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#:  #E) Medical Research and Development Programs Focused on Technology
Transfer
Acceleration Transformative research for Medical innovation
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#:  #E) Development of innovative inhalation gas therapy for reducing adverse
events and prolonging healthy life after treatment for ischemia-
reperfusion injury
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Specifications & testing methods, filling pressures, cylinder specification and cylinder valve for the
mixed gas drug have been almost established. Test preparations for the nonclinical safety study were
produced and their quality were confirmed. We are developing manufacturing and quality control
system that conforms to GMP ministerial ordinance of investigational drugs and investigational drug
substances.

In the construction of the mixed gas supply system, safety testing of the prototype with the safety
mechanism was carried out, including withstanding pressure test of the internal tubes of the supply
system, accuracy test for flowmeters, and test for gas shutoff devices at the time of oxygen pressure
failure.

In the nonclinical safety study, the efficacy pharmacological tests were carried out in both acute and
chronic phase. All protocols for the necessary studies, such as a cardiovascular telemetry study in conscious
dogs, a functional observation battery study, a respiratory study in conscious rats, and a 14-Day inhalation toxicity

study in rats, have been determined and are sequentially carried out currently.

ITII. RO ~DFER
(1) 255 - HESFIZR T X —% (EWNEE 0. EESEE 0 14)
7L
(2) F2 - VURVULEICBIT SO0« RAX —RFK
7L
(3) THEHE L OFY: - Bdfiefahitta) (x4 2000 1A
7L
(4) FrarHila
7L



