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CAEAR BB 2447 o] A7) Felrh Wad ICU BAE Ugo FuE A710Y 9%
NBARE Azt FUEFS WA,

MBS FOAG F G FA(BM F A B4R AZshe] AT WA)E WA
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1.2. ¢ F}L71A

*selective a-2-adrenergic receptor agonist
2. 7A=Y 42 R BENF HAo) B A= - AT U

3. AR BH A=
1} gAY B AR
- 99-019: A study to investigate the stability of diluted dexmedetomidine hydrochloride concentrate

for solution for infusion when stored in syringes typically used in the intensive environment.

4. A4 #F A7

g, HE2 RSN AR E

- TA02-109: seven-day subcutaneous PK study of dexmedetomidine(ABBOTT-85499) in rats

- TB99-110: ABBOTT-85499 HCI: 14-day IV drug interaction study in beagle dogs

- TB99-072: BBOTT-85499 HCIl: A 14-day IV infusion toxicity study in beagle dogs followed by a

14-day recovery period
- TA02-065: G-Dex-1, G-Dex-2 and H-1 metabolites of Dexmedetomidine: A 28-day continuous IV

infusion toxicity study with toxicokinetic profile in SD rats with a 14-day recovery period
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6.1. Y7421 A 5 3 (Clinical Data Package, CDP)
1) 2001-001: A Phase 4, Randomized, Double-Blind, Multi-Center, Comparator Study Evaluating
the Safety and Efficacy of Dexmedetomidine Compared to Midazolam for ICU Subjects

Requiring Greater than 24 Hours of Continuous Sedation

of long-term treatment with DA-9501
DEX-401: A post-marketing,

open-label, randomized,

DEX-402: Phase 3 non-blinded long-term treatment study to evaluate the safety and efficacy

comparative study comparing the

usefulness of dexmedetomidine at the time of extubation and post extubation period to other

sedative management in post-operative patients

3005012: A prospective, multi-centre, randomised, double-blind comparison of intravenous

dexmedetomidine with propofol for continuous sedation of ventilated patients in intensive

care unit

3005013: A prospective, multi-centre, randomised, double-blind comparison of intravenous

dexmedetomidine with midazolam for continuous sedation of ventilated patients in intensive

care unit

[¥1] Efficacy & safety: 24A13F o] 7] 5
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* Z31: RASS (Richmond agitation and sedation scale)

7. 959 ASERC B3 A=
« US FDA PI(product information), ¥+ PMDA PI, EMA SPC(summary of product characteristics)
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9. 71}
« B 2ABAESFYA AE(2011.6.24.): 2001-001, DEX-402, DEX-401
« EMA AZAZEFHA AE(2011.12.29.): 3005012, 3005013



