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Aéka MOavoi pNYavIoHOol aoTOoXiaG YAANVIKWVY
Ten potential compounding failure mechanisms
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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.

To ke{pevo eEeTdlel HéKa OOVOUG UNXOVIOHODG. AEV TOUG KOTATAOOEL WG TOUG OLUYXVOTEPOUG, EMELOH Hev
LTIAPXEL OYXETLKO GUVOAO CUUPBAVTWY UE TMAPOVOUAOTH.

This review considers ten potential mechanisms. It does not rank them by frequency because no incident
dataset with a denominator supports such a ranking.

ZuppBaToTnTa TNG TEALKAG PATPaG / Compatibility of the final matrix

H unxavikr avdugn 6gv amnodelkviel StaAvtédTnTa, opoloyévela i XNk cuuBatdétnta. EAEyxovTal pH,
TAOoN KPLOTAAAWGONG, S0UA YOAXKTWHUATOC KOl KATAVOUH ouvTneNTlkol. H cuykévTtpwaon evo¢ ouoTATIKOV
oTNV €TKETA TNG APXLKAG Bdong pmnopel va €xeL aAAdEeL ueTd amnd apaiwan. Agv xpnowuomnoteital n
NUEpounvia ARENG Twv 600 apYLKWY MPOIdVTWY W¢ anddelEn Sldpkelag Tov piypaToc.

Mechanical mixing does not establish solubility, uniformity or chemical compatibility. Assess pH, crystallisation

tendency, emulsion structure and preservative partitioning. A concentration stated for the original base may
change after dilution. The two starting products’ expiry dates do not establish the mixture’s lifetime.

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

H epgdvion evtoniCel oplopéveg aotoyieg, aAAd Hev anodelkviel Loy, anovoia mpoldévtwy didonaong 1
MIKPOBLOAOYLKA KaTaAANASTNTA. H u€B0OOC Kal TO KPLTAPLO EMAEYOVTAL YA TN CLUYKEKPLUEVN HOPQH KOl
XpHon. e evawpnua xpetdletatl agloAdynaon enavadlaonopdc Kat tTnG d6ong mov 6{vel n ovoKeLH: O€
HLKPR MEPLEKTIKOTNTA N Opodopen Hala dev 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.

AcOevhC Mpoowmiko Kal emipoéAvvon / Patient staff and contamination

AELoAoyolvTal XWwPLoTd KAWLIKAG K{vBuvog, £KBEan MPOOWTKOU Kal HETAPOPAE UTIOAELPMUATWY O eMOUEVN
epyaoia. H noogétnta, n ouxvétnTa, n 6nuiovpyia okdévng i atuoL Kot N ouykpdtnon ennpedlouvv TNV
anégaon. EmAéyetat Tpéyxov SDS NG ouykeKPLEVNG DANG Kal KATAAANAN Ny yla tn 6pactikn. To éTL
ML ovoia 6Ev MEPLAAUPBAVETAL O KATAAOYO EMIKIVOLYWY PAPUAKWY Bev onuaivel dTL otepelTal KlwdOvou.

Assess clinical risk, staff exposure and residue carryover into the next task separately. Quantity, frequency,
dust/vapour generation and containment influence the decision. Use the exact material’s current SDS and an
appropriate active-drug source. Absence from a hazardous-drug list does not mean absence of hazard.

Aoc@alng nmapadoon kKatL padnon / Safe handover and learning

H nmapddoon ouvdéel cwotd aobevr, owWoTH MAPATKELH, MEPLEKTIKATNTA, 006 KAl doalpeTPLkd Yéoo. H
Katavénon eAEyXeTaL He EMBELEN Kal emavdAnyn and tov napaAqmTn. Mapdnovo | aotoxio avaAVETAL PUE
Bdon 6edopéva Kal 6ev anodibetal avtépata oe évav unyaviopd. H CAPA neptAauBAavel vmebbuvo,
npoBeopia KoL EAEYX0 ATMOTEAECUATIKOTNTOAC WOTE TO €0pnuUa vo 0dNyel 0€ CLUYKEKPLUEVN aAAQYH.
Handover links the correct patient, preparation, strength, route and dosing device. Assess understanding
through demonstration and teach-back. Investigate complaints or failures using evidence rather than

automatically assigning one mechanism. CAPA includes an owner, deadline and effectiveness check so the
finding produces a concrete improvement.
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Aéka onpeia digpedvnong / Ten investigation points

1. TavtéTnTa/XNULKE HOPQH. 2. MOVABEC Kal LTTOAOYLONOG. 3. AtaAuTtoTnTA 1 Slaonopd. 4. MetaBoAr pH.
5. Aoun YOAOKTWHATOC H YEANG. 6. Zuvtrpnaon. 7. Avouoloyévela d6ong. 8. Zuokevaoia kot Afjyn. 9.
AcOpBatn eOAAEN | atekunpiwTo BUD. 10. ZedApa evToAnc, emoriuavanc fi yvnAaowudtntac. H oelpd
elval ekmodevTike.

1. Identity/chemical form. 2. Units/calculation. 3. Solubility/dispersion. 4. pH shift. 5. Emulsion/gel structure. 6.
Preservation. 7. Dose nonuniformity. 8. Packaging/withdrawal. 9. Incompatible storage or unsupported BUD. 10.
Order, labelling or traceability error. Order is educational.

‘EEL epwTAMATA TIPLY TNV EKTEAEON / Six pre-compounding questions

Mowa elval n emPBeBatwpévn avdykn; Mowo pH kat mola HATPA TeKUNPLWvovTal; Nwg eEaopaAifeTal
SldAvon ) opolduopen dlacmopd; Mota pikpoBloAoyikr npootacia anatte{tal; Molog MEPLEKTNG KAl TIOLX
OUOKELN ETILTPEMOLY TN oWOTH AAYN; Mota Sedopéva eMLTPEMOLY TapaokeL Kot BUD; K&Be apvntikA A
Ayvwaotn andvtnon xpeldfeTal CUYKEKPLUEVN EVEPYELQ.

What is the confirmed need? Which pH and matrix are supported? How is dissolution or uniform dispersion
achieved? Which microbiological protection is needed? Which container and device support correct withdrawal?
What evidence permits compounding and dating? Each negative or unknown answer needs a defined action.

Mnyéc koL 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] 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]1 NIOSH — Managing Hazardous Drug Exposures: Information for Healthcare Settings. DHHS (NIOSH) 2023-130. Risk
assessment and activity-specific control table, printed pp. 27-33. Grade A2.

Exposure routes and hierarchy of occupational controls
https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130

20vta€n yia to EAANVIkS Formulary Sikalias, mpwtoBouAia cUAAOYAC Kol TeKUNP{wong LALKOD amd
€YKUPEC TINYEG. ZTAOWOG Xp. ZIKOALEC.

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