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MNpakKTIKA EMIAOYA Kal TEKpNnpiwon BUD
Practical BUD selection and documentation
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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.

O aplBudg NUEPWIV TIPETEL va guvodeleTal amd epapudolpn katnyopia, BepUokpacior KAl CUYKEKPLEVOUG
neEPLOPLoponC. To Ke(eVvo apopd un oTelpeC MAPAOKEVEC KAl BEV HeETAPEPEL Ta OpLd TOuG o€ aTelpa K
aAAEPYLOYOVA TIPOoldV T XWPI(C KATEAANAN a&LloAdynon.

A day count needs an applicable category, temperature and specific limitations. This text covers nonsterile
preparations; its limits are not transferred to sterile or allergen products without appropriate assessment.

TiL vmooTnpidel kaBe mtnyn / What each source supports

Mua emionun povoypagia punopel va TEKUNPLWVEL cOVOEON KoL EAEYXOUG XWPIC va BnUoaLeVEL A PN
HEAETN 0T0BepdTNTAG. EVva 9OAAO TIPOldVTOC Unopel va TEKPINPLWVEL TTPOoELdoToOoELG BPAOTLKAG XWwpPlg
va KAAOTTEL TN YaAnvikr Bdon. Ot mnyéc agLloAoyolvTatl yia KOPOC, CUYKEKPLUEVN €KBoan KAt
avTiotolyion pe tov woyxvplopd. H BLBAloypagia kataypdeel akplBég medio vntooTAPLENG: dev
Xpnotuomnote{tal WG dlakoounTikdg KaTAAOYOoG.

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.

Awdpkela xpAong pe ocageic mpoimoBéoelg / Dating with explicit conditions

To BUD mpoKOMTEL amd TEKUAPLA YL TN OLYKEKPLPEVN obvBean 1 amnd €QAPUOCLUO YEVIKO KOvOva e
ENEYYO Twv TpolNoBéoewv Tou. H yevikn dldpkela 6ev eival ne{papa otabepdtntac. H Beppokpaoia, o
MEPLEKTNG, N HLKPORBLOAOYLKA KaTdoTaon Kat N nueEpopnvia AKENG TwWY CLCTATIKWY TepLopiCouvv TNV
anéeaon. Ot apBunTikol Kavévec meptypdovtal oto SOP-014 kat oto PUB-013: n tekunpiwon tng
nopTidac 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.

AA\ayég kal peTtagopa diadikaociag / Changes and process transfer

O {610¢ aplBubC oTPoPWY Ot SLaPopPeTIKS avaulkTpa dev anodetkviel (Bla avdutEn. KA{paka, didpetpog
ntepuylov, xpdvog, yewpetpla kat Osppokpacia emnpedfouv tn dtadikaoia. AAAayr LALKOD cuokevaoiag A
npoundevTr ekddyov eEeTtdleTal Pe BAON TA XAPAKTNPELOTIKA OV Unopel va petaBaAet. H tekunpiwon
avtiotoiyong kataypdgetal oto F-013 mpv xpnotponowndel n mponyoluevn dLtdpkela.

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.

Fevika avwtata 6pla / General maximum limits

Anovoia el6IkAG epapudoLung povoypaeiag/peAéTng: Un cuvtnenuévn vdatikh poper aw =0,60, éwg 14
NUéPEG otoug 2-8 °C. KatdAAnAa cuvtnpnuévn vdatikh poper, €W 35 NUéPEG oe eAeyxOuevn
Beppokpacia dwuatiov A emtpenduevn cupBatr YOEN. Mn LB TLKS éCLo Lypd aw <0,60, €wg 90
NUEPEC. AAAN 1N vBaTIKA poper aw <0,60, €wc 180 nuépec. OL BUo TeAELTAlEC KATNYOPIEC
XPNOLHOTIOLOOVTAL OTLG EMTPEMOPEVEG OLVONAKEG TNG TINYNAG Kat Tou mMAaLciov.

Without a specific applicable monograph/study: unpreserved aqueous aw =0.60, up to 14 days at 2-8 °C;
appropriately preserved aqueous, up to 35 days at controlled room temperature or permitted compatible
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refrigeration; nonaqueous oral liquid aw <0.60, up to 90 days; other nonaqueous forms aw <0.60, up to 180
days. Use the last two categories under conditions allowed by source and framework.

YTOAOYLOMOG Yia ouyKeEKpPLpéVN apTida / Calculation for an actual batch

Agpetnpla glval n nuepounvio/wpa Nopackevng. EMAéyetal n evwplitepn nuepounvia and: apetnpia +
emTpenduevn dLdpkela, AGEELC XPNOLOTIOLOOUEVWY GUCTATLKWY KAl TUXOV CUVTOUOTEPO TEKUNPLWHUEVO
6plo. Av undpyel XwpLloTtd 6pLlo HETA TO AVOLYLA, ETUAEYETAL EMONG TO CUVTOUOTEPO. AgV LTIAPXEL VEQ
agetnpla petd and enavagvokevacia, avddevon A MPoobAKN VWD LALKOD.

The starting point is preparation date/time. Select the earliest of: start plus permitted period, component

expiries and any shorter supported limit. Apply a separate in-use limit if shorter. Repackaging, stirring or adding
fresh material does not create a new starting point.

Moéte xperafovral emmAéov 6ebopéva / When additional evidence is needed

Agv eQapuoletal aplBuoc dtav 6ev €xel kaBoplotel N katnyopla fj éTav anattoduevn Yogn avtiBaivel o
YvwoTh euaolkr otabepéTnTa. MNapdtaon anattel HeAETN HE KATAAANAN HEOBOGO evBELKTIKY OTABEPOTNTAC
KOl TLG QMOLTOOUEVEG ULKpOBLOAOYLKEG amode(&elc. H odnyla pLag €Bvikig gapuakomol{ag mopapével
opatrh w¢ odnyla MnNyrig: 6ev mapouvoldletal WG LoodOvaun He A PN SNUOCLELUEVA TIELPAUATIKE
debopéva.

Do not apply a number when category is undefined or required refrigeration conflicts with known physical
stability. Extension needs a suitable stability-indicating study and required microbiological evidence. A national
formulary instruction remains visible as a source instruction; it is not presented as equivalent to complete
published experimental data.

NMnvéc kat tedio 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] 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
€YKUPEC TINYEG. ZTAOWAG XP. ZIKOALAC.

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