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EntaAnB®&evon KaBaplopon yia SpaocTika Kat
aAAepyloyova
Cleaning verification for actives and allergens

SOP-022 « Ekdoon / Revision 1.0 « 12.09.2026

MNAApeG pdTuTo dladikaciag yla Tomkr vloBEéTnon. Ta ovouaTa, 0 EEOMALOUOG, T ELBLKA dpLa KOl oL
unoypaeéc eykpivovTtal amnd tov bmevBLVYVO ToL epyacTnpiov MPLY TNV EQAPUOYH.

Complete procedural template for local adoption. The responsible laboratory pharmacist approves named
personnel, equipment, specific limits and signatures before implementation.

Medio epappoyng / Scope
Kowd¢ €EonALONOC Kal eTILOAVELEG E KIVOLVO HETAPOPAG UTIOAELUPATWVY.

Shared equipment and surfaces at risk of residue carryover.

YnevOuvotnteg / Responsibilities

YnevOLVOG QUPPOKOTIOWOC: andpacn, £ykpLlon Kal anodéopevon. EKnatdevuévoc XeLPLOTAC: EKTEAEDN Kal
oOyxpovn kataypaer. EAeykTAG: aveEdptntn enaAribevon kplopwy otolxelwv. EEwtepkd
EPYOOTAPLO/KALVIKAG €LOIKOG: EpYyaOieq IOV AMOLTOUY TEKUNPLWHEVN ELOLKN EMAPKELA.

Responsible pharmacist: decision, approval and release. Trained operator: execution and contemporaneous
records. Reviewer: independent verification of critical items. External laboratory/clinical specialist: tasks
requiring documented specialist competence.

MpobmoOéoseic epappoyng / Implementation prerequisites

lox0ov KOpLo HeAT(O, CWOTH TALTATNTA LALKWY, EAEYUEVOG EEOTIALOUOC, EKTIA(BELON KAl EYKEKPLEVD
KpttApLla yia tTnv npoPAenduevn xpron. Ta kevd ovéuata/vroypa@ég 6ev elval eAAelyelg BLBALOypagiag:
CLUMANPWYOVTAL YLK TNV EYKOTACTOAON KAl TNV MPAYUATIKY epyacia.

Current master record, confirmed material identity, checked equipment, training and approved criteria for
intended use. Blank names/signatures are local execution fields, not missing bibliographic evidence.

BApa / Step 1

EmAEETE TIC ovoleg Kol Béoelg BuokoAdTepoL KaBapLopol ue Bdon TogkétTnTa, 860N, dlaAvtdTNTA,
MPOOKAOAANCN Kal yewueTpla.

Select worst-cleaning substances and locations using toxicity, dose, solubility, adhesion and geometry.

BAipa / Step 2

KoBopiote 6pLo UTIOAE(UHATOC E EMLOTNUOVLKA/TOELKOAOYLKH aLtTloAdynon yla tnv enduevn xprion. Mnv
vwoBeTE(TE KABOALKO «10 ppm» 1] «UNdEv» Ywp(c uéBoGo Kal Tekunpiwaon.

Set a scientifically/toxicologically justified residue limit for the next use. Do not adopt universal 10 ppm or zero
without method and rationale.
BApa / Step 3

EnaAnBebote avdktnon swab A rinse and To mpaypaTtiké VALKS emgdvelag, katdAAnAo LOQ kat
MOPEPUBOAEC KaBAPLOTLKOD.

Verify swab or rinse recovery from actual surface materials, suitable LOQ and cleaning-agent interference.

BApa / Step 4

EkteAéoTE TNV EYKEKPLPEVN LEBODO KAl KATAYPAWTE akpLBr] KaBapLoTikd, apaiwaon, xpévo, UNXAVLIKN
dpdon kat EEMAvua.

Perform the approved method and record exact cleaner, dilution, time, mechanical action and rinsing.
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BApa / Step 5
AEloAoyrioTe onmTLkG €Aeyyxo pall pe Ta amnalttolpeva avaALTIKE amoTteAéouaTta. ATP Kat anoAbuavon v
anodelkvOouy amnopdkpuvon aAAepyloyévwy A potent drug.

Assess visual inspection together with required analytical results. ATP or disinfection does not establish removal
of allergens or potent drugs.

BAipa / Step 6
Anobeopevote tn 6€on pwévo PeTd anodoyr. Anotuyia 0dnyel oe iepebivnon, eMaAvAANYN TEKUNPLWUEVOL
KaBapLopoL 1 amokAELOTIKS eEOMALOUOS, pE aEloAdynaon MPonyolUEVWY TapTdwWY.

Release the area only after acceptance. Failure requires investigation, justified recleaning or dedicated
equipment, with assessment of previous batches.

KpitAplo diakomng / Stop criterion
Mn emiteLBEv 6pLo 1} UN KATAAANAN HEB0DBOC: amaydpevon enduevng Kowrg xpriong.

Failed limit or unsuitable method: no subsequent shared use.

Apxeia / Records
F-015, F-004, F-007

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] NIOSH — Managing Hazardous Drug Exposures: Information for Healthcare Settings. DHHS (NIOSH) 2023-130. Risk
assessment and activity-specific control table, printed pp. 27-33. Grade A2.

Exposure routes and hierarchy of occupational controls
https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130

[2] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2.

Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

[3] EMA — Guideline on Allergen Products: Production and Quality Issues. EMEA/CHMP/BWP/304831/2007, 2008. Sections 2,
4.1.1,4.2.4, 4.3, 4.4.3-4.4.5; pp. 4-13. Grade A2.

Industrial biological-allergen quality guidance; principles adapted explicitly, not a compounding authorisation or a food-OIT
recipe

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-allergen-products-production-and-quality-issues_en.p
df

MPWTATLIN CLVTAKTIKA 0PYAVWAON KoL EQAPUOYH aPXWY TWVY MoPANdvw TNYwv. Agv e{val emionun
META@paan, iotonoinon eykatdotaong fj £éykplon and Toug eKOOTEC TWY TNYWV.

Original editorial organisation and application of the cited principles. Not an official translation, facility
certification or source-publisher endorsement.

Tomikn ékboon KaiL nuepopnvia Loxvocg / Local version and effective date

ZUVTAKTNG EAEYKTNG €yKpLon vmtoypa@éc / Author reviewer approval signatures
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