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ZTafepoOTNTA KAl TEKHNPlwon BUD

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

Medio epappoyng

KaBoplopdg oplov xpriong TnG oLYKEKPLUEVNG oLVBEDNC, CLOKELAO(OG KAl CLYONKWVY.

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. ZuykplveTe TN HeEAeTNUEVN 00VOEDN E TNV TOTLKHA: SpaOTIKH, AAAC, CLYKEVTPWON, £KdoYa, VEPD,
pH, HéBob0o Kot TMEPLEKTN.

2. EEetdoTe modTnTa HEAETNG KOl €4V N avaALTLIKA HEB0BOC Blakplvel amoddunaon. AnAr diatripnon
eMQAvIoNG Hev amodelkvieL XNUIKH oTtaBepdTnTa.

3. AEloAoyrioTe XWPELOTA XNHLKH, QUOLKA KoL ULKPOBLOAOYLKA 0TABEPOTNTA, AMOTEAECUATIKOTNTA
ouvvTAPNONG 4oL AMALTE{TAL KAl CUUMEPLPOPE META TO dvolyua.

4. EEetdoTe loxVovoeC amnalTtoelg TNG dikalodoolag Kal 6pLa MPWTWY LAWY, Mn YeTa@épETe
OUTOMATWG aPBUNTIKG BUD HETAED SLAPOPETIKWIV TNYWY A XWPWV.

5. Zto F-006 kataypdyTte TNV emAeyuévn neplodo, apetnpla pétpnong, Beppokpaoia, ouokevaoia,
nnyn Kot meEPLOPLOPONC. YoAoy(oTE TNV MPayPa Tk nuepounvia yia k&dBe mopTida.

6. EmavekTiuAoTe HETA amd peToBoAr oxAUaToC, mpoundevuTh, enegepyaociag i mePLEKTN Kal HETE amd
andékAlon Beppokpaciag. Mnv napateivete ANEN e VEO aLTOKOAANTO XWPIC TeKUnplwon.

KpLTApLo dlakomAg

Avenapknig tekunpiwon kplowng otabepdTnTag: analtte{tol CUUMAAPWGON TPV and anobéouevan.
Apyxela: F-006

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:
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Stability and BUD justification

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

Assigning a use period for the exact formula, packaging and conditions.

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. Compare the studied and local preparations: active, salt, strength, excipients, water, pH, process
and container.

2. Assess study quality and whether analysis distinguishes degradation. Preserved appearance alone
does not demonstrate chemical stability.

3. Assess chemical, physical and microbiological stability separately, preservative effectiveness where
required, and in-use behaviour.

4. Consider current jurisdictional requirements and material limitations. Do not automatically transfer
a numerical BUD between sources or countries.

5. In F-006 record the selected period, starting point, temperature, packaging, evidence and
limitations. Calculate the actual date for each batch.

6. Reassess after vehicle, supplier, process or container changes and temperature excursions. Do not
extend expiry by relabelling without evidence.
Stop criterion

Insufficient evidence for critical stability: complete the assessment before release.

Records: F-006

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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