COMPOUNDING.GR / SIKALIAS / 10.09.2026

F-006 - 1.0 - 10.09.2026

AlrTioAdynon otaBepotntac kat BUD / Stability
and BUD rationale

Kevd eAeyyduevo €vtumo. ZupnAfipwaon ektég dnudotou site. / Blank controlled form. Complete outside the public website.

1. AkpBric obvBeon, meplekTikOTNTA, HEBODOC Kot mapTida / Exact formula, strength, process and batch

2. Mnyn, ékdoan, oeAida kat nuepopnvia eA€yyou / Source, edition, page and review date

3. 20yKkplon pe peAeTnpévn abvbeon / Slapopéc / Comparison with studied formula / differences

4. Xnuik& Kot euotkd ototyela / KatdAANAn péBodog / Chemical and physical evidence / suitable method

5. MikpoBLoAoylkd atotxela / ouvtripnon / xprion / Microbiological evidence / preservation / in-use

MpéTuno npog tomkr €ykplon / Template for local approval



COMPOUNDING.GR / SIKALIAS / 10.09.2026

F-006 - 1.0 - 10.09.2026

AlrTioAdynon otaBepotntac kat BUD / Stability
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Kevd eAeyyduevo €vtumo. ZupnAfipwaon ektég dnudotou site. / Blank controlled form. Complete outside the public website.

6. MePLEKTNG, MW, SoolueTplkd PLEoo Kal auvBrikeg / Container, closure, dosing device and conditions

7. Tomkég anmatTAoELG Kot meploplapol LAWY / Local requirements and material limitations

8. EmAeypuévn nepiodog / apetnpia / mpaypatikéd BUD / Selected period / starting point / actual BUD

9. ABeBatdtnTEC / avdykn mpdabetng ueAéTNnG / Uncertainties / further study needed

10. ‘Eykplon, nuepounvia kat attia enavegétaong / Approval, date and reassessment triggers

MpéTuno npog tomkr €ykplon / Template for local approval



