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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 evnuepwévo Kelpevo ouvodedel Ta F-001 €wg F-018. OL NY£G Kal Ol LTIOYPAPEG TPETIEL VAL ETILTPETOLY
avoBPOoULKS EAEYXO TOL MPAYHUATIKOD MPOoidVTOC, TNE MPWTNG DANG KAl TNG nMapddoong.

This updated text accompanies F-001 through F-018. Sources and signatures must allow retrospective review of
actual product, materials and handover.

Amté TNV 0dnyia oto mpaypaTtikdé apyeio / From instructions to actual records

To kOpLo 6eAtio F-002 meptypdeel TL mpénet va yivel. To apyelo maptidag F-003 nepiypdoel Tt £yLve: lot,
Bapn, xpdvol, eEonAloudc, éAeyyol, anddoaon, ETIKETA KAl LTIOYPAPEG. KABe eyypagr yiveTal dTav
ekteAe(tal n epyaoia. Atépbwon datnpel TNV apyxikh mAnpogopia kat mpoabétetl attia, nuepounvio Kot
TouToTNTA SlopBbwTH. Agv polmoypd@ovTal anoteAéouata 1] anopdoelc anodéouevong.

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.

TiL vmooTnpidel kaBe mtnyn / What each source supports

Mua em{onun povoypagia pnopel va TEKUNPLWVEL cOVOeoN KoL EAEyXOLG XWPIC va dnuoaleveL A PN
MEAETN oTaBepdTNTAC. Eva @OAAO TPOIdVTOC UMOPE( VO TEKINPLWVEL TIPOELOOTIOLACELG BPACTIKAG XWPIC
va KOAOTITEL TN yaAnvikr B&on. Ot nnyéc aEloAoyolbvTal yia KOPoC, CLYKEKPLUEVN €KDoan Kal
avtiotoiyion pe tov toxuplopd. H BLBAloypagia kataypdeel akplBég nedlo vmooTApPlENG: dev
XpnoLuonole(tal WG SLakoounTIKOG KATAAOYOG.

An official monograph can establish formula and tests without publishing a complete stability study. A product
label can support active-drug warnings without covering the compounded vehicle. Assess authority, exact
edition and claim applicability. References identify their actual scope of support rather than serving as a
decorative list.

Awdpkela xpAone pe ocageic mpoimoBéoelg / Dating with explicit conditions

To BUD mpokOnTel and TEKUAPLA YLa TN GLYKEKPLPEVN obvBean A amnd eQapUOCLUo YEVIKO Kavdva e
EAEYXO0 Twv TpolnoBéoewv Tou. H yevikr dldpkela 6ev elval ne{papa otabepdtnTag. H Beppokpaoia, o
TMEPLEKTNG, N UIKPORLOAOYLKA KaTdoTaon KAt N NHEpopnvia ARENC TWV CLOTATIKWY TEpLopiouvy TNV
andépaon. Ot apdunTikol Kavoveg eptypdpovtal oto SOP-014 kat oto PUB-013: n tekunpiwon 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
expiries constrain the decision. Numerical rules appear in SOP-014 and PUB-013; record batch rationale in
F-006.

Aoc@alng napadoon kKatL padnon / Safe handover and learning

H nmapddoon ouvdéel cwotd aobevr, oWoTH MAPATKELH, MEPLEKTIKOTNTA, 006 KAl doalpeTPLkS Yéoo. H
Katavénon eAEyXeTaL He EMBELEN Kal emavdAnyn and Ttov napaAqmTn. MNapdmnovo | aotoyio avaAVETAL PUE
Bdon 6edopéva Kal 6ev anodibetal avtépata oe évav unyaviopd. H CAPA neptAauBAavel vmebbuvo,
nmpoBeopla KoL EAEYX0 ATMOTEAECUATIKOTNTOC WOTE TO €0pnUa vo 0dNYyel 0€ CLUYKEKPLUEVN aAAQYH.
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.
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Aegdopéva kKat ixyvnAaoipotnta / Data and traceability

H texvikr aElonoinon eunetpioag dev anattel dnuooievon avayvwploluwy otolxelwv agbsvwv. Ta dnudola
Ke(peva MeEPLYpPA@oLY TO EPWTNHA KoL TA TEXVIKA evpApaTa Xwplg mpoowmnikd otowxela. H mARpNng
gOvbean ouvtaynig, MPWTNG UANG, MapT{dag Kot mapaAnmTn TNPE(TAL 0TO MPOCTATEVHEVO CUOOTNUA TOV
pappakelov. H xprion de6opévwy yia €pguva anattel TNV KATAAANAN Xwplotr dtakuBEpvnan.

Using technical experience does not require publishing identifiable patient information. Public documents

describe questions and technical findings without personal details. Full order/material/batch/recipient linkage
remains in the pharmacy’s protected system. Research use of data requires appropriate separate governance.

AAvoibda avTioToixiong / Linkage chain

Juvtayn - ékdoon kKupiov eAtiov - ouvykekpLéva lot kat Cuyloelg —» EAeyyol - eTIkETA - TapaAlmTnG. H
HOVABIKOTNTA KWOIKWY Kl N cLPQWYVI{a MoooTHTWY eEeTAloOVTAl KATA TNV avdkAnon. Av To oboTnua dev
pnopel va evtonioel 6AoLG TOuG EMNPEATOUEVOUG TIEPLEKTEG, N amdKALOn Hev Bewpeltal KAeLoTH.

Order —» master-record version — actual lots and weights - tests — label - recipient. Verify unique IDs and

quantity reconciliation during recall. If affected containers cannot all be identified, the deviation cannot be
considered closed.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1]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

[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]1 lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[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

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

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