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EkmodeuTikn TEXVLKY avaokOTnon. Aev mapouoldleTal WG MPWTOYEVHG HEAETN 1} Bnuooicvon ue
eEwTtepKn kplon.

Educational technical review. Not presented as primary research or an externally peer-reviewed publication.

To onue{wpa HETATPEMEL pla eTAYYEALATIKA apatripnon o eAEYEL0 epwTnUa. Ol LloxvpLouol yia
€€0LKOVOUNGN, OLUUOPPWON N ATIOTEAEOUATIKOTNTA XPpeLdlovTal avtioTolya dedopéva.

This note turns a professional observation into a testable question. Savings, adherence and efficacy claims
need corresponding evidence.

ATO eMaVAACUBAVOHUEVN AVAYKN O EPELVNTLKO epWTNHA / From recurring need to
research question

H emovaAnyn evég attApaTtog elval €vdelEn avdykng npog Slepedvnan, OxL anddelgn ueyéBoug ayopdc
anoTteAEOUATIKOTNTAG. KaTaypdyTe TOV MAPOVOUAOTH, TIC LNIAPXOLOEC ADOELG KL TOUG AGYOUG TOL BEv
egunnpetolv. OploTe AnOLTOOUEVN HOPQH, CLYKEVTPWGON, CLOKELH, BLAPKELO KOl KPIOLUA XAPOKTNPLOTIKA
noldtnToG. AKoAOUBWC eEeTdCovTal EQIKTOTNTA, KALLAKWON, EAEYXOL KAl KOTAAANAN KAVOVLOTIKA
dladpopn.

Repeated requests are a signal to investigate, not proof of market size or efficacy. Record a denominator,

available solutions and why they do not meet the need. Define dosage form, concentration, device, duration
and critical quality attributes. Then assess feasibility, scaling, testing and the appropriate regulatory route.

Ti vmooTnpidel KaBe mnyn / What each source supports

Mua enionun povoypaia pnopel va TEKUNPLWVEL oOVOETN KAt EAEYXOUC XWPI(C va dnuooteVeL MARPN
HEAETN oTOBepdTNTAC. EVva @OAAO TIPoidvTOC Unopel va TEKPINPLWVEL TTpoeLdoToloelg BpaoTLKAG XWwpPlg
va KAAOTTEL TN YyaAnvikr Bdon. OL mnyéc agLloAoyolvTatl yia KOPOC, CUYKEKPLUEVN €KBoan Kat
avTiotolyion ue tov woyxvploud. H BLBAloypagia kataypdeel akplBég nmedio vnooTAPLENG: dev
Xpnotuomnote{tal WG dlakoounTikOg KaTtAAoyoq.

An official monograph can establish formula and tests without publishing a complete stability study. A product
label can support active-drug warnings without covering the compounded vehicle. Assess authority, exact
edition and claim applicability. References identify their actual scope of support rather than serving as a
decorative list.

Medio epappoOyAG Kal eMayyEARATLKA €VO0OVN / Scope and professional responsibility

To &pBpo 3 tng Odnylag 2001/83/EK mpoBAETEL CUYKEKPLUEVEG EEaLpEoelg eSOV EQapUOYrG: TTIOPATKELN
0€ QAPUAKE(D KATOMY LATPLKAC OLVTAYAC YO LEHOVWHEVO aaBevr] Kal, XWPELOTA, MAPATKELT] COUPWVA HE
pappoakomnolia yia dueon 61dBeon otoug aoBeve(C TOU CLUYKEKPLUEVOL PappaKke{ov. AvTO Sev amoTeAEL
YeVLK anmaAAayr kdBe 6paotnpléTNTOC MoL anokaAs(tal compounding o0Te KaTtapyel €BVIKEC AMALTHOELC
noldtnTog Kat Asttovpyiag. H Blopunyavik avdntuén kat 61d0gon npoidvtog xpetdlovTal XWwPLoTH
KavovloTik agloAdynon.

Article 3 of Directive 2001/83/EC provides specific scope exclusions: pharmacy preparation against a
prescription for an individual patient and, separately, pharmacopoeial preparation supplied directly to that
pharmacy’s patients. This is not a blanket exemption for every activity called compounding and does not
remove national quality or operational requirements. Industrial product development and supply require a
separate regulatory assessment.
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Aegdopéva kKat ixyvnAaoipotnta / Data and traceability

H texvikr aElonoinon eunetpioag dev anattel dnuooievon avayvwploluwy otolxelwv agbsvwv. Ta dnudola
Ke(peva MeEPLYpPA@oLY TO EPWTNHA KoL TA TEXVIKA evpApaTa Xwplg mpoowmnikd otowxela. H mARpNng
gOvbean ouvtaynig, MPWTNG UANG, MapT{dag Kot mapaAnmTn TNPE(TAL 0TO MPOCTATEVHEVO CUOOTNUA TOV
pappakelov. H xprion de6opévwy yia €pguva anattel TNV KATAAANAN Xwplotr dtakuBEpvnan.

Using technical experience does not require publishing identifiable patient information. Public documents

describe questions and technical findings without personal details. Full order/material/batch/recipient linkage
remains in the pharmacy’s protected system. Research use of data requires appropriate separate governance.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2.

Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

[2] European Parliament and Council — Directive 2001/83/EC. Consolidated text displayed as current on 2026-09-12. Articles
2, 3(1)-(2), 6; consolidated 1 January 2025. Grade Al.

Specific EU scope exclusions; national pharmacy conditions still require verification
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02001L0083-20250101

[3]1 NAPRA — Model Standards for Pharmacy Compounding of Non-sterile Preparations. March 2018, clarification January
2022. Sections 4-9. Grade A2.

Risk, personnel, facilities and QA; its historical BUD table is not used for current USP defaults

https://www.napra.ca/wp-content/uploads/2022/09/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-EN-Mar
ch-2018-CLAR-Jan-2022.pdf

Y0vTta€n yia to EAANVikS Formulary Sikalias, mpwTtoBouAia cuAAOYAC Kol TeKUNP{woNg LALKOD amd
E€YKUPEG TINYEG. ZTAOWOG XP. ZIKOALEG.

Prepared for the Greek Formulary Sikalias initiative to collect and document authoritative material. Stasinos
Chr. Sikalias.
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