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MikpofiloAoyia, ovoKevaoia KalL oTafepoTNTA

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

Medio epappoyng

AVATTLEN TEKUNPLWHEVNG TIEPLOBOL XPrioNg yia TNV akPLBr aAAepyLloydvo UATPA.

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. OploTte KWwdOVoLg and MPWTN OAN, vePD, eEONMALOUS Kol XELPLOUS. H dlatpogikr npoéAevan 6ev
amokAe(el pikpoBLlakd poptio.

2. EMAEETE e avOALTIKG oLVEPYATN KATAAANAOULG ULIKPOPBLOAOYLKOUG EAEYXOULC Kal KPLTAPLA Yo TO
npotdv Kat tTn xprAon. TEKUNPLWOTE €E0VBETEPWON CLVTNPENTIKWY 0TN HEBOBO émou YpeldleTal.

3. MeAetoTe TNV KPR ocvokevaoia Kot emavaAapBavouevo dvotrypo/ARwn. H wo&n Kat to vynAd
odkyapo 6ev anmoTteAolY and pudva Toug EMKOPWON cuvTAPNONG.

4. TUVBLEOTE ULKPOPBLOAOYLKG OTOLYE(Q HE XNUIKA/PUOLKH OTABEPOTNTA, TTPWTELVN, EMOVASLAOTIOPE Kot
doouétpnon. Mia pévo emtuxic ok 6gv kaAlTTel 6A0 To BUD.

5. KaBopiote nepiodo kat ouvBAKeg pdvo PeTd agloAdynon TnG CLVOALKAC TeKUnplwaong. Mnv
anodi{bete TNV meplodo dAAov papudkov rj dAAov Enpol Kapmoo.

6. Oplote dlayelplon BepuokpaolakAG amdKALONG, HETAPOPAC Kal avolyuatog. Mn dlveTe yevikn
odnyla emavakatdyugnc f enavadépuavong xwpic edkr tekunpliwon.

KpLTApLo dlakomAg

Avenapknig tekunpiwon BUD 1 un anodektr HikpoBlodoyia: un 6tdbeon.

Apyxela: F-005, 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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Microbiology, packaging and stability

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

Developing a justified use period for the exact allergenic matrix.

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. Define risks from raw material, water, equipment and handling. A food origin does not exclude
microbial burden.

2. Select suitable microbiological tests and criteria with an analytical partner for the product and use.
Demonstrate preservative neutralisation in testing where needed.

3. Study the exact packaging and repeated opening/withdrawal. Refrigeration and high sugar alone do
not validate preservation.

4. Combine microbiological evidence with chemical/physical stability, protein, redispersibility and
delivery. One passing test does not establish the entire BUD.

5. Assign a period and conditions only after reviewing all evidence. Do not transfer the period of
another medicine or another nut.

6. Define handling of temperature excursions, transport and opening. Do not give generic refreezing
or reheating instructions without specific evidence.

Stop criterion
Insufficient BUD evidence or unacceptable microbiology: do not supply.

Records: F-005, 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.
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