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12. 719 2 ALAE 4
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O FYL/24019/004(09.12.29): A pivotal, two-way, crossover, single-dose, comparative bioavailability
study of Fentanyl Ethylpharm 800ug buccal tablets versus Actiq® 1200ug tablet with buccal

applicator in healthy human volunteers under fasting conditions

@ FYL/24019/010C11.5.17): A pivotal, two-way, crossover, single-dose, comparative bioavailability
study of fentanyl ethylpharm 133pug buccal tablets and Actiq® 200pg fentanyl tablet with buccal

applicator in healthy volunteers in the fasting state



@ FYL/24019/009(C'11.6.13): A pivotal, three-way, crossover, single-dose, dose-proportionality study
of fentanyl ethylpharm buccal tablets in healthy volunteers in the fasting state

@ FYL/24019/011(C12.3.30): A three-way, crossover, single-dose comparative study to evaluate the
impact of Dwell Time on the bioavailability of Fentanyl Ethylpharm 133pg buccal tablet versus
Actiq® 200ug tablet buccal applicator in healthy volunteers in the fasting state
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O FYL/24019/008('13.2.5): Randomized, placebo-controlled study of Fentanyl Ethylpharm for
breakthrough pain in opioid-treated patients with cancer
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