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FpamTéC SLadIKaOieC yIa BN OTEIPEC MAPACKEVEC
Written procedures for nonsterile compounding
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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 gvnuepwEvo Kelpevo epLypdpel WG cuvdéovTtal dladikaoia, vrevbBuvdTnTa KAl TEKUAPLO. Ta SOPs
TNG oLAAOYHC amnalttolv ovouaaTLk Tomkr €ykplon, KaTtdAANAo eEonAloud Kal ekmaidevon mpLv
EQAPUOCTOOV.

This updated text links procedure, responsibility and evidence. Collection SOPs need named local approval,
suitable equipment and training before use.

Medio epappoynG KalL EMayyYEARATIKA €VOVVN / Scope and professional responsibility

To apBpo 3 tng Ob6nylac 2001/83/EK npoBAETEL OUYKEKPLUEVEC eEaLpéaelg eSOV EQaPUOYNC: TIOPATKELN
0€ QOPHAKE(D KATOTILY LATPIKAG CUVTAYAG YL HELOVWHEVO aoBevr Kal, XWPLOTA, MOPACKELH COPPWVA LE
pappoakomnotl{a ywa dueon 61dBeon otoug aoBeve(C TOU CLUYKEKPLUEVOL PapPake{ov. AvTé 6ev amoTeAE(
yevikr amaAAayn kdBe SpaotnpléTnTag mov anokaAs(tat compounding o0te Katapyel €BVIKEG aMALTAOELG
nmotdtnTag Kot Acttovpylag. H Blopnxavik avamntugn kat 61d6eon npoidvtog xpetdlovtal XweLoTh
KovovloTikr) a§LoAdynaon.

Article 3 of Directive 2001/83/EC provides specific scope exclusions: pharmacy preparation against a
prescription for an individual patient and, separately, pharmacopoeial preparation supplied directly to that
pharmacy’s patients. This is not a blanket exemption for every activity called compounding and does not
remove national quality or operational requirements. Industrial product development and supply require a
separate regulatory assessment.

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

To kOpLo 6eAtio F-002 meptypdeet TL mpénet va yivel. To apyelo maptidag F-003 neprypdoel Tt £yve: lot,
Bapn, xpbvol, eEonAloudg, éAeyyol, anddoaon, ETIKETA KAl LTIOYPAPEG. KABe eyypagr yiveTal dTav
ekteAe(tal n epyaoia. Alépbwon datnpel TNV apyxiki TAnpogopia kat mpoabétel attia, nuepounvio Kot
TouToTNTA SLlopbwTH. Agv poimoypd@ovTal anoteAéouata 1] anoedoelc 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.

AocOevhG MPOoowWTILKO Kal emLpOAvvon / Patient staff and contamination

AELoAoYolVTOL XWPLOTA KAWIKSOC K{vBuvog, €KBETN MPOCWTILKOD KAl HETAPOPE VTIOAELUPATWY O eMOUEVN
epyacia. H noocétnta, n ouxvétnta, n dnuiovpyia okdévng A atuoL Kot n ouykpdtnon emnpedlouvv TNV
anéeaon. EmAéyetal Tpéxov SDS TnG ouyKeKPLPEVNG DANG Kol KATAAANAN TINYH yla Tn 6pacTikr. To 4Tt
ML ovoia dev meplhapuBdvetal oe KatdAoyo emkivouvwy Pappdkwy dev anuaivel 6TL otepeltal kKwdivou.

Assess clinical risk, staff exposure and residue carryover into the next task separately. Quantity, frequency,
dust/vapour generation and containment influence the decision. Use the exact material’s current SDS and an
appropriate active-drug source. Absence from a hazardous-drug list does not mean absence of hazard.

‘EAEYYXOL TIOL amMavTolV oTOo epwWTNHa / Tests that answer the question

H epgdvion evtoniCel oplopéveg aotoyxleg, aAAd Hev amobelkviel LoxD, amovoia nmpoidvTwy didonaonc A
MLKpoBLoAoyLKA KaTaAAnASdTNTA. H HEBOBOG Kal TO KPLTAPLO EMMAEYOVTAL YLO TN OLUYKEKPLUEVN LOPQH KoL
XpPHon. Ze evalpnua xpetdletal agloAdynaon emnavadlaonopds kat TnG déong mov 6{vel n ovokevr: o€
MLKPM TIEPLEKTLKOTNTA N Opodpopen pala v toobuvapel pe opoldpopen Spactikr. Anotuyia Kplowung
npodlaypagng 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
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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.

Ac@alng mapadoon kat padnon / Safe handover and learning

H napddoon ouvdéel cwotd aobevr], owWoTH MAPATKELH, MEPLEKTIKOTNTA, 006 KAl SoaleTPIKS Yéoo. H
Katavoénon eAéyxetal he enldelEn Kat emavaAnyn amnd tov napaAimntn. Napdnovo A actoxia avaAbeTal PE
Baon 6edopéva Kal 6ev anodibetal avtopata oe €vav punyaviopd. H CAPA neptAauBAavel vmebbuvo,
npoBeauia kKot EAEYX0 AMOTEAECUATIKOTNTAG WOTE TO £0pnUa v 0dnyel o€ oLYKEKPLULEVN OAAQYH.
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.

EAayxioTn 6dopn Swadikaciag / Minimum procedural structure

Kwodkéc, ékdoan, nedio, umedBuvol, mpoimobéaslg, dSladoyikd BruaTa, mpokaboplopéva KpLtripla,
evépyela o€ amdkALon, apxela Kot MNYEC. Ta MPAyUATIKA dpLla ava@épovTal o0To oXeTIKS KOpLo 6eAtio
pEB0DO. Mnyovikr avtiypaer dladikaolag dAANG yKATAOTAONG 6EV TEKUNPLWVEL OTL N BLIKA HaG
eykatdotoon unopel va TNV €QapudoEL.

ID, revision, scope, responsibilities, prerequisites, sequence, predefined criteria, deviation action, records and

sources. Actual limits are specified in the relevant master record or method. Copying another facility’s
procedure does not establish that the local facility can implement it.

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 — 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

[3]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

[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

20vTtagn yla To EAANVIkS Formulary Sikalias, mpwTtoBouAia cuAAoYAC Kol TeKUNP{wang LALKOL amd
E€YKLPEG TINYEC. ZTAOWOC Xp. ZIKAALLG.

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