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AswypatoAnyia, QC kKol anmodéopevon

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

Medio epappoyng

EvOldueool Kat TeAlkol éAeyyol mpv and dldbeon.

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.

Awadikaoia

1. Mpw and tnv naptida opiote Kplowwa xapakTnELOTKA, HéEBOBO, delypaTa, dpla Kat vrtedBuvo.
ATIOQUYETE €K TWV LOTEPWY OPLA TIOL TIPOCAPHOTOVTAL OTO ATIOTEAETHAL.

2. Ixebldote avTIMPOoowWNIeLTIKA detypatoAnwia wg mpog B€an, xpoOvo Kal MEPLEKTN. AlATNPAOTE
TOLTOTNTA Se(YHATOC Kol OLVOAKEC HETAPOPAC.

3. Kataypdyte mpayUaTikd anoTeAEOUATA, HOVADEC, Hpyovo Kol akaTépyaoTa dedouéva. H €vdelEn
«OK» poévn tng 6ev enapkel ylo mMoooTIKA GOKLUA.

4. EEwTeplkA avdAvon cuvoéeTal ue TNV akplB mapTtida kot péBodo. AELoAOYiOTE v TO EpyaOTHPLO
Kol N uéBodocg e{vatl KATAAANAQ yla TN OLYKEKPLUEVN UATEA.

5. AlepevvrioTe anmoTEAEoUa EKTOG Mpodlaypaeng mpLv and enavdAnyn. Mn xpnoluornole(te
EMOAVEIANUUEVEG BOKLUEG YL VO ETUAEEETE OVO EMLTUXEC ATIOTEAETUAL.

6. O eEovalobotnuévog pappakomnoldc agloAoyel cuVoAlkd apyxeio, amokAloeslg, etikéta, QC kat BUD.
Kataypdoeel anmodéaucvon, kapavtiva | andéppwyn pe attioAdynon.

KpLTApLo dlakomAg

Exkkpeunc Kplawun 6okiun A aveniAvto O0S: KapavTiva, oYL Mpoowpvr anodéouevan.

Apxela: F-005, F-007

NMnyéc 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/

MpwTtdTLMNN CLVTOKTIKA 00VOeOn and TG MapANdVW MNYEG. Agv LTOBNAWVETAL EYKPLON TOL EKBATN TOULG.

Tormukr ékdoon: ‘Evapén woxvog:
2UVTAKTNG: EAEYKTAG: EYKPLON QOpUaKOTOLo0:
Ynoypa@Eg / nUepOUNnVieG: Endépevn avaokomnnon:

MpéTuno npog tomkr €ykplon / Template for local approval
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Sampling, QC and release

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

In-process and finished-product checks before 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. Before the batch define critical attributes, method, samples, limits and responsibilities. Do not set
retrospective limits to fit results.

2. Design sampling representative of location, time and container. Maintain sample identity and
transport conditions.

3. Record actual results, units, instrument and raw data. An “OK” entry alone is inadequate for a
quantitative test.

4. Link external analysis to the exact batch and method. Assess laboratory and method suitability for
the specific matrix.

5. Investigate an out-of-specification result before repeating. Do not test repeatedly to select only a
passing result.

6. The authorised pharmacist reviews the record, deviations, label, QC and BUD together. Record
release, quarantine or rejection with reasons.

Stop criterion
Pending critical testing or unresolved OOS: quarantine, not provisional release.

Records: F-005, F-007

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.
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