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EtIAOY QAPUAKOTEXVIKAG HOPYPNAG
Choosing a dosage form
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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 oapuaKoTEXVIKNA LoP®r EMAEYETAL O CLUUPWVIA LE TN oLVTAYOYPAPENON KAl TLG TIPAYUATLKEG
duvatétnTeg Yopriynong. H aAAayr 0600 1§ TOmov anodéapevong 6ev yiveTal we amAf TEXVIKNA
npoocapuoyH.

Select dosage form consistently with prescribing and actual administration needs. Changing route or release
type is not a simple technical adjustment.

OepameLTIKO epWTNMA Kal emiAoyn] pop@ng / Clinical question and dosage form

H a&loAdynon Eekvd and tov aobevri, TNV 066, TNV anattoduevn 56an Kal To dLaBEaLUo EYKEKPLUEVO
npoidév. Kataypdeovtal SuokoAila katdmnoong, SuvaTtdTNTA XPHONG CLUOKEVAG, NALKLOKO! TEpLopLopol
EKBOYWVY Kal TuX6Y aAAepylec. Mia SlapopeTiK Hop@r unopel va eEunnpeTel TNV avdykn, aAA& n aAAayn
xpeldletal tekunpiwon obvBeong, 6oocopeTPlag Kot KAWLKAG KATAAANAGTNTAC. Agv TekpalpeTal
BepamnevTiky Looduvvapioa pévo emeldr nmeptéxel Tnv (Bl HpaoTIKA.

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 Slayelpiolpn Siadikaocia / Exact formulation and controlled
process

H TavtéTtnTa Lo obvBeong mepAapBavel XUk Hoper SpaoTIKAG, cLYKEVTPWON, ékdoxa, vepd,
ouvTnENTKA Kot apxLkd mpoidvta. AAAayA dAatog, B&ong 1 Tumou dlokiov dev elval amAn aAAayn
ovopooiag. H adikaaia opiCel oelpd nmpoodrikng, Tpdémo avauEng, BepUkd otddia Kot TeAkd dyko
HaZa. To EpyOOTAPLO TEKHNPLWVEL OTL UTOPE( va aKOAOLONOEL AL TEG TLG CUVOAKEG E 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.

‘EAEYYXOL TIOL amavTolV oTo epwWTNHa / Tests that answer the question

H epgdvion evtoniCel oplopéveg aatoyxieg, aAAd Hev amobelkviel LoxD, amovoia nmpoidvTwy didonaonc A
MLKpOBLoAOYLKA KaTaAANASTNTA. H H€BOBOG Kal TO KPLTAPLO ETAEYOVTAL YLO TN OLUYKEKPLUEVN LOPQH KoL
XpHon. Ze evapnua xpetdletat agloAdynon enavadlaonopds kat tTnG déong mov 6{vel n ovokevr- o€
MLIKPM TIEPLEKTLIKOTNTA N opodpopen pala v toobuvapel pe opolduopen Spaactikr. Anotuyia Kplowung
npodlaypa@ng odnyel o 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
specification failure requires quarantine and investigation.

Aoc@alng mapadoon katL padnon / Safe handover and learning

H napddoon cuvdéel cwoTd aobevr, CWOTH MAPACKELH, MEPLEKTIKOTNTA, 060 Kot HoolueTplkd pnéco. H
Katavénon eAEyXeTaL He eMBELEN Kal emavdAnyn and Ttov napaAqmTn. Mapdmnovo f aoToxio avaAVETAL PUE
Bdon 6edopéva Kal Hev anodibetal avtéduata o €vav unyaviopd. H CAPA nieptAauBAavel vmebbuvo,
mpoBeopia KoL EAEYXO ATMOTEAECUATIKOTNTOC WOTE TO €0pnUA vo 0dNYEl 0€ CLUYKEKPLUEVN aAAQYH.
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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.

EvTepIKN KOl TAPEVTEPLKA Xopnynon / Enteral and parenteral administration

XopAynon Héow owArfva oltiong agopd evteplkr 066. Xpeltdletal el8IkdC €AeyxoC owArva, andéepagng,
OAANAETEPAoEWY Kol payHaTikAc 8éanc. Mapevteptkr xopriynon eivatl lapopeTiké nedio e amatTHOELG
otelpag MAPAOTKELAC KoL v MeEPLAAPBEVETAL 0TO MAPOV COOTNUA YN OTE(PWY HOPPWV.

Administration through a feeding tube is enteral. It needs tube, occlusion, interaction and actual-dose

assessment. Parenteral administration is a different scope requiring sterile preparation and is outside this
nonsterile system.

Mnyéc ka1 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]1 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] 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

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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