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Educational and business-development publication. It does not replace product-specific development,
risk assessment, current official guidance, regulatory review, validated methods, stability data or
professional clinical judgement.
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EANHNIKH EKAOzZH
O poOAoc¢ Ttov brief

‘Eva kaAd brief dev elval eunopikr neptypaer. Opilet intended use, target population, market,
dosage form, strength, route, pack, target shelf life, claims/positioning, constraints, reference
products, target batch size kat decision owners. Ooa mapapuévouy acaPri KaTaypaeovTaL WG
assumptions fj open questions.

Development knowledge package

Katd tnv avdntuén npénel va dnuiovpyeltat controlled body of knowledge kat éxt pévo uia
ouvtayn. MepthapBdavel formula versions, rationale emAoyr¢ LAWY, supplier/grade decisions, risk
assessments, development trials, failures, observations, analytical results, compatibility, packaging
selection kat stability protocol/results.

Analytical development

H avaAuTikA oTtpatnylkd mpénet va e{val KatdAANAN yLa To otddlo tov €pyou. Ta methods
egeAlooovtal amnd fit-for-purpose development methods oe transferred/validated rj verified methods
oOPQWYA PE TNV KaTnyopla mpoldvTog Kal TI¢ anattoelc tov project. Ta specifications 6ev mpémnet
Va OV TLYPAEOVTAL NYAVIKA amd YEVIKEC TINYEC.

Manufacturing readiness

Mpw amné to industrial batch anattodvtal frozen f eAeyxéueva formula inputs, EYKEKPLUEVEG TTPWTEC
OAecg/grades, equipment assessment, process instructions, IPCs, sampling, theoretical yield,
reconciliation, packaging components, cleaning approach, line clearance kat deviation/escalation
rules.

Awaoovdeon pe RA/MAH

O contract development/manufacturing partner nopdyel Texvikd dedouéva kot documentation mouv
vnootnp{Couvv Tov PAKEAD Kot TN HeTaBOAR Mapaywyol. H regulatory strategy kat n evBOvn TNG
KatdBeong napapévouy oto RA/MAH oxrjpa ov €xel oploel o meAdTNG. H ouvepyaoia mpémnel va
Eekvd vwplc wote development, dossier kat manufacturing va pn diverge.

Handover kat lifecycle

H oAokAfpwon 6gv e{vat n amootoAr] evéc PDF. Elval controlled handover pe version status,
approvals, open commitments, stability follow-up, change control, knowledge retention kat opltoud
dedopévwy mov Ba emoTpépouvy andé commercial batches oto product/process knowledge.

Sikalias Knowledge & Scientific Publications | Version 1.0 | 07 September 2026 Page 2



ENGLISH VERSION
The role of the brief

A sound brief is not a marketing description. It defines intended use, target population, market,
dosage form, strength, route, pack, target shelf life, claims/positioning, constraints, reference
products, target batch size and decision owners. Unresolved matters are recorded as assumptions
or open questions.

Development knowledge package

Development should create a controlled body of knowledge, not just a formula. It includes formula
versions, raw-material and supplier rationale, risk assessments, development trials, failures,
observations, analytical results, compatibility, packaging selection and stability protocols/results.

Analytical development

The analytical strategy must fit the project stage. Methods evolve from fit-for-purpose development
methods to transferred, validated or verified methods according to product category and project
requirements. Specifications should not be copied mechanically from generic sources.

Manufacturing readiness

Before an industrial batch, controlled formula inputs, approved grades, equipment assessment,
process instructions, IPCs, sampling, theoretical yield, reconciliation, packaging components,
cleaning approach, line clearance and deviation/escalation rules are needed.

Interface with RA/MAH

A contract development/manufacturing partner generates technical data and documentation that
support the dossier and manufacturing-site changes. Regulatory strategy and submission
responsibility remain with the client-appointed RA/MAH structure. Early collaboration prevents
divergence between development, dossier and manufacturing.

Handover and lifecycle

Completion is not the delivery of one PDF. It is a controlled handover with version status, approvals,
open commitments, stability follow-up, change control, knowledge retention and a defined
feedback loop from commercial batches.
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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.
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