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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 teAkr uATpa elval To avtike{uevo TnG agloAdynong. H OmapEn ocuuBaTwy EMPEPOUG LAWY H ETOLUWY
npolévtwy 6ev eEao@aAiel amnd pévn TNC KATAAANAGTNTA TOL CLVOLACUOD.

The finished matrix is the object of assessment. Suitable individual materials or commercial products do not
alone establish suitability of their combination.

AkpIBAG oVVOeoNn KaL Slayelpiolpn Siadikaoia / Exact formulation and controlled
process

H TavtéTtnTa Hlag obvBeong mepAapuBavel xnNUkA Hoper SpaoTIKAG, cLYKEVTPWON, ékdoxa, vepd,
ouvTnENTKd Kot apxLkd mpoidvta. AAAayA dAatog, B&ong i Tumou dlokiov dev elvat amAr aAAayn
ovopooiag. H dadikaaia opiCel oelpd nmpoodrikng, Tpdémo avauEng, BepUkd otddia Kot TeAkd dyko
HaZa. To EpyOOTAPLO TEKHNPLWVEL OTL UTMOPE( va aKOAOLONOEL AL TEG TLG GUVOAKEG UE TOV BLkd TOL
€EOMALOMO.

A formulation’s identity includes active chemical form, concentration, excipients, water, preservatives and
starting products. Changing a salt, base or tablet type is not merely a naming change. The process specifies

addition order, mixing, thermal stages and final volume or mass. The laboratory establishes that its equipment
can achieve those conditions.

ZuppatoTnTa TnG TEAKAG pATPaG / Compatibility of the final matrix

H unxovikr) avdutlEn 6ev amodetkviel dtaAvtdtnTa, opoloyévela f XnUikr oupBatétnta. EAEyyxovtal pH,
Tdon KPLOTAAAWONC, Sopur YOAAKTWHATOCG KAl KATAVOUH cuvTnENTIKoD. H cuykévTpwaon evéd¢ oLoTATIKOD
oTNV €TKETA TNG apPXLKAG Bdong umopel va £xel aAAGEeL ueTd and apaiwon. Agv xpnoluonote{tal n
nuepounvia AENG Twv 800 aApXIKWY MPOIOVTWY WE anddelgn dldpkelag Tov PiypuaToc.

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 aMavToUV oTOo epwWThHa / Tests that answer the question

H epgdvion evtoniCel oplopéveg aotoyleg, aAAG Hev anodelkvieL LoxD, amovoia mpoidvTwy didonaong A
HLKpoBLoAOYLKA KATAAANASTNTA. H péB0O0G KL TO KPLTHPLO EMAEYOVTAL YL TN OUYKEKPLUEVN HOPPH KoL
XpPHon. Ze evawpnua xpetdletal agloAdynaon enavadlaonopdg kat tng d6ong mov 6{vel n ovokevr: o€
MLKPH TIEPLEKTLIKOTNTA N Opodopen pdlo v Llooduva el pe opoldpopen dpaactikr. Anotuyia Kplowung
npodlaypa@rc odnyel oe Kapavtiva kat Stepedvnon.

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.

Awdpkela xpAong pe ocageic mpoimoBéoelg / Dating with explicit conditions

To BUD mpokOmTeL amnd TEKUAPLA YL TN OLYKEKPLPEVN oOvOean 1] and €QAPUOCLUO YEVIKO KOvOva UE
EAEYXO Twv MpoblmoBEaewy Tou. H yevikr dldpkela 6ev elval nelpapa otabepdTnTag. H Bepuokpaoia, o
NMEPLEKTNG, N UKPOBLOAOYLKH KaTdoTaon Kot N NHEpopNnviat ARENG TWY GUOTATIKWY TEpLopiCouv TNV
andépacon. Ot aptduntikol kavdéveg neptypdpovtal oto SOP-014 kat oto PUB-013: n Ttekunpi{waon tng
nopTidag 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
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expiries constrain the decision. Numerical rules appear in SOP-014 and PUB-013; record batch rationale in
F-006.

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 — Guidance Document for Pharmacy Compounding of Non-sterile Preparations. March 2018, clarification January
2022. Sections 5, 6 and 7; master/batch records, delivery, quality. Grade A2.

Quality-system implementation; historical BUD table not substituted for 2022 USP revision

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

[3] 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

20vta€n yia to EAANVIkS Formulary Sikalias, mpwtoBouAia cuUAAOYAC 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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