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MLati N TeKpunpilwon elval ETILOTNHOVLKO EpyaAsio

Documentation gives

H tekpnpiwon &ev eivat ypagelokpatia. Etvat o Repeatability

LUNXAVLOPOG PE TOV OTIOLO N ETILOTNPOVLKN Kplon ylvetat
repeatable practice. Traceability

XwpLc Tekunpilwon, dev untdpyel agLotiotn eravainyn,

owotr Slepelivnon AmoKALCEWY N TIPAYHATLKN Defensible decisions

BeAtiwon.

To compounding wpLpadel 0Tav ATTOKTA TEKPNPLWHEVN

AOYLKI TtapopoLa JE EKelvn evog quality system.

Learning loop
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O XAapTNG TWV BAGLKWY EYYPAPWV

Request Master Compounding @ In-process/ Label & Deviation /
review formula

QC checks instructions CAPA

KdBe document kaAuTttel StapopeTikn avaykn: scientific rationale, operational execution,
release confidence kat continuous improvement.

- v
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Master formula — tL e§umtnpetel

Includes

OpileL Tn wL\ocowia Tng ouvBeonc: dosage form, Target dosage form
AELTOUPYLKA £KE0X A, KPLTNPLA ETILAOYNG Kal critical
points.
Kataypdpel to intended process Kal to rationale miiow
ato tnv emoyn vehicle / system.
Aeltoupyel wg reference point yla kaBe emavainyn n

avaBswpnon.
Aev sival armmAwc list cuotatikwyv: eivat condensed

formulation logic.

Key excipient functions

Critical process points

Storage / use logic
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Compounding record — TL TTPOGTATEVEL

Protects

The patient

Kataypagel TL £yLVE TIPAYHATLKA OTNV EKTEAECN TNG
OUYKEKPLUEVNG TIAPTLSAG ) TIAPACKEUNC.

Anuloupyel traceability yia mpwteg UAEG, lot numbers, Vs [EnEErEls:
weighing, process observations kat TeAlkeg checks.
Elval To Eyypawo Tou ETILTPETIEL investigation otav The laboratory

TIPOKUTITEL AtokALon r} complaint.
XwpLc auto, N yvwaon XAVETAL KAl N ETTOPEVN TIAPACKEUN
EeKLVA aTTO TO PN&EV.

The next batch
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Stability rationale — o)L eLkacia aAAa

TEKMNPLWHEVN KpLlon

TL TLPETIEL VA

Physical stability of the dosage form.

Chemical logic of the active and key
excipients.

Microbiological considerations and use
conditions.

Container / closure and in-use handling.

Moia gival n tnyn tou

Published stability data where available.

Pharmacopeial and formulation-science
logic.

Documented professional assessment.
Vendor-specific base data otav €ivat to 1o
TEKUNPLWHEVO SlabeoLpo TAaiato.
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Deviation kat CAPA logic cto compounding
laboratorv

CAPA cycle

Deviation v onuatvel amotuyia xapaktripa: onuaivel
ATIOKALON ATIO AUTO TIOU £LXE OXESLACTEL I AvapEvVoTav.

Observe

H Slepelivnon TIPETIEL va pWTA: NTAV Process issue,

material issue, formulation issue ) documentation Sty
issue;

H 8LopBwTLKN EVEPYELA TIPETIEL VA PELWVEL TNV Investigate
nbavotnta emavainyng kat va BeAtiwvel to quality

system. Correct

AUTO €lval To onueio oTou To compounding armokta

Tpaypatikr) QA KouAtoupa. _
Prevent
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Traceability kat repeatability

Mature lab =

Less memory dependence

H tyvnAaoipotnta v uttapyeL yovo yia audit
readiness, aAAQ yLa va EEPELG TL AELTOUPYNOE, TL SEV

)\ELTOOPVHOE KOL qu‘['L_ More system dependence
Repeatability onualvel 0TL To amoteAeopa PmopeL va
ertavaAneBel pe controlled variation kat oxL pe Safer repetition
TIPOCWTILKI YvAuN.
Ooo kKaAUTepN N TeKunplwaon, TOoOo TILo LoXupn N S

ekTTaLdeUTIKN a&la Ttou pyactnplovu.
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Atto to pharmacy documentation oto industrial QA
mindset

What the pharmacy What industrial QA

MelBapyia oe master documents. Structured thought process.
OpBoAoyLkn investigation AoyLkn). Traceable decision history.
>aweg release confidence. Transferable formulation logic.
Exmtaibéeuon peoa amo records Kat OXL HOVO Culture that supports scale-up and

gumeLpla. development.
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NMpaktiko audit checklist yLa pLkpo6 epyactnipLo
compounding

Baoiko epwmua Ti Seixvel wplpomta Aduvapia

Master formula Yridpyel rationale; Clear design logic Only a recipe list
Execution record Mmopel va avamapayBei; Lot traceability & observations Memory-based repetition
Stability rationale YridpxeL tekpnpilwon; Source hierarchy & justified Assumption without basis

judgment
Deviation handling MaBaivel To ocuotnua; CAPA thinking Ad hoc correction
Training MetagepeTaL n yvwon; Records support training Knowledge stays personal
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KevtpLKO pRvupa

H ocwotr) tekunplwon petatperel to compounding from craft into disciplined

professional practice.
Master formula, compounding record, stability rationale kat CAPA logic sitvat

EPYAAELQ ETTLOTANG KAL TTOLOTNTAC,
AuUTH N KOUATOUPQ CUVSEEL (PUOLKA TO EPYAOTI|PLO TOU Yapuakelou pe to formulation

R&D Kal TNV TEKUNPLWHEVN TTApAywyn.

Scientific collaborations | speaking | compounding & formulation projects | stasinos@sikalias.net
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