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EAAHNIKH EKAOzH

MAaiolo

H Sikalias Pharmaceutical Laboratories Acttovpyel 600 CUUMANPWUATIKEG EYKATAOTACELG OTO
Meplotépt. To Site 0 otnv KukAauivwy 7 dlabétel GMP certificate yiwa to eykekpLuévo medio un
oTe(PWY PAPHAKELTIKWY TPOTOVTWY avBpwTvnG XProng Kat vmod épevva. To Site 1 otn ZTLALAVOD
Movatd 3-5 6labétel ddela duvatdTNTAC MApaywyrig EO® yia evpldteEPO €0POC PN OTE(PWY HOPPWV.
H akpBAC dnudola datinwon mpénetl va emnkatpomnoltndel étav ekdobel kat avaokonnBel To
Eexwplotd GMP certificate tov Site 1.

Development-to-manufacturing flow

To operating model ouvdéel client brief, formulation development, analytical work, stability,
pilot/engineering work, scale-up, technical documentation kat manufacturing. To regulatory
office/MAH mou €xeL oplosl o meAdTNnG dratnpel Tn regulatory strategy kat submission responsibility.

TexviknA eveAiiia

Ot eykaTtaotdoelg vmootnpiCouv liquid, semi-solid kat emAeyuéveg solid dosage-form e@apuoyég
avdAoya pe To adelodoTnUéVO scope, Tov EEOMALOUS Kot TNy project-specific readiness. Ot
duvatéTnTEC XapNARG vypaaiag, avTopatonolnong, eAeyyxdéuevou handling kat xpriong alwTtou
MTopo0V va amoTeEAECOLY ONUOVTLKA process tools éTav SikatoAoyolvTal amnd TO CLUYKEKPLUEVO
formulation.

Continuity planning

ADo sites evioybouv capacity planning, batch-size flexibility kat operational resilience. Agv
anoTteAoDV avtoudTwc validated back-up yla K&dBe mpoidv. H evaAAaKTIKA TXpaywyn
OLYKEKPLUEVOL TpoldvToc amnattel adelobdtnaon, dossier alignment, qualified equipment, validation
kat approved change control.

Quality framework

H dnuéola tekpunpiwon mpénet va daxwpiCelt GMP certificates, manufacturing authorisations kat
management-system certificates. Ta 1ISO 9001:2015, ISO 13485:2016 kat ISO 22716:2007
vnootnp{Couv to evplTEPO quality framework, aAA& v avTikaBLoToOV TO product/site-specific
GMP scope.
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ENGLISH VERSION

Framework

Sikalias Pharmaceutical Laboratories operates two complementary facilities in Peristeri. Site 0 at 7
Kyklaminon holds a GMP certificate for its approved scope of non-sterile human and investigational
medicinal products. Site 1 at 3-5 Stylianou Gonata holds an EOF production-capability authorisation
for a broader range of non-sterile dosage forms. Public wording should be updated when the
separate Site 1 GMP certificate is issued and reviewed.

Development-to-manufacturing flow

The operating model connects client brief, formulation development, analytical work, stability,
pilot/engineering work, scale-up, technical documentation and manufacturing. The client-appointed
regulatory office/MAH retains regulatory strategy and submission responsibility.

Technical flexibility

The facilities support liquid, semi-solid and selected solid dosage-form applications according to
authorised scope, equipment and project-specific readiness. Low-humidity capability, automation,
controlled handling and nitrogen may be valuable process tools when justified by the formulation.

Continuity planning

Two sites strengthen capacity planning, batch-size flexibility and operational resilience. They are
not automatically validated back-up sites for every product. Alternative production requires
authorisation, dossier alignment, qualified equipment, validation and approved change control.

Quality framework

Public documentation should distinguish GMP certificates, manufacturing authorisations and
management-system certificates. ISO 9001:2015, I1SO 13485:2016 and ISO 22716:2007 support the
broader quality framework but do not replace product/site-specific GMP scope.
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Selected references and standards

ICH Q8(R2), Pharmaceutical Development, International Council for Harmonisation.

ICH Q9(R1), Quality Risk Management, International Council for Harmonisation.

ICH Q10, Pharmaceutical Quality System, International Council for Harmonisation.
European Commission, EudraLex Volume 4, EU Guidelines for Good Manufacturing Practice.
EU GMP Annex 15, Qualification and Validation.

FIP/WHO, Joint Guidelines on Good Pharmacy Practice: Standards for Quality of Pharmacy Services.

Sikalias Knowledge & Scientific Publications | Version 1.0 | 07 September 2026 Page 4



