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1. Zuvoyn

Ta @appaxkevTikd Epyaotripla LIKaAldg Aettovpyovv wg development-to-manufacturing partner yia
ETALPELEG PAPUAKEVTIKWV TTPOIOVTWYV, CUUTANPWHATWY SLATPOYPNG, LATPOTEXVOAOY KWV, FSMP kal
KOAALVTIKWV.

H etaipeia ouvdualel formulation development, analytical development, stability studies, pilot work,
process transfer kat industrial-scale manufacturing oe pia eviaia, Tekunplwpévn pon epyaciag.

e 20+ ovvepyaloueveg etalpeieg kat 120+ mpoidvta ov €xovv avatebel otnv etalpeia

e AVo ovumAnpwUATIKA sites oto Tleplotépt

¢ Euvélkto povtédo yla pikpodtepeg development-driven maptideg Kat peyaAvTeEPEG EUTOPLKES KAUTTAVLESG

¢ Client-first operating model, ye meploplopévn Stakivnon Wiwv brands wote va unv avtaywvifovtal ot
TEAATEG

2. Pon €pyou ano development oe manufacturing
To Tumké €pyo Eekvd amo to brief Tov meAdTn Kat mpoywpd péoa and eAeyxOpeva oTdS1a avAnTLENG Kat
TPy wyng.

Brief meAdtn - Formulation development — Analytical development » MeAéteg ataBepotnTag — Pilot
batches - Process transfer — Industrial scale-up — Technical package handover - Manufacturing

To regulatory ownership mapauévet oto regulatory office rj/xat oto MAH oyrjua mov €xet opioel o meAdtng. H
Sikalias vootnpiCet To technical package, To scale-up, Tn manufacturing readiness kat o QA-led compliance
interface.

3. Movtélo Aettoupyiag duo sites

SITE 0 — KukAapivwv 7, Ileplotept 12137 SITE 1 — EtvAlavov Tovatd 3-5, BLITA. Ileplotepiov
R&D, analytical work, pilot support, QC kat GMP 12133

operations ylo GUYKEKPLUEVEG Un OTEIPEG LYPEC / MeyaiuTtepeg GMP ypauuég kat evputepo dosage-
nuiotepeeg pop@eg. Batch certification, packaging form scope. Solid dose, powders/sachets, sprays,
support kat chemical / physical QC. drops, liquids kat peyaAttepn evedl&ia yla

EUTIOPLKEG TAPTISEG.

0 ovvduaouog Twv Vo sites Snuiovpyel Aetltovpykl evedigia, kKaAvtepn yetdpaocn and development ce
manufacturing kat .oyvpotepn continuity of supply.

4. ASE10H0MUEVO EVPOC TTAPAYWYNS
AvdAoya pe Tnv xatnyopia mpoidvTog Kal TIG AmalTHOELG TOV €YU, N TAPAYWYLKH TAATEOpUA VtooTnpilet:

e Yypd e€wtepkig xprione: Sepuatikd SLaAVUATA, PAPUAKEVTIKA GATTOVVLA, YOAAKTWUATA

*  Yypd e0WTEPLKAG XPNONG: OCTOUATIKA EKVEPWUATA, TTOGLUA SLAAVUATA, GLPOTILA, EVALWPIUATA, TTOCLUEG
OTAYOVEC

¢ PwIKd SLoAVUOTA KaL PLVIKA EKVEQWUATA

e QTIKEG OTAYOVEG
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6.

Huwoteped: KpEUES, AAOLPEG, TTNKTWUATA

Alokia: amAd, avappdalovta, AeLyOPeva, EMKAAVUUEVA
ZKANPEG KAYOLAEG

Kovelc kat kovelg avafpdfovoeg oe pakeAidia

MAEOVEKIMUA TEXVIKNG TTAATPOPUAG

Xwpog YaunAfic vypaciog pe Suvatdtnta kdtw and 10% RH yla moisture-sensitive 1} hygroscopic
formulations

Avvatétnta powder filling oe @laAiSia yla mpoiovta mov Yetd and avacvatacn Sivouv evalwpnua
Luokevaoia otepewv Hopewv ot blisters (PVC/Alu), strips (Alu/Alu) § @laAiSia
AvTOUATOTONUEVEG YPAUUES VLA PLVIKA SLOADUATA [/ EKVEQWUATA KOL GCTOUATIKE EKVEQWUATA
AvTtouatomonpévn ypauur cuoKeLACLAG VLA WTIKEG GTAYOVEG

Avtopatomounuévn ypauun cuckevaoiag yla méoiua SlaAvparta, olpomia Kal evalwpiuata
AvvatétnTa xpriong aflwtov ya formulations pe evogeibwta cvoTaTika
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MAaiolo molomrag Kat GURLOPPWONG

H Sikalias akoAovBel QA-led compliance model. To regulatory-compliance interface evtdooetal oto QA kat
€0TLALEL TNV TEYXVIKN TEKUNPIWON KAl GTN CUUHOPPWAN TTOV ATALTOVVTAL OTO EN{TESO TNG AVATTTLENG, TOV
scale-up kat tng Plounyavikig mapaywyne.

7.

GMP operations kat National Appendix yia ta sites

ISO 9001:2015, ISO 13485:2016 kat EN ISO 22716:2007

Technical documentation generated through development

Manufacturing and scale-up documentation aligned with GMP, ISO kat product-specific requirements
ZuvToviopog pe o RA / MAH oyjpa Tov meAdTn 0oL anatteitat

Atla yia Tov meAam

Development depth: ané brief éwg technical package
Manufacturing flexibility: pikpotepec kat peyaivtepec GMP maptiSeg
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¢ Continuity of supply: mapaywywkn ac@diela 8vo sites
e Technical edge: low humidity, nitrogen capability kat automated lines
¢ C(Client-first manufacturing approach

8. Ermkowvwvia

Sikalias Pharmaceutical Laboratories SA

7 Kyklaminon Str., 12137 Peristeri, Greece

3-5 Stylianou Gonata Str., 12133 Industrial Zone of Peristeri
Tel. +30 210 5720900

info@sikalias.com

www.sikalias.com

M\aiolo Tekunpiwong

EOF GMP package / production authorization for Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016 and EN ISO
22716:2007 certificates. Internal technical details incorporated based on company-provided operational
information.
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