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EveEPYyOTNTA VEPOD KAL EPUNVELA ATIOTEAECHATWVY
Water activity and interpretation
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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 evepydTnTa vePOL mepLypdpeL Tn SlabeoiudTnTa vEPOV 0TN oLYKEKPLLEVN UATPa. H aglémiotn andgoon
anottel KATAAANAN LEBOBO KAl AVTLMPOOWTELTLKS Selyua.

Water activity describes water availability in the actual matrix. A reliable decision requires a suitable method
and representative sample.

T vtooTnpidel kaBe mnyn / What each source supports

Mua enlonun povoypagia punopel va TEKUNPLWVEL o0VOeoN KoLl EAEyXOLG XWPIC va dnuooLleeL A PN
MEAETN oTaBepdTNTAC. EVva @OAAO TIPOTISVTOC UMopEel v TEKUNPLWVEL TTPOoELdOTIOOELC BPaoTLKAG XWwpPIC
va KAAOTITEL TN YaANvLkA Bdon. OL mnyég agLloAoyolvTal yio KOPOG, CUYKEKPLUEVN €KBOGN KAl
avtioTolylon he tov toxuplopd. H BLBAoypagia kataypdeel akplBéc medlo vmooTAPLENG: dev
XPNOHoTOLE{TAL WG BLOKOOUNTIKAG KATAAOYOG.

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.

‘EAEYYXOL TIOL amavTolv oTo epwWTnHa / Tests that answer the question

H epgdvion evtoniCel oplopéveg aotoyieg, aAAd Hev anodelkviel Loy, anovoia mpoldévtwy didonaong f
MIKPOBLOAOYLKA KaTaAANASTNTA. H u€B0OOC Kal TO KPLTAPLO EMAEYOVTAL YA TN CLUYKEKPLUEVN HOPQH KOl
XpHon. e evawpnua xpetdletal agloAdynaon enavadlaonopdc Kat tTnG d6ong mov 6{vel n oLvoKeLH: O€
MLKPR MEPLEKTIKOTNTA N Opodopen Hala 6ev Looduvapel pue opolduopen dpactikh. Anotuxia Kplowng
npodlaypagric odnyel o kapavtiva kat Stepedvnan.

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.

Tpia Swa@opeTikd peyéOn / Three different quantities

MocooTd vePOD, anwAeLa KaTd TNV Efpavaon kat aw dev elvatl evaAA&Eilua. H aw guvbéeTal he TNy
Looppormia vdpaTuwWy otn Bepuokpaaia pétpnong. Nivakag duadlkod dlaAbuaTog 6ev MPoadlopifel
auTéHaTA PLla YEAN, KOAAWSLO A YaAdKTwO PE TTpdoBeTa cuoTaTikd. To 0,85 nov cuvavtdTal ot
Kavovlopol¢ Tpo@{uwy dev avTikadlotd To 0,60 TOL PAPUAKELTIKOU Kavéva Tagvéunong.

Water percentage, loss on drying and aw are not interchangeable. aw relates to water-vapour equilibrium at the
measurement temperature. A binary-solution table does not automatically determine a gel, collodion or
emulsion with additional ingredients. The 0.85 found in food regulations does not replace the 0.60
pharmaceutical classification threshold.

Amoé t™n pétpnon otnv anégeacn / From measurement to decision

EAéyETe mpdTuma, Bepuokpaaia, eElgoppdnnon, OVTIMPOCWIEVTIKOTNTA KoL MBAVEG APEUBOAEC
MTNTKWY. Avagépete afeBatdtnta. H ouvtnpnTikA MOALTIKA Tou SOP-017 €€etdlel av anotéAsopa padl
pe aBeBatdTnTa Mapapével KaATw amnd 0,60. AvTd elvatl SNAWPEVOC KOVOVOC TOTLKIAG Andeaong Kol Sev
anodi{beTal avtobolog otn USP.

Check standards, temperature, equilibration, representativeness and volatile interference. Report uncertainty.
SOP-017 uses a conservative policy assessing whether result plus uncertainty stays below 0.60. This is an
explicit local decision rule, not a verbatim USP requirement.
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Oplo eppnveiag / Interpretation limit

Mua younAr} aw 6gv anodelkviel oTelPdTNTA, oTaBepdTnTa TNG SPAOTIKAG 1} Slatrpnon TNG ouokevaoiag.
XpeL&ZeTaL VO TMAPAPEVEL OVTLTIPOOWTIELTIKN KATA TNV mpoBAenduevn OAaEN Kot xprion. To F-012 ocuvdéel
TO aMOoTéAETUA UE obvBeon, mopTida, néBodo kat BUD.

Low aw does not establish sterility, API stability or packaging integrity. It must remain representative of
intended storage and use. F-012 links the result to formula, batch, method and BUD.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] FDA — Water Activity (aw) in Foods. Inspection Technical Guide 39, 16 April 1984; website copy accessed 2026-09-12.
Definition; sorption behaviour; measurement equipment. Grade A2.

Metrological principles only. Food regulatory thresholds and old instrument recommendations are not pharmaceutical BUD
rules

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activi
ty-aw-foods

[2] 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

[3] 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

20vta€n yla to EAANVIkS Formulary Sikalias, mpwtoBouAia cuAAOYAC Kol TekUNp{wong LALKOD amd
€YKUPEG TINYEG. ZTAOWOG XP. ZLKAALAG.

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