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EEWTEPLKEC DOKIMEG, DedOMéva KalL EAEyXOG
AAAQYRWV

MpdTuno Mpog TomKA EMOTNHOVIKY a§loAdynon Kat £ykplan. Agv e{val eyKekpLuévo SOP cuyKkekpLévou epyaatnplou.
2TaOWOC Xp. ZIKAALGG / Stasinos Chr. Sikalias

Medio epappoyng

AvaAvTikol ovvepydTeg, ynoelakd apyxela kKat aAAayéC 0To gOOTNUA TTOLOTNTAC.

PoAoL KalL mpoTMoBETeLg

YneOOLVOCG QaPUAKOTIOLOC: EYKPIVEL EQapUoyr Kol amodéopuevon. EKMaldevéVoC XELPLOTAG: eKTEAEL Kal
Kataypdeel. EAeyKTAG: enaAnBevel Kplowwa otolyela. EWGIKOC KAWIKOG/avaALTIKOG cuvepydTnG: OTIoL
op(CeTal.

Mpw amnd epapuoyr CUUMANPWOTE KWOLKOUE TOTKWY £YYPAQWY, ovéuaTta pdAwY, KATAAANAO
€EOMALOUOS, €LOLKEG TIpOdLaYPa@EC Kal dpla amodoxAC. EAEYETe To epapuoaTéo mAaloLlo TNG XWPAC 0aG.

Awadikaoia

1. ZUHQWVACTE YPOTTWE HE TO EEWTEPLKS £pyaOTAPLO UATPQ, avaAldTn, ebpoc, HEBodo, KpLThpLa,
XP6vo Kal avaopd amokAloEwv.

2. EAEyETe TeXvIK endpKeLla Kat 6mov oxeTiletal To nedio dwamniotevong. Eva yevikd MOTOMONTLKO
bev amodelkvOeL KATAAANAGTNTA KABE BOKLUAC.

3. AlatnprioTte aAvoida TavtéTNTAC delyHaTOC, OLVOAKEG Kol MapaAaBr. Zuvbéote €kBean e
nopTida, HEB0LO Kal akaTépyaoTa dedopéva érnov amnattelTal.

4. Neploplote npdoBacn o€ apyela Bdost pdAov. AlaTNPAOTE LOTOPLKO QAAQYWVY, A0PAAN avTiypaga
Kat 6ok avdktnong: dev aveBaivouv otolyela aoBevwv oto Gnudalo site.

5. Mpw and aAAayr OANG, uebddov, mNyrc i eEomAlopoD ekTiwioTe en{dpaon os MEPLEKTIKOTNTA,
otaBepdTnTA, €KBEON Kal MaALég mapTidec. OploTe TIC avayKaieg oLyKpI(oELG.

6. Eykpilvete aAAayr pnévo étav oAokANpwBOolv SokUES, evnuépwan eyYPAewy Kal eknaldevan.
MopakoAOLBAOTE TIC MPWTECG MOPTIBEC HETA TNV £QapuOYn.

KpLttAplo diakomng

Mn tavTtonoliolua dedopéva | aveEEAeYKTN Kplowun aAAayr: un xprion yla anodéouevon.
Apxela: F-001, F-005, F-007

Mnyéc KaL 6pLa EQAPHOYNAG

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/

MpwTdTLTNN CLVTOKTLKA C0UVBEDN amd TIG MapaAndvw MNYEG. Agv LTTOdNAWVETAL £YKPLON TOL €KBSTN TOUG.

Tomkr ékdoon: ‘Evapén woxvog:
2UVTAKTNG: EAEYKTAG: EYKPLON QO PUaKOTIOL00:
Ynoypagég / nuepopnvieg: Enépevn avaokdnnon:
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External testing, data and change control

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

Analytical partners, digital records and quality-system changes.

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. Agree in writing with the external laboratory on matrix, analyte, range, method, criteria, turnaround
and deviation reporting.

2. Check technical competence and, where relevant, accreditation scope. A general certificate does
not establish suitability for every test.

3. Maintain sample identity, conditions and receipt records. Link reports to the batch, method and raw
data where needed.

4. Restrict records by role. Keep change history, secure backups and restoration checks; do not upload
patient details to the public website.

5. Before material, method, source or equipment changes assess effects on strength, stability,
exposure and previous batches. Define required comparisons.

6. Approve changes only after testing, document updates and training. Monitor initial batches after
implementation.

Stop criterion
Untraceable data or uncontrolled critical change: do not use for release.

Records: F-001, 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.

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