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ECWTEPLKOGC EAEYXOC KAL AVACKOTINGN OVOTHMATOC
moLeTNTAC

Self-audit and quality-system review

Y0otnua un otelpouv epyactnpiou: £yypaea, mMPoowrikd, xwpeot, eEonAlondc, LALKE, napackevr], QC kal napddoan.
Nonsterile laboratory system: documents, personnel, premises, equipment, materials, compounding, QC and
handover.

Awadikaoia / Procedure

1. O vnedBLVOC PapPUAKOTIOLOG EYKPIVEL ETAOLO OXEBL0 ALTOEAEYYOL: N ouxVOTNTA KABe BépaToc BaaolleTal oE
K(vBLVO, MPONYOLUEVA ELPAMATA KOl AAAAYEC.

1. The responsible pharmacist approves an annual self-audit plan; subject frequency follows risk, previous findings
and changes.

2. Oplote (Koo eAeyKTH PE emapkr aveEaptnola and tnv eAcyxOuevn pyacia Kol KaTaypdyTte TuxOv MEPLOPLaUd
aveEaptnoiac og uikpr opdda.

2. Appoint a competent reviewer sufficiently independent of the audited activity and record independence
limitations in a small team.

3. EmAEETe HelypaTa MPayHaTIKWy MapTdwy Kot eAEyETe avtioToixion ouvtayncg, ékdoang F-002, LAWY,
Quyloswv, QC, BUD, £TIKETAG KOL TTOLPAAATITN.

3. Sample actual batches and trace order, F-002 version, materials, weights, QC, BUD, label and recipient.

4. EmBewprioTe MPAYUATIKEG OLUVORKEG, TPOXPNOTLKOUG EAEYXOUG, KaBapLloud, eknaidevaon, mNyEG Katl
npéoBaon/enavagopd apxeiwv. Kataypdyte ovuykekplpéva amodelkTikd otolxela oto F-020.

4. Inspect actual conditions, pre-use checks, cleaning, training, sources and record access/restoration. Record
specific evidence in F-020.

5. lepapxrote evprjpata avd enintwaon. Kplowo evpnua anattel dueco neploptopd kat agloAdynaon napTidwv: ot
LTIOAOLTIEG EVEPYELEG €xOLY LTTEVBLYO Kal poBeapia.

5. Prioritise findings by impact. A critical finding needs immediate containment and batch assessment; other
actions have an owner and deadline.

6. EnaAnBevote anoteAcopatikétnTa CAPA KOl TEKHUNPLWOTE AvaoKOTNon Tdoswv. O auToéAeyX0G Sev
vmokaBLoTd emBewpnon apuddiag apxric ovTe amnoteAel motTomnonTikd GMP.

6. Verify CAPA effectiveness and document trend review. Self-audit does not replace competent-authority
inspection or constitute GMP certification.

KpittAplo diakomnAG / Stop criterion
Kplowo aveEéAeykTo e0pNUA: avaoToAR TNG ennpealduevng epyaoiog €we TEKUNPLwPEVN andgaaon.
Uncontrolled critical finding: suspend the affected activity until a documented decision.

IXETIKA €vtuna / Related forms: F-020, F-007, F-001

Mnyéc koL mapanopunég / Sources and references

[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) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-10-14
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https://picscheme.org/docview/3443
[2] NAPRA - Model Standards for Pharmacy Compounding of Non-sterile Preparations

March 2018, clarification January 2022 | Sections 4-9 | Risk, personnel, facilities and QA; its historical BUD table is not used for current USP
defaults | 2026-10-14

https://www.napra.ca/wp-content/uploads/2022/09/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-EN-March-2018-CLAR-J
an-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 | Quality-system implementation;
historical BUD table not substituted for 2022 USP revision | 2026-10-14

https://www.napra.ca/wp-content/uploads/2018/03/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-Guidance-EN-March-20
18-CLAR-Jan-2022.pdf
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