SIKALIAS

PHARMACEUTICAL LABORATORIES

A¥Vo GMP sites oto MNepLotépL | Amo to brief otn Blopnxavikn mapaywyn

Sikalias Pharmaceutical Laboratories

Development ¢ Scale-Up * Contract
Manufacturing

Sikalias Pharmaceutical Laboratories SA

www.sikalias.com | info@sikalias.com
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ZUVEPYATNG avATITUENG KAL Ttapaywyng

YuvepydTtng avATITUENG KAl TIApaywyrG YLa ETALPELEG PAPPAKEUTIKWY TIPOTOVIWY, CUPTIANPWHATWY SLATPOPN|G, LATPOTEXVOAOYLKWY,
FSMP Kat KAAAUVTLKWV.

Client-first operating model: R&D, analytical
development, stability, scale-up and
manufacturing readiness.

20+ 120+ 2

ouvepyalopeVeG eTalpeleg / partner Tpoldévta Tou €xouv avatebel /
companies entrusted products

“si “SIKALIAS'
‘SIKALIAS FARMAKEFTIK/ ‘SIKALIAS FARMAKEFTIKA ERGASTIRIA MON, A.V.E.E.

CUMTIANPWHATLKA sites oto Meplotépt

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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TL KAveL SLawopetika n Sikalias

H a&la Sev Bploketal pévo otn ypappn apaywyns — Bploketal otn Stadpopr| amo to brief péxpl tnv maptida.

Formulation kat analytical development armo to apxko brief
Stability rationale kat technical package generation

GMP mtapaywyr o€ 6U0 CUPTIANPWHPATLKA Sites

EueAil&la oe batch sizes kat Suvatotnta continuity of supply

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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MovtEAo AeLToupylag SUo sites

Site 0 KaL Site 1 AeLTOUPYOUV CUUTIANPWHATLKA: avaTttugn, pilot, GMP operations Kat peyaAUTEPEC YPAUUEG.

e
SITEo Kyklaminon 7
KukAapivwy 7, Meplotépt 12137
® R&D, analytical work, pilot support kat QC
® v operations yLa pn OTELPEG UYPEG / NPLOTEPEEG HOPPES
® Batch certification, packaging support, chemical / physical QC
.

N
SITE1 Stylianou Gonata 3-5
YtuAtavou lovatd 3-5, BLIA. Meptotepiov 12133
® MeyaAutepeg GMP ypappEg kat euputepo dosage-form scope
® Stepeeg popweg, powders/sachets, sprays, drops, liquids
® Evell&la o€ peyaAUTEPEG EPTIOPLKEG TIAPTISEG
J

R&D - Pilot —» Scale-up —» Manufacturing

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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TUTILKI) por) €pyou

‘Evag kaBapdg, TeEKPNPLWHEVOC Spopog amd to development oto industrial scale-up.

1 p 3 4 5 6 7 8 : 9
G Formulation Analytical Industrial scale- [echhical
Brief meAdtn Stability studies Pilot batches Process transfer package Manufacturing
development development up handover

To regulatory ownership mapapével oto RA / MAH oxrjpa tou tieAdtn. H Sikalias uttootnpidel o texviko package, to scale-up kat tn manufacturing readiness.

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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AdELOSOTNUEVO EVPOG TTAPAYWYNG

EupU adeLodo0tnpévo eUPOG N OTELPWY HOPYWV Kal TIPOoldVTWY UYElac.

Yypa Sprays / Drops External / Semi-solids Solid dose Capsules / Powders
Méotpa StaAbpata ZTOPATLKA EKVEQWHATA Aeppatikd StaAbpata ATIAG SLokia TKANPEG KAWOUAEG

Tipora Pwika StaAUpata dapaAKEUTIKA oamouvia AvaBpalovta Kovelg o€ pLaAisSia
Evalwpnpata Puikd ekvepwpata FoAokTwpata NeLOpEVa Avappalouoeg KOVELG

Méoipeg otayoveg QTIKEG oTaYOVEG Kpépeg / alowpeg / gels ETiikaAuppéva dakeAiSla

Inpelwon: n npoota mapouciacn TpemeL va Staxwpidel To adeLoS0TNUEVO Scope amod To EPTIOPLKO focus KABE TiepLdSou.

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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MAEOVEKTNHA TEXVLKNG TIAATWYOPHAG

OL €LOLKEC TEXVLKEG SuvaToTNTEG S{vouv €UEALELA KaL TTOLOTNTA TIAPAYWYIG.

-
<10% RH
Xwpog xapnAng vypactiag yia
moisture-sensitive 1
hygroscopic formulations
g

N

Avvatotnta xpriong awtou yLa
gvo&elSwta cuotatika

Automation

ATIO mixer o€ primary Kat
secondary packaging pe
pELwpEvo direct manual

handling

Packaging

PVC/Alu blisters, Alu/Alu strips n
@LaALSLa

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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AUTOHATOTIOLNHEVEG YPAMMEG UYPWV, sprays & drops

AutopatoTolnuéveg pogg yla product handling, cuokevaaotia kat LyvnAaotpétnta.

01

02

03

04

05

Pwikd SlaAvpata / ekvepwpata

ZTOPATLKA EKVEQWUATA

QTIKEG OTAYOVES

Méotpa Stahvpata / oLpoTia / evatwprpata

Nitrogen connection yLa oxidation-sensitive formulations

Zt0x0G: otabepn ponj, LxvnAacipotnta, pewwpévo manual handling kat 1teo tpoBAEPLUN TTAPAYWYLKN TIOLOTNTA.

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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YYPOOKOTILKA evaioOnta & OTEPEEG HOPWPES

XWPOoC XapnAng uypaciag Kal ETIAOYEG CUCKEVACLAG YLa OTIALTNTLKEG OTEPEEG HOPYPEC.

AvaBpdalouoeg KOVELG OE (PAKEALSLA YLa UYPOOKOTILKA EValoBNTa CUCTATLKA

<10% RH

Low-humidity capability yLa
moisture-sensitive projects.

Kovelg og pLaAidia yLa poiovta Tou PeTa tnv avacuotaon divouv evalwpnua

Avappadovta kat Astyopeva SLokia og xwpo xapnAng vypaciag

ATIAQ / eTitkaAuppeva SLokia Kat KAPoUuAEG pe TIOANQTIAEG ETILAOYEG CUCKeUAGLag

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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MAaiocLo torotntag, GMP & compliance

QA-led compliance, GMP operations kat current ISO framework.

+

EARHNIKH BHMOKPATIA
JOYPIEID YTEIAL
EONIKOE OPTANIZMIOE GAPMAKAN
v 283

1 GMP operations kat National Appendix yLa ta sites

aucitwvon c Ap. Tpur 598
National Organization For Medicines =
i
A STIONTIKOY: 107247/ 10-10-2023 Mhnpodopic SIKANIAE OAPMAKEYTIKA EPTALTHPIA
"

MONOPOZONH ASEE
MIETOMOIHTIKO EYMMOPOQEHS ME TOYX KK ENOX Db Tomaa s
NAPArQroy el

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

3 QA-led technical documentation kat manufacturing readiness

4 YUVTOVLOPOG pe To RA / MAH oxrjua Tou TieAdtn OTIoU amatteltat

Current quality framework: ISO 9001:2015 * ISO 13485:2016 * EN ISO 22716:2007

Certificate Of -1 Certificate OF A: -1 Certificate Of /

IQCert L.P. IQCert L.P. IQCert L.P.

SIKALIAS FARMAKEFTIKA ERGASTIRIA MON. AV.ELE.

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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Atla yLa tov TteAdtn

TL kepSLLEL 0 UVEPYATNG TIEPA ATIO TNV (SLa TNV TTapaywyn.

Development depth amo brief €éwg technical package
Manufacturing flexibility ULKPOTEPEC Kal peyaAltepeg GMP TtaptiSeg
Continuity of supply TIapaywyLkr ac@daAeta 0o sites

H Sikalias d&v tommoOsteital amAwc w¢
Technical edge QUTOaTOIOUIEVES VPG napaywyog. TortoBeteital wg technical
partner tou pewwvel development,
manufacturing kat supply risk.

XapnAn vypaotia, awto,

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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MovtéAa cuvepyaciag

Yapég collaboration model yia véa avdmtugn, scale-up i contract manufacturing.

1 2 3 4 5
Analytical development & stability Contract manufacturing of ready-to- Technical documentation support for

Custom formulation development SiuelEs produce formulas client-appointed RA partners

Pilot batches and scale-up

Private client decks pmopoUv va TepIAapBAVOUV ETIAEYHUEVEG AVAPOPEG EPYWV N TIEAATWY, EQPOCOV UTIAPXEL OXETLKN EYKPLON.

Sources: EOF GMP package / production authorization, Site 0 and Site 1; ISO 9001:2015, ISO 13485:2016, EN ISO 22716:2007 certificates.
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ETTLKOLVWVLA

Ag oulntriocoupe to emopevo development r manufacturing project.

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

Start with a product brief. We can help define the fastest safe path to development, scale-up and manufacturing.
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