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MAApeG mpdTumo dladikaoiag yla Tomkr voBétnon. Ta ovouaTa, 0 EEOMALOUOC, T ELGLKA dpLa KAl oL
vnoypaeég eykplvovtal and tov vnedBuvo Tov epyactneiov mMPw TNV £Qapuoyn.

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

Medio epappoyng / Scope
Ta&woépnon un otelpag TeAKNG uATPaAc fj evblauéoou pe €161k Tekunplwon aw.

Classification of a nonsterile finished matrix or intermediate requiring specific aw evidence.

YnevOuvotnteg / Responsibilities

YneOOLVOC PAPUAKOTIOLEG: andpaan, éyKpLlon Kot anodéauevon. EKnatdevpuévog XeLploThG: eKTEAEDN Kal
obyyxpovn Kataypaer. EAeykTAG: aveEdptntn enaAribevon Kplowwy otolxelwv. EEwtepkd
EPYAOTAPLO/KALVIKAC ELBLKAG: EPYAOIEC IOV ATIALTOUY TEKUNPLWHEVN EBLKN 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.

MpobimoBéoeilc epappoyng / Implementation prerequisites

lox0ov KOpLo BeATIO, CWOTAH TALTOTNTA LALKWY, EAEYHEVOG EEOMALOUOG, eKTa{DELON KAl EYKEKPLUEV
KpLTApLla yla Tnv mpoBAendpevn xprion. Ta Kevd ovopata/vnoypapéc Sev elvat eAAelyelg BLBALoypapiag:
CUUMANPWVOVTAL YLX TNV EYKATACTAON KAl TNV MPAYUATIKYA Epyaoia.

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.

BAipa / Step 1
KataypdyTte mApn oovOeon, mopTida, TeEAKS vePS/BLAADTEG, MEPLEKTN KAl LOTOPLIKS eneEepyaoiag.
Oplote To epwTNUO TAELVOUNONG TIPLY amd TN doKLUH.

Record complete formula, lot, final water/solvents, container and process history. Define the classification
question before testing.

BAipa / Step 2

EMAEETE eEwTePLKS N E0WTEPIKS OpYaVOo HE AMOBESELYHEVN KATAAANASTNTA YL TN UATPA. Z€ TMTNTIKOOC
SlaAvTeG anmatteltal Tekpunpiwon napeBoAwy, mpootaciag alodNTAPA KAl AVTIMTPOCWTEVTIKAG
detypotoAnyiag.

Select an internal or external instrument demonstrably suitable for the matrix. Volatile solvents require
documented interference assessment, sensor protection and representative sampling.
BApa / Step 3

EAEyETe TO Opyavo Pe LYvnAdoLua ipdTuna mov MeEPLBAAAOLY TNV TEPLOXN EVOLAQEPOVTOC, COUPWVA LE TO
eyxepidlo. Kataypdyte TIéG, Beppokpacia kat anodoyr mMPL Kal JETAE TN osLpd.

Check the instrument using traceable standards bracketing the relevant range according to its manual. Record
values, temperature and acceptance before and after the series.
BApa / Step 4

OploTe avTMPooWNELTIKA onuela Kat aveEAPTNTEC AQYELG. Mnv EnpaiveTe, apalwveTte i Beppaivete TO
Selypa yla va metOXeTE YAUNASTEPN €VOELEN. AToQUYeTE avTaAAayr vypaoiag KATd Tn HETAPOPJ.
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Define representative positions and independent samples. Do not dry, dilute or heat a sample to obtain a lower
reading. Prevent moisture exchange during transfer.

BApa / Step 5

MNepLuéveTe eELlooppdnnon SelyuaTtoc/OaAduoL UE TO KPLTHAPLO Tou opydvou. KataypdyTte KdOe
anoTtéAeopa, Bepuokpacia, enavoAnyudéTnTa Kat aBeBatdtnta. H anwAsia ERpavong i Karl Fischer 6gv
avTLkadLlotolv aw.

Allow sample/chamber equilibration according to the instrument criterion. Record every reading, temperature,
repeatability and uncertainty. Loss on drying or Karl Fischer does not replace aw.

BApa / Step 6

ZuVTNPENTLKH TOALTIKH aUTOL TOL TMPOTVUMOL: XAKNA] aw UOVOVY €AV TO PEYLOTO AVTLIPOCWIEVTLKO
anoTéAeopa + avagepduevn afeBatdtnTta lval <0,60. Oprakr TwuA anattel enavektipnon, éxt
oTpoyyvAomnoinon mpo¢ Ta KATwW. To kpttriplo aBeBatdtntag e(val CLVTAKTLKO.

This template’s conservative policy accepts low aw only if the highest representative result plus reported

uncertainty is <0.60. Borderline results require reassessment, not downward rounding. The uncertainty rule is
editorial.

BApa / Step 7

Zuvbéote TNV andgoaon Ue ovokevaaia kat Sltdpkela: n dathipnaon TG Katnyoplag mpénel va KAADTITEL TN
@UAAEN/XPrion. AAAayr avaAoylwy, mpoundeuth A diepyaciag evepyomnolel enavegétaon. aw <0,60 Gev
amoBEIKVOEL XNULKH 0TaBepdTNTA ] OTELPOTNTA.

Link the decision to packaging and duration: the category must remain applicable through storage/use. Ratio,
supplier or process changes trigger reassessment. aw <0.60 does not establish chemical stability or sterility.

KpitAplo diakomng / Stop criterion

Mn Ko TAAANAN H€BOBOG, anotuxia mpoTiMwyY rj avenapkég neplBwpLo and to 0,60: kaula Tagwdéunon
XAUNAAG aw.
Unsuitable method, failed standards or insufficient margin below 0.60: no low-aw classification.

Apxeia / Records
F-012, F-006

NMnvéc kat tedio vmooTAPLENG / Sources and scope

[1] FDA — Water Activity (aw) in Foods. Inspection Technical Guide 39, 16 April 1984; website copy accessed 2026-09-12.
Definition; sorption behaviour; measurement equipment. Grade A2.

Metrological principles only. Food regulatory thresholds and old instrument recommendations are not pharmaceutical BUD
rules

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activi
ty-aw-foods

[2] USP — Compounding Standards and Beyond-Use Dates, 2022 update. November 2022, published by USP; public copy
hosted by Mississippi Board. pp. 1-2; nonsterile table. Grade Al.

Risk-based default categories; not product-specific stability or Greek law
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding BUD_Fact_Sheet.pdf

[3] 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

MPWTATLTN CLVTAKTIKA OPYEVWaON KoL EQAPUOYH PXWY TWY Mopandvw mNywv. Agv glval enlonun
HETAQpPaaon, motonolnon eykatdotaong 1 £€ykpLon amnd Toug EKEOTEC TWY TMNYWVY.

Original editorial organisation and application of the cited principles. Not an official translation, facility
certification or source-publisher endorsement.
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activity-aw-foods
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activity-aw-foods
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
https://picscheme.org/docview/3443

TomikA ékboon KaiL nuepopnvia Loxvog / Local version and effective date

ZUVTAKTNG EAEYKTNAG £€yKpLon vmoypa@écg / Author reviewer approval signatures
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