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XwpPoc, KaBaplonoc Kal ekkabapion 6éong

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

Medio epappoyng

Mn otel{po¢ XWPOG MAPATKELAC Kal KOWwdXPNoTOC EEOTIALOUOC.

PoAol KalL mpoiToBéoelg

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. KaBopiote Cwveg mapaAaBAc, KopavTivag, KaBapwy LALKWY, MOPACKEVAG Kal TEALKOD TPoldvToG.
OpyavwaoTte porj mov neplop{el ovyxVOELC KAl dlaoTavpoOEYN EMMOALYON.

2. Mpw and kKaBe epyacia aPalp€oTe LALKE, ETIKETEG KOl Eyypa@a TNG mMponyolueVNG apTidac.
Kataypdyte emPBeBaiwaon ekkabdplong 6€ong.

3. Xpnoluomnoliote eyKeKPLUEvn dladikaaoia kabapltopol yia K&Be enpdveta kat pono. MNpoodloplote
Héao, oLyKEVTPWON, XPOVOo EMAPC Kal EKMALON amd TEKUNP{WoN KATAAANASTNTAG.

4. KataypdyTe MPOYyPUUUATIONEVO Kal EKTAKTO KaBaplopd, umelBLVO, LALKA Kal EAEYYO
anoTeAéoUaTOoC. H amoAbuavon 8ev avTIKaBLOTA TNV AMOUAKPLYON XNLKWY VTIOAELUUETWVY.

5. N Loxup€c 6paOTIKEG A AAAEPYLOYOVA EQAPUOOTE £LOIKO EAEYXO UTIOAELUPATWY KoL amodedetyuévn
KaTaAANASdTNTO KaBapLlopol. H omtikh Kabapdtnta 6gv apKel.

6. EAéyETe Bepuokpaoaia, vypaaoia i AAAEC ouvBrikeg émov ennpedlouv To npoidv. KataypdyTte
anokA{oelc kat tn dlaxelplon anoBAATWY GOUEWYA E Tov K{vBuvo.

KpLTApLo dlakomAg

YndAelypa, dyvwaotn mponyolPEVN OAN KN TEKUNPLWUEVOCG KaBaploudc: un xpron 6éonc.
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/PG/002/00 — Indumentaria
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_
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-005 - Revision 1.0

Facility, cleaning and line clearance

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

Non-sterile compounding area and shared 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. Define receiving, quarantine, clean-material, compounding and finished-product zones. Arrange
workflow to limit mix-ups and cross-contamination.

2. Before each job remove materials, labels and documents from the previous batch. Record
line-clearance verification.

3. Use an approved cleaning procedure for each surface and residue. Define agent, concentration,
contact time and rinsing from suitability evidence.

4. Record scheduled and exceptional cleaning, operator, materials and outcome checks. Disinfection
does not replace removal of chemical residues.

5. For potent substances or allergens use specific residue controls and demonstrated cleaning
suitability. Visual cleanliness is insufficient.

6. Monitor temperature, humidity or other conditions where product quality depends on them. Record
excursions and risk-appropriate waste management.
Stop criterion

Residue, unknown previous material or undocumented cleaning: do not use the workstation.
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/PG/002/00 — Indumentaria
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg _002_
00.pdf

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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