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MaOARpaTa Tov compounding yia TNV avantuin
MPOIOVTWV
Lessons from compounding for product development
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EkmodeuTikn TEXVLKY avaokOTnon. Aev mapouoldleTal WG MPWTOYEVHG HEAETN 1} Bnuooicvon ue
eEwTtepKn kplon.

Educational technical review. Not presented as primary research or an externally peer-reviewed publication.

H yvwon tng¢ Kabnuepic xpriong Bonda otov oploud npodlaypagwv. H aglonoinor tng amattel
OUOTNUATIKA KaTaypaen Kat EAeyxo- dev amodelkviel aUTOUETWG emLTLX(X KALLAKWONG 1] KALWIKG d¢peAoG.

Knowledge of daily use helps define specifications. Using it requires systematic records and testing; it does not
automatically establish successful scaling or clinical benefit.

OepameLTIKO epWTNHa Kol emiAoyH pop@rg / Clinical question and dosage form

H a&loAdynon Eekvd amnd tov aobevri, TNV 066, TNV anattoduevn 68on Kal To dlaBEaLUo EYKEKPLUEVO
mpoidv. Kataypdeovtal duokoAia katdmnoong, duvatdtnTta Xpriong ocLoKeLHG, NAlKlakol eplopLopol
EKBOYWVY Kal TuxOV aAAepyiec. Mo BlaopeTik pop@r] unopel va eEunnpPeTel TNV avAyKn, aAAd N aAAayn
XpeLdletal tekunpiwon obvBeong, 6ocopeTPlag KoL KAWLKAG KATAAANAGTNTOC. Agv TekpalpeTal
BepanevTikh Looduvapia pévo eneldn mepLéxel TNy (Bla SpacTIKN.

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.

AAAayéc KalL petagopa diadikaciag / Changes and process transfer

O (610G aplBPOC OTPOPLWIV OE BLAPOPETIKG avaLKTHPA SEV amodelkvieL (Bla avautEn. KA{paka, SLédueTpog
ntepuylov, xpdvog, yewpetpia Kat Oepuokpacia emnpedfouv tn dladikaoia. AAAayr LALkoD cuokevaoiag i
nmpounBevTh ekdd)oL e€eTdleTal he BAON TA XAPAKTNPELOTIKA oL pnopel va petaBdAct. H tekunpiwon
avTiotolylong kataypdeeTal ato F-013 mpv xpnotugomnondel n mponyoluevn dldpkela.

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.

Amoé TNV o0dnyia oto mMpaypaTiké apyeio / From instructions to actual records

To kOpLo 6eAtio F-002 neprypdpel T mpémnel va yivel. To apyelo moptidag F-003 meptypdeet TL €ywve: lot,
Bdapn, xpévol, eEonAlopdc, Eleyyol, anddoaon, ETIKETA KAl oy paPéC. K&be eyypaen yivetal 6tav
ekteAe(tal n epyaoia. Atépbwon datnpel TNV apyxikh TAnpogopia kat mpoabétetl attia, nuepounvio Kat
TouTéTNTA SLoPBWTA. Agv MpobdnoypdeovTal anmoTeAECHOTA  anMo@doel anmodEéouevonG.

Master record F-002 specifies what should happen. Batch record F-003 records what happened: lots, weights,
times, equipment, tests, yield, label and signatures. Enter records when work occurs. A correction retains the
original information and adds reason, date and identity. Do not pre-sign results or release decisions.

Ano6 emavaAapuBavOopevn avaykn o€ EPELVNTIKO epwTNHa / From recurring need to
research question

H enmavdAnyn evdc attripatog lvat €vdelEn avdykng mpog dlepebvnan, 6xL andédelEn peyéboug ayopdc n
anoTeAEOUATIKOTNTAC. KATaypdyTEe TOV MAPOVOUAOTH, TIC LNIAPXOVOEG ADOELC KL TOUG AGYOUC ToL Bev
egumnnpetolv. OploTe analToOVUEVN HLOPPH, CUYKEVTPWON, CLUOKELH, SLEPKELD KL KPIOLA XAPAKTNPLOTLKA
noldtTnNToG. AKoAOUBWC e€eTACovTal EQIKTOTNTA, KALUAKWON, EAEYXOL KAl KOTAAANAN KAVOVLOTIKA
dladpopn.

Repeated requests are a signal to investigate, not proof of market size or efficacy. Record a denominator,
available solutions and why they do not meet the need. Define dosage form, concentration, device, duration
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and critical quality attributes. Then assess feasibility, scaling, testing and the appropriate regulatory route.

Mnyéc ka1 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 — 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

Y0vTta€n yia to EAANVikS Formulary Sikalias, mpwTtoBouAia cuAAOYHAC Kol TeKUNP{woNng LALKOD amd
E€YKUPEG TINYEG. ZTAOWOG Xp. ZIKOALEG.

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