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2. B (ROBEICBHERELEWVWI L)
AFN OB LB BE OB E D & 5 B

3. #ERk - MR
3.1 88k
Wi5E44 TNV A%y bNarl##EH100mg [VTRS]
G N TV HE YANLZ%y b YAk 100mg
. . D-v>=Fr—=J 200mg
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A pHiEHAI i
3.2 HWHIOMHAR
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pH 6.8~7.8 [100mg/10mL 4 FIK]
B - ok
R R 1) 0.5~0.7 [100mg/10mLiE4$ K]
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5. RBER IR ICEHET BEE

5.1 RANTTRLO5.1. 10 U5, 1. 20 M4 i 7o 3 BB 5342 &

511 &M ERUMERERICE L Tid, DTOHHED S 6, 228
LEizTboLT 5,

- R >38C X1 <36C.

- A% 9001 /43

- P %5 > 20181 /45 X A3 PaCO2 < 32mmHg.

- FIMEREC>12,000/ Ly <4,000/ u LIAIARIRER >10%

5.1.2 BMEMEEICH L CE, DTOEHBZi-3T 0L T 5,

- B REARTT (BM A9 A LI BT CPa02/F102300mmHg Ll )
B HND

- BB X AT B CMl v R PR SRR B D,

- FTEIIRBLAE 25H5E S N72356121E, MBI IRELAE = 18mmHg.
HIE SN WA, EFEIE LA ORIKRIT R %20 2,

5.2 Afif#Dl Lo L lEE L A0 5 8E, UG, YMEICE S 2k
BB R I3 G LW L2 E L, ikl Lo L lisdskE
ERAHOT A BE, BE. MBI D SRR E RS & RIS,
ARDS Network? ## |ZH#EHL | T HE i S 727 ERE R BRI B W
T, RHFFEGHETIE T I KRB L IL#E L. Ventilator Free Days
[VFD : 28H T N LIMgs 2 & BERL L 72 IKEE T oA HE] M
U28HAL LR TEIIRD HNF . 180HLTEETIZ T 7 R L I
L CHEIMFICEEICES o e L OWED D B, [17.1.65H]

5.3 EERIBUHMNEEE L GO 5 BB IZOWTE, AR ORE
S L T v, [17.2.12H]

6. RERUVAE
W ARH 2 BRI E M L 2k, 1HE (UL RSy b
U LRI & L T4.8mg/kg) & 250~500mL D HEE TAL
24 (124720 0.2mg/kg) 213 THRIRNIZHFE4 53 %0 %
G4 PIN E § %,
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7. RH OG- 3N E S T2 LIPS 5 2 3 L
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RO S NG E TG 2 kT 4 % Y R ALEEZ (T T &,
1.1 EXEEMER
11.1.1 FIREREE (0.3%)
11.1.2 AMmEkd (0.7%). MR GHEA)
11.1.3 FFEEREE (1.0%). BE GEEAD)

AST - ALTO# L\ ERS% 1) fF RS, #ExH b b
ENH D,
1.2 ZOOEHER

1~10%ii 19 A A
B HE S
iR YLy, AST, ALT. | wa By /=4 Yk,
y-GTP, 7V )AA |LDHEH
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14. WALEDZE

14.1 EEIFRANBFOZEE

1411 IV y o a2 EGEiEE Hvs & Eid, KHOEE % 1mg/
mLPLF & LCRHT 2 2 8o (RAIOMREE D 2mg/mLYL_ECld bk
WELDLZEDRDHL,)

14.1.2 B CAMRT 2 2 L I2X YpHA6. 0L T & 254121, it
BDSHEL DT e HLDOTHEET LI L,

14.1.3 73 VBl 2 5 L GBAEL 2 2 EBHHDOT, T3
J TR & DOIRIFEITRET B 2 &)

16. ZMENRE

16.1 Mg

fREFEASBIC, S XL AY v M b)) A& 1ER 24720 0.5mg/kg™®
COME R AR 45 U723 2B A oo ILAE P R (311,678 1w g/mL % 7R Lo
AUCIZ61.113 g - hr/mL. #5113 2—6hr ©131.45. 6—10hrT199.9
5ThH B,



AUCo- T2 (2—6hr) T2 (6—+10hr) Conr
(ug - hr/mL) (min) (min) (ug/mL)
61.113+5.365 131.4%11.5 199.9+22.3 11.678+1.318
T+ FEAE

16.3 9%
L NGRS B REFEEE1399.6%THh 52 (n vitro. BRAFS M) o
16.4 X
YNLAY Y b F MUY ARIATI—BIZXVIKGHEN, 51271
70 VA N ORI G % 521 b0 FIEASY XLV A v PP MY 7 A0
RS THY . BCHNVEXFV T AT S —ETIARDHEEND LD LHEE
ENsze T YNV AS v b MUY AORHIIEF by 0 — AP-4501%
HEFOBG IV EHERE SN,

16.5 HEttt

TP ERIIIRTTH O . BHERASBIESH XL Ay b T A
% 1HEfT 2472 9 0.5mg/kg™ C2RMERIRNTE G- L 72556, IRAPIIERE O A
B SN, PG4 T F TIZ81.0%75, & 5481 1% % TI284.5% %k
BRI Y,

) AKI QKBS N7 AR, 1570 0.2mg/kg T o
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171 B3ERVURLMICEIT 258

17.1.1 ERNELIHARER (CESRIEBHABRKLVCARDS Network DA (ZHEHL
U 7-BRERER)

CEE MG T OEFR Y 7 3BR )71 T d % ARDS Network o 21 |2 i
U 72 BB 12 BT (WL FE SR Ol BB AL sl & 2 Sl f
DTOBBEIFEFMINLAS Yy b F MUY 2% 4ARMES L), &8
PAE FUREERE 0 ) BRE B\ 3 25V NV A8 v b F M) ADK
DR SN TN D,

iti A o0 Jii g i 5 o0 35 W A e

i i 2 e s
ol 706 B 0L 4 A% 5 1F C 7 & Oinotropic agents|Z UG L 72 W IMLE AR T
(SBP<100mmHg)

Tk I ¥V ¥ >5mg/dL Y Ids-ALT >2001U/L
N BUN>50mg/dLX &1 7 V7 F =~ >3mg/dL
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AR | 3,3, 9RE RIS & 2 Eilk L~V C2iff L
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17.1.2 BB IHERR (ZEEFHRIEERRR)
G By Mk JRE BOUSE B (A O AR = B E 11600 2 b 1S, 1M S 72
0.2mg/kg% BH T CTlAH BIEIRINIZFRBEH T L7z BibERESGEE O [ 4
ks ] Db, YNV AY v N F N U L O S BG) S
RT2WFH LN O 35 C72.5% (66/9111) (7215 % 8 2 % JE#H TH4.5% (12/22
Bl) THotzo BMERISEIIHIL18.6% (21/11361) TH Y, F L EIEM X
y -GTP_E#11.5% (13/113%1). ALPE5-11.5% (13/113%1) . ALT L5-8.0%
(9/113%1) . ASTE55.3% (6/113%1) TH - 7247, [7.15H]

17.1.3 EINSEM4E:5 (ARDS Network DEHE(CHEML L - ERFRRER)
B GHNN0 % & oAl g D L O ZlgaREE 2 G0 5 BE . wE R E R
BT AT 2B, B, SMEICRE ) SR EEE R R L CHEBL
72ARDS Network ¢ 25 #E (2 #eHL | 7= i R B (2060, 10 & 72 0 0.2mg/
kg% 14 H BIBIRPZ 356645 5-) 1238\, Ventilator Free Days [VFD : 28
BT NTIPREEA S BB L 72 IRBEToEE A 8] (P = R (3,
14.3+8.6HTH o720 BIMEHZEBIE1E25.0% (5/2061) TH Y. E2EIEMH
X, y-GTP.L525.0% (5/20%1). AST L5, ALT LS R OALP LSS
Z115.0% (3/2061) TH - 7259,
B, ENBITHRR (CEERLERR) ISHAANRSNEBZD) B,
ELARDS Network ® it | Z#EHL | 72 [if R G BR o0 @ IRTL# |2 A3 L 72 s
107BICOH 7 7 ) — TEITIZ BT VED (P35 = 2R ) 13 0 IR EE (61
%, 0.00dmg/kg) TIx10.7=10.8H. E#H=# (4661, 0.2mg/kg) Tl
13.1+10.9H T&» » 7259,
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42 By PR PR JE O e B L2 RE O SR N I i R ST 0 & ok . 1R B 72 D)
0.2mg/kg% EHE T C5H BFHIRMICFRfif 5 L7z, SMCEE o [
3] VLR, B 5-m0 i B A il % & o SR LU T OB E T63.2% (24/38
Bl) . ARl b o 8% T33.3% (5/1561) TH -7z (B, R TILH
DA Dl g E B ME 2 2 Twiav) . BIEMZEIZEIZT.3% (4/55
Bl) Thh. EeEfEIITEERET 3% (4/5561) Th-orz. Tz, B
PEDTETE R VIR E MO R LB I IL14.8% (8/5461) TH Y.
7 -GTP 15113.9% (5/36f1) ALP 5711.4% (5/44%1) \LDH 1-578.9% (4/45
Bl) THo7289,

17.1.5 ENERRRER (&MF%EE OFFE)
TEEMRILEGER F & TR ER23461 1S B\ T e B R E BUSAE IR R 12
P9 BTBEE SRR A S, fUGEE O (2] PLEIE70.5% (165/23441)
Th o721,

17.1.6 #4155 1485852 (ARDS Network DEHE (AR U TEME L /-5 EFaRER)
SRR B A8TH] (77 L AREE24661, FHH TNV A Y v MF R T A
e GH24160) %A 512. ARDS Network D 3EH#E | ZHERL L T, YL T ALIE
TEBALZEEM 7 7 & R IR (B 2 BV B 4 503 2
HIXBRAN Ly R GHAG % S oAl gR L o Sl e E 2 A 0E S 2 BE. 4t
B2k BRI S B % R TICEM) 2BV, AV AL RS v
b k) A %0.16mg/kg/hr OFE5-HET T K14 H [ O FRE s IR N 1% 5
EATo 7o ZOME. VFD (P fEHfF2E) &, 77 v R#11.9+10.1
Hy FSHY XL A8 Y b b A%5E11.4210.30TH Y . 28HIETE
ik, 7T ARB26.0% (64/24661), EHM TNV A v M b AS
#26.6% (64/24161) TH o7z 180HIETZHIL, 75 LR EE31.3% (77/246
Bl EEHYANL 28y M b A5E40.2% (97/24161) THY . 7
T RBEL L CTHEFHI XL ZAY v M ) o A5G HETIS0H LT
WEEHFICE IS o 72, [5.22]

1) RANOKBS N I, RS 00.2mg/kgTH 5o

17.2 BLUERGHAES

17.2.1 ARDS NetworkEZE (CHEHL U TEHE L 7= BRI EREER R B

(1) 4 By P 92 i BOIGAE 3 T L A 5 0 il 16 55 2R 5 55660 % % 512, ARDS
Network > F it | HEPL | T L 72 B wk BT AR B R 5B (B 5.1 12l 2 &
DAL, L O L EARREEE A0 2 BE . SE R EREE ST
BB B AV B E RS AR L CHERM) 1I2BW T, VFD
(P Pty £ s 1k, G RV A Y v b MY o AR SE12.1
=1.0H. HEHHYNLAY v b+ M) Y A5 H15. 7050 TH 0. 345
AT NV A%y b b ARG EETVEDIZED - 720 28 H 4173 (Kaplan-
Meieri®) (&, HHH YNV A% v b b o 2IEHEGRETT 0%, FESH SN
LAS vy MR a3 5H88.6%TH ) . HEHHINL RS v SR
L¥% 5B C28H A AFRIIE A o 720 180H EFEE (Kaplan-Meieri®:) 13, 7%
FHIANXLVAY v b b)Yy ARG HES6.3%. FEFH ARV A v )b
) A EHETL.8%TH V) . HEHYANL A Y v b MU LK S EETI80H
RS o 720 VED, 28HAAFE, 1800 A HO W F N &GN
HEENRDO SN TV B,

AT L 7220 D% Rk LRI RER D S M S AL A5 v b b ARG EE384) & iR
Y RLRAS Y b b)Y LI GRT200 % A L, R TTREN O BE TR O )
%,

(2) WHRE R 1B VMR AR R A A E Y 2 B & A BRI HE M L 7 BRI T R R
BRICBWTC, YRV RS v M M) Y A0[RI AR A
SR OV GRS, S LT wi, [5.32 0]
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18.1 fEA#F

G BV SONE BOUSE MR ER 120 ) BEMBEE BV T, YRV AY v M F YD
L, HFHREP SR EN T A — ¥R RIRWICIHEST L 212X, =
T ALY — I & BIMAEN AR LMD & X s dE T s &
O IE R O Bl & B0 L BGHE IR LR & > 7% 27 g R OVl 1L 55 5 sk
TUHESE O BV S I R R E T 2 LA BN A, F2, T A
F— VP flET LI L) MO PEZEZ T 2 £ 2 51,

18.2 BRI 5 X 2 —EHEER

18.2.1 ¥ XL A% v b+ bYwaide b ROKHEBHYHROT TS A 5 —
VG RDICHE L, ZOMERNIIEREEETCH 72, /2. ot
Ny 7aFT—ERVATA yTuF T -8, Ayusury—LiZiiLA
CIHEER 2RSS, FPERT S 27 — B2 BIRMWICHE L7229 (n vitro)

18.2.2 EANDO TRy —EHERTFTHLa0 70T 7 —ES Y ES —IL
TP ER & 0 BEE SN BIEMIREMIC L W ESHICT I Ay —BHERTZ %)
D YNLAY Y MR MY ADTT A — P IHEERIZE RS X 5
WL Z\T o729 (n vitro) o
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18.3.1 b MFHFERT I A5 —BIZL W ER LA Ay —2HNiEEE T
IZBWT, EIRNFERRE 512 &0 S8 SR B i~ o> 1 & i s AR A 1Y
LI L 72

18.3.2 27 5FHHVIETY FEEF VUL DVER LN LAY — 2V
EEFVIZBWT, FIRPIFEFR G512 & 0 IS & 5 I3 &5 S ok
FOLTAY —Elitko EA- % AR ICEH L, 2 oBpHlzh S L
7o i ENHIRh S % R L 721007
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WRRIC L DR Lo A A8 —FRHEVEIG 58 7 VIS BT, BRIR R 512
Ty fidkee (BIRIMAEESE) OET 2L, EfFRoSE) R 2R L7229,



19. FRIHRSICET 2L R

— R T XL A Sy b b AKHIY (Sivelestat Sodium Hydrate)

124 © Monosodium N- {2-[4- (2, 2-dimethylpropanoyloxy)
phenylsulfonylamino]benzoyll aminoacetate tetrahydrate

43130 CaoHzuN2NaOsS - 4H20

Grfit 1 528.51
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