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AvaAuTIKOiL éAEYXOL KAl IPAYHATLKH TIAPadidopevn
66an

Analytical testing and actual delivered dose

Kapla pepovwuévn 6ok 6gv anavtd o€ 6Aa Ta epwTAPaTa oldtnTag. H oTpatnylkn emAEyEL TTOLO
XAPOAKTNPLOTIKG XpeldleTal anddelgn, pe mola LEOOSO Kal o€ TOLo aTASBLO.

No single test answers every quality question. The strategy selects which attribute needs evidence, by which
method and at which stage.

Mada, mepleKTIKOTNTA KaL 660on / Mass, assay and dose

1lon pala kayakiwv 6gv amodelkvoel (on 6paotikr. Méon avdAvon oOvBeToL GelyuaToC 6V AMOSELKVOEL
opolopoPPla HOVABWY. ZE evaLWPNUA N HEan MEPLEKTIKOTNTA TOL doxelov Hev amMOBEIKVOEL TNV TOGATNTA TTOV
eEépxeTal and ovplyya HeTd amnd nopauovh. H detypatoAnyia mpémnel va anmavtd 0TO CLUYKEKPLUEVO EPWTNLUAL.

Equal capsule mass does not establish equal active content. A pooled-sample average does not establish unit
uniformity. For a suspension, mean vessel assay does not establish the quantity delivered through a syringe after
standing. Sampling must answer the specific question.

KataAAnAétnta pe®ddov / Method suitability

Oplote avaAdTn, HATPQ, analttolueVn epLloxr, Hovadeg Kot amodektr afeBatdtnta. H HéB0bOC XpeldleTal
KaTAAANAN ekxOALoN/avAdkTnon Kat EAeyxo mapePBoAwy. OL apxéc ICH Q14 ypnoiuonolobvTtal 6w yLa oxedlaoud
KAaTAAANANC HéTPNONG, ME pNTO Blopnxavikd apxilké medio- Hev emPBAaAAovv (bla GoKLU g OAEC TLC
QAPUAKOTEXVIKEG LOPPEC.

Define analyte, matrix, required range, units and acceptable uncertainty. Use suitable extraction/recovery and
interference assessment. ICH Q14 principles inform measurement design here within their stated original
industrial scope; they do not impose identical testing on all dosage forms.

Z1afepoTnTa évavTL LOYXVOG / Stability versus strength

AvdAvaon woxboc o€ éva xpovikéd onueio 6ev anodelkviel Satripnon péxpl To BUD. Mua peAétn napdtaong amnattel
KATAAANAN €B0DBO €VOELKTIKE 0TABEPATNTAC KoL Ta LNIOAOLTA UOLKA/LKPORLOAOYLIKE aTolxela. XapnAr aw dev
notomnolel anovaia npoidévtwv dldonaong i opoloyévela 6donc.

Strength at one time point does not establish retention to BUD. An extension study needs a suitable
stability-indicating method and additional physical/microbiological evidence. Low aw does not certify absence of
degradants or dose uniformity.

ZuyxvotnTa Kat 6pLa / Frequency and limits

27to F-005 opiote nota dokiun eivat avd naptida kat nola enaArBsvon dadikaoiog, meplodikdg EAeyXoG 1 HEAETN
avAnTLENG. Ta dpLa mpoépyovtal amnd To KaTdAAnAo npdtuno/uovoypagia Kat TNy attloAdynon kKwdovou. Agv
epapuéletal kowd 90-110% ot kGO mpoidv, o0Te napaAelnetal Kplowwog éAeyxoc eneldr Aelmnel Tomkd dpyavo.

F-005 specifies per-batch tests versus process verification, periodic checks or development studies. Limits follow
the applicable standard/monograph and risk rationale. Do not apply a universal 90-110% range or omit a critical
test because an instrument is unavailable locally.
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Amnotuyia KalL TEKpNPLWHEVN diepedvnon / Failure and documented investigation

e O0S dlatnpriote dedopéva Kat Selypata onov yivetal, eAEYETE MPWTA TEKUNPLWUEVEG AVAAVTIKEG aLTlEC KaL
e€etdote Tn Slepyacia/dAANeG apTibeg. EmavéAeyyoc 1 emavadelypatoAnyia xpetdletal attioAdynon. Emtuxnig
véa T dev Slaypdeel ALTOUATWE TO APXLkO amoTéAeapa. Ot FDA apyéc mpooapudlovTal WG EMOTAUOVIKO
mAa{olo Kat 6xL WG dRAWGN EAANVIKAC KAVOVLIOTIKAG EQAPUOYHG.

For OOS retain data and samples where feasible, assess documented analytical causes and investigate
process/other batches. Retesting or resampling needs justification. A new passing value does not automatically
erase the original result. FDA principles are adapted as a scientific framework, not asserted as Greek regulatory
requirements.
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