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MiIKPOBLOAOYLKH TIOLOTNTA KAL ATMOTEAECHATLKOTNTA

oLVTNPNONG
Microbiological quality and preservative effectiveness

SOP-019 * Ek6oon / 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
Mn otelpeC HOPPEC KaL LEAETEC ouvTAPNONG TNV KPR TEALKH MATPA.

Nonsterile forms and preservation studies in the exact final matrix.

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
Oplote 066, nAnBuLoud, obvBeon, pH, cboTNUa cuvTAPNONG Kal cuokevaaola. EMAEETE TIC EQAPUOOTEEC
MARPELC PAPUAKOTIOWOKECG HEOGBOLG KAl OpLa [IE TOV AVOAUTLIKO OLVEPYATN.

Define route, population, formula, pH, preservation and packaging. Select applicable full compendial methods
and limits with the analytical laboratory.

BApa / Step 2
Zexwplote pkpoBLakn aplBunon/eldLkolg UIKPoopYavLlouolG amd SoKLUH aMOTEAECUATIKOTNTAG
ouvTtneNTIKoL. Emtuyia TG mMpwTng 6ev anodelkviel Tn 6e0TEPN.

Distinguish enumeration/specified-organism testing from preservative-effectiveness testing. Passing the former
does not establish the latter.

BApa / Step 3

EnaAnOe0ote KATAAANAGTNTA TNG HEOSGBOL OTN UATPA, AVAKTNON ULKPOOPYAVIOUWY KOl
egovdeTtépwan/anopdkpuvon Tov cuvtnENTikol. Anotuy{a avdktnong v avagépetal we amnovala
HLKpoB{wv.

Verify method suitability in the matrix, organism recovery and preservative neutralisation/removal. Failed
recovery is not reported as absence of microorganisms.
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BAipa / Step 4
2uvbéaoTte TN HEAETN MPOKANDONG UE TNV TAPN CUYKEVTPWAON CLUVTNPNTLKWY, LALKO TIEPLEKTN KOL CLVOKEG
xpriong. Avagopd mpopnBeuTr AAANG Bdong xpnotpomnote{tol pévo HeTd amd TEKUNPLWHEVN avTioTolxLon.

Link challenge testing to complete preservative concentrations, container material and use conditions. A
supplier report for another base requires documented applicability.

BApa / Step 5
MNa enéktaon BUD agloAoyriote pall xnuikr, Lok Kal pikpoBLoAoyikr tekunpiwon. Kataypdyte
Xpbévoucg detyuatoAnyioc, amoTeAéopaTa Kol pokaboplopéva kpLttApLla oto F-013.

For BUD extension assess chemical, physical and microbiological evidence together. Record sampling times,
results and predefined criteria in F-013.

BApa / Step 6

Anotuyl{a mpodlaypanig: Kapavtiva, dlepedivnon Kol avaokOTNGn KOWWY LAWY/VEPOV/eEOTALOUOD. AEV
enavaAauBdaveTtal n SoKLU ANMAWC PEXPL v TIPOKOYEL ATMOGEKTO AMOTEAETUA.

Specification failure requires quarantine, investigation and review of shared materials/water/equipment. Do not
repeat testing merely until a passing result appears.

KpitAplo diakomng / Stop criterion
Mn €ykvpn PEBOBOG A amotuxia kKploluov HikpoBLoAoyilkoD kpttnpiov: un anodéopevan.

Invalid method or failed critical microbiological criterion: no release.

Apxeia / Records
F-005, F-006, F-013

Mnyéc koL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[3]1 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

MPWTATLNN CUVTAKTIKI OPYAVWON KOL EQAPHOYH APXWY TWVY MAPATIAVW TNYWV. Agv lval enionun
META@paan, iotonolnon eykatdotaong A £éykplon and Toug eKOOTEC TWVY TINYWV.

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

TomikA ékboon KaiL nuepopnvia Loxvog / Local version and effective date
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ZUVTAKTNG EAEYKTNG €yKpLon vmtoypa@éc / Author reviewer approval signatures
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