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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 epyaotriplo peTaTPENeL Pl eMBeBatwpévn Bepamev Tk avdykn o€ eAeyxopevn dladikaoia. H emAoyn
HOP®AC, N oLUBATOTNTA KAl N TeKUNP{won MPEMEL va GUUEWYOLY TIPLY ATO TIAPACKELH.

A laboratory translates a confirmed therapeutic need into a controlled process. Dosage form, compatibility and
evidence must agree before compounding.

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

H a&loAdynon Eekvd amd tov aobevr, TNV 066, TNV anattoduevn 66on Kal To dLaBETIUO EYKEKPLUEVO
npoiév. Kataypdeovtal SuokoAia katdnoang, SuvatdtTnTa Xpriong ocLoKeLAG, NALKLaKo( epLopLapol
KOO WV Kal TuX6OV 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 (6o 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.

AkpIBAG oVVOeon KaL Srayelpiolun Swadikacia / Exact formulation and controlled
process

H tavtéTtnTa plag obvBeon mepAaUBAVEL xNULKH Hoper} SpaoTIKAC, ouykéVTpwan, ékdoxa, vepd,
ouvTNENTIKE Kat apxtkd poidvta. AAayr dAatog, Bdong rj TOmov dlokiov dev elval anAf aAlayn
ovopoaoiac. H dladikaaia opiCel oelpd mpoodrikng, Tpdmo avauEng, Bepukd otddia Kot TeAkd dyKo A
HACa. To epyaoTAPLO TEKUNPLWVEL OTL Yropel va akOAOLONOEL AVTEC TIC OLUVOAKEC PE Tov S1K Tou
eEomMALOUO.

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.

ZupBaTtoTnTa TNG TEALKAG PATPag / Compatibility of the final matrix

H pnxovik avdpgn 6ev amodelkviel dtoAvtdTnTA, OPOLOYEVELD H XNHIKA oupBaTtédTnTa. EAEyyovTaL pH,
Tdon KPLOTAAAWGONG, doUA YOAOKTWHATOG Kol Katavour cuvtnenTikol. H ouykévtpwan evég GUOTATIKOD
oTNV €TKETA TNG aPXLKAG Bdong umopel va €xel aAAGEeL pueTd and apaiwaon. Asv xpnolonote{tal n
nuepopnvia ARENG Twv 800 apPXLKWY MPOIOVTWY WG anddelgn dldpkelag 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 epwTnHa / Tests that answer the question

H epgdvion evtoniCel oplopévec aotoyiec, aAAd Hev anodelkviel LoyD, anovoia mpoidévTwy didonaong r
HLKpOoBLoAoyLKA KaTaAANASTNTA. H H€BOOOG Kal TO KPLTAPLO ETAEYOVTAL YLO TN OLUYKEKPLUEVN LOPQH KoL
xpron. Ze evalwpnua xpetdletal aEloAdynon emavadlaonopdc kat Tng 66ancg mov &{vel n GLoKELH: OE
MLIKPH TIEPLEKTIKOTNTA N oodpopen pala 6ev toobuvapel pe opolduopen Spaactikr. Anotuyia kKplowung
npodlaypa@rc odnyel oe kapavtiva Kat dtepedbvnon.

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
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and device-delivered-dose assessment; at low strength, uniform mass does not imply uniform API. A critical
specification failure requires quarantine and investigation.

AA\ayég kal peTtagopa diadikaociag / Changes and process transfer

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

Mnyéc koL medio vmooTAPLENG / Sources and scope

[1]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

20vta€n yla to EAANVIkS Formulary Sikalias, mpwTtoBouAia cuAAOYAC Kol TeKUNp{wong LALKOD amd
E€YKLPEG TINYEC. ZTOOWOC Xp. ZIKAALLG.

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