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Dexmedetomidine Intravenous Injection 200.g [SANDOZ]

B, BIEEERERED, 077 EERE T
ED EE—EENESHD
F2) FE—EMFOMSBICKVERT S &

1. mx . VET%(T%E@+&$%L&)%EH¢&%H%
£ 1.1 FROBS5ICLYIENE, SOE. Bk, D=E8% @¢ S TIAAT IV E0.2 ng/kg/ KD BRGHE
K&HSHN. DMEIEICVEZBZNIHB. LIzh >T. Ffﬁww“ﬁgﬁﬂb BEOREICEDE T, EHHEFF
AE|IE. BEOEIRE, BEHBSOLERELTE LARLHE SN B 0.2~1.4g/kg/IE ORI TREEA
EMHENICERTEIRBEE L. BABICTHRIE EECE
BH TR T, ARIOKBEREELERL, & BB, BEOREICEDE T, REFXCHERET S Lo
Y (3 IES R DS C BT B EESIE(CHE L (EFTFEF FICB T D IEEE TCOFM N NEFDEES)
FEROHDERTETE. Fhe. NEADRSICEL BHE A T7AAT IV 26 pg/kg/HOBRE
Tl NROEDABEICERUEMIERT ST &, HEETLOD EIRARN A RFRIEA L (RIHARRS)., T
[9.7.2. 11.1.1-11.1.5 B8] BEODREICELE T, BHEERLNILPESNSIE, MF
1.2 REBEOBENTHEL TV D, SuESE, BOa BELUT0.2~0.7 ng/kg/MORHTRAFTEAT 5 (MR
FEE5Z, BEORE - ABRUNDAECARIZRS L F)o &B. BEORBICEDE T, RERELBEEBET
BICEERRIR. AELZENG S DN EDRSH Bl &
H35DT. KEREDSNIFE - ABICRL. BRIC e e
BEIAT BT EERTL. BEORRAZIESECHRT 7. ERUREICEET 2ER
BEEDIC. TO&SBERNS S DNIEEIC LB (inReFtE)
BMEETSTE. [11.1.3, 11.1.5 8] 7.1 FAGREOEFRMENZIEL . ERHE, HEFIOL
TR 7 BRI AV S 1R OB S A BIAT 5 2 &,
B2 ROBECIFBE LBV &) *7.2 BAIC :bbﬁtiﬁﬁﬂ@?ﬂ%ﬁﬁf&%ﬁfﬂ C—@EtEOME A
$ﬂ@&ﬁ 2at LBBEOBHERD 5 5 B BH 5 bNIIBEICIE, DR SEEOMESE 2 ZRT
5z &oxﬂ@xmm IUETERIC & 0 —Bl O E ER A
R BobN2IENBD. (8.4 B
gﬁ?ﬁ?ﬁ HEIR *7.3 BAICB W TIZEEROMERFGEE130.4 1 g/kg/RDH
G AT VR 5 F] EEERE L. DA, S MEEAOBTEEEICTS
A 7 Lh Lo Fiz. MEREEIR0.Tug/kg/BEBI RN &, B
AR TUARXT N3V AR BRRABRICB VT, 0.7ug/kg/ Mzl X TRE LIZBAIC
— Boug (ngé;:l;r;zéigfzooug) IFIRER R, BRMRER R ODMEROBFEERORBILHE
32 BEDHR Me 52 ERBESNTVS,

(EPERICHT D ATIFRPR OB DIERS)

= LURAT Rt [V 7.4 NRICBV TREERES L2586, LRI 1 ug/ke/F
pH 4.5~7.0 iz V)3’“455\35;o)L‘Li%ﬂl«ii@ﬁfﬁﬁ’(“%?%ﬁ%ﬁﬁﬁjéC_'.<‘_’.o
BEEH 1l CEREERICRT 2 ) *7.5 NRICBWTRUHAREES2Tba T & B EERR
BICBWT, AR ES 2T 2EEIC. BMEDOFIER
4, WEEIZE WHENT 5 ENRESNT NS,
OERBEICHI(T 3 AT IFRD R UG 0SS 7.6 AHNIATIEIRF ., BEGOEE N OB %08 U TR 5T 4E
OFFME FICH S 2IEEE TOFMROULBIFDIES THHH. RAOFHFHESHEA BB WL TIZ1208 /M
(SHE) . /NRIZBWTIZ248EE (1HR) =82 2 HEHER
5. BEENIFRRICEHET BFE DR VDT, FNEBLTEEPDEZBEICIZ. BFD
(BB T ICB (T BIHFE TCOF MM O ULEIFDIEEE) 2HNREEFIEREERICBERT S &,
EHRBIIRITT A2ER NREZ 7 7 A N—FEIINT 5K
RIOBENER OREEIZHELS N TN, 8. BEEREANIE
GhEELE)
*6. FENURE 8.1 Bk&ESIGAEICIE. BEEEICHE L EMOMEHR
(ETEEICH T 2 ANTHFRP R OB % DiEEs) Db &, BRI, FIRZIC D TR 2 BRI H A
BERAICIE. T7AAT NIV V26 ug/kg/BOESE B RATHRE L. BREEOEE L O ICRICER
HE TI0OEBIRNARRIEA L (FHEaRRS). it T T5T &,
BEOKRRBICEDLE T, ZHEEFHLANULPEONIME, R 8.2 HFANE a X AEEREWERICE DL SERERAZET 5720
2L LT0.2~0.7ug/kg/BEOFHE THFIEAT 2 (HERF fDSERERA] & fFH T S BEICIISEBRIOBERSIERT 52 L.
). £/, HRRSPOMRIAHZEDBTE S, 8.3 AAIXESHIIEHEEFH L NLPBFLNSL L OBEFEOLER
BE. R EO/NRIZE. TVAAT NIV E0.20g/ REBRLLPOBREGHELZHRGT A L. KElZHKESH
kg/BE DR GHE CRIRNARREA L. BEOKRREIZE TVWHEFINHEZEZ 2 LEABFZICREL. EPPICRIET
T, EHEBEHLAUDPELNBEE 0.2~1.0ug/kg/BED B, :mixﬁmtf-ﬁﬁf%ét&)\ fth D s PR U T OMEAR

HFETRHIEAT %, BV E, WRATTTHLHEBEZLRVWEIEFRT LI &,



8.4 KA GRZRESTICH 5 bNs—@EEDME EF 0
LClE BE5HEEORELZET 2DENH 505, BRI
FLEAEAHSDON-EAICIE. SSICHETZABEITS
Lo [7.2 ]

8.5 AEMEHIINA ZILT A > OEBNER L CIERERIC
N HBEEROFIEER SN &,

8.6 KAz BRIBEG L-t2. BRAZEAFIELEE, 7u=
VVERBRDUNT Y RERDBH S DNEZBENNH S,
N OMERE UTiEag. MEROER S 5 bh. FHEE
WX SRV TIEO &R AR ISR D T35 3
VRBEDLERPHODONAEBENDNDH B,

8.7 BB EHOBMAEESHILIC KD BRERY S 5D
HTENHBI0. BE5EEZRIETHHBEIIRAICHET 5
wEHEEREICTY L,

(EFREICH T D AT FIRPA OB DiEEE)

8.8 AANDIHEITHE L TIIEFIREICH AL 72 BRI A A D 2
HEAZIELER L ETEEOLEREL IERE I
LTERT A&, o KOBMHEER. BRERA. AT,
BEREEZTAALOMEME L TEL I &,

8.9 ALMILEEA & OB OMAE K OBERNE Tld. BE O
REEZFDICBET B &,

(BB ICBIF DIHEE TOFM R ONBIFDIEES)

8.10 RADOHEGICBE L CIXIEHEE N COHEBICB I 2 BEE
IR U ERA, AFNOEBEERZE L HEEL, B
DEBELNILVET2BREZFEFER MR L TEET S
Lo Fio. KEHER. BREWMA. AL, BREELTR
HEHEfELTBIT L,

N BRRIREERNICB T 2 F4M - MBEZITOEMEIIFNC, B
ORRE. MIRIREE. ERBESOLERNEEZEETIAERE
WEEEZBVT, Filt - LBFOBEZBET L &,

8.12 AANTEYNICSEFE AT/ L CHERT A2 &,

EH T LR R MK E . KAREROEERICIIFIOER
I, BEOEBEE N ERSELBET L &,

.5 EYHRE XIS EYBEEDEEEDH 2 5E
BieEEEEE

BEREOHREZEZEEB L. BEO2GREZHE L2 SE

BIIHRET 5L, HEEAOEBLREERA D 5bNeT

X BBENDH 5. [16.6.2 1]

3 TgEEEEE
BEEEOEEZZE L, BICEEOFEEREREZICNL
T, BEOLBRELEEICEE LD 5B 5HE % FH
TAHIE, HREREOREENSEEICK SI1C LA > THRA
DOERHEBEL ., EHEHEAOEEBPBIERA S 5 bhd <
BHEBENTH B, [16.6.1 2E]

.5 1R
BE EoBRESEREE LR S &SN BI5EICO AR
E3szre, g5 (v b)) ICB8VWT. EERERORE
D REBITE. FTEOIREBENCEZ EEZSNDREHK
EOETRUBLEENRD SN TS, b MIBWLWTHE
BiTErsZHOENT WS,

9.6 ZELIE
AEREB2ABB I ZAZ BRI TR &, BB
(Fv ) ROk MIBWT, HABTESRO LN TVS,

9.7 INRE

(EPHEICH T D ATFFRD N OB DiEE:)

*9.7.1 BHAEFERRUHERZNRE LIAMER UL 2

IR U7 BEREABR XM L T W20,

%9.7.2 NRADEEIZEL TE, /NEOEFIBRICEALE

8.13 BERESL - FHE< LR TR ICIE, EROBREFICKD,

BBREEOLHHFLE L BICKEORE 2T 5%,
RicEFEET 22 &

8.14 £EREICIERE L. F1f - LBRIIBEVEET SET
EHTNICEL &, 28, HEFOHENZEL2IHERTSET
ITEBHEOER., EEE D BROBESICHELZVL X
S, BEICERT A &,

9. HEDERZRIBEICHIIER
9.1 GHE - BIEEZFDH 2 EE
9.1.1 DIMEREEDH 2FE

BEOLGREZ THICBRE LAY ORERELZHAT TS
Lo BIRICHLTEHSPLDHT brErOKE, R—2
A —H—DERAEEET S &, KILE. BIRAED S b
T B, BICEELZLTO Y 7 24D BEEIIEE ORI
WhHobNABENNH 5.

9.1.2 IMEEENME T U TV B EE

B EREORBLAE LR, FICEREEBROHINE % &
BULPoEEICREREZRGT AL, 2. BDEICN
CCHRLDERCMEFSHEL2MHA LSS, HEICES L.
HY L BREEOME 21T 2 & AFOWHAR RS
—\BEOMELERAPHELNEHZENHD. FHELAEER
ERBEOEEZFHERTH2BENDDH 5,

9.1.3 BRIIEMETLTVIEE

AERSHBE L RS RICETRARSE 2TV, BE02H
ReEAEBEICBR L o REEEZHAET 52 &, KIMLE
BHEOLNRTL %5, BERIEENIET LRECEIIE
A L7281, BHCERZ A - TREEEORE 2 Z
BY 5 E. FIMREDE R 5 AR DHEEIEET 287
b s, [16.5 %]

9.1.4 MEHMEEZIFTTNDES
SEENCEENEE 2 BIE L A 5 REICS U TR OB 5 E
EHREIT AL, RN LEOBEAR., K THE. 50

%

FinERAT A2 &0 /NETIERA LD BRIME. RAR. FEIK
E, EH. FED, EERORROEEER P EHEEICE
5N 720 FRMAHEDDAEIIRTE L T W A RERO/NE
TRFROFESKES W0, LOEBEFECHEL, EHIC
w52z E, [1.1 3]

(BFREY T ICB T D IEHEE TOFM RO NBIFDIEES)

9.7.3 I8ERIMNDBEHEZNRE LI-BEYHEROT L 2HEE s
L7z B RERBR I SEHE L T L7z Ly,

9.8 E#E
BEREOMELZER L. BEOLEREZHE L) 6E
BIRET S &, EBEEEOETICE D, EREHOHER
PRIMESPHRIREDENER N H 5 b I BHBFNITH
%, [16.6.3 ]
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1. 8lfER
WOBHWERD»H 65bnbZ ENHHDT, BEZ+HITT
W, BEEPROONTEEICEERS 2 HIET 5 74 St
BEx{TOZ &,

1.1 EXREIER

11.1.1 EIE (22.9%)

RMENFRD 5ENZGEICIE. ARIOBE S IEHIE, iR
HE., THEoZEL, RAEROERASHEYZLEZITY 2 &,
BICKEMROBEDSTTEL TWAEEETHOEDONPT W,
(1.1 &)



*11.1.2 SIE (10.2%)

BIMENRD 5N HEITIE. AR OB a1k, BEA
OFEHSHEY ZLEB21TH 2 & [1.1 2]

#11.1.3 Rk (13.5%)

BIRD RO 5ENTZBEITIE. KBIOBE IR, kR
DERFZEF T HEMTHIY VA (7o r%) Ok
WG, R=2X =N —OFR%, BYZLEL/TS L,
BRICREMROREDSTHEL TWABETH DN T,
(1.1, 1.2 M)

*11.1.4 DEHE (0.1%)
DEMBARD S NEEICIE. IAEIREDO®RS., Rl
B, DfFAESHEYZAEZTO 2. [1.1 BE]

#11.1.5 DMELE (0.3%). SAFELE (BEEAH)

MELE, TREIEDEED 5 N72HBEICE. AFIOHFIE, R—Z
A—H—OEH. BRilE. DFERE. BOFORSEM) 2
MBEITH &, [1.1. 1.2 ZHE]

*11.1.6 EEERIE (2.6%). MEIFOR (0.5%). IEIREEZE (0.2%).
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k. 25 OIERAEE L7 WED D 5.

13. BEKRS
13.1 fER
SEBED S VIEESERSICIVENENHSDNSB
FNHH B, WHNCBI BEERBRICBLWTRERRS (M5
REE S ERESEAEAE ERO13E) SNz @RS
I BIEAVZ Oy JRUENELTOy 7 ¥dsbii,
F7o. I TOEABEICH T B EE - SEE & 3 L 2B R
REICBWLTEBRS SNZHCRABRE IS, RINEZ S %
B, DMEIE (BBRHERIGEHAE FRODGE 2 28K E) &
BhHoshbhiz,
13.2 W@
BIMFEICH LTI, @REED LR, THRo%E, BEAO
BEZTO, BRI LT 13U VF] (7 haer)
OBIRAHZE, TR/, T RLFY VEOBIRAE
5. DgESEYZLEBEZITY. AVZay 7, 7oy
7. DMEIRICR LT iigRdE. BRillE. mOAloR 5%
PRMEZTH> T &,

14, BRLOEE

14.1 ZERIFAREEOEER

14.1.1 KENILU T OEH & DFEEEZEl LEE4£T5) AUR
ENTVADTRELEVWEOFEET B &Y,

s FLRTYY VB, VTEINL

14.2 FRBIGSHIOER

14.2.1 AA2mLICEEAERISMLZ A T50mLE L. &
ICIRE L3I IBAT 5,

14.2.2 FRIRIZASRERELINICER T2 2 &s

14.2.3 KA ZEHEAT BICH 72> Tld, HE5HEEOFEA]
HEREARE (VU IYRYTE) 2ERT LI L,

14.2.4 £2MXIZMFELZHE L TWVWD AT —FIVICKE Z1EA
Lzl &,

14.3 FAIESEROER

14.3.1 NA 7o OREUIIEIDO A & UFEHITERET 252 &,

16. ZEMEHE

16.1 MOUEE

16.1.1 BA

HARADBESRASZ (5441 @ 6BI9FE. FI{EE © £906kg)
Io. EEMSEREEEA0.1~1.25ng/mLEA B KD IT, T
ARAT NIV EI~6g/kg/BTI0~35MRER. M
Fif & LC0.056~0.7 s g/kg/ B T5053 ~ 24 R R 512 5 L
FBEQEMBIE ST A — 5 B TOEBD TH- 729 9,

HBRE)ST X — 5 Mean=+S.D.
T2 (hr) 2.39+0.71
CL (L/hr) 35.47+11.95
Vss (L/kg) 1.5440.983

*16.1.2 /R
SRS N CHEEZNE LT A BIEER4SED E17RATHD
HANNRBEE (466]) 12, TIZAATNIV 20208/
kg/ReCRGHAK. BHEERHLNLPBFONS XD, &
EAERASELL E6RERTED/NRIZ0.2~ 1.4 g/kg/BE, 6L
7RSSR O/NRIZ0.2~ 1.0 1 g/keg/BE OHF THGEA L
To L ZOBEMHKRT~ 2RI S L <\ SWNBFmERTOF M
BRFTIZAT IV VBEIZ0.70~1.0lng/mL T, BKA
OBEEZEMmEFEE (0.3~1.25ng/mL) OHENTH -7,
MEEHT 7 AXT IV VREZRAV., BRI E R
ICKDEMEREINT XA — & 2 HFE LTz, AETHIELCL
KUOVsIEMA LB L TE < BICosRmO/NRTLDE
< 72 HERINEFRD SN0 HRERHRITHAL D b5 5725 7,
HANNREZOEERE/ ST X —%

& 7N
45";@372557”)3 12-24% A 2-6%% 6-17#%
MR EE B . _ _
ke /hr) 0.2-1.4 0.2-1.4 0.2-1.4 0.2-1.0
& (kg) 6.4¥1.2 | 9.5%1.7 | 15.3%3.1 | 34.0£15.1
CL (L/hr) 7.52%2.68 | 9.47+3.08 | 16.32%4.01 | 27.27+8.97




45{%?3:1% 12-24% R 2-67% 6-175%
CL (L/hr/kg) | 1.15+0.29 | 0.99£0.26 | 1.07+0.19 | 0.83%0.12
Vss (L/kg) 2.52+0.40 | 2.26%+0.34 | 2.21£0.25 | 1.79%+0.24
Ti2 (hr) 1.59+0.44 | 1.64+0.35 | 1.48+£0.28 | 1.52%+0.30
Mean=£S.D.
16.3 21

L MIBUSEAMEREME LIEIA, TVAXTHI

VYDEABEX

(Mean+S.D.) 1%93.72+0.40%

(N=4) ThH-o7zo TVAAT IV O/EAEMIE, 0.85~
8ng/mMLOBEHET—ETHD ., HEEIRDOLNT . i
ROBERTH—ETHo/Y ), FEERERECIE. &
EREEEROE R A5 N7,

16.4 X3
BERABETIC PH] 77 AXF IV UIERIE2. 0ng/kg
ZHEFRNZS T &, 2BON-7 L7 a v BRigafEe L
TEIRB S, MEFRBEREDORA %% HH 71,

16.5 Hpt
BEBMABTIC PH] T72AX57 s IV VIERIE2.0ug/kg
ZHEFIRAR S Lz & SICEBO 5 NaN-7 )L 7 o v R
EEGEICRFICHRE S 0, B 5RIA24REE% F TICR B
SHEEDKI8S% IR ICHE S iz, T2RERIA £ TIT. W5
HSHRED93.8% S FRAIC, 2. 2% #HICHE S . FRitdE
RTH 7 RAIKENMEDT 7 AXT I T VI3
HEhap»-o72P, B, TUVAAT NIV, EICHIL
TEIREEOERITH S, [9.1.3 ZH]

16.6 WEDERZHIT 2EE

16.6.1 FHHEERREREICH T 2 EERE
EREHERE RUBEE, PEERVEENFRERESRE (Z0
ZNChild-Pugh%38™ 12 & 2Grade A, B. CITHIE) (2
0.6 1 g/kgz 103 B CHERIRAIRS L7z & S OEMEHREIL
DFROEBOTHo7co TUVARAT NIV OHERYHM
13, FFEREREOEER ICHB L TRRICER L. H#EHA S
V7 I YA (CL) BEEEICHELTETL, 2hznf

F) WHHEARNICERO D 2 RISHEOHERIZZED 51z
o790 (SHEAT—%). [9.8 B3]

*16.7 EYWEEIER

REERRAZRFIC, $#EHEH (35 FL. TaRT7 1)),
SERA (P77 2y =) IRAKREAE] (FV 70T )
L OMEEREZER L&A, g2 HEER I
ROSNED oA, HEE EE. REMERSE 2 hiEm
ENT-. EREHMER (0ru=".4) EOHES»PEHEENE
Hizgoonzhr->720 EATF—%),

17. BRPRAGHE

17.1 BN UREM(CRIT 555
(EAEICHT D ATIHRP R UL DiEES)
17.1.1 BAICBITZEARS I/ MEHER

EIMHERBICBVWT, TZAXF NIV OHEEBER
(Ramsay$EEE 2 37 RUOVASHEERA I 7) RUEYEIREIZ,
HARANEKATEBETH 5 2 EDHERS N2,
BB EICNEShzBE (HARALLLF) ZR5RIC
LTI RMBIEERTY v VUV TRBED B0V T,
TUAAT NIV x6pg/kg/ MO 5HE T1057 EERIR
HAFEEEA Ly #2101 7C0.2~0.7 ug/kg/ B & B THRIR A
BE L& (BERMITRRE4ARAE) . EHEHEROEZEL
RAHBEERITRBEROTORT # — LOBIRSZNEE L
RS TEMOEIEIZ. TVAXTFT NIV UEBESEHE TR
90.9% (50/55). 7T AREETIX44.6% (25/56) L7220,
TUAAT NIV VERERTAERICE P> 72 (p<0.0005),
AREREAE L. Wk AICBUY BEE LML TV, &
Too BEFOEIL L XOEMBEESZBEEL Lkh o 7EFI D
HEIWZOWTI, TIVAXAT NIV VEERTIZ87.3%
(48/55). T ARBETIZT5.0% (42/56) &m0, F7 AR
FRIVUBREHTERIIE,P > (p=0.032),
BITEFFIRRIZ36.0% (31/86) ©. FxeEMIZEMELL
Bl (12.8%). EIEIF (10.5%). MES4H (4.7%) T
HoT

16.6.3 BB (CH(FDHEYERE
EfinE (>65m) RUEEmRE (18~65m) DT, EWH)
BT A=y DEIROSNT . BEENER (EHEM

BB E DR59%. 51%. 2% TH o7z, £7-. FFHpEmEE 00 - (N=50/55)
RN - N . . i h s —e— HA A (J-DEX99-001) 90.9%
DIEENEEI 25 I, EEEESIEL 2D, EERRE 90 [ —o- BkA (W97-246) T e
DOFHIRO 5N, BEFROFRBFIEIL. BEFHRSE 0 [ 81.3%
(8/20) ICHNFFHERERERE (16/20) TEZHp o210 10 70 | (N=165/203)
(HEAT—%). [9.3 2] 11 60 [
FFHREI T R 1T B 1 B S BIRE S5 A — & % 50 | (N=25/56)
yrroy—— 2 44.6%
EaE | W R %ol b
)85 A—% (N=18) B R = 30 | 8.9%
(N=6) (N=7) (N=6) : (N=77/198)
58 (ng) | 39.9%£6.7 | 36.9+9.0 | 38.8+11.7 | 45.2+5.1 20
EARER (%) 9| 89.7+1.6 | 87.9+0.9 | 86.5%2.0 | 82.1+3.8 10 ¢
Cmax (ng/mL) | 0.901%0.487 | 0.930+0.319}0.877+0.498  0.760+0.244 0 - -
Cmax.f (ng/mL) ®0.103%0.0160.120+0.025: 0.123%0.090 | 0.136+0.027 EEAR N FUAAF IV
AUCo-» (ng-hr/mL)| 1.02+0.28 | 1.30+0.42 | 1.74%+0.59 : 2.03+0.26 BHR (%) RERAROSOET + — LEIR G RER O &

Tz (hr) 2.45+0.47 [ 3.87+1.70 1 5.39+2.19 | 7.45+1 .44

CL (L/hr) 41.9+12.7 | 31.0+11.4 1 27.0=12.8 | 22.4+2.4 fRE R OB S ENT7Y v P> 788 (J-DEX-99-001) 2

CLs (L/h) & [417.74160.5|247.9:85.5 211.7140.6{132.9+34.6 SR g |TIFAT IR TR .

Vs (L) 119.6+41.1]102.0%17.5:103.4+35.31209.2%40.0 (N=55) (N=56)

Vss,g (L) @ | 1238.7+488.6|776.0+172.11 741.0+338.311166.9+217.1 Omg | 47 (85.5%) | 21 (37.5%)
Mean+S.D. >0mg~50mg | 3(.5%) | A@1%) <0.00052)
a) BEWERE. BE. hEE, EEOFBEREEZEOZNENAN=12, >50mg 5 (9.1%) 31 (55.4%)

3. 6. SR oEINT A -y EEHH EL kX
16.6.2 BHEEESEECHITIEYERE 7L 48 (87.3%) 42 (75.0%)

) R - R, SRR L R e L 0.0320)
HEEHAERERE (CrCL: <30mL/min) KB 577 2 7U27%) |14 (25.0%) |
ZAF LIV OEMHEE (Coare T AUCL Tian CL. IS B ey e
Vss) 12 BREBRE & OBEFLEIRD SNLr 5 7h5, THRT 3= (N=203) (N=198) HE
EEBRERERSE CUHEB R R LA ERPA SN Omg | 122 (60.1%) | 47 (23.7%)
718 ELgEAERSSE ER D - 1 2 S 2 XN 2 UL RE >0mg~50mg | - 43 (21.2%) | 30 (15.2%) | <0.0005%
MOEMBEISEE SN TOxV, REMIECRFRES (2008 BUB7TH 12 (611N
N5 En6. BREREREANOREMESICE D RHEY 7 5 5
o - - 2 93 (45.8%) | 48 (24.2%) | _. ;o)
NEBSINZA[EELD S NEAT—%). [9.2 ZH] E) 110 (54.2%) 150 (75.8%) )

a) Hiz%k T#EE L /- Cochran-Mantel-Haenszel#iE
(scores=MODRIDIT)
b) % THHEE L /-Mantel-Haenszel i€




17.1.2 BAICHIF BEANE M EEER
ERIREEICTARMEEB A 2L T 285 (HEAT
fl) ZRRIC L2 IFERIEM RS 1BV T, T X
ThIVUE0.2~0.7 ng/kg/FEOHFH TARE 28 2 TR
R2SHMBIRNIES L7 & & FEFHHIEE T 2 KIME.
EMEROCRIROBIEAFRERLIEITROEBDTHD, 0T
NOBER L H LRI 24R LI & 24RE R THRET 272 A
BEIRDoNLGD 57 (RATHE)e TIAATFIY
G HICEEFE L XJLRichmond Agitation-Sedation
Score (RASS) =0%#R L-BBOEIE I, B5HAH%24
FefE & T1395.5%. 24 DIREIX70% DL B CHERS L 72,
HIfEFAFEIRERIZ40.0% (30/75) T, FEEIEMIMEMEL4
Bl (18.7%) EIMEL2H] (16.0%). #RAR3MFI (4.0%) T
Holzo

; R URWE | semmssmnio e

L E AR A a ) — e L0
s | 2 s |

RIME| 3 3 10.0400 | 6 6 ]0.0217 0.546

miE| 3 3 10.0400 | 5 6 [0.0217 0.513

HRAR 1 1 10.0133|] 0O 0 0 0.486

i3 pug/kg/RERET52.8% (28/53). FIHEAET6 1 g/kg/ FekE
T57.1% (32/56) THO. FTEARBICH L. AR
3ug/kg/BEEKR U6 pg/kg/RHETHERICE» 272 (LT R
$Hp<0.001),

BIEFZIARIZT7.1% (84/109) <. EZ2BIERAIZEILES2
Bl (47.7%) . WPORANEI466] (42.2%) . #HRIR2561 (22.9%).
EIMELA (11.9%). EEEFEEL2F (11.0%) TH -7

RINEHE - LERBEOBATKE: K co#HE (DEX-301)

BB GO 25 KB FIHA & T HIEE T
7°E\Irh7 * =) (Rmeh) 3ug/kg/MekE | 6ug/kg/ Rt
ERE (N=53) (N=56)
2 1 (1.9%) | 28 (52.8%) | 32 (57.1%)
HY 52 (98.1%) 25 (47.2%) 24 (42.9%)

g <0.001 <0.001

a) Fiff - WEY A 7 THFEE L -Mantel-HaenszeltE® (BFIEICE 2T

FERBET T ARXT IV VRGO HE)

17.1.5 RAICHIFZERFEMBHE (FERHN - EROET

FRERT)

WAL - FHE < L NRREE T TFly - LB O T ERRK 307
ZEAAHETREINLZBEEZNRIC, TT7 B EEM
HoEdBE (DEX-30338% : 1196) #® 2 FEHLIzo 77 A X

a) BRMHEORBEHYE (FEMORS BROAEHE : 248 LA
75.00, 24RERI#E276.08) TR U7-ME (B -/ AH)

b) BSR4 R DI & 4RI ORISR OE: (227 H5E)

%17.1.3 INRBICHIF B EARSE MBFER

F NI VY EL.5, 36 pg/kg/ B T105 R OV E
5%, 0.2~0.7 ug/kg/BORBE CHIERE Lz, £72.
0.4 g/kg/ s DHEFF 13 53 T L0 D MR 5%, 0.2~

ERGE N CHEEZ VB & T AEEERISED L17ERED
NEEE (HAANG3MG - DM M E SRR O R APEF61
B, KROABICURER2MF]) #xtRIC U7 B—FIEE MR
B 1IBLT, FUAATF NIV R0.2ug/kg/BTRE
BAEA L. i\ CoMbLEIT130.2~ 1.0 g/kg /B, 6RERIEIC
130.2~1.4pg/kg/Re D& CoR Ll L& K28 H EERIRA
BE LUz, BIEEEL NVIZ, ALHREHEPIZSBSE 2
a7-2~0. ALHIEETHIESBSAaT-1~0& Lize LA
F o —fHEE (I 4V T L) IISBSAIT ORHER GRS
FEETIAFSHEEMOYENICE DS VLWTHRESN, T A
AT NIV UOHEE - HRHMEICEEEZRIZTEEZIOSNS
FHANIPFHZE IR E UTzo ZORER, SERMEHOIER L L 51
BHRICVAT 2 —ERHE (35 TL) OBRERZLNEEL L
o IEBIOEE1377.8% (49/63) . 95% (S HEX [ 1266.0~
86.4%TH -7z BSWBEWXE TIRIZ. KREOEEHE
BETH 240%% ERl>7z, F7o. SEBBLRABOEET
Ho7-0,

BIfE A FIRHRIL25.4% (16/63) T. EBIEFHIZHRARSH
(12.7%)« ARIMESH] (7.9%). MEHAF] (6.3%). FEIRINH]
2651 (3.2%) TH o7z,

1¥) State Behavioral Scale

0.7 ug/kg/BOH#HF THERREG2ITOHOHE L, BE
L NIVIZOAA/SATAT=3~4¢ Lizo BREIZELCTE
ifEEEE L uR7 3 —)L, BhEEEE LT VY
NVEBRETEAIEE L, ZTOMRR, RBRERSFHICT
ORT7 = )VOBIEE 2 BEE Lk b - IDEFOEE X,
TR RBET22.7% (5/22) WK 50.4 ug/kg/BERET
13.0% (3/23). #IHARETE].5 ug/kg/IeRET45.8% (11/24).
MBI L g/ kg/BERET68.0% (17/25). FIEIEH6 g/
kg/BERET80.0% (20/25) TH V. T AREIIH L. FIHA
BR3ug/kg/ RN V6 ug/kg/HETHERICED? >z (£
N21p=0.003, p<0.001).

BIWEFFIERIZ84.5% (82/97) T. FE 7 BIMEFIZIEILINEH
3961 (40.2%) #RAR3561 (36.1%) . {KIME32F] (33.0%) .
EMELLG] (11.3%). EEEFEREIMR (9.3%) Th -7,

WS - BHE < LR TARER R CoiBE (DEX-303)
REER S MRS | MHAR | WEaE | AR
FoTuR| ST REE|0.4ng/kg/ |1.5ng/kg/ | 3ug/kg/ | 6ug/kg/
7x—iE| (N=22) TRFRF RERE e RE TRF ¥
s (N=23) (N=24) (N=25) (N=25)
AL |5 (22.7%) | 3 (13.0%) |11 (45.8%) |17 (68.0%) |20 (80.0%)
»HH 17 (77.3%) |20 (87.0%) |13 (54.2%) |8 (32.0%) |5 (20.0%)
g - 0.086 0.003 <0.001

a) WET5ECHIEE L 7z Mantel-Haenszel#E (HFIEICE 575w R B

ol %Efﬂé L ABLE| 2mLE | 6%BLE EFIARXT N IV URERO )
0 Pk J\J: N N N
pir o) | (B | SBLE ke omkE | ks
(N1 | (N=18) | (N=19) | (N=12) 18. FENEIE
T R B e 18.1 {ERRIEFF
%ﬁﬁ%%g(ww@<mmw(%ww (78.9%) | (91.7%) TOAAT NIV RMANERZICOA T 2R o7 F
- S SR N N L 5 .
059 (S HAXE | 66.0-86.4|51.7-93.2 | 43.6-83.9 | 56.1-92.062.5-100.0 LY Y REFEEN LT, KMEEFO LIFRORE - 57

LAV ERZET S EIC k0 ERER2HEET 22,
18.2 aZBEFICHT Z1ER
SZEREHENERBICBVWT, TZAXFT IV VR ZE
I LT a7 RLF U »2BEICT 28R EFE <
FIAXATFTRNIVYDT Y b RIMEEIZBT 2 HHKEa.
a7 R+ UZEMEICHT 2% (pKifE) 3. ax:
9.27. a1:6.16THVD, TTVAATFT IV VD arZBMAEN
DOFEMET a REAENOFAE L D HH1300EE D - 720,
18.3 $EES1EA

YT A, Ty b A XT FRE T FUF Y U REEH]
BWIERICED S EEREA (BFEEHOMET. ERKS DM
K. ERBMEOHERE) PROoNID P,

(BFRE T ICHBIF ZDIHEFE TOFM MU NERFDIERS)
17.1.4 BAICBITZENELBHER (BFEE - mEREE
DIFFRMEET)
JRFTRE - (LZRESE O RRTMEE N TFM - LEOTERRH
MWIFEBZ D ETFTEINIEEERRIC. 7T RAR
B EGEE (DEX-301545% : 162f) 2 2 FEfEL/z. T
JARAT NIV a3NIL6 1 g/kg/ B TL105 R O FIHA & 1R 4%
5#%. 0.2~0.7pg/kg/R D& CTHEFFRG Lz, BHIZER
L X)LidObserver's Assessment of Alertness/Sedation
(OAA/S) Ra7=3~4& L7z, B U TEBIMERRE S
LTTuR7 2 —)b, BIEREE LT Y= VEHRE
TE528EL. WT—TLT7 7 L= 3 VEFTIE. BR
HBRMIE R MBRETID 7 = > ¥ LG R NEE Lz, FD
FER, RBERERICTIORT + —LOBIERESZLEE L
o TOEROEIEIE. T RBETL.9% (1/53). W&



19. B ICRET 2IEEZEHNHR

—RZEIRFR
TUAAT NIV UERIE
(Dexmedetomidine Hydrochloride)

t%4
(+)-(5)-4-[1-(2,3-dimethylphenyl)ethyl]-1H-imidazole
monohydrochloride

aFR
CuisHieN; - HCI

DFE
236.74

IR
HE~HAAEO/EEEOHMRTH 2.

KIETH /=)L (95) IEFRd <. 7R M= MUILICE
Fiz<

=t
HC H CHs
No X CH;
o
N “HCI
=
#157C
22. @&
2mL X581 7 )L
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