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EAAHNIKH EKAOzH

Nati n avapuiin pmopsel va amotoyel

Ao mpolévTta mov eival otabepd YwpLoTtd dev elval Kat’ avdykn otabepd pall. H teAkry oOvBeon
éxeL véo pH, véa ouykévtpwan ekddxwv, véo water activity profile, lapopeTikr Lovikr ox0, véa
dlem@dvela Kot GLYVA SLOYPOPETIKA ouokevaoia. H OMTIKY OMOLOYEVELX APECWES UETA TNV QVALEN
dev amodelkviel otabepdTnTa.

pH ka1 pgoAoyia

MoAAd gelling systems e€aptwvtatl and pH, neutralisation, NAeKTpoAOTEG fj cuPBATOTNTA UE
surfactants. H petaBoAr pH pnopel va Hewoel To LEWOEC, va MPOKAAETEL syneresis | phase
separation kat va aAAGEEL TNV amneAeLBEpwaon NG dpaoTikrig. H aEloAdynon npémnel va eEeTATEL
1600 TN XnUela 600 Kat TO pnyxavioud dnuiovpyiag Tng GouAC.

ZUVTAPNON HETA TNV apaiwaon

H avdugn d0o dtatnpnuévwy okevaoudTwy v abpolel avtdpaTa TNV Npootacia Toug. Kabe
ovvTNPENTKS pnopel va apatwbel, va aAAGEsL ionisation, va kataveundel o dlapopeTikry edon f va
deopevtel and micelles/polymers. Xwplc KatdAANAa dedopéva, dev pnopel va cuvayBel véa
antimicrobial effectiveness uévo and Ti¢ apyLlkéG ETIKETEC.

AlaAvTOTNTA KOl OpHOLOMOpPPia 6O6oNC

H 6paoTikA pnopel va mopapével dSLaAvpévn oTto apxLkd MPoidv aAAd va KaTaKkpnUVLoTEl HETA TN
peTaBoAn solvent system rj pH. e evalwprpata anatteltal dtaBpoxr, eAeyyxduevn Katavoun
pEYEBOLC ownaTe{wy, redispersibility kat emapkrig 0dnyla avakivnong. H opolopopeia mpénel va
a&loloyeltal wg property TNG TEAKAC HOPPAG.

Decision framework

Mpw and tnv mopaokevy Kataypdgovtal therapeutic intent, TeAkA meplekTikOTNTA, route, target
patient, dlabéoua dedopéva, mBavéc acvpBatdTnTeC, vehicle/pack, proposed BUD kat quality
checks. Otav ta 6edopéva dev enapkoly, n vredBuvn andgaon unopel va eivatl emkowwvia Ue TOV
TP, aAAayr HOPEAC 1 UN EKTEAEDN.

Tekpunpiwon

To master formula kat To compounding record npénet va draywpiCouv TL e{vat sourced evidence, TL
elvat calculation, Tt e{lvat professional judgement kat Tt mapapével uncertainty. H tekunpiwaon
MPOOTATEDEL TOV 00OV KAl EMTPEMEL TPAYHATLKY emavaAnyiudTnTa Kot CAPA éTav mpokOyeL

MPOBANUA.
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ENGLISH VERSION

Why mixing can fail

Two products that are stable separately are not necessarily stable together. The final preparation
has a new pH, new excipient concentrations, a different water-activity profile, altered ionic
strength, a new interface and often different packaging. Immediate visual homogeneity is not
evidence of stability.

pH and rheology

Many gelling systems depend on pH, neutralisation, electrolytes or surfactant compatibility. A pH
shift may reduce viscosity, cause syneresis or phase separation and change drug release.
Assessment must consider both chemistry and the mechanism forming the structure.

Preservation after dilution

Mixing two preserved products does not automatically combine their protection. Each preservative
may be diluted, change ionisation, partition into another phase or bind to micelles/polymers.
Without appropriate evidence, antimicrobial effectiveness cannot be inferred from the original
labels.

Solubility and dose uniformity

An active may remain dissolved in the original product but precipitate after a solvent-system or pH
change. Suspensions require wetting, controlled particle distribution, redispersibility and adequate
shaking instructions. Uniformity belongs to the final dosage form.

Decision framework

Before preparation, document therapeutic intent, final strength, route, target patient, available
evidence, incompatibility risks, vehicle/pack, proposed BUD and quality checks. When evidence is
insufficient, the responsible decision may be prescriber communication, dosage-form redesign or
declining the preparation.

Documentation

The master formula and compounding record should distinguish sourced evidence, calculation,
professional judgement and remaining uncertainty. Documentation protects the patient and
enables reproducibility and CAPA.
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