdbepHom pacteope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric  [2.0 %
acid solution 99 %
NLT 80% (Q = 75)% after 30 min of label claim in phosphate
buffer solution pH 6.8
MukpoBuonoruyeckas yuctota* O6Lee konuyecTao aapobHbix Mukpoopranuamos (TAMC): s [He Tectuposanocs
Esp. ., PEASIC wnu e Po 10° KOE/rO6wwee konuuecTtao NNeCHEBLIX U APONCKBELIX Not tested
Microbiological purity* rpuGoe (TYMC):< 102 KOE/r
Ph. Eur., Ph. EAEU or SP RF Escherichia coli otcytcrayers 11
TAMC < 10° CFU/g
TYMC: < 10? CFU/g
Escherichia coli absentin 1 g |
Mapkuposka B cooteeTcTeMy ¢ HA. CooTBeTCTBYET [
Labeling In accordance with ND. Corresponds |

e “AHanua Ans Beinycka Ha MUKPOGUONOrUYECKYI0 YUCTOTY NPOBOAST Ha kaxaoi 10-i cepum unu He pesxe oaHoro pasa B roa
COOTBETCTBEHHO.

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

3aknioveHue o cooteercTenM / Statement of compliance:

HaHHan cepus K08598 CooTBeTCTBYET TpeboBaHNAM PerucTpaumnoHHoro YAocTosepeHus Ne J1C-002517 gata perucrpauuu 29.11.201 1, naTta
nepepeructpamm 04.12.2023 u HopmaTueHoii aokyMeHTauum Ne JIG-002517 -041223, Viam. Ne1 ot 29.03.2024/ This batch K08598 complies with
the requirements of Registration Certificate No ITC-002517 registration date 29.11.201 1, variation date 04.12.2023 and normative documentation Ne
11C-002517-041223, Var. #1 from 29.03.2024.

3aknioyeHne o cepTudmkauum / Statement of certification

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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