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EKmodevTikA TEXVLKY avaokdmnaon. Aev mapouoldeTal WE MPWTOYEVHC HEAETN 1 Bnuoalevon ue
eEwTepkr kplon.

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

H eunelpla Tov appakelov punopel va dLatunwoel XpAOLUA EPELYNTIKA EpWTAMATA. AKOAOLOE( YWPLOTAH
agLoAdynon mpolévTtog, TEXVIKAG EPLKTAOTNTAG KAl KAVOVLIOTLKAG SLadpounig.

Pharmacy experience can generate useful research questions. Product value, technical feasibility and
regulatory route then require separate assessment.

ATé emMavaAaBavOEVN AVAYKN O EPELVNTIKO epWTNHA / From recurring need to
research question

H emavdAnyn evdg attripatog elvat €vdelEn avdykng mpog ditepebvnan, 6xL andédelEn peyébouvg ayopdc n
anoteAeopaTIKOTNTAG. KaTaypdyTe TOV MOPOVOUACTH, TIC LTIAPXOLOEG ADCELG KOL TOUG AGYOLC TIOL BEV
egunnpetouv. OpioTe anattodpevn HopPPr}, CLYKEVTPWON, OLUOKELH, SLdpKELA Kol KP{OLA X0 PAKTNPLOTIKA
noldTnNTaG. AKOAOUBWG eEeTAToVTOL EQIKTOTNTA, KALLAKWON, EAEYXOL KAl KOTAAANAN KAVOVLOTIKA
SLabpopn.

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.

OepameLTIKO epwTNHa Kol emiAoyn pop@rg / Clinical question and dosage form

H a&loAdynon Eekvd amnd tov aobevri, TNV 066, TNV anattoduevn 68on Kal To dlaBEaLUo EYKEKPLUEVO
mpoidv. Kataypdeovtal duokoAia katdmnoong, duvatdtnTta XPriong ocLoKeLHG, NAlKlakol eplopLopol
EKBOYWVY Kal TuxOv aAAepyieg. Mo BlaopeTik pop@r] unopel va eEunnpPeTel TNV avAyKn, aAAd N aAAayn
XpeLdletal Tekunplwon obvBeong, 6ocopeTPlag Kot KAWLKAG KATAAANAGTNTOC. Agv TekpalpeTal

Bepanev Tk Llooduvapia pévo eneldn mepLéxel TNV (Bla SpacTIKA.

Assessment starts with the patient, route, required dose and available authorised product. Document
swallowing difficulty, device use, age-related excipient restrictions and allergies. Another dosage form may
meet the need, but the change requires formulation, dose-delivery and clinical-suitability evidence. Sharing an
active ingredient alone does not establish therapeutic equivalence.

AAAayéc KalL petagopa ditadikaciag / Changes and process transfer

O (610G aplBPOC OTPOPWIV OE SLAPOPETIKG avaLIKTHPA §EV amodelkvieL (Bla avautgEn. KA{paka, SLédueTpog
ntepuylov, xpdvog, yewpetpia Kat Osppokpacia emnpedfouv tn dladikaoia. AAAayr LALkoD cuokevaoiag i
nmpounBevTh ekdd)oL e€eTdleTal he BAON T XAPAKTNPELOTIKA oL pnopel va petaBdAct. H tekunpiwon
avTiotolylong kataypdeetal ato F-013 mpv xpnotugomnolndel n mponyoLuevn dldpkela.

The same rpm in a different mixer does not establish equivalent mixing. Scale, impeller diameter, time,

geometry and temperature affect the process. Assess packaging-material or excipient-supplier changes against
the attributes they could alter. Document applicability in F-013 before reusing the previous dating decision.

Mebdio epapuoOyAG Kal eMayyEARATLIKA €VO0OVN / Scope and professional responsibility

To &pBpo 3 tng Odnylag 2001/83/EK mpoBAETEL CUYKEKPLUEVEG EEaLpEoelg eSOV EQapuUoyrG: TIOPATKELN
o€ QOpHAKe{0 KATOMLY LATPLKAC CLUVTAYAC Yo HEMOVWHEVO aaBevr] Kal, XWPLOTA, MOPACKELH COUPWVA HE
papuakomot{a yla dueon 6ldBeon otoug aoBevel(C TOL CLYKEKPLUEVOU Qapuake(ov. AvTd Hev amoTeAel
YEVLKNA anoAAayr K&Os dpaotnpldTNTOC MOV AMoKaAs{TaL compounding o0Te KaTopyel €BVIKEG AMALTACELG
noldtnTog Kat Asttovpyiag. H Blounyxavik avdntuén kat 61d0gon mpoidvtog xpetdlovTal XwPLoTH
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
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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.

Aedopéva kat lyvnAaoipétnta / Data and traceability

H teyvikn a€lomoinon eumnelpiog 6ev anattel dnuoaievon avayvwplolpwy otoyelwy agbevwv. Ta dnudéaia
Kel{HeEVA TIEPLYPAPOULY TO EPWTNHA KAl TA TEXVIKA evpAUaTa XWp(c mpoowrikd otolxeia. H mARpNg
obvdean cuvTayng, MPWTNG DANG, MapTidag KAl MAPAAATTN TNPEE(TOL OTO MPOCTATELVHEVO GOCTNUA TOL
pappakeiov. H xprion 6e6opévwy yia €peuva anattel TNV KATAAANAN Xwplotr dltakuBépvnan.

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.

NMnvéc kat tedio 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] 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

[3] 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

20vTtagn ywa To EAANVIkS Formulary Sikalias, mpwTtoBouAia cuAAoyAC Kot Tekunpi{waong LALKoL amnd
€YKLPEG TINYEC. ZTAOWOC Xp. ZIKAALAG.

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