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KAWIKA a&loAdynon eKk60Ywv KalL nHEPROoLa €KOeon

Clinical excipient assessment and daily exposure

H aopdAela evdc ekboyov eEapTdTal and Tn ouykekplpévn moadtnta, 066 Kat aabevr. H avaokdnnon ouvdéel Tov
UTIOAOYLOUO UE TO TPEXOV TEKUAPLO Kal TNV KAWLKY andeaaon.

Excipient safety depends on actual quantity, route and patient. This review links calculation to current evidence
and clinical decisions.

MAApNG TavtoTnTa / Complete identity

Kataypdyte k&Be €kdoyo, TNV aKPLBA XNULKA Hop@r, oLYKEVTPWON, BAon Hovadwy Kal poéAevan amnd eUnopLlkd
éxnuo/mpotév. Mwa ovopaaia Bdong xwplg odbvBean dev emTpénel agLOMOTO UTIOAOYLOUS £kBeong. EAEyETe
oAAQyEG mpopNnBeLTH Kal Bavég nyég (Blag ovaolag.

Record every excipient, exact chemical form, concentration, unit basis and contribution from commercial
vehicles/products. A base name without composition cannot support reliable exposure calculation. Review
supplier changes and other sources of the same substance.

AplOpNTIKO Tapadeiypa, oxt 6oooAoyia / Arithmetic example, not prescribing

EvdeLKTIKG utoAOYLOTIKS mapddetypa: 0,5% m/V = 5 mg/mL. Av n emBeBatwpévn HEYLOTN NUEPriOLA TOCOTNTA
elval 8 mL, n ékBean oto €k6oxo sival 40 mg/nuépa. Mpdkeltal yia JeTatpon Hovddwv, OxtL mpoTtewvduevn 66on
eapudkov A éplo aopaieiag. To mg/kg/nuépa mpoimoBETeL KATAAANAO TPEXOV BAPOG.

Arithmetic illustration: 0.5% w/v = 5 mg/mL. At a confirmed maximum daily amount of 8 mL, excipient exposure is
40 mg/day. This illustrates unit conversion, not a recommended medicine dose or safety limit. mg/kg/day requires
a suitable current weight.

O oWOoTOG Kavovag yla Tn owoTh 060 / Correct criterion for the route

>to EMA Annex Revision 5 eAéygTe TNV avtiotolyn ypauur ekdéxov, tnv 066, To dpLlo/uovdda, tnv €L8LKA
npoeldonoinon kat TNV NueEpopnvia evnuépwaonc. H 6AAwaon evég ekbdxoL aTNY emoAAvVon Kol N KAWLKE anodoxn
plag ékBeong elval SLaQopeTIKEC AMOQATELS. Mnv epunvedeTe 6plo SAAWONG WG KABOALKS 6plo aopaAeiac.

In EMA Annex Revision 5 check the excipient row, route, threshold/unit, specific warning and update date.
Labelling declaration and clinical acceptance of exposure are separate decisions. Do not interpret a declaration
threshold as a universal safety limit.

KAwvikq anégaon kat aAAayf o0vOeong / Clinical decision and reformulation

AMepyla, dugavegia, nAtkia Kol oxeTkEG vOToL agLoAoyolvTal e TOV LTIEVBLYO KALVLKS. Av amatte{Tat
agaipeon/avtikatdoTtaon ekdOxou, N véa UATPA XPELGZETAL EMAVEAEYXO CLUPBATOTNTAG, BLdALoNG/dlaomopdc,
guvtApnong kat BUD- n pelwaon €vog ktwdivou Hev emitpénel anwAsla 66ong A motdTnTOC.

Assess allergy, intolerance, age and relevant conditions with the clinical lead. Removing/replacing an excipient
requires reassessment of compatibility, dissolution/dispersion, preservation and BUD; reducing one risk cannot
justify loss of dose or quality.

EAgyxopevo apyeio / Controlled record

To F-021 tnpel umoAoylopolc, mNyEG, EEaTOPLKEVPEVN andaon Kal emaveEETaon. Aev dnuoatebovTal oTolyela
000gvolc. Ze owArjva oltiong npootiBevtal N 6€on xopriynong, N CUOKELH, N WOUWTIKOTNTA/IEWHEC OTov Kplolua
KoL ol EYKEKPLUEVEC 0bnylec SOP-027.
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F-021 records calculations, sources, individualised decision and review. Do not publish patient data. For feeding
tubes add administration site, device, critical osmolality/viscosity considerations and approved SOP-027
instructions.

Mnyéc koL mapanopnég / Sources and references

[1] EMA/European Commission - Excipients in labelling and package leaflet, Annex Revision 5

Revision 5, first published 5 December 2025; XLSX annex | Current version Revision 5; row-specific route, threshold, warning and update date
| Authorised-medicine excipient labelling and safety-information source. Clinical warning review is transferable; declaration thresholds are not
universal safety limits and pharmacy national obligations require separate assessment. | 2026-10-14

https://www.ema.europa.eu/en/scientific-guidelines/annex-european-commission-guideline-excipients-labelling-package-leaflet-medicinal-pro
ducts-human-use

[2] EMA - Excipients labelling

Live official page checked 14 October 2026 | EU guideline; excipients with known action or effect; background documents | Scope and
implementation of excipient warnings; official links to individual excipient assessments. | 2026-10-14

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/excipients-labelling
[3]1 NHS SPS - Choosing medicines for enteral tube administration

Current NHS Specialist Pharmacy Service professional advice, checked 14 October 2026 | Tube characteristics, licensed options, formulation
issues and administration site | Clinical/pharmaceutical assessment for actual tube and formulation; general advice cannot establish the
suitability of an untested compounded preparation. | 2026-10-14

https://sps.nhs.uk/articles/choosing-medicines-for-enteral-tube-administration/
[4] NAPRA - Guidance Document for Pharmacy Compounding of Non-sterile Preparations

March 2018, clarification January 2022 | Sections 5, 6 and 7; master/batch records, delivery, quality | Quality-system implementation;
historical BUD table not substituted for 2022 USP revision | 2026-10-14

https://www.napra.ca/wp-content/uploads/2018/03/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-Guidance-EN-March-20
18-CLAR-Jan-2022.pdf
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