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AmntokAioelg, CAPA, mapdamnova Kal avakiAnon

MpdTumo npog TomkA emoTNUovVKY agloAdynaon kat £ykplon. Agv elval eykekplpévo SOP ouykekpLuévou epyaatnpiov.
2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias

Medio epappoyng

MpaypaTtikd opdApaTa, mop’ oAlyov cuuBdvta kot mpoBAfuaTa HETA TNV NMapddoan.

PoAoL KalL TPoOTMoBEoELG

YneOOLVOCG QaPUAKOTIOLOC: EYKPIVEL EQapoyr Kal anmodéopuevon. EKMaldevévog XeLPLoTAG: eKTEAE] Kal
Katoypdeel. EAeykTAG: emaAnBevel kplowa otolyela. ELOLKOG KALWVIKOG/OVAALTIKOG cuvepydTNnG: 6mov
op(CeTal.

Mpw amnd epappoyr CUUNMANPWOTE KWOLKOVUG TOTILKWY £YYPAQPWY, ovouaTa pOAWY, KATAAANAO
€EOMALOUOS, €1OLKEC TIpOodLaYPa@EC Kal dpla amodoxAC. EAEYETe To epapuoaTéo mAalolo TNG XWPAC 0aG.
Awabikaocia

1. MpootaTtéyTe AUETH 0OBEVH KOL TIPOCWTILKG: BLaKOYTE £pyaoia, AMOUOVWOTE LALKA Kal ldomoljoTe
Tov umtebBLvo. H enelyovoa KAWLKA @povTida mponye{tal TNG ypapelokpatiag.

2. Kataypdyte xpdvo, mpoidv, noptideg, yeyovdTta Kal dtabéaipa otolyxela xwpic dlaypapr apyLlkwyv
dedopévwy. Alaywpiote yeyovdTta amnd umobEoeLg.

3. EkTiuioTe ékTaon Kot GAAeC apTideG mov potpdlovtal UAN, eEonAloud A dladikaoia. Oéote o¢
Kapavtiva doa punopel va ennpedfovtal.

4. O vnevBuvoc amopaai(fel emKkowwvia e ouvTayoypdPo, MAPAAATTEC Kol apuddLovg popelc
OOPOWVA LUE TIC EQAPUOCTEEC LTIOXPEWOELS. TnpAoTe apyxelo avdkAnong Kot GUPEWVIX TOCOTATWY.

5. AvaAlote Baaoikr attia kot oplote BlopBwTikr/mpoAnmTikr evépyela, vmedBuvo Kat mpobeopia. H
enaveknaidevon puévn tng dev apkel dtav To cOOTNUA TTPOKAAE! TO OPAAUQ.

6. EAEyETe anoteAeopatikdTnTa CAPA KOl KATOYPAWTE KAE(OLWO. AOKAOTE TIEPLOOLKE DOKLUOOTIKA
OVAKANON Yl Vo AmodELKVOETAL LYVNAQCLUOTNTA.

KpLTApLo dlakomAg

Mnv enavaypnotpomnole(te enNPealOUeEVO LALKO | EMOVEKKLVE(TE dladikaoia Py amd TEKUNPLWPEVN
andépoaon.

Apyela: F-007, F-010

Mnyég KaL 6pLa EQAPHOYAG

NAPRA — Model Standards for Pharmacy Compounding of Non-sterile Preparations (2018; clarification 2022)
https://www.napra.ca/publication/model-standards-for-pharmacy-compounding-of-non-sterile-preparations/

NAPRA — Guidance Document for Non-sterile Preparations
https://www.napra.ca/publication/guidance-document-for-pharmacy-compounding-of-non-sterile-preparations/

MPWTATLIN CLVTAKTLKY oOVOEDN amd TG MOPATAVW TNYEG. Agv LTIOBGNAWVETAL £yKPLON TOL €K6ETN TOLG.

Tormkr ékdoon: Evapén woxvoc:
JuvTdKTNG: EAeYKTAG: EYKPLON QO PUaKOTIOL00:
YNoypag£Eg / nUEPONVIEG: Enépevn avaokdnnon:
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Deviations, CAPA, complaints and recall

Template for local scientific review and approval. This is not an approved SOP of a specific laboratory.
2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias
Scope

Errors, near misses and problems identified after supply.

Roles and prerequisites

Responsible pharmacist: approves implementation and release. Trained operator: performs and
records work. Reviewer: verifies critical items. Specialist clinician/analytical partner: as specified.

Before implementation complete local document IDs, named roles, suitable equipment, specific
specifications and acceptance criteria. Check the applicable framework in your country.

Procedure

1. Immediately protect patients and staff: stop work, isolate materials and alert the responsible
person. Urgent clinical care comes before paperwork.

2. Record time, product, lots, facts and available evidence without deleting original data. Separate
facts from assumptions.

3. Assess scope and other batches sharing the material, equipment or process. Quarantine potentially
affected items.

4. The responsible person determines communication with prescribers, recipients and authorities
under applicable obligations. Maintain recall records and quantity reconciliation.

5. Analyse root cause and assign corrective/preventive actions, owners and deadlines. Retraining
alone is insufficient when the system causes the error.

6. Verify CAPA effectiveness and document closure. Periodically exercise a mock recall to demonstrate
traceability.
Stop criterion

Do not reuse affected material or restart the process before a documented decision.
Records: F-007, F-010

References and applicability

NAPRA — Model Standards for Pharmacy Compounding of Non-sterile Preparations (2018; clarification 2022)
https://www.napra.ca/publication/model-standards-for-pharmacy-compounding-of-non-sterile-preparations/

NAPRA — Guidance Document for Non-sterile Preparations
https://www.napra.ca/publication/guidance-document-for-pharmacy-compounding-of-non-sterile-preparations/

Original editorial synthesis informed by these sources. Their publishers do not endorse this document.

Local version: Effective date:
Author: Reviewer: Pharmacist approval:
Signatures / dates: Next review:
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