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Stability rationale in pharmacy compounding
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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.

H SldpKeLO TEKPNPLWVETAL YO OUYKEKPLEVN g0VOean, ocuokevaaoia Kal ovvOrkeg. AlaywpiCovtal n odnyla
mnNyrg, Ta MEPAPATIKE dedopéva Kal 0 YEVIKOG Kavdvag Tov EMAEYETAL YL ThY TTapTida.

Dating is justified for a particular formula, package and conditions. Separate source instructions, experimental
data and the default selected for the batch.

TiL vmooTnEiCel KaBe mnyn / What each source supports

Mua entionun povoypagia punopel va TEKUNPLWVEL cOVOeon KoLl EAEyXoLG XWPIC va dnuoaoteVeL A PN
MEAETN oTaBepdTNTAC. Eva @OAAO TIPOIOVTOG UMOPE( VO TEKINPLWVEL TIPOELOOTIOLACELG BPATTIKAG XWPIC
va KOAOTITEL TN YyaAnvikr Bdon. Ot nnyéc aEloAoyolbvTal yia KOPOG, CUYKEKPLUEVN €KDoan Kal
avtiotoiyon pe tov woxuplopd. H BLBAloypagia kataypdeel akplBég medlo vmooTApPENG: dev
XpnotpoTmoLe{Tal WG HLOKOOUNTIKOG KATAAOYOC.

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.

Aldpkela xpRong pe ca@eic mpodmoBOéoelg / Dating with explicit conditions

To BUD mpokOnTeL amnd TEKUAPLA YLa TN GLYKEKPLPEVN obvBean A amnd eQapuUOoLo YEVIKO Kavdva e
EAEYXO0 Twv TpolmoBéoewv Tou. H yevikr dldpkela 6ev elval ne{papa otabepdtnTag. H Beppokpaoia, o
TMEPLEKTNG, N HIKPORLOAOYLKA KaTdoTaoN Kol N NHEpopnvia ARENG TWV CLOTATIKWY TepLopiouvy TNV
andépacon. Ot apdunTikol kavéveg neptypdpovtal oto SOP-014 kat oto PUB-013: n tekunpiwon tng
noptidag kataypdeetal oto F-006.

BUD follows evidence for the actual formula or an applicable default after checking its conditions. A default
duration is not a stability experiment. Temperature, container, microbiological condition and component
expiries constrain the decision. Numerical rules appear in SOP-014 and PUB-013; record batch rationale in
F-006.

‘EAEYYXOL TIOL aMavToUV oTOo epwWThHa / Tests that answer the question

H epgdvion evtoniCel oplopéveg aotoyxleg, aAAG& Hev anodelkvieL Lox0, amovoia nmpoidvTwy didonaong A
MLKpOBLOAOYLKA KATAAANAGTNTA. H p€B0O0G KL TO KPLTHPLO EMAEYOVTAL YL TN OUYKEKPLUEVN LOPPH KoL
XpPAon. Ze evapnua xpetdletal agloAdynaon enavadlaonopds kat tng d6ong mov 6{vel n ovokevr: o€
MLKPH TIEPLEKTLIKOTNTA N Opodopen pdlo v Llooduvapel pe opoldpopen dpaactikr. Anotuyia Kplowung
npodlaypaerc odnyel oe Kapavtiva Kat dtepedvnon.

Appearance identifies some failures but does not establish strength, absence of degradants or microbiological
suitability. Select method and criterion for the actual dosage form and use. A suspension needs redispersibility
and device-delivered-dose assessment; at low strength, uniform mass does not imply uniform API. A critical
specification failure requires quarantine and investigation.

AA\ayég Kal peTagopd diadikaociag / Changes and process transfer

O {610¢ aplBubC oTPOPWY Ot BLaPoPETIKS avalkTpa dev anodetkviel (Bla avautEn. KA{paka, dldpetpog
ntepuylov, xpoévog, yewpuetpla kat Beppokpacia ennpedfouv tn dladikaoia. AAAayr LALKOO cvokevaolag
npounBevTr ekdOyoL eEeTATETAL E BAON TA XAPAKTNPLOTIKA OV pmnopel va peTtaBAAeL. H Tekunpiwaon
avTiotolylong Kataypdeetal oto F-013 mplv xpnotuomnotndel n mponyoLuevn dldpkela.
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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.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] USP — Compounding Standards and Beyond-Use Dates, 2022 update. November 2022, published by USP; public copy
hosted by Mississippi Board. pp. 1-2; nonsterile table. Grade Al.

Risk-based default categories; not product-specific stability or Greek law
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[3]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

20vTtagn ywa To EAANVIkS Formulary Sikalias, mpwTtoBouAia cuAAoyAC Kol TeKUNP{waong LALKoL amnd
€YKUPEG TINYEG. ZTAOWOG Xp. ZIKAALAG.

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