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EEOTMALOMOG, BaOuovopnon Kat cuvTAPNON

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

Medio epappoyng

Zuyol, BepudueTpa, PHUETPA, AVAULKTAPEG KOL OYKOUETPLKAOG EEOTIALOUOC.

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. AnodwoTte povadikd KwWdLkS Kot apyelo oe kK&Be kplowuo dpyavo. OploTe Xprion, mepLoxn
Aettovpylag, akpiBela Kal KpLtrhpLla anodoxngc.

2. EmBeBotwoTte KATOAANAGTNTA YL TO HEYEBOC MaPTIdAG Kal Ta LALKE. AlakpLTikh tkavétnTa Cuyol
dev onuaivel 6Tl kK&Be Uikpr) COylon elvat agLémoTn.

3. Mpoypappatiote BabBuovdunon kat cuvthpnaon Bdoetl kKwdovou Kat 0dNnNyLwv. AlatnpioTe
MLOTOMOWNTIKA Kal LYVNAACOLUSOTNTA TTIPOTOMWY.

4. EkteAéoTe TOV KaBoplopévo €Aeyyo pLv amnd xprion: undevioud/otabepdtnta uyold, KATAAANAQ
PLOULOTIKA pH Kal éAeyyo alobnTApwWY. KataypdyTte MpaypaTikEG TUUEG.

5. MNa avapktApa kataypdyte epyaAeio, yewpetpla doyelov, poptio, xpdvo kat TaxdTNTA. 1610
€vBelEn TaxvTNTAC eV eEaoPaA(lel (Bl avduLlEn og BLaPOPETIKO cUOTNUA.

6. ZNUAveTE EKTOG XPAONG amoTLXNUEVO dpyavo Kal dlepevvrioTe nMapTideg and tov TeAevtaio
anodekTd éAeyxo. Emotpoer og xprion Hévo HETA TEKUNPLWHUEVN amoKaTdoTaon.

KpLTApLo dlakomAg

Anyuévn kpilowun Babuovéunon r anotuyio eAEyxov: avaoToAr epyaoiag.

Apxela: F-004, F-007

NMnyéc KaL 6pLa EQaPHOYAG

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

AEMPS PN/L/OF/001/00 — Pesada
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmace
uticas/pn_|_of 001_00.pdf

MpwTtdTLMN CLVTOKTIKA C0OVBEON aMd TIC MAPATAVW TMNYEG. Agv LTOBNAWVETAL €YKPLON TOL EKEATN TOULG.

Tomkr ék6oan: Evapén woxdog:
JUVTAKTNG: EAeYKTAG: EYKPLON QOPUAKOTIOL00:
YMoypa@Eg / nUEPOUNVIEG: Enépevn avaokomnnon:
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SOP-006 - Revision 1.0

Equipment, calibration and maintenance

Template for local scientific review and approval. This is not an approved SOP of a specific laboratory.

2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias

Scope

Balances, thermometers, pH meters, mixers and volumetric equipment.

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. Assign a unique ID and file to each critical instrument. Define use, operating range, accuracy and
acceptance criteria.

2. Confirm suitability for batch size and materials. Balance readability does not mean every small
weight is reliable.

3. Schedule calibration and maintenance using risk and manufacturer instructions. Retain certificates
and reference-standard traceability.

4. Perform defined pre-use checks: balance zero/stability, appropriate pH buffers and sensor checks.
Record actual values.

5. For mixers record the tool, vessel geometry, load, time and speed. The same speed setting does
not ensure equivalent mixing in another system.

6. Label failed equipment out of service and assess batches since the last acceptable check. Return it
only after documented restoration.

Stop criterion

Overdue critical calibration or failed check: suspend work.
Records: F-004, F-007

References and applicability

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

AEMPS PN/L/OF/001/00 — Pesada
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmace
uticas/pn_|_of 001_00.pdf

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