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MLati oL amotuyieg £xouv ocnuacia

What failure means

Physical instability

‘Eva failed compounded prescription emnpeadeL Tov
acBevr), Tov Latpo, TO PAPPAKELO TTIOU avaBETEL KAl TO

£PYQAOTNPLO TIOU TO TTAPACKEUVALEL. Chemical uncertainty
OL TIEPLOCOTEPEC ATIOTUYLEC S€EV elval “tuyalec”.
2uvnNBwg armoteAolv TPOLBAEPLPEG consequences KAKKG Microbiological risk

a&LoAoynong tng cuvBeong N Tng S000AOYLKIG HOPPNC.
H avdAuon twv failure modes sival epyaAeio olotntag

Poor usability
KAl EKTIaLdéeuong.

Weak documentation
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OL AdyoL 1-3: 0tav to ocuoTNMA SEV “OTEKETAL”

To product paivetal “oOpoLo”
otnVv apxr aAAa aAadet

1. pH mismatch mou petaBAaAAeL Tn cupTEpLPOpPA
eKOOXWV I preservative systems.
2. Solubility / dispersibility limitations TTou oényouv o€
precipitation, caking rj poor redispersion.

3. Rheology collapse otav to vehicle xaveL tn dour) tou
OTO VEO TIEPLBAANOV.

H upn i n por &ev tatpldadel
otn {ntoupevn xprion.
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OL AdyoL 4-6: 0Tav n ocoAoyia i n cuvtRpnon
appLeBntouvtal

What to watch

Final concentration

4. Preservative dilution rj incompatibility yeta amo
GVd}JLEI’]. Redistribution before use

5. Dose non-uniformity Aoyw akataAAnAng dtactopag,
settling | un tpoPBAedung redispersion. Pump / jar / syringe fit
6. Packaging mismatch: to 6oyelo, to closure o

TPOTIOC Xpnong v uttootnPL{ouV To TEALKO cuaTNUA.
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OL AdyoL 7-10: 0tav AEeLTIEL N 0PON PAPHAKEUTLKN
oKeWN

The hidden issue

. . o, To teAtkoé compounded
7. Inappropriate dosage form yiLa route, patient profile n product givat véo abotnpa.

intended use.

, .y . , Apa ypeLaletal SLKr Tou
8. Avettapkn¢ stability rationale yLa tn cuykekpLuevn T —

ouvBeon Kat xpron.

9. Documentation gaps TIou &€V ETILTPETTIOUV CWOTH)
ertavaAnyn, investigation r) CAPA.

10. Metawopd “AOYyLKNG ETOLPOU TIPOLOVTOC” O€ TEALKO
mixture Tou AsLttoupyel wg veo formulation system.
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MpLv amoé tnv tapacKeLn: ta 8 screening questions

-

TL akpLBwg €lvat to
therapeutic goal;

Tt yvwpidoupe yia to pH
window;

YrdpxeL AoyLkn
SLaAutoTNTag/SLaoTopdg

Mwg Ba StatnpnBet
HLKPOBLOAOYLKG;

Mola cuoksvaola
tatpladey;

MTmopel va tekunpLwOel n
gTLAOYN);

OpiCeL dosage form kat
concentration

Entnpeadel stability & excipients

Agopa uniformity

Apopa safety in use

Ertnpeadel protection & dosing

Yrootnpilel repeatability

Need versus habit

Compatibility risk

Settling / precipitation risk

Preservative gap

Handling risk

Evidence level

Proceed / redesign

Assess further

Reformulate if weak

Reassess system

Select suitable pack

Document or decline
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NMote xperaletal reformulation — oL arAn

TIAPAOCKEUN

Proceed with

YriapyxeL oaweg stability rationale.

H popen e€umnpetel to route kat tov
acBevn.

H dose uniformity elvat e@uktr kat
TEKUNPLWOLYN.

H ouokeuaaola kat n xprion eivat cupBateg
L€ TO cuoTnua.

Pause and redesign

To final system petaBarieL Baoika
formulation parameters.

YTapxeL aca@r|g YLKPOBLOAOYLKN 1) QUOLKI)
CUUTIEPLPOPA.
Aev uttootnpilleTal EMAPKWE N ETLAOYN
vehicle / dosage form.
H emtavdaAnyn &ev pmopel va yivel pe
ACPAAN TEKPNPLWHEVO TPOTIO.
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ETILKOLVWVLA PE LATPO KAL PAPHAKELO TIPOEAEUGNG

Good language

Explain the formulation issue

O otoyog &gv elval va “ekteAeotel taon Buola” n
ouvtayn, aAAd va eTLteLOeL AELTOUPYLKI KAl AcPaAng
pharmaceutical solution. Propose rational alternatives
H oulrtnon TPETEL VA JETAPEPEL TO TIPOBANUA 0TN
owotrn YAwooa: compatibility, dosage form, stability, Document the decision path
usability.
Auto avaBabuileL tov poAo tou compounding
pharmacy amo eKTeAEOTI) O€ ETILOTNPOVLKO CUVEPYATH.
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Metd to tpoBAnua: documentation kat CAPA
thinkina

From failure to value

Kataypagn observation, suspected root cause kat .
impact on product performance.

AlaywpLopog avaueoa oe isolated deviation kal systemic
formulation weakness.

ALOpBOWTLKIN evePyELA TIOU BEATLWVEL TO ETTOPEVO
ATIOTEAECHA KAl OXL aTAWG “oBnvel” To TpEXOV
TIEPLOTATLKO.

To failure, 0tav kataypagetalL cwota, ylvetal Epyaleio Repeatability gain
yvwonc.

Root-cause logic

Corrective action

Stasinos Sikalias | Pharmacist | sikalias.net | stasinos@sikalias.net



TL paBaivel n BLopnxavikn avamntuin amno avta ta
failures

Pharmacy insight R&D response

OL TIpayPATLKEG amotu)ieg Selyvouv TTou

: , Stronger formulation screening.
OKOVTAPTOUV Ta systems otnv mpagn.

Better pilot logic and technical
documentation.

Lo mature Ttpolovta Kat TiLo ypriyopn
Auon o€ recurring problems.

Avadelkvuouv unmet needs os dosage
form, usability kat compatibility.

Atvouv early warning signals yLa product
design.
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ATIAN TIPAKTLK GKOAOULOLA

\ \ \ \
1

H Stapopd avapeoa og eva aduvapo Kat va wptpo compounding laboratory ev sival to
TIOCO YPNYyopa €KTEAEL — AAAA TIOOO CWOTA OKEWPTETAL TIPLV EKTEAECEL.
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KevtpLKO pRvupa

OL tepLoooTEPEC amotuyleg exouv formulation pila kat apa formulation Auon.

H cwotr) screening logic pewwvel failures, BeATlwvel Tnv aglotmiotia KaL EVIoYUEL TO

ETILOTNHOVLKO KUPOG.
AUTO €lval OUCLAOTLKO TIAEOVEKTNUA yLa eva compounding pharmacy Tou BeAeL va

AeLltoupyel wg referral center.

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