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@ ta02-109: HSOUA 72 TSHEON Al PK
® BA-88-04: HESOIA *H-HAMCIEDIHS PK
@ BA-92-13: HCOM HUFA L 2SFTA £0 Al *H-LAMNCIEDNEL S PK
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@ D28-1581: OIRA L S OA A-85499.1 (IV) LEE, SFAZH ¢
® anaesthetized #E= 2 pithed HESUAM HAEDOY enantiomerdt A& 2 A0 Ol X
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Cl. &4, 23, A & HiZANEXS ,
@ R_D-96-443: Dt &t &2 SHEOIA °H Dexmedetomidine2 CHAH & BH&
@ R_D-96-557: Atg 2t 0i0I3A2 & CYP2D62 SANGEDIES 45 & (in vitro)
® R_D-96-720: HEWA HUE0 #F °H Dexmedetomidined EX X HI&
@ R_D-97-291: HIZ2AMA ZM L FM S0 F °H Dexmedetomidine2l CHAt ¥ 2
® R_D-97-389: A& 2tOIA [°H] Dexmedetomidine, [*H] Levomedetomidine and [°*H] Medetomidine
S| CHAHin vitro)
® R_D-97-454: J§ 2tOilA [*H] Dexmedetomidine, [*H] Levomedetomidine and [®*H] Medetomidine®l
CHAHin vitro)
@ R_D-97-504: 2 < 20 A [*H] Dexmedetomidine, [°*H] Levomedetomidine and [*H] Medetomidine
o CHAH(in vitro)
R_D-97-565: HEOfl HISHEA & ° °H Dexmedetomidine?l RE&HI ¥ EHOIXEX =X
<ASMBHE SO 28 Xz>
@® R_D-96-074: HI2AMA £H=2 M2 S0FE Dexmedetomidine & s&
® R_D-96-233: HE0A *H Dexmedetomidine2 CHAF & HH& '
(AE8g: 0.02, 3mg/kg, CH| S0, BUFAL & TIBHFAL
® R_D-97-616: ENMA HUE0 & Dexmedetomidined EFST
(NE 22 96ug/kg, ©3SF01)
@ R_D-97-617: S CEOA IS0 % Dexmedetomidine2 & =%




(ANEsa:
® R_D-97-653: juvenile E—J

, 100, 500 ug/kg, *§I‘504)
adult HEOUA TGHEN = EEsT0 0Xs 28
HEO0A Cmax &L AUCE =90, X Aal

(MEE2: 100 ug/kg, &35 0) > adult
8 Y2
® R_D-99-002: juvenile ¥ adult HE0A FUE0 £ ESSTO 0IXs A
(NEE2: 50 ug/kg, Tt8I§0) = adult HE=MA AUCE ECOM, EF AA8 WS
@ R_D-97-615: HIZHWAN HU, 22 S0 Z dexmedetomidine2 PK
(ANEEY: HMEA 50 ug/kg, 2EF At 25, 50 ug/kg, S3I£0)
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<HHE HIEA PK & XJ| WS A>
@ R_D-96-314(14H): A  Two-Way Crossover Study to Compare Dexmedetomidine

Concentration—-Time Profiles in Serum Following a Three—-Staged Continuous Intravenous Infusion
and a Single Rate Infusion in Young Healthy Male Volunteers

® J-DEX-9501(14): Phase | Study of Dexmedetomidine Hydrochloride Injection in Healthy Male
Volunteers, estimation of Safety and Pharmacokinetics

® BA-91-04(14): Pharmacokinetics and Metabolic Profiling of *H-Labelled Dexmedetomidine in
Healthy Male Volunteers, Disposition of Parent, Unlabelled Dexmedetomidine

@ DEX-95-001(14H): A Phase |, Single Center, Randomized Single=8Blind Crossover Controlled Study
to Determine the Effects of Dexmedetomidine on Isoflurane Requirements in Healthy Volunteers

® DEX-95-007(14H): A Phase |, Single-Center, Open-Label Study to Determine the Highest Safe
Plasma Concentration of Dexmedetomidine in Healthy Subjects

® DEX-95-010(14H): A Phase !, Randomized, Double-Blind Placebo-Controlled, Crossover Study
Evaluating the Effects of Dexmedetomidine on Thermoregulation and Oxygen Consumption

@ DEX-96-018(14}): A Phase | Study of the Metabolism and Excretion of [*H]Dexmedetomidine
HC! (Abbott 85499.1) in Normal Male Subjects ’

DEX-96-022(14H): A Phase |, Single-Center, Open-Label Study Assessing the Interaction of
Dexmedetomidine and a Muscle Relaxant in Healthy Volunteers

<8 Xt PK & = LH"“d 1>

® DEX-95-004(34}): A Phase Ill, Multicenter, Double-Blind, Randomized Comparative Study
Evaluating the Effect of Two Doses of Dexmedetomidine Versus Placebo in Adult Patients
Undergoing CABG(Coronary Artery Bypass Graft(s)) Surgery

@ FDEX-CL-0290-FIN(34}): Intramuscular Dexmedetomidine as Preoperative Medication in Elective

Surgery — A Comparative Phase Il Study
® FDEX-CL-0592-FIN(24}): Dexmedetomidine as an Anesthetic Adjunct in Coronary Artery Bypass

Grafting



@ FDEX-CL-1090-FIN(34f): Intramuscular Dexmedetomidine as Premedication for Surgery Under
General Anesthesia — A Comparative Phase Il Study

® J-DEX-9502(24}): Early Phase Il Study of DA-9501 (Dexmedetomidine Hydrochloride) Estimation
of Safety and Dose- Effect Relationship in Hemodynamic Variabilities

<Uield IR PK>
@ DEX-95-008(14&): A Phase |, Single Center, Single—Period, Open Label Study to Assess the
Safety and Pharmacokinetic Effects of Dexmedetomidine in Normal Subjects and Subjects with
Severe Renal Impairment

DEX-95-009(14f): A Phase-!, Single Center, Open-Label Study to Evaluate the Safety and
Pharmacokinetics of Dexmedetomidine in Subjects with Impaired Hepatic Function
DEX-96-013(14t): A Phase |, Single Center, Open Label, Parallel Study to Evaluate the Influence
of Age on the Pharmacokinetics of Dexmedetomidine in Healthy Volunteers
W98-266(14t): A Phase |, Multi-Center, Open-Label Study Evaluating the Pharmacokinetics and
Pharmacodynamics of Dexmedetomidine in Pediatric Patients ,
2001-001-PK(44t): Pharmacokinetic Analysis for 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
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<H2E HEXN PD % PK/PD &>

® DEX-95-005(14t): A Phase |, Single Center, Randomized, Placebo Controlled Crossover Study to
Assess the Pharmacodynamic and Pharmacokinetic Effects of the Coadministrations of
Dexmedetomidine and Midazolam

@ DEX-95-006(14): A Phase |, Randomized, Double-8lind, Placebo Controlled Crossover Study
Evaluating the Analgesic Effects of Dexmedetomidine and Alfentanil in Volunteers

® DEX-95-011(1&): PK and PD of coadministrated dexmedetomidine and alfentanil

@ DEX-96-019(14f): A Phase |, Single-Center, Double-8lind, Randomized Crossover,
Placebo-Controlled Study Evaluating the Effects of Dexmedetomidine on Propofol Requirements
in Healthy Volunteers .

® DEX-97-028(14&): Dexmedetomidine Dose-Ranging Study to Evaluate the Effects of
Dexmedetomidine on Sedation

® W98-273(14): Dexmedetomidine 0Dose Ranging Study to Evaluate the Effects of
Dexmedetomidine on Sedation in Japanese Subjects
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® W97-249: A Phase I, Single-Center, Two-Part Study Evaluating the Safety, Efficacy, and Dose
Titratability of Dexmedetomidine in ICU Sedation

@ DEX-96-017: A Phase Il, Single Center, Double-8Blind, Randomized, Placebo-Controlled Study
Evaluating the Effect of Esmolol on the Pharmacodynamics of Dexmedetomidine in Patients
Undergoing Elective Cardiac Surgery



@ W98-263/W98-264: A Phase II, Multi-Center, Open-Label Study Evaluating the Safety and
Efficacy of Dexmedetomidine in Medical ICU Patients

@ W98-274: Alpha2-Agonists as Components for Analgosedation in Intensive Care: Bispectral Index
(BIS) Guided Sedation with Dexmedetomidine. A Randomized, Placebo-Controlled, Double-8lind,
Prospective Study

® 1999-016: A Phase 2, Randomized, Multi-Center, Open Label Comparator Study Evaluating the
Safety and Effectiveness of Dexmedetomidine Compared to IV Midazolam in ICU Patients
Requiring Greater than 24 Hours of Continuous Sedation

3) XNEX HZ YAAE

@® W97-245: A Phase Ill, Multi-Center. Randomized, Placebo-Controlled. Double-Blind Study
Evaluating the Safety and Efficacy of Dexmedetomidine When Compared to Placebo, With
Midazolam, in ICU Sedation in Post-Operative Patients

@ W97-246: A Phase Ill, Multi-Center, Randomized, Placebo- Controlled, Double-Blind Study
Evaluating the Safety and Efficacy of Dexmedetomidine When Compared to Placebo, With
Propofol, for ICU Sedation in Post—Operative Patients

@ W97-294: A Phase IlIB, Multi-Center, Open Label, Randomized Study Evaluating the Safety and
Efficacy of Dexmedetomidine in Post-Operative Subjects

@ W97-302: A Phase !lIB, Multi-Center, Open-Label, Randomized Study Comparing the Safety and
Efficacy of Dexmedetomidine to Propofol-Based Standard of Care, for ICU Sedation Following
CABG(Coronary Artery Bypass Graft) Surgery

® W97-314: A Phase llIB, Multi-Center, Open-Label, Randomized Study Comparing the Safety and
Efficacy of Dexmedetomidine to Propofol-Based Standard of Care, for ICU Sedation Following
CABG(Coronary Artery Bypass Graft) Surgery .

® W97-315: A Phase 1B, Multi-Center, Open Label, Randomized Study Evaluating the Safety and
Efficacy of Dexmedetomidine in Post—Operative Patients

@ 2005-005: A Phase Ill, Randomized, Double-Blind, Placebo-Controlled Study Evaluating the
Safety and Efficacy of Dexmedetomidine for Sedation During MAC(Monitored Anesthesia Care)
> Hia2 BXoAe dF BBt

2005-006: A Phase 3, Randomized, Double-Blind, Placebo—Controlled, Multicenter Study
Evaluating the Safety and Efficacy of Dexmedetomidine Used for Sedation during Elective Awake
Fiberoptic Intubation

4) Xgd A8 L&ANE

® 2001-001: A Phase 4, Randomized, Double-Blind, Muiti-Center, Comparator Study Evaluating the
Safety and Efficacy of Dexmedetomidine Compared to Midazolam for ICU Subjects Requiring
Greater than 24 Hours of Continuous Sedation
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