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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 eEatopikevon pnopel va avtipeTwniCel ocuykeKPLLEVO TMTPOBANUA LOPPHG ) oLoTATIKOV. Agv ouvendyeTal
KaBoALKr vnepoyr, xaunAdtTepo KOOTOC 1 anmovoia aAAepyLwWY. OL ouVTayEC avdnTtuEng xpetdlovTtal dLkNA
TouG Tekunpiwon mpw yivouv odnylec mapaokevig.

Individualisation may address a specific dosage-form or ingredient problem. It does not imply universal

superiority, lower cost or absence of allergies. Development formulas need their own evidence before becoming
compounding instructions.

OepameLTIKO epwTNHaA Kal emiAoyl pop@r¢ / Clinical question and dosage form

H a&loAdynon Eekvd amd tov aobevr, TNV 066, TNV amnattoduevn 66on Kal To dLaBETIUO EYKEKPLUEVO
npoiév. Kataypdeovtal SuokoAia katdnoong, SuvatdtTnTa Xpriong oLoKeLAG, NALKLaKo( epLopLapol
KOO WV Kal TuXOV aAAepyileg. Mia SlapopeTikA popen unopsl va egunnpetel TNV avdykn, aAA& n aAAayn
Xpetdletal Tekunpiwon abvBeonc, SoogopeTplac Kot KAWLKAG KaTaAANASdTNTAC. Agv TeKpalpeTal
BepamnevTik Looduvvapia pévo eneldr meptéxel Tnv (6la SpaoTIKH.

Assessment starts with the patient, route, required dose and available authorised product. Document
swallowing difficulty, device use, age-related excipient restrictions and allergies. Another dosage form may
meet the need, but the change requires formulation, dose-delivery and clinical-suitability evidence. Sharing an
active ingredient alone does not establish therapeutic equivalence.

ZupBatoTnTa TNG TEALKAG pATPAaG / Compatibility of the final matrix

H unxovik oavdutgn dev amodetkviel dtaAvtdTnTa, opoLloyévela f XnUikr oupBatédtnta. EAEyyxovtal pH,
Tdon KPLOTEAAAWONG, Sopur YOAAKTWHATOG KAl KATAVOUH cuvTneNTlKoD. H cuykévTpwon evéd¢ oLOTATIKOD
oTNV €TIKETA TNG APXLKAG BAong umopel va £xel aAAGEEL ueTd and apaiwaon. Agv xpnolomoLte(tal n
nUEpounvia AKENG Twv 600 apYLKWY MPOIOVTWY WG anddelEn Sldpkelag Tov PiypaTog.

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.

AcOevhC Mpoowmiko Kal emipoAvvon / Patient staff and contamination

AELoAoyolvTal XWwPLoTd KAWLIKAG K{vBuvog, £€kBEan MPOOWTKOU Kal HETAPOPA UTIOAELPMUATWY O eMOUEVN
epyaoia. H moogétnta, n ouxvétnTa, n 6nuiovpyia okdévng fj athoL Kot N ouykpdtnon ennpedlouvv TNV
anégaon. EmAéyetat Tpéyxov SDS NG ouykeKPLEVNG DANG Kal KATAAANAN Ny yla tn 6pactikn. To éTL
HLo ovoia 6ev MEPLAAUPBAVETAL O KATAAOYO EMIKIVOLVYWY PAPUAKWY Bev onuaivel éTL 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.

‘EAgyXOLl TIOL aMavToLV OTO epwWTNHa / Tests that answer the question

H epgdvion evtoni{Cel oplopéveg aotoyieg, aAAd Hev amodelkviel Loy, anovoia mpoldévtwy didonaong f
HLKpoBLoAoYLKA KaTaAAnAdTNTa. H HéBOBOC Kal TO KPLTHPLO EMAEYOVTAL YLO TN OLUYKEKPLUEVN LOPQH Kal
Xpron. Ze evoawwpnua xpetdletatl agloAdynaon enavadlaonopds kat tng d6ong mov 6{vel n ovokevr- o€
MLKPH TIEPLEKTIKOTNTA N Opotdopen Palo ev Llooduvapel pue opoldpopen dpaactikr. Anotuyla Kplowung
npodlaypa@rc 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
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specification failure requires quarantine and investigation.

ZUYKEKPLMEVO OLOTATLKO Kal LOXLPLOMOG aAAepyiag / Specific ingredient and allergy
claim

H agaipeon apwpatog f evdc ouvtnENTKoD emTpénel Hévo TNV akpLBr 6Awaon 4Tl TO CUYKEKPLUEVO
OLOTATLKO Bev YpnoLuonoliBnke, EQOCOV EAEYXONKOVY TPWTEG DAEG Kol EMMOALVON. AEV TEKUNPLWVEL
«xwpic aAAepyloydva». AKSOUN KL O LOXLPLOUOC «UTTOAAAEPYLIKO» Yl KAAAUVTIKO QMALTE( EMOTNUOVLIKE
vnooTAPLEN Kat dev eyyvatal pndevikn avtidpaaon. Epeblopdg and emeavelodpacTtikd dev TavtiCeTal Pe
aAAepyia.

Removing fragrance or a preservative supports only the precise statement that this ingredient was not used,
after material and contamination checks. It does not establish allergen-free status. Even a cosmetic
hypoallergenic claim requires scientific support and does not guarantee zero reactions. Surfactant irritation is
not the same as allergy.

Evowpdtwon dpactikwv / Incorporating actives

Agv dlvovTal yevikég odnyleg Tou TOMoL «dlaAdeTal o Alyo vepd» yia BLtapivn D A Autoiké oE0 olTe «ion
noodTNTA ABAVOANG» YL KAPEVN. H akplBAC XNUKA HOPPH KAl Ol CUYKEVTPWOELG (VAL AMoPA{TNTES Yo
emAoyr dLaAUTN Kat anddelEn mAfpoug dLtdAvong. Alaomopd, eVBLAGKwWaON Kat dLdAvan e{val SLaQopPETIKEC
KOTAOTAOELG. Ta EUMOPIKE CUUTAEYUATA AKOAOLOOUY TO OUYKEKPLUEVO TEXVLKO SeAT(O KaL TN HEAETN TNG

TeAKAC BAong.

Do not use generic instructions such as dissolve in a little water for vitamin D or lipoic acid, or equal ethanol for
caffeine. Exact chemical form and concentrations are essential for solvent choice and proof of dissolution.

Dispersion, encapsulation and dissolution are different states. Commercial complexes require their actual
technical data and evaluation in the final base.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] 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

[3] European Commission technical document on cosmetic claims. 3 July 2017. Annex IV, p. 15. Grade A2.

Cosmetic claim interpretation; hypoallergenic does not mean zero allergy risk; not a medicinal-product BUD standard
https://ec.europa.eu/docsroom/documents/24847/attachments/1/translations/en/renditions/native

[4] European Parliament and Council — Directive 2001/83/EC. Consolidated text displayed as current on 2026-09-12. Articles
2, 3(1)-(2), 6; consolidated 1 January 2025. Grade Al.

Specific EU scope exclusions; national pharmacy conditions still require verification
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02001L0083-20250101

20vtagn ywa To EAANVIkS Formulary Sikalias, mpwTtofovAia cuAAOYAG Kol TEKINP{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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