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Mati auto to BEpa €xeL onpaocia

To amattntiké compounding &gv elval aTtAr] EKTEAECH CUVTAYNG

Tu aAAAddeL oTnV
, , , , Cormpatbilit bafore mix
> € TIOMEG €EATOULKEUPEVEC CUVTAYEC, TO TIPAYHATIKO SIPELIL IS ke
TIPORAnua &ev elval n mapackeur) aA\a n cuvBeon,.
, , , , , Dosage-form design before
To epwtnua dev elvat povo «Tw¢ 6a avapulyBouv ta execution
OUOTATLKA», AAAQ av TO TEALKO cuotnua Ba sival
0TaBepO, OLOLOHOPPO, KATAAANAO YLa TN SOCOAOYLKN féfeba:!tey rationale before
HOP®I) KaL XPrOLUO yLa Tov acBevn).
Ekel akplBwg to compounding cuvavta to formulation Documentation before
thinking repetition
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Méte to compounding TtaveL va eivat arAn

TuTilka Oélﬁa otou gpavidetat formulation logic

EKTEAEON

Amtatteitat a§loAoynon cupatotntag
SPACTIKWY, EKEOXWV KaL ETOLUWV
OUCTNPATWV.

H §000A0yLKI pop@n TIPETEL va oxeSLAOTEL
N va TIPOCapPUOOCTEL.

H otaBepotnta dev eivat edopgvn Kat
TIPETIEL VA TEKPNPLWOEL.

H amogaon xpelaletal EMLOTNPOVLKA Kplon
KOL OXL JOVO TEXVLKI EKTEAEDN.

YTIApXEL TEKPNPLWHPEVN OUVOECH KAl cagng
dtadikaota.

H @appakotexvikn pop@n eivat nén
Aupevn.

H otaBepotnta kal n cupBatotnta ival
ETIAPKWG YVWOTEC.

H emtavdaAnyn Baoiletal o wpLun Kat
TEKUNPLWHPEVN TIPAKTLKI).
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MLati TOAAEG GUVTAYEG ELvaL TNV TIPAEN
formulation problems

Zuvnon triggers

Avaputgn U0 1 TIEPLOCOTEPWV EUTIOPLKWY OKEUACHATWY

HE SLaWopeTIKA cuotriuata pH, cuvtripnong i pH mismatch
peoAoylac.
2uvtayr Tou SiveL uovo tn §pacTLkr) oucla Kat nta Rheology collapse
OUYKEKPLUEVN (PAPPAKOTEXVLKI HOop®r).
AvAaykn TIpOCAPPOYNG UTIAPYXOUCAC HOoPYG o€ AAAO Preservative gap

route of administration, AAAn cuykevipwaon r aAAo
patient profile.

ATtoucia etolung BAoNG PE TEKPUNPLWHEVN
KATAAANAOTNTA yLa TO CUYKEKPLUEVO combination.

Dose non-uniformity

Usability failure
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Failure modes oce compounded preparations

Tu pemeL va oketel o formulation pharmacist Tipwv amno tnv ekteAeon

Kamyopia T pwtopei va cupPei

Turiko anmotéleopa

Kpilowo epwmua

duoikn aoctdbela ALaywpLoPOG, KaTakpApvLon,
anwAeta LEwdoug

XnuwKn acupBatotnta  AmwAELa §pacTlkoOTNTAG N
petaBoAn pH

MLKPOBLOAOYLKOG AVETTIAPKIG ouVTrpNoN PETA TNV
Klvéuvog apaiwon i tnv avapten

Mn opolopopwia §6ong  Kakn Stactopq, settling, poor
redispersion

Mn opoloyeveg cuoTnua

ATIPOBAETITN CUUTIEPLPOPA

Auénpevo risk profile

ABEBaln xopnyoupuevn §6on

To vehicle avtExeL Tn vea xNULKN
ouvenkKn;

YrdpxeL Aoylkny otaBepotntag yla to
TEALKO mixture;

To preservative system Tapapével
QTIOTEAECUATLKO;

H dosage form umtootnpileL dose
uniformity;
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Case 1 — pH / rheology incompatibility

What to assess

Key takeaway

AUO £TOLUA cuoTnuata
avaplyvuovtat ETeLdn n
ouvtayr to {nNTtq, aAAd to
TEALKO pH e&€pyetal amo to
otaBepo apabupo Tou
thickening system tou evoc.
To amotéAecpa Umopel va
elval anwAsla LEwdoug,
SLAYWPLOMOG I JN aTtoSEKTH
uen.
To tpoPAnua dev eival
«A\aBog avakatepa», aA\a
Aaboc formulation

TeALKO pH tou mixture.
YupmepLpopd tou rheology
modifier oto veo TepLBAAov.
IoVLKN LoXUCG, GUV-SLAAUTEG Kat
(POPTLOHPEVA CUCTATLKA.
>upBatotnta tng veag Soung e
Tn {ntoupevn route of
administration.

H pnxavikn avaptén v AUveL

acupBatotnIeC cUCTAPATOC.
KaBe petaBoAn pH ptmopet va
AAAQEEL Spapatikd TN YUOLKN
otaBepotnra.
H ocwotr anogaon sivatl
formulation reassessment, oxtL
attAn ertavaAnyn tng iélag

TIPAgNG.
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Case 2 — preservative dilution problem

What to assess

Key takeaway

;uo TIAPACKEVACHATA JE

SLAPOPETLKA preservative
systems avaptyvuovtal o€
avaAoyia TTou PELWVEL TN
SPACTLKI) CUYKEVTPWON
KaBevog KATW ato To
AELTOUPYLKO TOU £TLTIESO.
To TEALKO TIPOTIOV PTtopEl va
(@alveTal QUOLKA aTtOSEKTO,
aAAQ Va £XEL PLKPOBLOAOYLKO
KEVO.
H pwkpoBLoAoyLkr AoyLkr) v
«KAnpovopeitaw autopata

7 7 7 p
o

TUTIOG KaL ap)LKI CUYKEVTPWON
KABe preservative.
TEALKI) CUYKEVTPWON YETA TNV
avapén.
pH window oto otoilo
AELTOUpYEL KABe cuoTNnua.
XpOvog xpriong, cuckeuaoia Kat
handling amo tov acBevn.

To visibly acceptable Tipoiov &gv
glval Kkat' avaykn
microbiologically robust.

H cuvtripnon mpemeL va
emtava&loAoyeLTal 0To TEALKO
system Kat OxL OTa ETLPEPOUCG.
H formulation amogaon
xpeLadetal mavta risk-based
documentation.
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Case 3 — API only - dosage-form design

sicuaion I Wihattoassess

O Latpog cuvtayoypayel
SpacTtikr ouctia kat {nta

Key takeaway

Hop®n OTwG suspension, gel PUGCLKOYNULKA XOPAKTNPLOTIKA ) ,
ESWw Sgv uTtAp)EeL £ToLun Route of administration kat FEPOS TS BEP . i | A
, o . To API-only prescription armattet
AOYLKI] TIpOLOVTOC TIPOC clinical use case. : o ,
TV OAOF KQTEAAA hicl formulation thinking, oxtL pévo
YPaRH- GLAAMIAD VERILIE, compounding technique.

H mtpokAnon elvat va dispersibility/solubility kat N NV
9 CeiE SRR packaging. elval EQ'LF;OU 2 r]C?V‘ELK' Vgi Vv
Hop®n TTou va cuvduddlel Patient usability, dose accuracy {510 TNV TIa agltjsu ; He™
Xopnynouotnta, kat practical handling. v TP 1

opolopopyla §60n¢ Kat
TEKUNPLWHEVN otabepotnta.
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Case 4 — compounding Xwpig ETOLPEG BACELG

H Aoytkn Tng ouvBeong otav dev uttdpyeL “etolun anavtnon”

Evidence hierarchy

Mpwtn emtthoyr): published stability data, pharmacopeial
logic kKal tekunpLwpevn compatibility assessment.
AcUtepn erlhoyn): agloAoynon excipient functionality o€ Pharmacopeial / scientific
OY£0N UE TO route, T CUYKEVTPWON KAl Tn xpron. logic
‘Etolun BAon xpnoLuoTIioLELTaL OTaV TIPOCPEPEL

TEKUNPLWHEVO stability framework yLa To cuyKeKpLUEVO
problem.

Published stability data

Documented professional
judgment

H Bdaon &¢gv elval default Abon- elval epyaleio otav

Vendor-specific base data
UTINPETEL KAAUTEPQA TNV TEKUNPLWON KAl TNV ac@PaAELa.
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Case 5 — scientific value katL otkovopuLKn agia

H formulation-based mipoocyyLon ocuvrnBwc¢ peLwveL ta Value drivers
“trial-and-error” attempts Kat TLG ATOTUXNMEVEG
ET[GVG?\FI]LPELC. Fewer failed attempts

KaAUtepn tekunpilwon ocnuatvel o poBAedpo
ATIOTEAECHA YLA TO (PAPPAKELO TTIOU AVABETEL KAl yLa TOV
acBevr) tou AapBaveLt.

Better rationale

> € APKETEG TIEPLITTWOELG, N 0POOAOYLKI XPrion MPWIWV Predictable performance
UAWV Kal EKEOXWV 08NYEL KAL OE OLKOVOULKOTEPO

compounded product o€ oxeon PE AKPLPEC ETOLPEC Often lower material cost
BaosLc.

TO ETILOTNHOVLKO OYEAOG KaL TO operational 0@eAog
ouUXVA CUVUTIAPYOUV.
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TL SL6dokel to compounding oto industrial R&D —
KOL TL ETILOTPEWPEL TTLOW

Compounding - R&D —» Compounding

Tayutepn agloAoynon formulation options.

KaAuUtepn doun tekpnplwong, stability
rationale kat QA mindset.

ApeTnpla o€ TIPAYUATLIKEG AVAYKEC KAl OXL
o€ Bewpntikd concepts.

E€okelwon pe compatibility limits kat , , ,
. Mo opyavwpevn ertthoyn vehicle,

dosage-form usability. A ckading Kal Drocess

KAwwka relevant formulation thinking. P 9ing P '

NeBapyia otnV MPAKTLKN MiAUC MeyaAutepn cuverela otnv
o | i £TaVAANPLUGTNTA KAL GTNV EMLOTNHOVLKT

TIPOBANUATWV. e
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NMwg autn n yepupa dnuLoupyei agla

Ma acBevr), ylatpo, Pappakeio Kat BLOPNXaviko CUVEPYATN

Compounding Documented

Clinical need Reliable outcome

insight decision

Otav to pappakelo okeptetal oav formulation lab kat to R&D dLatnpel TNV TPAKTLKN)
HATLA TOU apuakelou, TO ATIOTEAECHA ELVAL TILO XPOLUO, TILO TEKPNPLWHPEVO KAl TILO
aLoTILOTO.
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KevtpLKO pRvupa

To amattntiko compounding sival tedilo epapuoouevng formulation science.

H cwotr) amogaon Baciletal os compatibility, stability, dosage-form design kat

documentation mindset.
Autn n e€eldikeuaon evioxUeL Tooo To referral role Tou papuakeiou 0CO Kal TNV

aVaTItugLaKN TAUTOTNTA TOU £pyactnpilou.

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