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The invention disclosed herein provides a method for treating Community-Acquired Bacterial
Pneumonia (CABP) using 9-[(2,2-dimethyl-propyl amino)-methyl]-minocycline or a salt thereof, in either
oral or IV doses or a combination of both.
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[$32]

AXFERZEREE-EEM 9-[Q2-“HE-WEHR
Bo)-F A ]-ZE 2 U & (minocycline) S H B - MO IV
BB _FZEE5 8B KEMLEM X (Community-Acquired
B

axterial Pneumonia)(CABP)Z Tk e

[33]

The invention disclosed herein provides a method for
treating Community-Acquired Bacterial Pneumonia (CABP)
using 9-[(2,2-dimethyl-propyl amino)-methyl]-minocycline
or a salt thereof, in either oral or IV doses or a combination

of both.
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[T ] (P 3/EFE)
IS-MEFEZFEURRLEDEREREGRTLE MR

(CABP)> &

9- AMINOMETHYL MINOCYCLINE COMPOUNDS
AND USE THEREOF IN TREATING
COMMUNITY-ACQUIRED BACTERIAL PNEUMONIA
(CABP)

[ e ik ]
HEHFEZSE LM

[0001] AHFEIFER20I6FIIH IHHEFZEHR
BE S HA 5% 2 0 ZEBR 62/416,010; 2016 4F 11 B 16 HHHEZ
62/422,843 ; 2017 £ 4 B 2 HHE 3 2 62/480,516; 2017 &
5 3 3 HEEZ 62/500,611; % 2017 £ 6 § 2 HHEZ
62/514,415 2 fE %5 EZBASUSIAATXFALRNF -
CR:E D

[0002)] MBBERERZWEGHEERNKER2HRA
B HFREZLTERALBLAAUERTUELERE R
SR B RD  ERE R LR EFE LS YR 1948
F£ 5 - B R & VU3IR &K (chlortetracycline) - W HE & » IR
& 038 &K (oxytetracycline) e (bt B/ &YW Z (L2 EE Z R
CERBEHEHSZHEUAE UKREBESHER B 1952 FE
ETHBEENE=EKE - IR XK (tetracycline) - FrfFEZ
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5% 56 WO IR & (minocycline) bt &R KE R BE R HUBEE
BRIENEAOREE > HR 195TEHE > HR 1967 £ 7 A H
BN EmUBEN 1972 FREHEH -

[0003] HARAMAEBERBZREZIBLEHBERE
THEAKERE TERZIHMBALURERERERY - EL
A BANANRREBELOY  THFEHERBEIIEZ EZHT
BELcYERNXNERTN  EEMBREZEEF £ F£H%
2,980,584 ; 2,990,331 ;3,062,717; 3,165,531 3,454,697 ;

3,557,280 3,674,859 3,957,980 4,018,889 ; 4,024,272 ;

2 4,126,680 MEEFNERR-—RINBEBEFEHIINER

97869D1

HEUEREUHERKY - |

[0004] ESRE MEFASBIERFROBERAR
A BHAFEBEEITHIZXNE - SEEFRBERE
HREEHAE -SIEERENCATFE  BEBHEEEX
FBEREBEBHRFHEREEESEARNE R WREB LA E
M NER - ENHBREBEILZERBINMEDEYE -
REBERELTZERMREREYE  WIRERKRE BT
HEZARBERNBZIER - RN NBEEZANEBE
FREREAERFNEREFERNHERERERELE
itk EE2REREREFREGMZERZHEAEYYEZ
M6 - Bl R ## ER (Pneumococci) 82 b Fq [K
(Salmonella)) - LB ERAYBEBNE LD & KT E KD E
FEEANREXENURREUWERDFERILEER - B4
HpiAER I BESERN  DBRELASEREEHES
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BBt WRNARETREERREZANNHEER I ER
Z O RESZ HEREFZIREEREZEHEXINERALR
BEZHLHBEE -

[0005] + & Ffi X (CABP)JR 78 A L & B & &Y i X
(Community Acquired Pneumonia)(CAP) (&% % fi7 58 5] DA XX #&
ER) EEEhERE X - £% TREEE- - ZTH -
B #E -HNELMEEW HEMEK Xt EMH#EDRRF
MM ER S EREIFH I EESHEAE R Z-E R CABP
zHEARBAVWBERIEE G FE M X # X (Streptococcus
pneumoniae) ~ St B % M 18 & (Haemophilus influenzae) ~ & &=
® & & ¥ & (Staphylococcus aureus) ~ k ® Mt & i
(Moraxella catarrhalis) - P L B AA WKW E E > 40 ° B R K
(Chlamydophila pneumoniae) ~ Ffi X & 3 & (Mycoplasma
pneumoniae) ~ K W i & B B FE AN B B (Legionella
pneumophila)7h & #& X CABP

[0006] CABP HEREEH (UK RABRER
ZE T X My E (Mandell % A Z Clin. Infect. Dis.
44:827-S72, 2007) - EEEGHEH 400 HEZE 600 & {H CABP
WPl E 4 > B 1000 B RFIE 0 600,000 AfERE - RE
HEETHNETH - ZEEERAESZE Z CABP HEFHE S
$100 % (2007- 38 ¥ 4K & )(Niederman % A 2 Clin. Ther.
20(4): 820-37, 1998) - t4h  EENKERE FEHRNER
B EE UM > B EE RN BB D4 X (Spellberg & A
2 Clin. Infect. Dis. 46(2):155-164, 2008) - 4 & % B 71 7
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HNEeENEEFRTHAEZNNEEREEZ BRI E
N EBEFAE -~ GEREFFEELANER HEPHH
SEEMBESECH S IKE(MRSA)E £ & b 2 14 i X &
IRKE(MDR-SPYER REAENRE - EAFTBEUL ZF N R
MEERER 100%) - BH AR (B 8 H 2 (ceftriaxone) » H H &
N ERDHE 1008 11%) - ER N (M 5 # %
(azithromycin)/4L f{ & (erythromycin) » H R EHHLHE R
Bk 83%H1 86%) K B ME (£ S & 7 E (levofloxacin) »
HESHORERS R 73%H 2%)H CABP B E £ Hi i -
b BEAEEREE -NEERENEEZHET ZE F 2
ST THEGE E-TREMHHE CABP ZHEILAE
8 JE ¥ IE 1Y ] 5k (Paterson, Clin Infect Dis. 38 Suppl 4:
S341-345,2004)° (K #1 14 & 5 A9 B8 % & B G 5 48 5 5t CABP
ZRFEEAEIE TR - HEERERFN G R R KRS
on K & R & A e

[HEHRE]

[0007] AP HHRE O-HEFEEZHE DR
20 9-[Q2-HE-WEMKE)-FEA]-EH TR X
Ft 3 & (Omadacycline) » 2 " &% 1, )H R EH CABP -

(0008 AZBHITIKXGENRREH O-HEFEZEHN
BEM@ e DI E IVEEEELEBR CABP K - H
AEEFARESCORBEERNG - XN IVEERBE
ETORBIEREE) - BLEFHA P FEHEHRE IV
BIElZ 9O-EFHEZHUBRM (L&Y 1R IEE CABP
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v % -
(00001 A 8 B7HE — 2 2 50 8 5 O-J 2 B A 35 3% I
BME(D (L6 )EHFSEE CABP AW 2 7 E B (8
% 4H B P9 CABP % R B A M E MY - BB |
B g T B R T R BRSO E M 0 BB E
g B 3 B (ELF) B2 B 8 40 H2 (AC) (& F5 6 38 5 1 4 FE (AM))
MEEREEE 24N LB RIS | BEEBRAE
B> HR o RGBT R 40 MR CABP
ORI B B (R AR B R E - B %9
K - B AR B (Chlamydophila psittaci) ~ 9/% B
% T3 7 B (Coxiella burnetii)S| #2 B T M 0 #8 40 &5 /R 2 -
[0010] A ZEHIME— % HRN &5 0K A &L 2R
BME (W baY BN RS % CABP A1 2 % JF &
RN TR E—H R
[0011] O-BEFEZBENBEW : LEY HFA
FIR 6% CABP A0 B2 $i/k ZH R - 40 : MRSA &
B2 B0 M B % B0 BR B (PRSP) - o1 1% 9-B 2 I 2 36 3% 10 1B
EO RS 1)H B R R B R 4 S B
(D05 7y e T B R B R B B — @R R -
B E OB E R A EE NI LA )k
B WS R B A B RCR T R R/
RS RAEE YR BE (AR ¢ H B AE(G] M
AR)EE /2 R B R B (C. difficile) B3) 2 B 2 B A -
[0012] HEASH—FEgEE—EAELEE
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ZEBEEMTEMRIX(CABP)Z Fk EEEKE T I4 &
B RE B (A AT 9-[(2,2-2 I E DY AR A )-8
MBERES (DS EERABEE > £4 100 mg - @&E
12 NGB REBQ—XSEBRABE - 4 100
g SEIE L —(EERBEAEE B 24 NEEZHE . A
HEG)—EORBEE 4 300 mg: £8 FRELE—EF
R B B e 12-24 NIEHEZHE S Re R —RFED
BREI 8 > 47300 mgo ARELE—EOREEZ% 24 /h
B RILTRAEREE -
[0013] A&0E - FEARSERE -BLAELEE
= {6 B8 36 B 7L B B 35 (CABP) 2 J5 3% » H AL 7 Kk 8 T 51 48
R W EEEE 0-[(Q2- BE - WARE)-FE]-XH
mEENEE (DS ESKRNEE - 54 100 mg > MF
12 NERE ZAEBQBRTEN—NSEERARE &
4100 mg> Y BIEE—EERAEE % 24 MEHZR
B ABAEC)EEEN - HOREE > 4 300 mg»> £ 5
EREL-ESRABEZ% 1224 NISEZHE - Rk
BAOEBEER —NSEORMNE > 54 300 mg: 47
FE—EOREE% 24 /NS EZIRE KL EE
i g -
[0014] A&9E - EAWELEE EAEILEE
> (E BB MRt 5 % (CABP)Z 3% » HEE KB T 4%
B W R EERH 9[- RE-NEREE)-FE]-EH
MBEREE (DS ESRABE > 54 100 mg- [HE

UIU’
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12 /INEEFE - REHAQ—HRFEEFRABE > & 100
mg: SHELE—EERANEE 2% 24 NIFEZRE
BhEG)—HEZEOREE > &4 300 mg > 5 E E— (&
BlE®k24/NEHEZLE - REFTXNBFEZERE -

[0015)] A EHSZ - HHHEBERE-—BRERELTE
T EREHELERMEX(CABP)Z 57& > HEEKE TI&G
ZERE > HREBZHE 9-[Q2-ZHE-WERE)-BE]-
EHEUBEZHZEE : (HD=EAFRARTE > 24 100 mg-
EkE 12 NHE > RBRFQERFEEA —HZEFRA
BlE > £ 100 mg: Al ELE-EFERABTEZR 24 /0
B ERE - RBEROQ)—HNZHEORBEE - £4 300 mg >
SRE L —EREZ % 24 /NS FFEREE KT ERFEZ
{E & -

[0016] ;iﬁbgﬁmmtlﬂ BEQHBEZERZ—HEE
AR EIE > 4 100 mg 2 9-[22-ZHE-REKE)-F E]-
EwUNBERNEERMARK -

[0017) A E#HBIS —HHBEBRERE-—EBREL
FEZEBARHLEMX(CABP)Z T A > HEREMKE TS
phEmEE o BHZEREE I-[Q2-2“HE-WERE)-FE]-
EHFNBEEZHHEE  (D=EFRKABE > & 100 mg>
Mg 12 NIFHZE > KRB H5Q) - HSEFRABE > &Y
100 mg> 3B L —EHBRAE &% 24 /NFEZRE
kT EEzEE -

[0018 ELEHGP  ZETEIRAEESK 6
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X~7TKRKR-~->8K-~9K~10KkK~~11 K ~12 KX~ 13 KX -~ 14
X~15K~~16 K ~17K~18K ~ 19K ~ 20K ~ 8 21 K
P 58 K

[0019] E&FTHEAT  ZESBEGE 7-14 R -
70 - 7-10 3k ~ 11-14 &k ~ 8, 10 KR AL -

[0020] E®EFHEA T IVLEREAE 3-10 K> 41
3-6 K ~ 7-10 Kk ~ 5, 5 K o

[0021] EEEHHT  ZHTEEE-—RSEOR
BB BET IVHEERE S 4-7K W01 4-5%K ~6-7 K -
® 5K -

[0022] HEEEHHAT > DRGERHE 1-7 X
g1 1-4 K~ 5-TF ~ B SK o

[0023) HEEEHEHT IVHEEXHE SE - RO
RGCEREB 5K -

[0024) A &HEE -EHBEGERMSE -FELHE LS
2 EBAELEMX(CABP)Z A HEFBERETIS
HETR > WHERKLE 9-[Q2-_HE-RNERE)-HE]-
EHENBEREH (DZ=FELURBE > %4 300-450 mg >
R 12 /N RE REBAQRBEEN—RZEOREE
£ % 300-600 mg- S FIEL—HEORBE % 24 NEEBE
L R R REE -

[0025)] HF&EEEAT SORMERL 300 mg-

[0026] HEFEHAIT » FORBEBL 450 mg -

[0027] HEEEWHFT  FBOTEORME LY

8
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300 mg -

(0028 FHEFEEAST  TEOMHFZORIERY
450 mg -

[0029] HEEEHEHF  FEHQQFZFORINELY
300 mg ° |

[0030] HEFWHEHF  PEHEQOFLZORIELSY
450 mg

[0031] HFE&FHKHF PEQQFEORINERY
600 mg -

[0032] EE&ERAF  FEROFRIWEDREE
R 300 mg RFBTFER—-ELORMNERE 300-
450 ~ = 600 mg o

[0033) HEEFmAF > FEQ)F TR ECOREE
& A4S0 mg RABMTEEZ—EHORAE KL 300
450 ~ B 600 mg

[0034] A HHE—HHEMREERRBRE—BLELT
EoEEAREMTMEMB(CABP)Z 5% HEEEYHZ EER
BLOO-[(2,2-—HE-WERE)-FE]-ZHURRXNHLE
EFEZMEE > Hoxz 9-[Q2-ZHE-WEEE)-BFE]-
EHUBEGR K- RXRE|EDEKEHE 300mg - #HEE 56
7 - —532‘ 8 9{ o

[0035] A EHSE-—EHHHEBERE-—EBELALTE
HZEEGERTEMX(CABP) 2 HE > HEFEMWRE TG
EERE > HZERH&EE 9-[Q2-THE-WEEE)-FHE]-

97869D1 9
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EHUBERE®E ' (D—HWE-RKR—XHWORKE &
450-600 mg(ME —R—XWORAERHEERE 24 NFH
2) RBERKQ)—HNZEOIREE » £4 300-600 mg - 53
/‘:‘JUEJ:-%DHE?EUEZ@ 24 /N BEE R B R IE T A B IR

- ZERE -

97869D1 .

[0036] I H b ZLBWER (1) — R W
fA—R—XWORBEE > & 450 5 600 mg (WE— K —=XK
WORBESBER 24 /NEHRE) REFQ)—HZEOR
BB - 54 300 mgo SRIELE—EOREE>% 24 NS
ERE -

[0037] JESEEMEN T ZLBEBERER (1) WHE—
R—RECIREE - 49 450 mg - BIFE 24 NEF IR % - Sk
BQ)—REEORME > 54 300 mg- FREL—ED
R E 2% 24 /NIFREEZ L -

[0038] HXL&EEWAF ZEITHAEAE TR -8X -
9k +-~10Kk~11XK~~12K~~13K~-~14K+~15K~~16 K -~
17Kk ~ 18R ~ 19K ~20KR ~ 8, 21 R ASEREK -

[0039)] HEEFEHOAF  ZEDTEHEGE 7-14 RN -
7-10 XY ~ 11-14 KA ~ K 10 KN E B - |

[0040] H LB HH S CABP (a4 & R R E
(BEFREKRE S EEHHRE (MRSA)) - B % 48 5 B
(BEFBEH %M R EHE(PRSP) - REEMBE - &
fit EHL B ~ 32 A K B X & (Klebsiella pneumoniae) ~ BE fifi

MEREARE  MXERE  MRXEEE  BEAHEK

10
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- HRFRITE - KBERE (Escherichia coli) ~ B H 4
&5l # -

[0041] HEEFEEHF  HMIXBERELEFEEDE
iR EIRE(PRSP) - EERANEIEMX#ERE - BHRED
M AT R SE IR B - B0 % E bl EE M R % X = (MDRSP) -

[0042)] FHEHEEWHEH &  CABP AHMEARKKEE S
oW EHERAEARE MXBEE - HXEXRE

[0043) F L EF i+ » CABP t4 /&l 5 & & i 2 &
(Haemophilus parainfluenzae)d| #& -

[0044) HEEFmHAF  ZEEHAE-

[0045] HKEEHEAT ZSZOKRBEGREWA 150
mg $E Fl B 1L #E B o

[0046) HFEEHEEHOAF ZEZFRNBIEGEER
BlEy 30 g (B0 B30 08 RAEIE 45 E) -

[0047] FHEEHOAP  ZEEFREIERRKD =R
()& ® E B E (moxifloxacin) Z B /R 27 R - 2 (2)#
NEHEZ 10% (B 12.5%)EFRERN » X
EP%%%ES’/"E{’%’E 24 /NHF L BL — R 400 mg FRAR A B & -

PN X

RNET 24 /NIFIZE — R —HZ(E 400

\|
/|

1
/4
&
[
>t
juns
A
T
N

0048 HEFHEAT ZEREESFRORE 3 X
ZE SR HEEBETIZEIWEERDRNE @ BE
ZW AR BEEY ERE - MPREE HPZEE

11
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R BRI B PR BB U RS
AP U EGERERTREIREE S RFERELS
R (BT A SR B PO - 4R o R R B
BRSO R R OS2 B R R -

[0049] MEEme T ZEBESH)ES 3 R
EE SR HBETHAZESMEERLBNSEESEEM
EREAL B BMMWERNBER  AKE RV
Wt REBETHAZE)—BAEGBRTHBELE B
. fmEE L B BE R R OT U

(0050 3ttt BF i 4 b - % (6 B2 6 6 36 & 77 % BB (3)
RETR  RAR—W - BRTIBAMNS  FERVREKHE
b6NE > HHP R ERESBEC)REY BREER  F
BE 2N BEREEILM S 4R -

[0051] HEEmplo ZBAHERBED -

[0052) BETHOAD  ZHEZERRIERY
70% -100% -

[0053] M e EWmH T - RERRDERL 75-
905% ~ %4 80-95% -~ & 75-90% ~ %7 80-90% ~ &) 75-85% ~ &
80-85% ~ &) 85-90% ~ &y 90-95% -~ &y 80-82% ~ 50 &) 81% -

[0054) 3 86 8 i B b > 72 4% B2 55 — (B K% BR 9 B B
49 72-120 /N ES BB 42 T 2 5 R AR 20 R B 49 75-85% -

[0055] M EERA D REEBRIERL 80-
82% ~ B¢ 80% ~ 8¢ 81% »

[0056] LR - AREEE—BEHEY

97869D1 12
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5-10 K (B0 ¢ % R E K b SE 5 2 R B (B

CE-PTE); HRE ITTEMH P ZEARARFEHHMBERERZE

[0057) HEEEREHT  ZEKRKIITEEL 80% -
81% ~ 82% ~ 83% ~ 84% ~ 85% ~

86% ~ 87% ~ 88% ~ 89% ~
90% ~ 91% ~ 92% ~

93% ~ 94% ~ 95% ~ 96% ~ B 97% o

[ 0058] 2 (H % > CABP BB

EEEHEH T
PORT & b & &% 11 -

[0059)] FEFHMT ZHEZBWIKREIDERLY
70-100% ~ 49 75-96% ~ & 75-90% ~ 4 80-83% - & 82% ~
49 80-96% ~ 4 90-96% ~ & 95% -

[0060] FEFWHEH T HRE-BIEGEELY 5-10

REZZ BRI R BE 75-85% ~ B & 90-100% -
[0061)]

&I 95% -

KEFHEH T > BEKKIEBERLY 82%

[0062) X EEHH P > Z{HE 2 CABP FH &
- - PORT J&| b & 4 111 -

(0063 K &5 iE 6+ -

%R Z BRI R R
80-100%" 49 85-95% 4 90-95% 4 90-91% B 4y 93-94%-
[0064] HEFEHATFT ERR-BEERERY 5-10
AEE LR IR K& 85-100% -
[ 0065]

FEERERANFT  ZERRIITERY

J\§

90-91% ~ By 4] 93-94% o

[0066)] HEEHKE F » ZERE CABP FHE L

97869D1 13
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PORT & F& & 4 1V -

[0067] HEEEHEGAF - ZITEIBEBKRKRIIEBELRY
70-100%- & 75-95%~ %] 80-95%~ %] 83-85%~ H 47 90-91%-

[0068] HEEEHEHF - EHE—BIEEERLY 5-10
REERZBEBRERIDRBE 80-95% -

[0069] H &b & i @l 2 » B IR LT R B &
83-85% - sz*J 90-91% o

[0070] HFE&EEBHEA F > ZEE L CABP BE R
PORT /& [ & &4 111 2 1V -

[0071] HEEFEBELF  ZAZZERRIERY
' 75-100%- %] 85-95% - 49 85-90% - 4y 88-89% - £J 90-95% -
B, 4 92-93% o

[0072] HEFEHEHS  EEE—BEELRL 5-10
AEEZBEREERL 85-95% -

[0073] H & EFHFl - > ZERKIERY
88-89% ~ B 4J 92-93% -

[0074] HEFHEAF  r ZEREAEEEBEIEE
(GDAREMHF(AE)HREE -

[0075)] H&HEBEMAS  ZEBEABFEMEBPZ GI K
REGFMABERERPILFERARFEAZEE

[0076)] FEEHFEHHF - ZEBZEE (KRS X
EREEACTHEREFNIELFEBELRERBXAGEME XEB
FIZEE  OAEEELHEXERB2BHEE -

[0077] FEEFRGAS ZEEFERBREERRIAE

97869D1 14
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GERBRBELERZA -

[0078)] HEEHA T  ZEEEROYEZ —
EHNAEZEEW - ERN4ER) SYEZEHEFN -
FERIBERM  EXMEEHNERRFRIAARNEBEEBE) BFF
BER BEAEIIEAERS EELEF - BEYRERFA
BHEERL - F8 65 mME  ARABETEBENH
Bl RELETEBREEZEREZEEREERE N E G
EERE - TER - HARBEEHE) -

[0079) FEMWRME - £ —H B M 435 o] & {F 1] H
BERMEE  RIESHEFHEESRKAHE
[E=XEERHA]

[0080)] & 1B &R AC(Hi B 4lME) ~ m4 - & ELF
Hieay (EBARZ)REFPHEMEENEBHEZBEBERE
&R -

[0081] % 2EHRIEEYW I(TEABE ) IE ITT
(BEBEHEESAEE—HREE)FZIEHERKE
(ECR)(FDA FEEXER) AE ITTKEHE(ZR T HE —%
E{%&B)¥ CE-PTE B (PTE X EEFX F A5 2 EE) (&
REB-HWEKRBE)WMBEER T PTECAEEB/B BTG
EEIR B DM (FDA REERER) BEHENREBADLEZ
Fat L MHE(0%EFE) -

[0082] HE3BEHTRLEW I("TEAH/EE,)E ITT
I B FF% P EFJE & PORT & f & 4 11I/IV 2 CABP &£ & (&
REBE—HEWKRE)K CE-PTERE FRNEHE A& PORT &

P
A

—
—

G

IR
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B S 4% 111/IV 2 CABP B & (2 R 6B — ¥ R IEE)(EMA #
AEEERIEE)G > K PTE ZEERY » SEHY
RHEEDEZ K FLHEA0%ERE) -

[0083) H4BEHTR(LE&w 1(KRHBEVREREDE
“ENPTEHEGFEE ZHBKRIIE  E4hHtbay 1
EHEATEN OERESEERGHE - N1 - BASE
EGFRE S ARYE n=BESEEBRE - BHL
GBIRBERAERECEGREEZ HEREBEE -

[0084) % 5 B dirORENSH I E 1% 2 M8 EH
B ES R A B 4 B o BXTER B O W OR IR i A R R R 1
{8 (= SD)a DL &) ) B IR B 2 BT I E B & (300 ~ 450 -
® 600 mg)Row c BRFFBE Y ORE B GE = B E
GRS MBI S RO BN O BRIERE - NS 1 X(&
B)HEE S R(EEH)RENDREBET PK o8 - FEEW
—EEHYE IS ERNE  HRBRTBZEEAMHFEE
BB
[ 275 ]

[0085) AZBEBED—BL%GAREH9-[(2,2-ZH
B ORARE)FE]-EENBEAY |/ BB E)K
BEEEHEHEGBERE TERAEELAERE > W
CABP -

[0086] A H#EHE—HERBE -FEFEEEN

BE LAY DHEHLEHE CABP A ZFREAEAH
EREHY > WTXE—FHRH - |

\
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[0087) ph4h - 9-REFEEZHURRERM * EE&Y
DA EHMAEAN CABP REREFHERENE - SHRILE
MI1IHER BB RKERAERERNEE - BB
F AR EE (ELF) HE B8 4l il (AC) (B & B B B % 41 A
(AM)FHIRBEERZE 24 N EERLELEMW ILEBEER
NMHEEBRZHERZ ERAFEEBZERESE > W @ERN
CABP WHRHE  SEEMEREEAES - HRXEHH -
iR RE BBEAERE B/RHERFRHESILEZT
I O 3 A B RN -

[0088] HUHAZH -HERERE -BRAELEE
ZEHBEAEE CABP 2 F ik -

[0089)] 25 1 HERAT  ZAEZEBERETIG
ZEREE - WREBKHE 9-[Q-"HE-RERE)-FE]-
EEVUBEZERW N - EFXBEERE): (HDZEFIRAJV)E
8> &4 100mg> HE 12/ NHFHRE - RERKQ) XS E
IVEE » 84 100 mg- HREEL—@ IVEEZ%E 24/,
BREERLE  RELMG)—HEHORME > & 300 mg £ B
FREE—EBKRABEZH 12-24 NISHERE > AR
BM—HZEORBE &4 300 mg: R EL—EO
REE 2% 24 /NS EHEZEHRE  REFAEGEZBERE -

[0090] MHEZ%E 2 HEWEF -z T EZEEKRE
THl4EaEERE > HZERBZEHE 9-[Q-ZHE-WEKEE)-
FE]-XFNRINUHEE  (D=EFKAEE > 54 100

> RS 12 NS HRE . RERQEBEN — X% @ 5K
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AEE > &4 100 mg DAl EL—ERRANEE ZR 24
INEEERE > RAELAQEEFEN—EOREE > £ 300
mg> FEFRELE-—(EASKANREZR 12-24 NEFEERK
o R EROERFTEN—XNZEOKRKNE > & 300mg >
SHEEL—EORBEZ® 24 NIFEZRE RILTTHAIE
% EE -

[0091] MR ZEE 3 HEW®RAT ZGTEEEKRE
THlEERE > B2 ERKLE 9-[Q2-ZHE-WEKE)-
HE]-ZEHNBERHLEE: DWD=ZEFRAHTE > 54
100-125 mg - 43 AIRIRE 12 NS HRE > RBERBQBEFEN

—HEEFRKANEE &% 100- 125 mg » o7 Bl 4 £ — {E &
RABE % 24 NEHZFRE > ZERHC)HAFTEN—(E
OREE > 4300475 mg(ARENORBIE R 3 & IV & EH
EERIERELEL—ESERABEZ® 12-24 MNEFFEZR
o RABRMWEREN—XRZEOREE - £ 300-475
mg(ZREIOREER 3/ IVERERE) 2l £ L —EOR
BEZ®24/NGEHEZERE - REFTXNEEZERLE FEE
HE B 0 100-125 mg IV B & &4 100-120 mg ~ & 100-115

%ﬁ*

mg ~ % 100-110 mg > K& & 100-105 mg; K 300-475 mg O
FREIE R 3FBHEZ IVEIEGRE] > 300-475mg OR B &
43 Bl B 4 300-360 mg ~ £ 300-345 mg ~ &7 300-330 mg ~ R
49 300-315 mg) °

(00921 25 4 HEHRAF  ZAEE/EKRETINEG
gEfE > HaERBEE 9-[Q2-ZHE-WEKEE)-FEI]-
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EHIIBEW N EREBBE) (1)—EFRNAV)H
B 4200mg RAEBQOREBEEN—RSMEIVEE > &
% 100 mg» 3 BIAE L — (8 IV E B> % 24 /0GR
REBECHEEN—EORBE & 300 mg> R LR
ELE—ERRABE R 1224 NI EZRE > 8% B4)

% (ECEE R &4 300mg- 4R {E F— {8 O R B &
B 2M4NEEERE  RETRAEREE -

[00903) %5 5 EEWHT AT EEEKBE TS
W WREBRE O-[Q2_HE-FERE)-FE]
EHUBEEREE (DEEFRNEE - &4 100 mg -
R 12 NHEIRE S RERQ-NLEBRANE - &9
100 mg» 43 BIE E—EFRAEE % 24 NIFEZHE
REBERBRG)—HZEORBEE > &4 300 mg 7l FE £ —
EEE % 24 NGB EHRE - RIETNLBEZES -

[0094) HMEZ% 6 HERKA T  RITEEEKE
TH L EBEE > B EEERE 9-[Q2-_HE-WERE)-
AA]-EHUBEREE: (D=ESKRNEE > &4 100

 FARR 12 N EE S AEB(OREEN — RS EER
NEIE > &4 100 mg: SHEL—ESRAREZ % 24
N BEERE  RABRAEC)—XSZEOREE - 24 300

g HEMEL—EHRHEZ% 24 MEEZRE - KT
o R X E B -

[0095) AHBAZ S 7 EEWH S » %7 EALEKE

THGBEERE > HHEBREE 0-[Q2-"HE-RERHE)-
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HE]-ZHZFWNBEZHLXHEE:  (DVD=EFKABE > &Y
100-125 mg > EFE 12 NIFRE  REBEBQBEFTEN —
ZEFIRAEE » &4 100-125 mg » 77 5 7E £ — (B 5% Ik N
BHEZ®24/NEEZRE RELO—HLSEOREEE -
&7 300-475 mg (FEl - OEREER 3B IVERERE) -
SMEL—-EREZ® 24 NGEEHEKI T BEZ
B - FEEFmAF > 100-125 mg IV FE KL 100-120
mg ~ 4 100-115 mg -~ 4 100-110 mg~ K% % 100-105 mg ;
B 300-475 mg OFRFER 3 fHEZ IV B & (R
300-475 mg R BI & 47 B B4 300-360 mg - & 300-345
mg ~ % 300-330 mg ~ K % 300-315 mg) e

[0096)] %5 8 HEWRMIF »r Z T EEBHEKE T &
A B EERE 9-[Q2-_HE-NERE)FE]-
EHMEBRNAEE  (D—EFKABRE - & 200 mg- A
BREQUETBEN —XNZHEFRAGE - 24 100 mg> &
AEL—EFRARE R 24 NEEZLE > AR E3)
HEEN —HLZEORBE > £ 300mg - 47 4l 7F £ — &
BHEz® 224/ NHEZHRE - RIEAXNEGEZEE -

(0097} S 9HEEWHF 5 SESHPE—HE
ﬁﬁ@ﬂZf%EﬁﬂE@*ﬁ%ﬁ%(Z)@%%éﬁ{‘&%Z—ﬂﬂ*"ﬁiﬁ?ﬂﬂ
£ > 49 100 mg 2 9-[(2,2-= HIEE-F & AL )- 1 5 ]- 35 55 1
BEIHE -

(0098 S I0HEEREHF > ZHEEHERE TG
BEFERE > HzEREH 9-[Q-2RE-WEEE)-FE]-
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EHENBELEE  (D=Z=EFRKATE - £4 100 mg
EIRE 12 NEEHEEE S KRB AQ—RZEFERABE - 24
100 mg> 7 Al E—EEEMRA L E 2% 24 /NI 8 F 38 2
kit 7 EFEZ EE -

[0099)] MBEZF ILHERAT  ZHEZEHEKRE
THGERE > HZERE®E 9-[Q2-THRE-WEKE)-
HE]-ZHFDNBRHNHAEE  (D=EFRAEE > £
100-125 mg > FME 12 /NEF#EEE > AR R (2)— B0 % (B 7 Bk
NAEE > &8 100-125mg> FHAEALE—EFKAREZ%
24 NGB ERE RESTAEZER - KEEHRA P
100-125 mg IV Bl £ 5 %9 100-120 mg ~ £ 100-115 mg -~ &
100-110 mg ~ K& % 100-105 mg o

[0100) MREZE 1I2IFERAF > T EEEKE
THEERE  HazxEREHHE 9-[22-Z“HE-WEKE)-
FE]-ZHNEBEZHNHEE : (D—EEFRAREL 200 mg
RERBRQ)—HZLZEERABE > £& 100 mg- 77 51 #F L
—EHERABEZ®R 24 /NEEBEERE RIEGFTXNEEZE
ﬁ% °

[0101)] %5 13 HEHH T - £ 15 12 Ho £ —
BRI EFTREAEESXK -6X-TKR 8K~ ~9K 10
X I1FR~12KR 13K 14K -~15FK 16K~ 17 F -
18 R~19K-20KR B 21 RN - K EHBEE R F
ZERTNAEATEGE TR -8R -9IX~10K~11K 12K >
13F 14K 15K 16K~ 17K ~ 18 K ~ 19 F » 5 20
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AANZER B —HERONT BEFTETEERESXR 6
K21 RASER EKEHBEEBRSF ZFEHTETRA
FESH 6 RN - EEHEBEERA P »r 2F T EPREA
£ 7-14 R A58 B e

[0102) 5 V4 HEEH®HT -5 1 £ 12 FFE—H
B2 A ETEGRE 7T-14 RWBM > A 7-10 X~ 11-14
X~ E 10X -

[0103) Z ISHERMF - F 14HEBHN Z IV &
R R 3-10K > :3-6 X ~7-10K ~E 5K -

[0104) 25 16 HEWKBHIF » 5 1 & 15 HF{E—IH
Emflz FEAEE —HFZEORBE > HEF IV %X
Bk 4-TR>W:4-5K~6-TKR > >HS5SK -

[0105) & 17 HEBRGIF % 16 HEREAZOMR
MEXEB B 1-TRKR > W 14X ~5-TRKR 5K -

[0106) & 18 HHE it fl & - 1 & 17 Hp £ —E
EWHA 2 IVEERBERE SK KORGEREE SXK -

[0107) 2 19FEEmRAF »r ZHEEBEWRE T &G
g fE > WHERKEHE 9-[Q22-THE-WEKE)-FE]-
EZHEUBEZWH : EFFEER): (D=E0ORBE - &
4] 300-450 mg (40 : 300 mg B, 450 mg) - RIFE 12 /N &% 2 >
REBQTEEN XL EORBEE - &4 300-600 mg
(@1 : 300 mg ~ 450 mg ~ 2 600 mg) - 57 51 £ £ — {& O ik Al
B2 2ANGEFEZLE RUESTAeEzEE -

(0108 35 20 HEWRAIF » 5 19 HEKA ZF O

N
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B B 8 5 49 300 mg -

[0109) 2 21 HEWRHSF » 55 19 HERS =& O

IR B E K4 450 mg ©

97869D1

[0110)] ZE22HERAI G5 19 IR E i fl Z 2 B (1)
REORKE RS 300 mg -

[0111] E23EEREMIF -5 191 E 5Bl 2 B (1)
% 1B M B A %Y 450 my ¢

[0112) 25 24 TEEWHBIR » 2 1922 5 23 I5EF
HEH BT EZEOREE B4 300 mg -

[0113) S 25 HEMHI G » 5 1922 5 23 1HE
Gz B &R OKRBE R 450 mg »

[0114) %5 26 EEWH & > & 19+ 22 5 23 HE
WHl S BT & OREE KL 600 mg -

[0115) E27EERFA+ £ 19HEE KO 22 ER(1)
hHWEORBE AL 300 mg: RFEBE()THEEZ —FEDO
A Bl & R4 300~ 450 ~ 2 600 mg -

[0116] S 28TEHEWGIT 58 19EE G 25 B (1)
PRI EORMERE 450 mg RFR)FTHEZ MO
FE % & B 4y 300 ~ 450 ~ B 600 mg °

[0117) ZHE29HERGIF » Z T EABFBERBETINEG
#EEE o HWzERKEE 9-[Q2-ZHE-WERE)-FA]-
EENBRZRWN  EFFEEEE): (D—HMWE—XR—3
HORKBE » 4 450-600 mg (41 : 450 mg ~ 2 600 mg)( Wy
H—RXR—RXROORBERHEE 24 NIFKE) RABEQ)—
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K EORE & > &4 300-600 mg (41 : 300 mg~ 450 mg »
600 mg) > A EL—EORBEZR 24 NREEZR
R R AEZE R -

[0118] S 30FEEFEHHT ZHEBREMRBTIEG
gERERE > HRERKHE 9-[Q2-“HE-RERE)-FE]-
EHEUBRWO - EFXABERE): (D—HWE—X—
TR B & > 49 300-600 mg (%1 : 300 mg ~ 450 mg ~ , 600
mg)(— KW E ORBE BB 24 /NFRE) REEQ2)—
HLZEORBE > &4 300-600mg (¥ : 300 mg~ 450 mg »
B 600 mg) FHAEE—EOREEZR 24 MNEEZFREK
2 > RIEAFRNERZERE -

[0119)] E 31 HERSF 2T EZEEHZERER
B 9-[22- " HE-WERE)-FE]-RZHTUBRRNELE &
LA EZERS - EdZz 9-[Q2-"HE-WERE)-BE]-
EHNBEA R —XRLEDOREE 300mg > HEE 56
7~ —EJZ 8 9& o

[0120)] %5 32 BEWBIF » 5 29 IEEE&WJZZ"%‘?%
EER (1)~§iﬁlﬁ{—%~:§w@mﬂﬁ?§ﬂ§ » %) 450-600
mg > A : 450 mg F 600 mg(—RMEOREERER 24
N RBERBQ)—HEZEORAE - &4 300 mg >
SHELE—EORBE % 24 /N EERE -

[0121] 28 33 HEWROIF > 55 29 HE P £ & %
FRER  (DWE—R—RNVORBEL 450 mg - RJFE 24
NI E > R /Q—HEZEORBE - £4 300 mg-

S

+

»‘k
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SHEE-EORBE 2% 24 N EZRE -

[0122] 25 34 HEMRA F - 5 29 HE MO Z & %
BEE (DWE —-XK—XROREE4L 600 mg - iE 24
INEERCBE > R RQ)-HSEORBE > &4 300 mg>
SREE—EORBE E 2% 24 /NG FEFTE -

[0123] S 35FEEwEH - 56 25 £ 34 JH £ —IF
EHMz2TEEHRE TR 8K 9 KR~10KXK~11 K~12 XK -
13K 14K 15K 16K 17K ~18K 19K ~20 K -
% 21 RNZEH -

[0124) S 36 HEmRAIF » % 25 £ 34 HF{E —IH
BH G 2S5 BGE T-14 RN~ T-10 RN ~ 11-14 XA ~ &
10 R A58 H -

[0125) 4 37 EEEHRMAT » £ 1 § 36 IJHH (£ —IF
fi il 2 CABP {45 & @%%Iﬁ(@%@%ﬁﬁﬁ%
5 5 %) & 3R W (MRSA)) - i X #EKE (B & F 8 &E Il M
JEEHE(PRSP) - ABEMEE - FERE - REFMOK
i 3R ”*—Hfﬁfif:ﬁiﬁkﬁi* PR RE M RBEE -
ERANXRKE BERFENE KBERE BHESSIE -

[0126] 25 38 HEMRBAIF - 5 37 HE WG Z IR
HEIRKE A EEEPUEM X #KE (PRSP) - EBA B It 14 Bl
REIRE - HAEARPIEMX EXE - XEEHLE MM R E
Bk B (MDRSP) o

0127 HE 39 HEmKA S » 5 1 £ 36 Hp (£ —IF
BBl CABP G HAHREARERESIE » @0 BHHEERAE

‘mlnt

E=od
B
&
b3

=z

25



2024234

97869D1

50

BEAEE MXEBEE - WHXERE  BHBAERE - B
KEHHTE - KHES -

[0128] ZE A0 EEHBI S - 5 1 £ 36 HPE—IE
B i 5 = CABP {& £ Bl Jt &L ¥ [ 1% % 5[ 2 -

[0120) % 41 EEMH T > % 1 = 40 HehfE— 18
BEifl 2 EE R ANE -

[0130] 2 A2 HEKAF £ 1 &2 41 HFE—H
EHAZISORBIEGRERNR 150 mg FEB B It A -

[0131) S 43 THEWGIF » £ 1 2 42 HPE—IH
EHA Y SERANBBGEERHEY 30 @800 EL
30 454 BRI 45 5 8) - |

[0132) 2 44 HEKMIF > £ 1 & 43 Hd (£ —IF
E B Z 4 5‘%7%%$EZEH’EFA?BZIJJ?%E7FE¥J‘BA’— 24 /NEG I
H—REFEHE 400 mg BIRABEEE=RXES
RG24 NGB~ X — KNS EEEDE 400 mg O R A
B> FEHZ 10%(5 12.5%)ERE XN -

[0133)] ZE 4A5HEBRHG > 5 1 £ 44 HP £ —H
EAZEE  (DEFAZED 3IHEH TIZEM * =W -
EARE  THREECIRERE) REEXERE (DR
BBV 2EEE T 2 B A 5 e B (B
B> 38.0C[100.4°F18<36.0C[95.5°T 1) Yx 48 B (SBP)< 90
mm Hg ZEMmE - LEEROLDBEER> &8 90 T
(bpm)) ~ Jz IF 0 £ {2 (M % 3 3 (RR)> 20 /4 8#): )EH

— B8 CABP R BB IRBUKHNERE R & (B ik

$

P
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& 2 [ABG15 #7 8 Bk (i1 & 57 EE [PaO:] < 60 mm Hg = ik #§
MESMEMAME<ION) MEEERFTEB L BER
BEER)HW: MZEAEE  XRETFRT - HFERBF)
I &z 8 mEk(WBC)E (> 12,000 {H4H i /mm?)=k 5 M
Bk Bk /0 EE (WBC < 4,000 {E 40 B /mm?®) B¢ R gk 24 E o M o 3K
EFAGI5%FER AZREFE WBCH) WHEERH =
GEEMXONNED R ()2 AT 24 3¢ 48 /NI A Y Mg & X-
H(CXREZMFEREERZ(CT)REAE TS HAE M
¥ —FEHEXSRAMEFNREEPNMEEI>IM K
GEEWNERERR PORT AE ek 11~ 111 B IV~ 5
HEEENWEERREBLEHANAEHEHEEGRERA 10 HUU
TR BB EBEE 25EZ KR -

[0134) S5 46 HEWPFIP > £ 1 £ 44 HPFE—E
EHAzEBEFRBWMBEIRES S K - EEE TIZ
EOWEBERHEAGE ' WE - ZWERDEENR - £
FE - KPHRHE  HPZFERGREEER  EE -
FE - REENHBEERTYMG  BEETEZISGERESR
BEEIREES ARG ZEPF-—EEISW 0 RKE
EEETE RPEERGEER  UREBEERGEE
AR e

[0135] 25 47T HEMRAIF - 5 1 2 46 IHPE—IH
EHAIzZEBEFR(EE3IREE S K EFEEHTIE
&ﬂi@‘ﬁﬁﬂﬁﬁfﬁaﬁcéﬂiﬁﬁ&@ﬁﬂﬁ%fb2H@‘Fﬁ?‘ﬂzﬂﬁké’ﬂ
RN BEENE B E - KT RREE - REEETIZE

et
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DA GEERTHERE  BE - ME - OB EE R
S

[0136] EZRLEEYW | BEEEZZRYNE - &
FTEYVENEEELEORKEHE 300 mg FIELEYW 1 Z
OfkEETHE - 2586 3- BREEHEEN PK HHE&E
NN HEagRGEEMEL GER AN ENG EALAELE
BEWEBTERTR IS%E 17% L5 2 6503k
ABEmERENEBTHRTE 40%E 42% 0 K& EH 2
NEFENAKDREEENERBTHAEBETRE 59%% 63% -
I ERELRESENSEIERLEEa LA L
7 AN E8EE REURKER EEERRZZED 6
NFEAOREEAEY 1P DEEATEINBRMA IR
WO RBEZIESERTHE -

(0137 HILE VBEEEFF - F 1 £ 47 HP E
—HERAZEEGER & BEZEQ)GE2mED 6
INEF o RT KB FEREYESK BEFZERES
BOGERFERERE TEWNEY 2/ K > KAEBRIAH
mn 4 /NBF o

[0138] S 49 HEmMGIT » 5 1 & 48 P {FE—H
EWAlcE AP ERERE -

[0139) S SOEEWEAF - 5 1 & 49 IHP L —IH
BRI ZTEZEBIKEKIR L 70% -100% -

(01401 5 S1IEEWHHAF - 5 50 HEBH ZEK
BRTH 3 B &Y 75-95% - &9 80-95% ~ &) 75-90% ~ £ 80-90% -
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4] 75-85% 4] 80-85%~ 4 85-90% %y 90-95%~ %) 80-82% -
B4 81% -

[01411 E S2HEEHBIF > £HFEE — KA K
BB 72-120 /NIFBHZERE S1 HERIZERRIER
2] 75-85% o

[0142) 5 S3 HEMRAIF > 5 52 HEBA ZBEIKR
FRTH 2 By 49 80-82% ~ B 80%E 81% o

[0143] HE S4FEEWAF > EREER B EERE
& 5-10 X(fl - EREBEIK LTS 2 K E(HE
CE-PTE) ~ 5 ITT REPZAERTIHEMEIEES
=l N A

[0144) 2 SS IEEMAI S - 5 54 HE G LEIKR
R THh= B4 80% - 81% ~ 82% ~ 83% ~ 84% ~ 85% ~ 86% ~
87% ~ 88% ~ 89% ~ 90% ~ 91% ~ 92% ~ 93% ~ 94% ~ 95% ~
96% ~ B 97% -

[0145) E S6 HEMRMA ST -5 1 & S5 EPE—H
EHRAZERBER L CABP FHEH L PORT Al E 4k 11 -

[0146) 25 57T HERG F - 5 56 HE B Z K
RRIHER B4 70-100% &9 75-96% & 75-90%~ 4J 80-83% -
4 82% ~ %Y 80-96% ~ & 90-96% ~ T &Y 95% -

[0147)] 26 58 EEMA+ r ExE—HAERRY
5- 10 REIEZE STHERVIZEBRIRID R B 75-85% -
=4 90-100% o

[0148) 25 59 BHEHMGI+® » 58 S8 HEHA ZEK
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BRIIE R 49 82% ~ B & 95% -

[0149)] 25 60 HEMWBIF > 5 1 & 55 HPF—IFE
BBl 2 EfEHE 2 CABP EF ¥ & PORT J&E & & 4 111 -

[0150] & 61 EERGIF »F 1 & 60 IHF £ —IF
BHAZFEAZBEBKRRKINE RS 80-100% - 49 85-95% ~ &
90-95% ~ % 90-91% ~ T4 93-94% o

[0151] %5 62 BHEW T  EHE B EEZY
5-10 REEE 6l HERI ZBIRMITERBEL 85-100% -

[0152) %5 63 HEMBIF - 55 62 HEM Il 2 B K
BRINE B4 90-91% ~ 549 93-94% -

(01531 25 64 HERAIF > F 1 & 55 FHp{£—IF
BBl < EHEEHZ CABP FfH & PORT R E &K IV -

[0154]1 25 65 HEWMBIF » 55 64 JHE Bl Z 7775
TEERBRINE B 70-100% ~ & 75-95% - & 80-95% + &
83-85% ~ Ei4y 90-91% -

[0155] % 66 BEMOAIF r THxE—HAEELY
5-10 RELEE 65 HERP BRI ERBL 80-95% -

[0156) 25 67 HEMBIF » 5 66 HE I ZEIR
AR Th R B 4 83-85% ~ B &Y 90-91% o

[0157) 55 68 HEMBI+ » 5 1 & 55 HPFE—H
EWO 2 EEER CABP i B PORT & B E 4 111
IV -

[0158] 55 69 HEMGI + » & 68 HE MBIl Z 77k
TERKRIIEBEL 75-100% - 49 85-95% & 85-90% ~ &
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88-89% + 4 90-95% ~ T4 92-93% o

[0159)] % 70 HEMRA S »r ExE—HAERKEY
5-10 REZE OHEHEHRZERBINERE 85-95% -

[0160] 5 71 HEBERAF -5 70 HEBAU ZEIKR
BRI R4 88-89% - T 4&Y 92-93% o

(01611 2 72 HERAF - HBHE 1 & 71 R E—
HERA ZEREEZ T ZHEZE BGDA B E # (AE)
REE o

0162 B 73 HEWA: > BE 1 £ 71 IEFE—
HERAZ GREEREZ T EMHEZ T B (GDA RS & (AE)
FKEHPIEFEHZITEZIRE -

(0163 = 74 BERAF - F 1 2 73 HF £~
Bl zITEAF  BEFRZEERARERSZERERFARELRR
(MEAFABEERERBIXEGBEERBRX)ZERE - (2)F
TEELWEZEREZBERE

[0164) 265 75 HEWOFT > 5 74 HEROI ZEE
FREBEEBRKNESFERNRELRE RF -

[01651] 55 76 HEWRHIG - % 75 HE KO Z (H &
REYBESZ —HNEZENERW  BEERLAER)ER - © &
TSEBEFNM BERBERM ZXEEHLERIKRE
HEE) - BEEERBER BEERZIEAEARK ) EELE
FoBEYRARERERE -FR OSEBUE-FRHA
BEFHHEIRME HHEFRERSSEZEREREOURE
BREREE@ : AEBRE T8k HEXRERE) -
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[0166] S 77 HEWRHF H  ERIALE—TFEFS > #
BREREREB L GI1 AREHMELRERNFILEZERT

A BZERZAERWMRRES & B R KRR (F

97869D1

W BEBEABREBEEABRIIZARIOFEE
m R

[0167) ACFHZETE TEHE, TRETERES
MEBAZHDEL  EAEBRAEY) - ERZEMNG
EEY W RSN LEF B WERTF
¥ L) BRBVONE S KB 5% EMWHLO
fg - % BREEE) - REEEWN: ABEHEEAEE
EME BT KIEE - BEE  $%)-

[0168]  LuifE— M A+ » ZEET R AE -
NEBEE NEANEBLHY -

[0169) #isE TRE , & ThE, SHEERE - RE -
SN EERE Y NS EER W AR - &
EER A R EAERREF G B2
o

[0170] #§35 " H B, B iE By Ik B K 40 B R A

[0171) #fosE "Hitk ), = ", EEONERKRESE
EG = fH #E %} & (Clinical and Laboratory Standards Institute)
(CLSI) % /3 & & 1 8 % % # fF (Food and Drug
Administration)(FDAYFTEE Z M ER/EYREE -

(0172 HEEETHEAF  r ZEETEBTNEMLRE
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Z oW FRERLER -

[0173) Wiz "EARE , @FEEFAF B F (B0
CABP)R TR EZIWBRECEHWWBIO L& DAE - #l
W AREBEGSEARUEBRILUE L/BANG M EE KK
ZIFFERENERZIANE BREZAERREERE
HERE BN : E)RERE  EZ20-BERRERER -
TR ~ BOHEBRRE o RGRIEFEAREBE -

[0174) fig=E " WM BK E&I) ) EEEKRS
o #E (DFAFLETFEER FARZFMEE ; (2)
AAEMEMAZMEZTERVNIEERERER ' K
G EMNNMEEELRUYUTIATERZBEER T ER B
EABEHFEINER -

[0175) oz " Wiz EBR L& K BEHEEKRS

BB EFEUTE-HER  BFEETLERHA

2 UHEAREZRERERRE FERHBEERAEZ —HE
BHAEAR BEURFVEZEFTLERAZ RAEFIATRKRE®
BT REHEEYMHE  BRANWEZHULELETHE
R RZEBEFMRARNORERERGREZFME -

[0176]1 T8 "ER K IIER ; B 75 M5 Z KL
WABBRUEB RN -

[0177) s "WMAEWE LS ZE KRBT R
EEREFE TG CEAR LK ERZE A EE SR B
wWIRE -

(0178 — X EWHH F » IBEEEY - Fl 40
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50

90-I22-—_HE-REKRE)-FE]-ZXHFEURERZURAEN
B B4 150 24 600 mg-~ 49 150 247 450 mg~ & 150 %
& 300 mg ~ B & 300 mg -

[0179) HEEFHEHF » FORBEHAKR 150 mg Al
ST EELEM A 150 mg ~ 2x150 mg ~ 3x150 mg ~ B 4
x150 mg) o fl#0 : 300 mg AR MMETHEWME 150 mg §F
Bl/AB/IBE GZE  F% -

[0180] Z—HEEWB+F > WBIE/AEY Flo:
O-[2,2-ZHE-WERE)BFE]-ZHFTHBEZFIKA V)
ERE R S50 E4 200mg >~ 49 50 24 150 mg ~ & 50 £
%) 100 mg ~ £ 100 mg ~ B4y 200 mg -

[0181] RZILEWAWME IV #RYNEORFL
Wy O EE (Bl FRBERERERE)NE R RBKR
- AZHAERAL C EEAEREZIRY 0 e
o1 CHEEAERE  HEHARNREZEEFNEHFF 8,383,610
(HEMUSIHZ T AIFA) - B4 A8 A & A &[5 K
o W EREBIEZORFALEY > HSREREZEEANERF
5% 9,314,475 (KEMSIEZ A A) -

[0182] R > TWANECRMUBEXREER -
Blan : ZEBEHEZFS®  BE - KObE22 FEEE
EFREEELAGENZBRELEE  AEERBEZ &
[RE/ TR - B0 EEASHBEEPMN - L4 > LEHE
BHHEBER M EHAEATTEAE —SHEL EREITR -

[0183] Z—HE®E $ > WERLEWW WO 1k

pi

34



202423450

97869D1

A HAUEREEBRARORBE - RKBR - FEF
el BRWMRZEZEAWEHEHEAEE -

[0184) HFEEHAFT » 9-[2,2-ZFE-WEKE)-
FE]I-ZANREEABEY 0% 2MEYME LT ELZ
BERECII R - FEFBHA T - XEXRHLESHDAHREBEER
[ (Intent-to-Treat, ITT)HE & & B = W& K £ o 5F b £ (CE)
BEEHZERBRIIEBEBELY 60%65%70% 75%76%"
77% - 78% ~ 79% ~ 80% ~ 81% ~ 82% ~ 83% ~ 84% ~ 85% ~
86% ~ 87% ~ 88% ~ 89% ~ 90% ~ 91% ~ 92% ~ 93% ~ 93.7% -
94% ~ 95% ~ 96% ~ 97% ~ 97.5% ~ 98% ~ 99%EL bl | -

[0185] A XA TAEEREITT),, KEEE
FiEsmMERE B ZER  FEEHO G - ITT KEE—
SHREBFAESNERABESZEZZD — B F B AH % f
W fEEY DZ{EE -TEIR TG CE), BRI
CEBHWEREF 2 EERABREZHRA ITT EHE - 4
W EECABP H TR LR O EEERE—BESH
B — ERBE@WIM:10ZE 17 X)BERWHEEFMS ITT
N CERBZAGERRBFENEZHATL2ER -

[0186) —XE BT Bl o - 2% (EH 8 % £ 2 8 kKNG K
%o BEEZUORBEEBES FEEEHAF - ZEEE
EAEZIVEENE#EZORBNEGE -

[0187) HEFMmAF - FEHPRM -—BFEEEER
ZRE WM CABP)Z iA HERHZEBRAEAFTRE
ZihEM I REE > EbZERBLHAEZRRANEGEYN
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50

12 3 4 KSR > REROTRAERL2-3-4-5-6"
7~8~9~10~ 11~ 12+~ 13~ 14~ 8 15 K » # b 75z 8;
ZEE REEHET > B K IV AREAERE A HH
# (loading dosage)(Hl 40 : 2xH £ * = 2x100 mg A &) - &
LA HE 2 REBERME B IV EEGEE—
BIVE BB 24 /NEZNE - REERH+ > #8
EIFHEEEARY 3-4~5-6~7~8~9~10~11~12~ 13-
14~ 80 15K - HEFHH T — /@B : H28IVER
7| B ) S WA B IV & 15 M B # Ak 300 mg B 450 me 1R & -

(0188 » —EEHGI+ » AHE IR EREE
B EAWIN: CABP)Z 7% HEEHZXEBREAK
Bt I REH > HTPAHBBESERAGEZER
EREREBZEEW I MARE ARBESORBLHETA
BREZ/EEY I mMARE  REFRGEZES &
EWOT  OHESZLEY INNEEGER NS @
EEBlm2aEMEER W 2@ IVATHE > &
% 100 mg -
ARHEELHRY

[0189] A ZWAMAEARNGEHN -—BEBEHEERY
HOSBAENEZNBECEYBIM: 9-FEFLENE
Zhew  flW: 9-[Q2-"FE-AEEE)-FA-EHM
BE)RES  RUBEZBHLTE2ZHA -

[0190] B—HEHG+ > AB8EHEH—EEE
ERY o EEAEY 100 £4 700 mg (B4 : 49 300 - 450
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2 600 mg)Z 9-[22-“HE-WEKE)-FA]-ZHIUERZE
NHBEEEE PTETIHA - S -HEHEAN T - %8 E
FEESZEBAGUESRARNORKEE -5 —HE K
B ZOBRLEGYEFREBFXRBEERE -

[0191] BE—HERNT ZHEKPWEEY 110
B4 490 mg~ & 120 £ 4 480 mg -~ & 130 £ & 470 mg »
4] 140 24y 460 mg -~ £y 150 24y 450 mg~ & 160 £ & 440
mg ~ & 170 mg £ 4y 430 mg ~ &7 180 mg £ 4y 420 mg ~ &
190 mg 24y 410 mg ~ 4 200 mg £ 400 mg - 4 210 mg
24 390 mg -~ & 220 mg £ & 380 mg ~ & 230 mg £ & 370
mg ~ & 240 mg £ & 360 mg -~ & 250 mg £ 4 350 mg~ &
260 mg £ 4 340 mg~ £ 270 mg £ 4 330 mg * £ 280 mg
4 320 mg~ & 290 mg £4 310 mg~ L 300 mg Z
90-I22-“HE-WERE)-FEA]-EZHNUEBER - AFEM -
B o ERCERGESOR & E -

[0192] S HEROI+  FEHTER -EEZE
HEY o HEa4 5024 250 mg (fl40 @ & 100 mg)Z
90-I22- " HE-WEREE)-FE]-ZHURIRNEE (F
W EBRE)AESHERANRELBE L TER A -

[0193] HE—HEKHAF  ZERDEEL 100
F& 300 mg- & 125 £ 4 275 mg- & 150 mg £ & 250 mg -~
& 100 mg £4J 200 mg ~ 49 100 mg ~ (& 200 mg Z IV E
Ok 9-[Q2-—HFE-WEKE)FE]-ZHLEER -

[0194) HE "B -umz&A, aE T HE
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KB U I E LAY - BIA ¢ 9-[(2,2-= F A 7T B -
- EENEE NSRS RN EE LA EGH
ST BN BRI AERS - AE Y B L
BT R EEETRR): K- B B B
B TE PR RN EMMY  EEBE - BE W
B REEH R ERBBEE RS M
EOHB LI G RETE e T B 2GS
S RENHTSBRE DETEEE WHEES 0
W EEE - SR - EEW - ORAM - RALE - BE2
EECEE - GEN - SOAH - BRE - R/NEEWE
RAGEABHENLENET LR EZEMNY -
[0105) AZHIBEESYEQ : ey 1)k
MM - R LS ER F A R MR Y R SRR E B
e TR RS R AR RIS S

ﬁ

BELUESIBMRE BB REE TP R EE 5B’
REE G THWEeEFBELTEZZEHTZ2EE > 4

MRE - SR SRR R RS fEsE -
%@ﬁ BEABEE  EfRE ZJBRE - AKRE - K5
BE - ERERE RAEGRE  DHOoRE - ZRE - H
A EHE MBS RN EE - EREE  EERD
EREE - FRERYE 9B _KE - WBHERE -  FRE

FHEE  PEHEBEE THRERE - LR FERE
WHRFGRRE - HEXEBEJRE 1,105 & -2-(2-%
E-3-ZHRE)SEE BEAHLFHEBRELTAHAEEZLTH
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TRHPREGER 0 HAHY EXFHEHTR
ZEEVMESLNEEBRARBERANEKBERSY b H i
HEZELATHEI 2B AREEEREARNZHE &
bEIERBLEEY BREOREZFERELRKEZLA
MBS  AZHBELEWZIBRNIKERESH
> HGHzBUELteWEBREELSFELMERY R K
AHE  RNAKEFENTEXRCcEAMEETREHE 4 F
BNl &SN LERBEEE IRESZFIFMTEZE
B BEGLAZVEBRLEYEDRBEEREFFE
BREW: R ERERE)NE2FER > SFRARER
Bk B -

[0196] A ZHMNBRRAEEHWBIW - LEH HRHE
B B HEEYEHOR - FEBEXRBMBIIHABR
HE - BE  LELEVEFTERESKBE - WmBEM B
RERBEREGENE RFRERERBREMNE - T4
ERARERBZYEREEANZEEIRE  RFER
BEFEYARSKETL SR ER Z K EHERKRIME
1t -

[0197] A EHBHEARDTEBRENAEALME
MAREBRERMW N : WABY)ZURANKESEREZ
HEREEHRE HATYEEEDZW OB % F58 -
EZ)-BHEHYWWO - ALFHFF B K WLF - F
E)ERHUWKRE-DE -BF EE) - REERE®WO:
RIEE - NE-RBEE) BHEREARY "#&5, cHEE

Wi

39



2024234

97869D1

50

EEEFAREEAAERARYEC AR  SREE S
HERYEBEACAERY REARRCHERYES
WA AR - HHEE FERAR AR OBER E
e SR R 7 T — T S A AR 8 T PR B A R 5 O -
[0198] A &G {LA % T L E B s 815 % 1w 35 2
BB A EAAS  RENAE—ERCRE AR
BB S o Bl AR A R R LS
FEB MRS FNESTRSERHEE L TH2 2
M A A R R SR E B ORKE- DA G A E -
B AT BE  RE - R EE - BB - %
B KMEROR W - R B A BRI - M REMY - B
SHEMUEERABARERN  REAENERASETH
SEE AN B% o B o[RS A T bl
SR RN - B BW LA AG T NEE LS
S > B R S.0%E 4 T0%E B b Y 5 E A -
(0199 CIR{ER  TLUERGESETHREY
B0 B BB E SRR RRS BB SN M)
B TR B A R (A0 0 B (R R E K - B E A
HEK) EHRAKLESREE) RERGSSH N B
7, ¥ 04 VE I - AR - B9 RE LI R B sE B o B4 -
BE W WEEEE - AEETEAEEE  FEYEE
R BE SE B A o 78T PR LR 8RB B 4 R Y0 MR B R B
BN BB ERN B LR RS ST

EELTE-
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(02001 % 55 T /K 1 0% S 8 /3% 0% 0 o 17 01 IR 0 B8
B B TS ER R RERR  ZEYER
S R EEEREA AL/ RN B K 2B
RoR HECREMAAEESETBNELEAS -

(02011 FIRFEEBEEE(BEEERN - £T - 9
B P9« B P9 S B PR )RS - R K 8 T (L A R RO
WA MR AR AN BB BB R
4 0B T (B ARk pH AR 8) - L A5 B TR I E 4 3
B R -

(02021 I %5 K 35 % 3 & 88 B 793X 5% B 69 - 3 %08
TOE R - LN B TR E A o A I R
EEGEET YN AN RS R A RS T R ARREY A+
B EEGEE R RSB RS & E
R B R EOK MR BRI AW &
EAY  BERH - BELLTHERRSHREN > &

EEE M IMEREGEE 0 FARERZEFTE

97869D1

HERBEKE S%EHEEKAEREBR -

[0203] HREBERER FHHGEZERERSER
/R KL E M E R & G R s H MUY 2 5 Bl ~ MEAREE ~ =W
BE HEARELGABHA/SNERBRWE/NELZTEYE -
AR AERE > AU RARESE - BRI KELY - 7L
AR ERNEARY  UERENREZEEREBEAERRE
EEMRD > Pl RAMBEE ZEER  EE -

(0204 BT HBEFEAFERSNS  XEHEEATE
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FHEZEEE2FE  flu: ARGEES 0 £ &

=l L4 HEFEUEY RS W BB 5B

KEHENS Y B BREY 0 WEE - i As

HAaWTEREEESWES @ &Y -

A &% 5 o

BEH 1 REBERAEBTSH LAY 1 BEEHE
(Tigecyeline) Z i W BB &~ B R 2 £ 17
HHEIVERER

[0205]) %7@?@@@@ L (RTD & - B
EENEETREG T EBERE  FEZETRKEE
B WS EARENE RS SRR B A 4
WRHANREERELERHUBERERES - XREH
B AR RE BT R EEREREY I RS
BEN BUAEELEYREXRTRENE L BBl
1 R E 2 B R S s A -

[0206]1 b F7 P9 % & #8 (ELF) ¥ i ¥2 40 HE (AC)(A& &
FTERMEEWHEAMER SR E S S R E 0
WA EE CEE AR - EEME ELF i M4EY
B B T DL R B MR ST W RTI 2 EEW > 0% 48 BE 3 SRS &
WITR BB LA EY 2 EYHNECORBRE-K EE
- X REEFERGALWE TR MR BHEALGD
BRheBRENEEEABRRARIEERAREZTREY
BTk KB ELF 2 RSt B4 B 4M - > RN AC(E
FE B W A B ) R B0 S 4N B R E -
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[0207) ABBEFGEARAELSY | R EEE
B BN PK: B RIEAE LAY 1R ABER S R
% -

[0208] &% | EEREEHRERLER %
(CABP)Y B ¥ BB s MERN Y EBAE] > LB
EFNEE CABP- HEHRASHERMKBIEHED L
EABEZ EBAE - SRR EE B0 R
EABEHE BKEEE) RELERAMEEMERE
R R AR M - W R M b B R TR R b
S HERE Y EREH AN TR AR AR (BETAE
Fk (methicillin) ~ B  # & (vancomycin) ~ & 1 £
(erythromycin) ~ & & 79 3 & (ciprofloxacin)) A b #
Mo fbeW | 2 ERAEE RS M AR REE N
MEE HEESAPOEESR FIFRE Y LD n
HRR I EAERSEREEEEMEE R T
FREBR T NEHERPERLERS - EART - W
G ey | BIEEBMERE 3.7 F 4.4 5 « B
N E G RS RNES Y ERNBRERLEY 1 £
b A T BB ) 4 B

[0209) ZEMEAAEEMLEY 12 PKERKE 8
I E B ASE ELF 2 3B - (5 A2 B 0 B 1
B R E BR P > 4 A B -

[0210] (&% IESERRIVEDERALE > LB
HOI6E S | HEREE 36 ABBILEY 12 HE)
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TESMERE - B CaW I ERHERELE R
HE&EBRF(cSSSHZ 219U EEZS 2HER  kHE
HERIEZA 43 ERE cSSSHEBSMZE 3 HERT
KEFE - e 1 TLUZ2MEZ  HEEEXNTELOE
b 17 2 ¥ 02 4 (F] 27 M Ji% (linezolid)) -

[0211) ®EBZH®ENERMK(ELF EH AC &
mAMT{EE 1 RE DU EeEBEEZM oM LEMm

REDH NDEBCPKERBRELEE - L6 1 GEFRA G HEZ
REEIRCHE) ZEBRZE2FRE -ERBRTRE B &
#%?22%‘%5%‘“%‘3%5%%54&% BAL - [FI I B 15 M /R 2 g ° 2K
Lt ESRMEFEZINRERRE -

[0212] I 5 Bg A7 5 B3 (U8 B $ By o 23U 81 5 #8 AU
REZERINSE KFE 24/ NFZ ELFE AC(EE R AM)
RE)RAEEY 1 BEERAEANRAERZERERFAT
SIETPREAERALZOAUER & JT -

[0213] EZRBEERFEOMLSEYW 1 Z PKERE - H
HRENDEELFPEIRE  REEEBTHEXZEME
LL$2 B8 o7 o7 80 R 1

[0214] HWHEAEBZFEBNER A ERERKA
Rz ELF 2 AC (EERh AMFZIa 1 RE - A
HETmME PK R A EEY 1 BEHELZHE M-

[0215] @B RIWLEEY 1 EREELAE
B Z Wt B 4 iy Z PK o

[0216] HEHEHERAELED I 1E il 22 1 3% &

M

b
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fpHZ POTHEZRBELEERAERE ZMADFEIG
Z PK L -

[0217] A EBZHRSARE—FTL ZERE - M
MERER  AHREALTCEY 1 BEZEBEEZEERKREX
BHNE LG 1 EZRBERERERAER I (ELF
B ACFZRE - AN QU ERE2I 5TEMWMEE 4241
EEEZEeEyw 1> LETIZREMMBFEBAL) RELH
20 fr{EBHmTEEBELEST BAL- A2 Mz EEAE
BUE#®RPILHEHANERS -

[0218] & 42fr & REMAER S K 100mg Z 1L
9 (Y t=0-~ 12~ 24~ 48 & 72 /NEG 8K 30 77 88)
L& 12 ERBRFHESIE 7E BAL BUE S B #y —
EREESE(EE BALKEESERMERTY 6 i fEf) MU E
ELF B2 AC fa 5 -

[0219] EEBRTHIE A L2U2NZEEZRL
a1 (69%F % > PHEESFE 365 > T HE BMI 27 kg/

m?2) o f£ 7T EHIFHEEA 6 iL{EEE T BAL Ef — @
#E BALE B #®Z > HIEAEHEE BAL 274 -
[0220] BEBAEREEZ - EBEKWRHENE ELF A

AC bW 1 BE > BREFEERY BIEE S K

97869D1

PREiIREERBEZ PK 458 - BALBRTEEY 1 REMKMD

ME BALEFABZREREZIWERBKE -
[0221] BAUERET - REEXREHRBE-E 1

‘H BALBSRHEBEBEAT FFREEBEESE 4 XEHEER—
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BB FY 0.5~ 1~2~4~8~ 12 K 24 /N FE B E & o
e EXRESEHRERNGMEME > DHEMERE -
o T EEREISESE 4 REER 005 KRG EFF) 1
1.5~2+3~4~6~8-12 - R 24/ EMBRKRE > EIT
I 8% PK 47 o

[0222] METIHRERLEY | EEEMERE PN

T RimE > #IT BAL:

gF1X FE2X H3IR g 4R
L&Y 1 BE1 BE2 HE3I BEE4 EES
100 mglIV t=0h t=12h t=24h t=48h t=72h
I %% PK >~ HEER N/A N/A N/A ER ~ 0.5 (B0
K i 2 (B &) ) 1~1.52 -
(FFrE@EE) 3468~ 12~
R 24 h

Bl #% # 1T BAL Z
Al B #% (£ 3 min) -
(ra e AN

il F &

BAL #% & N/A N/A N/A N/A B2 s’ E 0.5
(45 H o5 7 25 (BRER)- 12~
& 6 fi {8 /2 ) 4~8-12- 38 24h
L E MR N/A N/A N/A N/A 0.5 (B B&EE) -
2 %W 1-2-4-8~12-
(2 BAL tHH B 24 ho Bl 1T
B R B BAL Z RIEU & (= 3
@\ 8 — @ & min)

i)

BAL = YR EM @M EHE : h =B NJA= R@F : PK = BYH
%:t=ﬁ%€?a‘j° A

[0223] $tHTE2LEW I ZBEF - ES5HLEY I
ZHRZINFEEYH N ESETFHECDEEEARE
2.26 £ 0.76 pg/mL- BB AR i 16558 Lo F R % 8.03 £1.43
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L/h~ ROHBRFEZ 147242h- TREFRE L BAL I
HE &Y 1 REFEEE SD)(ng/mL) R ¢

HY #% B [ i 3% ELF AM
0.5h 1.80 £ 0.13 1.73 + 1.01 14.26 £ 9.30
1h 0.89 £ 0.19 _2.25i0.72 12.80 * 8.48
2 h 0.93 + 0.33 1.51 £ 0.94 10.77 £ 7.59
4 h 0.59 £ 0.15 0.95 £ 0.33 17.99 £ 7.17
8 h 0.56 £ 0.12 0.58 £ 0.19 12.27 £ 4.70
12 h 0.42 £ 0.07 0.61  0.29 12.29 t 4.61
24 h 0.27 £ 0.05 0.41 % 0.13 10.36 £ 4.04

[0224] k% ELF EmMFREFHEEPTHEEZ
AUC).« B2 BEER 1.47 8 1.42 & AC(HH E A -
TEAEAMBEMBREZILER 25.8 & 248 -

[0225] &9 20 fu EREEERANET | A 100 mg Z

HEMEEt=0FHTEI00E) REBESHRA T 6 A

S50mg EEBME A t=12-24-36~ 48~ 60~ K 72 /NI

97869D1

BiE 30 @) ERBMEHAER FHSLRE 4 8 BAL BUE
PR R R AR K — (B E BAL NHEEEEENYRE S
firEfE) ftUrsE ELF#H ACKRE  -SBUEEEE—EHESZE
BRI B Ml 2 ELF 8 AChHZ EZERBERE - E& KB
FEEBZHBEBHARHAFEREZ PK o8 - BAL BT £
FREBEREMRMDNE BAL P ARZREZHEBRER
BIE -
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[0226] fR3IE THIAERZR B X K EEE A 4 H

/MK AE - EIT BAL:

=1 X g2Xx E3IX F4X

EREER B & 1 il &2 2 Tl & 3 Bl & 4 HE S Bl & 6 B & 7
v 100 mg 50 mg 50 mg 50 mg 50 mg 50 mg 50 mg
t=0h t=12h t=24h t=136h t=48 h t=60h t=72h

8 PK R N/A N/A N/A N/A N/A BEERT - 0.5

ZMEH (ER) (BB & 3R)

B ~1~1.5-2-

(FrHE @ : 3 4~6~ 8~

®) B 12h
Bl & & 1T
BAL Z HiiEX
¥ (£ 3 min)
v R E TSR
fir =z &9 8
5

BAL i 5% N/A N/A N/A N/A N/A N/A HESER

(&= 8 & 246

BEE 5 12 h

iz {8 #%)

il E M N/A N/A N/A N/A N/A N/A 2 4~6-

HEREZ 12 ho B & #

% i B T BAL Z Hi

(# BAL By A

1 E B E (£ 3 min)

B g1

EE—=X

i)

BAL= XREMBHER h=/"B; NA= FTHEH PK=- EYHHE
=0F [ -

[0227) Z=2WlF#HEEERRE - L BEEECG) -
B EEEREBES>M(MELE - MEZ) - 4
kimbe - RAREHAEEBEELR BEH (SAE)EM -

(0228 eI & £ 0 F B & {4 (Treatment-
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emergent adverse events, TEAES)E H A 29% - &x ¥ K TEAE
R (12%) - BAEERBE TEAEs H{E&% | BE
‘A (EBEh e AR TEAEs T Ik - & & B4 - FE =
ECG 2B T e AMmELEEE®L - |

(02201 54 BF &9 HA P 5 40 38 3% 51 LA WE 47 79 8 55 28 4
i 7 BAL B5 f 86 2 B A5 -

[0230)] EXREHEHREHE > B 4 & 50 mL &
HAEBE KB REAGRED  WHRY > BERAL -

CHESE -EAXREMEFALEREITBALX)E {7 L HEE %R

97869D1

THEESESW RE_REFWREITHRHY - £4%
It 3 BAL ¥4 - BUH — % 3 BAL > fi 7Y M & 40 B 81 22
SLAEERD  BEREwME - R EEREL 0 £
EREMEEEATNAESES N - BB — % BAL L
ERASE HONMRE H@BREESRTRITZABDE
ERBHBEERABRSOETRE - REMFEDN
BALX iy » BRI E G - 755 = RO¥ F 98 i
B+ 3 S ENEMERE AN EREEE - BALX #
BAL RS s By EBES JI &8\ BALX B BAL
HEh RN I REEEYFBERERE

[0231] MWEESMERL 4R - HEL  AKZHE
EERSEELAY I RERBEEHYE > L HEZE BAL
MRS c ERRE IRETERKON > RE#H
THREVERE 4FX 0 REEEET 2 M EET BAL
EE%—ERABYERER  ETERZRPE - BB#E
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SRE—MHEBRYER TE 4 RETRERES N K G
RSB R E B R B 9E S M S A
AERAERERBEERRRY -

[0232] Z&M5 M ARESEHRE O EEECG) -
ARl BEEKEREON(MELE  MES) - &
ik - B AE % SAE B -

YR

[0233] FRGH CABPZ (L& ¥ | > H3ist B8
B B4 12 /N5 (g12h)100 mg IV > WA - A% B 4E 24 /4
1 (q24h) - ] T T A AR T B 300 mg - q24h -

[0234] HAREE CABP Z EZER B E (TYGACIL®)Z
BB BB 100 mg IV — Bl %7 % 50 mg 1V q12h -
S Y D g

[0235] SMzBERBERTIHER  E8 183
S5 E BBERE BERE  LSABK - ECG- REH
SRABERERTEFRRESNER L EERK LB
ERE) CHEEBKAEL I HEE SHALAEE 2 46
B (1038 U B I 9E AT R BE (BP) - RAR M EEE) o 4B
o B TEFE TSI BB P9 : D138 - 35.0C B 37.5C (95.0°F &
99.5°F); UL 4 BE BP > 90 % 140 mm Hg; £F3EBE BP » 50
% 90 mm Hg: BRM B - 40 5 90 bpm ; 7F 6 8 3 & I 75
RS 3 5y M 4 A B R A - B 25 8544 (K I Y K
bR B kA B i 4 BE T RS R 2 3B 20 mm Hg 5 47 35 JE BP T
% K838 10 mm Hg B0 BEE % EFF AR 20 bpm« 25

97869D1 50



202423450

ER-ARETEERFEESN - RBHEEBRZEGER

[0236] MEREBEZED 50kg kiEHE &5 B (BMI)

E>18.0&FE<300kg/m* > HWEBEN wHEFEHEHEGEHE
BT RBHERE  HWEERGEETFREMFEER

RATMEEZREHER o BIEFELHES R KB

fi

AT EZALUEEBDIZIBEEZS LA MEAEE

4 T

97869D1

[0237] REBFEHAUT -HHSZHANEHER
EEERN SEEXEHRN30XRNYFEREMPTREY
UM kERE -

HEMNBRWN: ZEURE - AR URER
(doxycycline) ~ = £ R ® X )8 A B ¥ & &
(hypersentivity) B¢ & # K FE (allergic reaction)fy J% &
(Bl 4n = 4 8t Rk 3 (anaphylaxis) » E P -~ HMLBE=E
K IE) -

EHEXNEGPERYEBER EEE ECC EF ~ &L
T/Ef ECG EEMHHE + PR>220msec> QRS &
> 120 msec > & QT EME A - QTe H ILHF K IE A A (QTc
Fridericia’s Correction Formula)(QTcF)> 450 msec (5
)~ & QTcF > 470 msec (X 1%)

WP HEE T (WAL T)E L -
EBEESHEFRAEEANELEBELAKR(EER KL EH
EEERIINEE  FHROCAEBERRER  THESH
BEHEZNERENEE -
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GEMIEBEERNEES -
EHEREQENRRST TR KRBT
EEGYHEN 4+ BYFERENETEYNEEH R
B RUSIER 5 (OTO)H » GRS E 2 BN &
BRRE/BEFAL(BELEME) -

CEGEHEN S ENEEERBH FEANESBE
Py 98 B B 45 400 mL B B b o 3 5K i B
EHR/EGHER > BEMLZSE<12.5g/dL 21
M4 & & & <11.5g/dL -

EEGHEN 2 ENEBERE -

EHEN 3 ENEEAEHEHELABIL  SHE
EHME - LE FE)HE
EEEMIENEAEMNBEYAE T ENEER A
#5 4, W B2 18 Mk B 28 £ Bt 75 (COPD) - 4K ¥ 34 % o o 45 38
R B -
AEFHRBERE EAVMEENBER L A BT
THEMBESHERE BEZTREEYZRE - DH -
R~ BHEH RTEEERMEE -

BER R MBI - EE - Gl NEBHM - NER XK
7 BT M

B LFT(H R & B % Bk & 8 (L B8 (AST) ~ ALT - v
% B B 5 9 KBS (GGT) ~ CK - B % B B2 M6 (ALP) ~ =1
FWOZ)ETEFERNFESG - FELEIKRE TS
B mMEBLCEFATEBEES 2 ERULNL2 £ ;

'CIH
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EAEMEME -2 ATER 1.5 £ ULN: B8 |
HeEBEEW EFRBIRZERES HE R - — B0 g B
FREREREF NUHNBEERAI —XR - EHiEALE
R—EATUFELAELE  ZHEEFTESK -

HER R - ERE I B %R K S (BUN)B /K
ZE HEERERKRG @O HEHKR)ERIRENE
EEBIEEBGRE -
EEEGFERIRAENERAER S -

ER A ANERERZREMEIV)-FE -
CEEACMENE BEFXHEE CEMFREE -
EEENEGTEREFEBERAGHERED GRS M-
BEYHEZLELEY I EFRNEZY2HLEERE -
ARENER EATETE AEZ R EXNTERE R
B ZEE&EEZRHE -

il

[0238] ERBRAEAEEFN=(EHL @ &E A&

RAENH EBREATIIHEFAECHGEE

i &

EHTE

RE 12 K3 REESRBYWE)HE  RNE 4 XK
B BYE Kk BAL) Si&

RESREBTHRITGE

MBS c BEEBE 11-18 R(E— BB wEE
7-14 %)
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[0239] R T LERAHRZEBRELKNCERS
BB TR T B R KB AT A -

[0240] 3% A &5 M A S BI04 f ME BE 2 ME B & A%
HEGEY - WETIIRM BRABEREE
BE/FHmEHENNESRE(TER SN E A E
B (B0 B RN - SRS B R COPD -~ T
MR BB HE) ADKHBE: SBRE
REEERN - EyER - ETERN EaBE; 12-
B OBCG: BERERWUNE - L2 - B - LHER
AN HRE) RERES ICFARARKRE Y ABGRX
438) -

[0241] SHMEBMEHRE 5 X ffooBEER
e AEE Y HREZHE —NARYE - £ T
G EGEE AE: HEEFZ AR RRARWE R

f. H
5]

=
E o

g
\

~

[0242] FFHEPERYGRBYIEEE Lew 1z
MR RKE TR 13 YR\ BEBEEG 30 58 (ED
30 54 BRI 45 S ) ERME BB BRES 14
SRR MEREL 30 SE(ED 30 S RABB 45
53 S ) - B S B 4 B S I T 1 N JE M (B3 > 90%: B
) 30 8% 1 X 5K JF B eCRF L - |
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£ 1-1. EEW1ZIVERERE

B R @ BEE®

t=0h IE& % 1 100 mg &5 100 mL NS
t =12h L&Y 1100 mg &/ 100 mL NS
t = 24h L&Y 1100 mg & 100 mL NS
t = 48h IE&% 1100 mg & > 100 mL NS
t = 72h {E&% 1100 mg &5 100 mL NS

t =BERY 5 NS = F 45 H A& B BEKO.9%&E 1L #)

a E—EHWENHEANHEBEETRBEMHM O (=00 - BREMIZ
HEHTEFEEA: 1 NFREE-

b ffE 100mLiEE&W 1WA GEREELHE 30 min (EF 30 min® K
KB iE 45 min) -

FI12.ERBMEZIVEERRE

R w8

t = 0h HEEE 100 mg &5 100 mL NS
t =12h ERMBE 50 mg & 100 mL NS
t = 24h EZERBE 50mg & 100 mL NS
t = 36h EZRBZE 50mg & F 100 mL NS
t = 48h EHRBE 50 mg &7 100 mL NS
t = 60h ERBME 50 mg &1 100 mL NS
t = 72h ZRBE 50mg 7 100 mL NS

t =BF 5 NS = E 4 H A& BB KO.9%& L)

a E—HHITNHARHEEELABRH OGE=0h) - BREMRI Z
BEAEHEEAENT NFARE-

b FiHF 100 mL ZRBEZHRAEHKLKE 30 min (£ 30 min>
KA & 45 min) -

97869D1 55
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[0243) TEBUIEIBIR  EABETREN 2 XHE
PR EEE RE S RNEBRERTERRNERE 11 &
ISR(EEBEE—BRBWERTE 14R)2 B & BH
- ABREERTEGUEEEBET  REFERE X
SEAERTEERTRBIENEYE -

[0244] FARIVEHZ/GW 14E 100mg (71 4%
WR)EE GG R BRI AR BEEREENHEN
FEHEBEPEAEER REACEEEBRRENE S
FoRE ERBRESEH S pH-ESHEPIRM 5 mL
B MEE K - B KRB B R - TR O B DL R
EEBBETER - BEBERE  UREE - HKRY
ML A RSB EER - WS REE R RE D S
SmL KB > HI818E4 E 100 mL 4 3 8@ K (NS)H
BB B (0.9% B L #BMRLE - WEFNHITBRE 8h
NER HE 2CE 8CGB5.6FE 46 4F) TR EZFEME 24
INEE - 100 mL B R AE 8 T H @B HE 30 H8(ED 30 5
B RREEE A5 ) -

C (02451 HEAMEW 1WEE 2EBMEGRE 100 mg
iv ql2h k8 0 S ik K 2-3 B2 100 mg iv q24h (£ — M
%24 L) - MEEEE SRR S K -

[0246] HEHESBYWEELEMZE 100 mg IV F
ST K%K SOmgIVql2h, 6 B - S5 EEE 78
S E
72
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[0247] (R #E=ZZD | BEBYWEZEELSEE
EZeEFgEEd HHEATHWAETFEZ2E  BERE
AE H1 SAE; £ap B s ER=E oM /AkxiEZ MKEE
B2 -RFEME(ERFEMERIERE)): ECG: BE KRG -
BB 7T

[0248)] A EBAMAREIWHIKBAERNZ L
Mt £ #f ® 5k B 8 % 2% @ (International Conference on
Harmonisation of Technical Requirements for Registration

of Pharmaceuticals for Human Use)(ICH-E9) & F EE N5

B XHEBRELE -Gt th&&EAHE&E T RE

(Statistical Analysis Software (SAS))#E {7 -

a) 5 Wik BF
E R D 4 & R F PK 44 01 % 2 6 0 2 3 40
R
. PRABGHFAESRBYWEAREE D | 70
> PK 282 (B8 5 -
C G MBEANFAEESEL MRBRYE Y EES
BZ"
B) MR A [ 65 3 B 38 5 5 45 15 Y
R T A0 HO A R BT B4R B A T (B B 6O B A (55
B R AT R BRYE - SRR -
(B TP R B R (R R R R A O A
i -
KGR A 1S LN R B B (0 BT P 25 R RB R M AR E 0
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(Fisher’s exact test)($t ¥ 2 M8 BT 7w & HE 7 I E &

(Wilcoxon Rank Sum test)($t ¥ 3 o B 3 48 8 8) 75 £ -

c) F2MLERE
ZEMEHEREREETRIZ AE 4 X~ £ o

RBEEL -ECC2H  RERERAER - RKBEIE#ESR

B ZBER S N EE -

d) PK |
FIECREREEATHME M PK 2B BB ER

HMAEEE PKEESHY - HETI L&Y | HERME

m& PK 2 8 :

« L&Y 1 ZHERER 0F 24 /B4 T HE B (AUC)
(AUCo2¢) > RERMEZRERIEH 0 2 12 N
AUC(AUCo.12)

o B KM AR E (Cuax)

 FEFEARMBREZFE(Tvax)» X

c HEYHHREE-BHOSIEAMNETERIFERERF
E M (Ti2) -

[0249) FiF4&MRBBRESL ng/mL R7 - A
BEREERBEBLQHUBLAHBIREAENERERERE
XP - BLQEEEECEREBBZHEBESRTEFIRERE -
HEFAHRSHEPKSHBERENZRBRN)-RHAFES
= R % 0 £ ] WinNonlin Pro Hl € PK 2 % -

[0250] EEEBREWNRDFM ELF 81 AC(EER
AM)F L&Y 1RE - il ELFE ACH &% | HEERE
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EEEGONBLEMBERP(BRE/ A HE)M & T EHK
(AUCeLr)/IM 8 o CRE /BF [ )d & T |8 (AUC n= )k fii
MR R CRE /BB THEBEAUCA)/AUC auit B F
HEE ElmEE PK 28er B (AUC).24 B AUCo.12) ° EFE
MEZREEANARERIMERBREZ RBEREE -

[0251] HIEE" | HEERBEZ AUCer 28
o TRAZESEHEBMGREEEZ BAL BE - i ELF
(Cerp)PIEEY | RERBEREEZE S * Ceir = Cpar®
(Vear/VeLr) > HH Cpar B BALEF ZRBE > Vear BT H
7 BAL BB ER Verr BHi ELF 278 -

[0252) HH(RZE pac//REan)fli il BAL K $ Bii ELF
EE HPRE L EBRKZee 5l AT BALRE M F 2
RERE -

[0253) 2 H ELF- AC- kK AM Z{h&¥Y 1 HEE
BMEEBEHBRNIIFET - AUCeLr 8 AUCAcRHEH & Z
FEEHERLE AREBMABFWRSE - 1 HLEY 1
B 24 NS RERMEN TEESEEASED 6 ELF
BLACEE -ZREEFHAMNE 12 NS REFREN 4@ L
B A 58 ELF 81 ACRE -

[0254) EFEfi ELF B2 AC & 1| HEREME
R > DL AUCEL/AUC a8l AUCAC/AUC s » HAIKR
EHEHAENEWHRHE - BALX GBI MERE 5T X aH - o
"BALX  HILEM 1 HERBEZIPKZRE -
EEY1 BLEREBMEREZ PK &
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[0255] WEHEPKELANWERWOT :

PK Ifn A& W £ - & i
HEBRYWERERNZERM

.

& ZE Hi REABYWER 10 3#EN
0.5& 1h 12 min

1.5hZE 6h +5 min

8§ h & 24 h +15 min

RETFEEBETSHHERKE % =R BAL E % £3 min
% B

YREHEKAE- WE BALE AC. EH

HERER 15 min

ARl maEREZMDRSE & [

RETREGEBREHEFHMREUE % X BAL E R 13 min

*RR =

[0256] PKMWUWEHBREEN > FTAMKRESHE
ERAEENEERNEE  AREESFRFRNBAHEA
FIESRANNREEREE BT HE M F8F )q i
- MTREHERETERMRBUWEN PK MR BEGE
B BAL EXAMBEEGEI o8V EHITTULNEMFE
W -

[0257] MEBBEHETE2 R XN AE R T
AmLEH - REFKRER ETFTUNEANKE SZE 88X
Lx?m*/t EHEmE > AEEITENKE (cryoblock) B &

=]
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ERE - EAAXSBEEIELRRLE WEHRERE 30
ST - 1Y 1500x g (EJJ)R& 4TC TEELD 3008 - ATiS
Mo % EAMEMEEET  ZHEWE 1 M
A R-TOCHEBERBTAE - -ETHR-T0CHKER/ME TR
RENEZXELEMOINMERE -

[0258] BAL B AC BT WEREFEERAER
B—HEBYWEZ REBAEEMEESHEE HE
ERET-—ANBEIREHERE EXREHRBENHEE
EEANER  EHRETXRESERERFTERRERZ

GO 2#ERN) XREHFREEFITERHERZIEZ 30

97869D1

5
R T 60 SRS LB ERE - RO EE - B
EEET Y REEREZEEETRERME S % R
(lidocaine) » CIHA(EfH 4A%EMEBHEN 2%5% - B8
Ei o ETHREEH %% EEER - BABLRE
S A AR R EE IS 50 mL M5 0.9%4 B B AN
WEALE GBS BRKE - WHEE 1 50 mL %
YR (BALX H4)(2 3% 4ml) THER KL T
Wi TR B REBEGER RSB SN - LEKER
HECRNEENRERNR AR BN KL BT HERN -
Bl e R R (B BB —BEPE—RIRR
BAL & 5 -

[0259] BU—15 BAL - F W0 & 40 B 4 82 K [ 48
BOSE Rk - S E RE S MR N S B E v A B LR B o 4

BH— {3 BALX B BAL EFRE MR E - H e £F K 1L H
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PEEBE T > f£ 400x g THEL 5 08 - L FERE DK
5mL —{f7 > AIEESEHEATHNE-T0CCHEERAET SRS
ot o BALX # o REEM T oM > B ¥4l o0 i 4
REEER -

[0260] BAL EHEMBZRESHE - HRHEK
ZAREZNREAGES X BAL EANKHEE(E 3 4
# )AL PR R LR A B (k18 B 7% Ik ZF R0 B A BT E A IR
RN REEEE @ EILBUAIHEAFEINSG - B MK
BZHBEGTARKELD KRR W E D% ET PK o7 -

(02611 HEHTEBRESTMERE - BAL L
BERREHE BALX EFRRREZIRERE -

[0262] WE—EREWEEHRMAE PK EL <L HE

CE-IOCHEEETH FESSHBN YR BEHEKE R

97869D1

fir (& B Y H FE W R R S LW/ LB EE - R -70C B E KR
TARERZTEEZREZEYIMERE - TR E X
i THAERER KERERFT LR BUEEKETEE
e HeF RO EOREBRGELEFEM-70C HE KA
TOEIITEEBOHETFERRL -

[0263] &£ HOWMEBERRAIEERENE — -
B - H B B9 W AR RE BT A /30 B B B 8 (LC/MS/MS)E 5
Mz be?w 1 ZEBRBE -

[0264] HlE ELF ¥ ELF 1{L &Y | B & K #
RRERN  RAESNREMBIE > £ BALX B BAL
FEREMBEFRHEZRREKITE ELFERE - R TH 4=
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Ml £ ELF 58718

Verr = Vear*(JRZ sar/E Eww) > H T Verr = BAL
B ELF B > Vear =l 2 BAL BT » [RE saL =
BAL FERFZRERE  ERZRae ~MBEFIZRER
fg o

[0265] ELF &% 1 KEBRBEEE (Cer)Z 5t
BEA R

Cerr = Cear*(VearL/Verr)» H P Cer = ELF L&Y 1
HEEMEEE  Cea,=BAL L ERTHEZALEY 15
ERBMERE > Verr = BAL g Z ELF 218 > K VsaL =
4> BAL & 2 & -

[0266] Jl@E AC 81 AM F{L&Y | KBRBEZ
ACBEIEHEHEETR B BALKMBEE N & BAL il il £ 4 &

BIFEWATWEZ AC ®7T - ELF B BERUEHN AC

97869D1

B Rt AT B R - b AT M BT DL 2.42 pL/10° (B 4 B
Tt T AT AR - 1S 4 AR AR

[0267] R FHIAZEE ACH LM | R E EHZE
T (Cac)

Cac= (Crunmnn/Vac)' EF Crunnnnt 1 mL 410
BT E e | REEMERE - B Vack | mL 4
fEEERF|Z ACETE -

[0268] AM o 5 2 {6 & 47 1 804 7 B Z % B (Can)
(i HR Cac 4838 BAL 3 o 2 7 47 B 8 7 B0 48 AC o E i 41 i
mEGEEE SR
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[0269] 5 1 E &R AC~ 4 ~ & ELF 1t &% 1
FHEEEAENESEMZBEEERER -BRAC(EER AM)
hEaEY 1 FPHEEEMFETREEZES>ES L —HER (W
25 f£) i ELF & | PHRELDBFRESED
4 40% - 2 AT % -

ELF ff & B I 3 AM A5 # i 42

B #% B
(F31E > SD) (‘F35 18 > SD)

0.5-/h 8% ° 0.95 % 0.56 8.12 £ 5.95
1-/ B @ 2.72 * 1.26 13.85 £ 7.38
2-/NEE b 1.50 £ 0.61 12.29 £ 6.57
41N BE ° 1.79 £ 0.49 34.72 £ 15.14
§-/ BF 1.07 + 0.45 23.12 £ 11.17
12-/8 B ° 1.44 £ 0.57 28.97 £ 8.78
24-/NBE * 1.65 £ 0.86

40.33 £ 10.29

T REEmEREEE 6 M - ELF- kR AM R E
P REMEREREES SERKEMEE - ELF- X AMRE

tEY1 EEEEZ LEWHRKEELF)
B fify ) 4 (A C) B E

97869D1

I 8§ ELF ELF : & LkE AC AC : 881
(rg*h/mL) | (ng*h/mL) (ng*h/mL)
AUC =3 11.73 17.23 1.47 302.5 25.8
AUC smu 11.80 16.74 1.42 292.3 24.8

AUCexu=-fkiE & BALEKKHHEHZIFPHREZHK T HMK
AUC+»mu=fk B & BALRKRHEZPHEREZHSH K THEM®
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[0270] b B 3% 42 £t 75 B B P9 40 B 40 52 40 B P 1L &
Yl REYRMBEERESELOEETER - U 30 H&E
B oE SEAEAR AR EL 100 mg b &M 1B - AEI% 2 24 MBS
H B 7Y b BZ PO 78 R B2 (BLF) R J S 40 B3 (AC 38 AM) T B
Ay REERABBMSRE - BHEERE 2 BAEEaR
B 2 E B NS R R 24 NBE 2 ELF 81 AC / AM 2
EERAEGY 1 EERFR GEEZEREEFE T
0 A R T LA
G

[0271] AERABSRBRUERNAEREKERTHA
Mk~ B B NERINAEBERER AR
EREHYE  FEE RFEFEFNEH  ZEHEFTEHES
BYBEREREREREMG - AEGEEFEL) T
EEREZEAER FEZEL AR ENREEE
Ry AE FHEBNEEHEASHEREEERER
PR EEE) EEREWLN : FEAEHRBEYEER
Y AE; REGEHEHABYEERZ AE -

[0272)] SAE B —% AE- H:ERET B & &£ a1
EEAGREEBTONER BRAREREZBRERE
B BEREFEERERBE B4 EREEEES
Vg THEEEEBETAETEE SN F WA ALY LK
FETHED -BER BFR—EGERET BRBE
G REEERNEESELEERTEA SAE. LEEH
EFEERE SR ERRENRARN AR RE R
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& A FERTRENDATHE S MHE - 2 RKED K
FREEYEA -

[0273] EREMREZEMNZEREK SAE K > Rl
ez ERE LA SAE m B -

[0274] HEFMHBEIZ AE AEBEREBRIERE
HABREER  ERMRERBEEREEH (&I E)H
REMEHREHER  THEEES2EERNEEHEED
AE- i@l - REFMHBE L AENERBEAEF LEXNEZ
REHEBANSEZEIEH -

Ef 2 EDEHRARENERSBEZINAEABETHERN

97869D1

ye

[0275] L& 1 (9-[(22-"FE-FHAREL)-FE]-
HENEE) L~ ETEERANREAFREBERAEE B
BOAE B BREOE BS SN B M 4 % OF & (Honeyman F A
Antimicrob Agents Chemother. 59:7044-7053, 2015) -

[0276) &5 3 HiERW&EHAELAY | 9FAEEME
4 B R B RY B 45 RS L 2 (ABSSSD)E % O R B2 AR AR P
(IVEREE EHEBET CERARBEDONSE
i KB —RIERREARY  MESBERORLE
w1 B MR B DO RAET AR B KSR 2ZE -
HRWS 3 HERARwaLew 1 2HFEHBBE > £8
EREAGRETRESBETEYEBTHER 345% - A8
BIZENAERERAGERAANEERE B
2h S ERXOMR 300mg MEB LAY 1 (25 3 5 A
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IR E) Z B AERTHE -

[0277] AERERETEARBYHEX

EMIBEZOREETRHERAEEZE -

[0278] fEZ HEBRS 1 > BHoHE 5
WERN AESEHIXNER $ 1KEHE 1 RigEZ
Al EREBEEIZENERERFTZ (2R % 2-1)-
REHE 1 X AEESBEERIESAIREEZREROR
EIE 300 mg b= 1 (2x150 mg §EH) - & — £ 2 05 & 1Y
ZHEBEED S ROAFRER ERER—FLas®wW 185 6
ZI0ORETEXRERTUTE -

300 mg 1k

97869D1

R 2-15 B IE 7
IE /7 FI1IHEYE F2EH | F3NEHS S45EH
ADBC A D B C
BACD B A C D
CBDA C B D A
DCAB D C A B

A ERER—-WUREMELD
)
B: WMEMANFZREEEEBCFLNLS

% BE 1R

ViE '’

C: REFM2INGEXRBEESENCGEAHLIER

6 NErBr T KISNEH &Y
SR REEESENGELEMER

D: REZH 2/INKERBEAEL IBESELRER

[0279] SEGBRREAREYN 50%HEFHE (Y
800 £ 1000 R)ERMGMERLHEEYEHEF (Food and
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Drug Administration)}s IR 3% > TN FNHEEE ~ BAL
S R BSR4 150250~ % 500 & 600 & (FDA Guidance,
2002) - ISR AE 20 HWAILE - BE B C- R D X
BB RIS R SR OB R AL - FEFTE 4 (B R 326 P 3
B ERBERERTD 3NIERT KL T R AWK
W HER®EZANBTENANE  #IRA NS ES
fr

[0280) —#FE 32 ERSHEH  TEED —#HEHE
R EI R M BRI AP R 32.3 % IEA 21 E 50 5%
AT%FEME (R 2-2) - AP U EBERBES I HHHESN
GBS MR EM T LR RS ZEE AHD-
Ho W EBREREN EAZESEEBRC. SEEE
W T EL /S 31 fr (B B > PK B35 -
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*2-2 EGANORETRE

B & (n=32)

s B 32.2 (8.0)
FEEE > & 21-50
B o on (%) 15 (46.9)
B > n (%)

SR =N 24 (75)

REAN/GEFEEA 8 (25)
ERAFE / AT H 12 (37.5)
& & o cm® 168.0 (9.5)
BE o kgt 71.5 (13.4)
BMI (BB E 21 %) kg/m??® 25.2 (3.2)

97869D1

P (R E)

[0281) & —Hs ] HIOY 1% 8 2 Fi (3% 2 A1 ) ) 1% 42
% 0.5~1~1.5~2~25~3~4~6-~8>~12~16- K 24 /)
U EmRmE  ARoWMEEY 1 Z2EYWE £ (PK) -
PK 2H B RHELEH OE 24/ \FHNMEEE- -
MR TEHMEAUC)HAUCo24) s EFH 0 EERITEERE
Z AUC(AUCo-t); [ 04N E 2 ERE 2 AUC (AUCq.ing) 3
BEI 2 E R (EE)MERE (Cruax) 5 BEH Cuax Z B HE
(Tmax) s BERR&E B FZH(Tin) ) KA RERE H (hz) -

[0282)] ZaWMHEMZHEMAIN - FRZEMHAE);
T —REREAKRER 24 NEASZEFHEENE®S
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BE RE—EENHEPEER 24 NEZERERER
Al e

[0283)] #EfTHstOoFAE EAZILE®H 1Z PKS
HMHEBRAMEMERTZBESGRE - A E AUC B Cuax Z %%
T SE #5 {8 - #% B Phoenix® WinNonlin® (Pharsight Corp, St.
Louis, Missouri) » 6.2.1 ig * E HIE T Z o ik 7 ¥ PK &
g-AZBERHEHAEARARE  EEB-C- K D)HE2FFH
HEaRE  BEE ALK » 2 AUCo.2a > AUC). -
AUCo.int~ K Cuax NEIEER(CI) - B I E 2B

-2 Z ML E (B/A - C/A~ & D/A)K 90% Cl B &1

97869D1

AUCo.24 > AUCo.i~ AUCoinr~ K Cuax ZIEEE R Z 80%ZE
125% K B > RIS H BYIE - Tuax HETHRTHRT R HE
FF f# %8 3% (Wilcoxon signed rank test) o p<0.05 H % & % &F
LEZE -

[0284] EIDNEEERE - BF - REMBEFEER
EERUEREFEFFZEBEFBERABEZGERESRRE
ABCZEARAEB-BREPK2E  UEREEGREHER
AR B FE B 90%H] {5 & [ (CI) -

70



202423450

K23 EEMIZERIOOmg OB ER ZMHE PKE2 Y

| AUC, . mcg*h/mL 7.2 (281) 61(26.3) 4.2 (23.4) 2.8 (44.3)
|AUC,... mcgh/mL 7.2 (281) 61(26.3) 42(23.49) 2.8 (44.4)
{AUCL,‘,,., mcg*h/mL 102 (270)° | 8.8(29.2) 6.0 (25.4) 4.0 (440)
C mcg/mL 0.6 (25.3) 0.6 (25.0) 0.4 (22.4) 0.3 (42.6)
e 1 2501541 2.90.0.6.0) 2.9 (1.0, 6.0) 2.9 (1.0, 6.0)
T 13.8 (10.3° 13.6 (12.7) 13.6 (12.2) 13.5 (14.7)
[0285] PK R 887" » PK 947 b 4B 9 31 fir {8 £2

o R AUCe s

AUCo..~ % AUCw.24 57 8 B 10.2 ~

7.2~ K 7.2 mcg*h/mL > K Cuax /4 0.6 mcg/mL - T F & H

BRI HEI D - g E TiofE 13.5 £ 138 /NBFAYEa[E - Ko

FE Tvax £ 2.5 £ 2.9 /NBsHJFE A - 12 B % £

B8 7 H

MO TREHAAETR S YA NE B E LA ERE LA
T ElL - B R%E 23
RS EETE (RS B Co R D) E B

[0286]

BREZNa2SBEHEELEEIILEME A BEREE

= 2-4) -

97869D1
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24 BYHALEY L WME PK 28R & (N=31)

. B B/A . gza4 74.9,927
AUC. ., mcg h/L c C?A 577 519, 64.2
D i DA f 373 | 236,415 |
- ‘
. B B/A 833 74.9,92.7
AUC. . megTh/L. C C/A 1 57.7 51.9, 64.1
D ) D/A | 373 335, 414
A 10.6 |
B 9.0 B/A 847 75.8.94.6
- / 5
AUC,, . mca™h/L c 6.2 C/A | 584 . 523,653
D £0 D/A | 27.0 | 34.0,42.2
A 066 ‘ !
C meall B 0.56 B/A 84.5 | 75.9,94)
~s MCS c 0.39 C/A 601 | 54.0,€6.9
D 0.27 D/A | 407 | 36.5,45.2
*N=30 - 5 — @ {5 88 & & #) 5 53 &¢ B 18 ¥ &

Cl. Tl fZE M : LS: B /AP 7

[0287) &R & &5 8oy - B0HE AT f% 28 B i
BEiEiilEaly By ENEE  LHERHAYEKE -

HER 4B FEARSERELEY | BEE(Cuax &
AUC R 15% % 17%; 2H] 2 NIFHYEA HmiE &g EH
AR 40%ZE 42% 3 R4 Zr 2 /hIGay A W o g ERE
59%%F 63% A A-BH CZEAREZEZIBEERX
Cvax B2 AUC k- BEEHUMME ZKZEEE(CV 22.4-

292%) s R 7 » I D 2 CV B 42.6-44.4% -

(0288 ERZsEEMIM AWAEEEE:S

FEHEE S AE(— B EREL > — Bl EER) D WA =%
MEBHERE  HULHBEERBRE
me ' - kigA*IER

#EH - 25 B A AE

4z
LA EE AE(SAE) - Bl E 3 2
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HAMORNREF RS RS EEE 2N )N O BEE R

AGEMMEFOIER 4 F 6 NEWPEER 8 F 10

bpm) » Ff 7 E i g BB AH b o P75 OB E 05 R B 0 0 Bb O = B

HEGH AL P E R <3 bpm - 8 H B 2P B WM

b -BEREBRERUCAHBRELEZ L -

[0289] HERBREXOBHMEZLEY | HRF
M2t - EEE 2E 4 /NBERIE 300 mg BB & LS
AARILBAREMEE - Bk > BEASH —RORY
LEY 1 EXEREED 6 NNIEHHE -

TH 3 FAREBAY 11V/PO HEFEDHE IV/IPO Rk
W TE B L E B X (CABP)Z A B B8 19 % & 14 5
MENE IPERSEEESEPLHER

[0290] AEEBRITEHERNGVEDEGQ@)EEY 1
PG CABP R AWMU 2 M B AE > T8 iv B po G
B

[0201] EHHESY AERITHONERBEL
&% 12 100 mgiv & 12 /NEF(q12h) T HI > 2 %% % 100 mg
iv/300 mg po » 24 /NBE — Z (q24h)BE > FE3B9E CABP i
A B3R 45 R B P B 400 mg iv/po q24h - R H M B
SR | R M REE RA% CABP R A BN %2
M RBEHN MR R R TG EEKIE R CABP
B A (BB ch SR fEAE & | 2 B Y8 7] 2 (PK) -

[0292)] MWBEESEr ETBEHEIEA: 1) UFE
M EASY BN EES 3 TR 1A% CABP A (B %
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4t 5 B 2% /N 45 (Patient Outcomes Research Team)[PORT]/E,
P 11~ 111~ sk IV E®{b&a 1 BEEDE - & H
Fine % A 2 N. Engl. J. Med. 336:243-250, 1997 (E 5| fi /&
2EZTE)FEPORTREBESR LI5S0 BELM-ZE
EBHivEE po i REE - BF PORT R F & 11 EFEY
SIEBRHERBAEBEERSHEHMEBAN 15% - £ — A=
B EZE 72 NEARAEERZ —BIAHFZRERNERERD
SMEBABAEBSAEEN 2% - 2N EES2HEHER
& 30 K -

[0203)] ZERGERE 3 W GHE -Z5RE - RE
Mo EREM MR 24 NN ERGESMG  EXAEEMLK
EBRBIREREIZRXNOUAEGEY MEEERE
MK ERERMENBMAERBZGEE —BABYE Z A
24 /NN - BER TEeREEHAFEHKEE
HEeEREBREEBEIRESTE WRLEEYWIKNET"DIPER
R BEINEBREBERIER 4NN ER
E—HEREBYE -

[0204] A EBFEENHERBREEYLERDE
(400 mg iv q24h > W R FEEEH K 400 mg po q24h) » H &
ETHESEEHTEERTEELE > REK CABP HEMNE
EE—-GEE ERAPERBESEEYHIERK CABP 21
R R E 0 B AR EE (B B3R B ER B ) B JE B A
WEBE(H @ - BMAEANEE (Legionella) ~ # K &

(Chlamydophila) ~ B # 8 (Mycoplasma)B 1) » 2 B 7 4
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Bia | WEHEE EEPENRELEY 1 BE iv
81 po MEHMYEE » A — KB —

[0205] HRE&E—BHBNEEN ST 10 REFS
EeAGEHERES — B BRYWERY 30E 37 RETE
MBS WROSANEE—SRAR TP -

[0206) RCHIERMm T EBETE T ARBITE
81 TPTE, JHEAXMHEHEANST X HRERN  BEES
EEET -

BERER

[0297] &% 1142 100 mg iv q12h 8 2 7
5% K 100 mg iv q24h (FE55 — %l 24 h) ~ W iv B BE
B3 RAEBEDHBRGEFTZHE 300 mg po q24h -

[0298) HHEREEYWEEDIEGE 400 mg iv q24h
BE(EZE 1 RE—BR RABLEA ey | LEERY

BERXRZHB®HT) IHRFEEZD 3R BDivEERE
B 40 0mgpoq24h°
CREEE /K EE

[0299] RBREFHR BEXRERNBEMHLE - BEE
HEMATIHRE  BRUATED SEEM  HW - EE
PRk~ WRAEEMERIER) - ERWEXERRE S HIRUT
ZOWMEBREFAGES  OMERZCLHRIZTRERIEABE
(BB ’E>38.0C[100.4°F18(<36.0C[95.5°F]) ~ Ux 48 EE (SBP)
<90 mm Hg 8y (&M B ~ LBk EER> §08 90 T (bpm) ~ X
Pk FE(RR)>20 X / oE BEEENV —HE CABP B
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MEKRBRRERER * SR & (B K MR & [ABGIHY B ik M
& B [Pa0]< 60 mm Hg kB MA T M BNV R BN E
<90%)-MEBEENSEREERBIUN :M2EEST - IR
EMEE  HFEBRBET) EABGZIEB @K (WBC)E
(> 12,000 {& 40 f2 /mm?’) = 3 [ 3R & D £ (WBC < 4,000 {3 4H
Bl /mm? )R A R MR AT 15S%HAR K F EEF
# WBCH): RAMHAZGHEEMX » 7REI%E —F & 5
B Z Rl 24 3¢ 48 /NI AR B B X-5E (CXR)EC Mg & & B B
ERe (CTIFE T &&= M4 E MR Z ¥ 8y 500H & o 69 At
B RTEETERE L PORT b EH 11 111~ B 1V »
F CABP {48 E M ivEEHENFEEZ D 3 X -

[0300] XMUEBEEGERIREKERKRAZE
M- HEABEREGEEZSERESFECTITE)ERFHRE S E
kR ze 2N c  BHEFEEREEZE PTE R H 1 #
THIMHERMDZ®EZTTE  MAEFAEHREFTF -

[0301] HETIHE—-—EBERGHBEEFF LT 2
B EE—BERBYWEZR 2 /Y ET B 5L HE A
EARZESETAERELR(GEERZERERANHEERF
AN FREZTAEN ERBRZ % > 2E &% H Bl K
RER > EZdERCEZERARNEAEMXNUCERNAERTY
PLET#& i CABP By £ A (B 40 : Bl X S BR & ~ 0 B [ 1%
B FfHEAE £S=2C&HGXE BHUEEBOE ARE)
ZEER > AZEREAIYERTREEUAZIESEHA

EER) EHERBEXMNEEZNAREREZENTIEREK
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A BN R R sk F(ERE Y R B W A A BT A B OB (OF BN
ERELERELMEE R XS AR ZIHAH
M) CHESRUEARHITEE RS BYWE VR EE (F
40 : 55 % {H KT X & (Klebsiella pneumoniae) ~ § & it B HE

(Pseudomonas aeruginosa) ~ A FE fifi 3 52 (Pneumocystis

jiroveci) - @H K EH - 7 RIFE - EEREE)S L/

97869D1

CABP : 5% (U 5 5E 57 U8 M (I I 36 14 o B T o O 2 00 o A o)
RS G E R A0 SEE L B P9 B 3% (HAP)H B % I
5 F5 B B % (HCAP) - HAP > E & 5 I 7 & 16 B 4 14 48
(acute in-subject health care facility)m {¥ 2 & > 48 /)N B% B
o M B PR B R BV SE % - HCAP M E B R ERE X
TS /D i TR SE AL R (U0 TR ) L 6O R S fE I
B c BT M (H AT A B 90 RN H B
BB E M > 48 INEE) fE B4 4 B S A SRR R L
DB T — K S E ¢ 79 B B B I 0 (L RS (ALT) 5 K
A B B B 9% 98 4L BS (AST)> 2% E % {8 F I§ (ULN) - & I &
% > 1LSxULN ~ 5tk 81 BT % 36 45 (B1 40 ¢ B K~ BF 4% 6 %
) GRAT 3 B E B A B A E B R IR R 1 O B 10 9
N LREL T LTy RS E Iy T
B AW EMLERE  HL) B IAA R
(Fridericia’s formula) bl 0 Bk 3 % £ T # 9 QT B I
(QTcF)> 450 msec (5 ¥ )5(> 470 msec (X 1) « B 41 & & &
QT FRE - (B M T L BB LS QT I % JE 1y 28
T L Yt A Lt L R
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mREN - -BEEN) AFREERFRNEAREXRRE-5
B % & 20 (Cockeroft-Gault equation)5t 5 2 AL B& Bf /& fr &
(CrCl) < 30 mL/45y §# Y 9% 52 B0 &8 38 LT — T E B
BEAEERNERE  BERETERE M8 MK KT E
HE&H /<500 BPHEEMER/mm® - TR AR KR
THRBHIVIREBRE —F5LE 4(CDHEE R A WD &
F< 200 {H4HRE/mm?® - B & X & % 6k BE iE & BF (AIDS)HE &

ER G EBE3IEANEEZTEREALE - BE - H®EIT -
FREEEE2EBRMEY (HO: BEAE RYER
(azathioprine) + fif 7 5 5] (tacrolimus) + £ ¥& 5 67 B ¥k §i &8
L EE) HEVARABREZEFHEE 40 mg )
JE 1A (prednisone)” F B HE BB BH 14 X FE ML
T HEARBEMBGBP)HE/EHEENHEHEWE HEFUT
EHEENRMERTSE - B X BRI FRENE
B (K (B E > 38.0C [100.4°F 18 < 36.0°C [95.5°F 1) ~ .0 Bk
B> 90 T /4> 4% - RR > 20 X /43 4 - WBC > 12,000 {# 4H
i /mm3 B < 4,000 {E 40 8 /mm® 3> 10%F B 24 (F R E (R
ZEWEE WBCE) - BE iv KEBW K 20-30 cc/kg FF 4
30 v E{EERMEE SBP <90 mm Hg RERE » HT
EEFEEARMABSFS(MAAKRE =2 4 mmol/L)
DR - LERESHERE DN UEZRERER 4
HEREMERE  WAERNRX  EHEEZR  BREEL - X
REEE ZREHEW W - HERMX) - L E K
Gy Y AR M e &R & - BBk B 18 14 FH 2 ¥ B W (COPD)
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HEREEFFWEAT)FL  HEMNEBRR(BIA : XE T
BME - ERKREE (doxycycline) 3¢ & R B X ) S ¥ T [
FREFHESENAEAREAEE SR E S K E W4 8 8%
fk 5% (anaphylaxis) ~ WP - EMBAZ X E)NRFR - BF
REBRMEBEEARE - e ERERN 2 BN ERF
ff A % 4 B [ (isotretinoin) ; R A 2 BB LR REXER
EREBEHENRE BREEBRBEXEE  BETEMEEE
HEFHBEEERZFEFRERENPEMELRERE £
ErgEnn S ¥FEHHN IO RAUUBEREFSF)CEHEME
BEY O BEYERLEY 1 BFNERZYEXLSHELE
B EMAHETEERERERNENDNHTHITHES
FHEE REHMAEGENRNER 3EAR » REFHEKZE L
MRIE > KARENER I g TEFGER PR
NEE - ATREHAAEDNAEE - XBEHAFBEN S K -

0302 BG4 ESE—EESEBYEZR 712 /0 NEA
bR T BB RS E R A 0 A LAE LRI E AT
NeGHIdEERZEZ MERSRIEFRELHMKRERED
BB L ENRMEENTEREEEE T & ER/K
FE
4 R =

[0303] % ELERHEIRE 14X -BRFSERE
BEAAFHEHABEEZEEER s EZERESE - HEBH
SHZ 4PN EZHEHE-BABYE -

[0304) #ETTHOHN: £miEE - EERE(HE
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BERERBEZEIEILAEHR A/ AE)> AE B SAE- A B E 1T
W’a9% ~ CABP EMRBEMHER  MEYSFME ~ 12-8
ECG({EBI M B 48 Z AT [30 2y B N 1B 58 — R /X 55 — Kl &
FZBABYWHERE®BR 3090 08 - 5 7 XSHER - EOT
AR - KREREEEFER) BRETREBREFLH
Mk : mMKLE L2 SREHFHEL) SBAEZE
HEEE poEBNFEFEGEZIFMS MR EANE

[0305] MWEREE®RA: DOEZETIRMERESZ

|

s, BREE LoV IREAFERBBERESRT
REME - BTG ULE S L4 0 DUYIE pH) - 100 mgiv ql2 h (3
2 %) St B 100 mgivq24h (£ — Bl 24 NEREH) -
EEEEED 3 K@ H) iv BEKBEK 300 mg (W M
150mg b &% 1B A I ERSEFDPEZNBHZBH
7l 4 %l )po q24h -

b. £ERE  EFEYDE > 400 mgiv q24h (R 1 R H
— % 12N b Y | 4 B 7 B 72 BB R
A ivABEL 3RABEDE  HEEBRRK 400 mg (—
400 mg EFEW ES BHEN B 2 ERALAY 1 FEH 2=
R 70 $% %) po q24h -

[0306] IVSAEEI(ED 3 K- 4 Bk kS k5%
o FHEESERELEGY | TERBEHRAEED 2
W MTE3-1FR - BaY 1 28 NER & > %285 4%
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0

Rk

ERHEY300E - -ES K240 ivEFEHHRE > BN
ERHAZERERZZZHEEWE  KEebe® 1 €755
t=12h- MR F W -

[0307) EAEDPEGRAREGEIZRBE GEELHAE

47 60 7788 - ELEFTE M I B HFELERRE -
# 3-1 IVEAEREYEZAEHRIE
BOF E R ° {E&Y 14 > Bl EHE >
a1 100 mgsE R 100 mL NS 2 & &l
t =0 hd 100 mL NS BEFEYE 400 mg & 7 250
250 mL NS %2 Bt # mL 0.8%4 H B /K
- &% 1 100 mg&» 100 100 mL NS 22 B &
t:
mL NS
&% 1 100 mg & R 100 mL NS %7 &t &
t = 24 h¢ 100 mL NS EFEIWE 400 mg & P 250
250 mL NS % & ® mL 0.8% 4 H EF /K
&% 1 100 mg& R 100 mL NS ¢ & 5
t = 48 hd 100 mL NS EPEYE 400 mg & B 250
250 mL NS % F& #l mL 0.8%4 H B K
t=72h fE&%W 1 100 mg&R 100 mL NS 2¢ & 5
gR #% 100 mL NS BEPEYWE 400 mg & 250
q24h¢ 250 mL NS 2z & # mL 0.8%4: B BE /K

97869D1

t =B5RI NS = E & F 4 B E /K (0.9%& {6 $7)5 q12h = 12 /NBE 5 q24h

[=Y)

& 24 /NBEF -

F—EHEHETNHLFAEERFE/R[ O (t=0h) AR KEWMME ql2h
B E(=12h>» t=241h)" #ﬁzﬁﬁﬁﬁ{éﬁi% 3 RZ q24h >
4 B IV EE(E t =48 h) -

Fi#A 100 mL & E{E& % 1 3 100 mL NS % B Bl {4 8 4 £ 82 30 &
B(END 30 58 > RABiE 45 53 8) -

FrAE 250mL BFEEFDPER 250mL NS ZEHBE GAEERHEAY
60 4F &% -

I & AF RS BE S0 8 0k 100 mL > ZR 7% 8 3 250 mL -
WMEABBABGE=T2h)  KBHRAREENEE > ZEZEZT R iviiE
K poEMXR F BE—EpoBHEEEREL BRESE—® IVEE
% 12-24 /NEFF B - HEE—@EpoBERETREEt =60 hFE
17 -
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[0308] E¥i{b&i 1 2 6HRIEZ RS
) B R A T

F1X 2R |E3XR |B4XREDME

0 hr 12 hr 24 hr 48 hr 72 hr -

&% 1 100 mg 100 mg 100 m 100 mg £ 3KXK%100mglIV

v v v Iv B 300 mg I R q24hb

[0309] #EFEEFEHOV+ ORCEFER)NEE
B 7-14 X o

[0310] HEAZEEBERZ ivEE HBHEZST X
e EE > THREEBZEBERTIEREELNTHE S —
Ig

() #F&E ivelBYE

(2) R poHABYWE(ED 3R4EivEAE) -
s—(EH po BIEBEGER L HERK—H IVHEER 12-24
INEE R B R B —E po BIE R FE AR t = 60 h ke 1T

(3) PiIERBYWE - LHAEREET EOT 3F i -

B HNRE -

[0311] HAEEBRYPHAMARHEE  GKREVESA
EE R I BT 2R R E @ iv- K po P IEHBYE « B
EETERAEGHMEVERENEETERNZEE RN H
BhiEHEEE C A TRBERKEMIEKBEZEER
R ERER T LR BYE(EEEAECEMETIEEY 1
B2 B ) & CABP G HEERIHEE D 227 K

97869D1 82
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SHOMA SRS AREZEENERBERAES
5 B PR I B o S R R A B b IE B BB E - 30 4R LR E 19 B
AEHA -

[0312] GHBIEEHE po BEMHEE - R A ES
FEBG PR |18 E B & B M po R AR RO NS 4 1T 0 B
TP B 8

2. BEESE<37.8C (100°F)

b. L BEIEE< 100 T /4 &

c. RR <24 /4y 8

d. SBP > 95 mm Hg
R 98 100 48, 3 7 85 R B AT E> 90%3K d1 ABG
H 5% PaO, > 60 mm Hg

. GG LE > CABP I EH TAL(HW - &
B - g B 3k M B0 - ORI B )

e %&%%%Uﬁﬁ%W%ﬁjﬁﬁﬁﬁﬁﬁz
MRETELEREZERZ BRNES)

h. EA T4 po B -

[0313] BFEEBESRESE—K 3R IVEFA
KTV BB %)% 0 A T LU R po -

[0314] EHRTEEZEREBTLET po BB
Fo e R S T R MR BR po R R M E BIBIEEES - M EERE 6
RAEHK po RBWEAC HENER RERE 4 RN
ESREFTHE  LHBERERE 6 REFTHE -

(03151 FH po REMEBEBERNE 32 &

(¢}

~
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v B po BB ER > ERFTERNKRERMRE - 14
W 1 HEESPERBENET —EHpoHE=8ER L &&—
Bl IVEIER 12 £ 24 NEFIRHE - po BRHATRAEE
BEEENE EARGEEEEY I RBIZARNERRZ
bteE 1 ZRHAERER A2 ESZRBAAEER
O EGEEET -

[0316] B EERELE  BREABEKEY - W
mBER  HWHEEERBS - ¥ % & B (crospovidone) »
BE_S1LY- EEE’:E [N -FELKE - &bk BA
kﬁﬁﬂﬁﬁéﬂ%‘;%ﬁﬂi\ FD&C & 2 #6 B2 FD&C #2 - b & ¥
1 RBGEERRETENEY  #RBRE NS EE®
FHZEEMa (B4 ¢ 85~ & > #5 > 8~ & > BE)EK
IRt =D 6 NEF)IBK R A -REXR TEE 2 /NE;
FTEERAEL  HEBEANESEGE TS E &M (B

Woroga o~ 885 B 8 BUEE) 4N -

97869D1
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®3-2 LEEABYWEZAREE

a) % b) It&H 1 4 c) EANEH d) BEMFHF
B 6]
B E WhE 150mg gER B 1 —hH 400 mg ShEH HREMER—B(KR

FEUEEDEY SHE2AEMES TAUAFTHEDE
NEHTERERN WIRHNZEEHE DRGBED 6 A
el ) E R TR
2 NES o OF B B 2L B

CUN-

a iAol BWEBEZRESIBARA -
b ETRFEERBEREN pc RBWERN B2ENMNEBEAR:E ZHE
BoEEFH % TE & Moar (Bl s~ 8- 8 8 - B - BOE)

[0317] EBHEEER po AR DIHRENRERS
7~108 4 RFEEEREZELNT -EHE -

a. FEpoRBYWE

b, HhiEHBYWE-LWAEREEIT EOT 54 -

[0318)] WREETERRHNEHBWEVMEREZNEE
B ZHER DU EEEE S AN > JREBERKE
MEBSZHEERKXAECRHENTLEABYE(EEEZEESE
WwETLEeYw 1 2 k)- &5 CABP hEEEINH R
EOEZERZENMEYSI R - B MK E E R E RS
RHMEENERHAGRKAEFEXNTILERAEE -

[0319] A ARERELRTEREYE -

[0320] HEEBEHFETHREN 2 RBFEPrEEEE - &
EEBEHEHRBRPIE SZ2 10X RES—EHEEBER 30

97869D1 85
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2 37 Rig & EHEREAS -
[0321] TEREEHPAEE2MHEHTHNERMHEE
BE -
= B L& 1 EEDE B A E 8
(N =382) | (N =2388) | (N=770)
BREZFERENH(R)
N 382 388 770
S ¥ & (SD) 9.6 (2.88) | 9.6 (2.94) | 9.6 (2.91)
th R & 10.0 10.0 10.0
x/NEBZKRE 1, 14 1, 17 1, 17
BERBEZHEREERB(X) 0 (%) 382 388 770
0 0 0 0
1-3 17 (4.5) 17 (4.4) 34 (4.4)
4-6 10 (2.6) 17 (4.4) 27 (3.5)
7-10 238 (62.3) | 218 (56.2) | 456 (59.2)
11-14 117 (30.6) | 134 (34.5) | 251 (32.6)
>14 0 2 (0.5) 2 (0.3)
IV & E B X B
n 382 388 770
X ¥ {& (SD) 5.7 (2.51) | 5.7 (2.54) | 5.7 (2.52)
o E 5.0 5.0 5.0
BNE BAE 1, 14 1, 14 1, 14
IVEEZBNEE > n (%) 382 388 770
0 0 0 0
1-2 15 (3.9) 13 (3.4) 28 (3.6)
3-6 222 (58.1) | 232 (59.8) | 454 (59.0)
7-10 134 (35.1) | 130 (33.5) | 264 (34.3)
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11-14 11 (2.9) 13 (3.4) 24 (3.1)

>14 0 0 0
BEROBRZAE IVEEXE

N 295 294 589

X # {4 (SD) 5.0 (2.02) | 5.0 (2.08) | 5.0 (2.04)

T B E 4.7 4.7 4.7

=/NE > mAKHE 2,13 2, 11 2,13
MR ORBEENERE > (%) 295 (77.2) | 294 (75.8) | 589 (76.5)
BMEOBRKNHF » n (%) 295 294 589

1-3 1 (0.3) 1 (0.3) 2 (0.3)

4-5 130 (44.1) | 132 (44.9) | 262 (44.5)

6-7 80 (27.1) | 81 (27.6) | 161 (27.3)

>3 84 (28.5) | 80 (27.2) | 164 (27.8)
OB & & RE

n 295 294 589

¥ 35 5 (SD) 5.1 (1.93) | 5.2 (2.04) | 5.2 (1.98)

R A 5.0 5.0 5.0

BOE BEAHA 1, 11 1, 14 1, 14
O EE RE > n (%) 295 294 589

0 0 0 0

1-4 132 (44.7) | 132 (44.9) | 264 (44.8)

5-7 152 (51.5) | 147 (50.0) | 299 (50.8)

8-11 11 (3.7) 14 (4.8) 25 (4.2)

>11 0 1 (0.3) 1 (0.2)

g2 EREEEEABRYE AL A -

97869D1

=1




202423450

97869D1

IVESLZGeRBGKEREZZED - IVEEZERE
R B %5t -
ORBESILZGEHAGRBEZE L -—BOREE ZE
-
WIVHBROBZEBESLAKEBERZ ERBE HEE
P (Bl - \E&Y 18 2951L) -
HCOERBAZENFERERY - BB IVROREE
WHEMS - F—-EIVEENHEHE +1-BROBAT IV E
EARBOVIRE) - RE B IVEENEE - 55— 1V
BEWHE +1-

[0322)] 7 IV BHREOKRAEFRNEELRE - BAS
37.8°C (100° F); Dy B BB < 100 T /4348 I 0 W R <= 24 K
/5788 WEEE 2> 95 mmHg: IRBMD AT ENEREMNE=
90%%, ABG #J PaO, > 60 mmHg ; fHE A & 5 # CABP
EREEEBA CELENRE ) K&EF PO BEMWE -
moRElLew | WEED  # IVASHERKORES
By 295 fir BE 100%FF & Lot &% -

LM

[0323)] MEMEZABYWEZIHESEEEEZES®
5F {5 oo

[0324] B zEBZZXE2MHMEEESRERE -
AmBEEB(DE - IRFEHEKXBH) AEH SAE- BB =7
Mrm&Z ~ mMERSE - RET ) 12-FFE 0 E B (ECG)
RS RIEREEAS
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[0325] GFiEse > REBRE$ & EOT & PTE 3 & I
ETESBRE EHFEREAHBEAFOEKR EEEE
(R FE AR RS R N B E )W B AE -

[0326] H(HMETZ iv e  EEENEZHRE
S a AR RIEEEE  BP - PRM/OBEER - B RR-

[0327) HEFEHERF-E4XR-FETXK -5 10X EOT"
B PTE #1 UM § o 2 - {6 28 B2 5% (i M (1 45 5% i B IR 0%
RS ) AR B - |

[0328) % 2B EBEEET THMMBNEE 12-
W2 BECG: HER HEERE - RB TS NRABRYE
TR0 FEANt= 0h) BHBE —RHETE—BRBY
Bk 30-90 S MEBEHRE - RB IS =mHRByE
ZEI(30 FER) (t=24h) HHBE—RBFTE=BRAEY
B 30-90 08 - B TRGER - EOTHER - K (E
BB EEELEEE 08 ARELEFERE
fEG R EHBE N AE ZEABRT -

[0329) H2MERIFGQEERALES ITE - F
ERUEEGFENEMNSESRUNEREKN - ZEIRK
ARG RS RBESHE - IR HIESHE Rl E
I B-hCCRBIMBERE TREEPRTHREHERR
WAHRESR - R/ EOT # PTE R WEMNN P RERE Y
B-hCG MEMMBERE -ERASNEREK > PRER=
B4 4 BT B-hCG SR > Bl PR BERBYE -

[0330] Z2BEBRAGELE —NEBRYE 2
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4 /NN EREODREEY B HODREBEEDEREE
T EREAER 15-30 0% EEFRZHKE BN
ERNRAEEDERAE  RIERANZEHMEEEDE
REBREMRERY HFRENVODEEEVTEL K
B AIKBEEEMREE > HIRIEBHEMAEAEEDR
Ik o

XX BE FF 1%

[0331] ATHEITEAREEEEMLNEX > £E

BEEGHHR 2 EARKELRE:

o RIHREHEEIKKES ECR (55 —Hl{#& 72-120 /) B )&
it ERRFARAE - EEE LMV R BTG 4 EMEENE
ARZU - K- REXERE  TERRE)TEDHER
FREZ2RMES B 4 BERTFE—-HEBRZAEL
(FDA EZENESR) - HP —HFE AR ITT KREFTE
7 -

e £ PTE i&EKR r RN ABERRENFGHEZIEES
THREBRVEFRERFIT RAZEARBEREEKESR
FERE—THHERELINEE(EMA T ENEEE)-
Hog— B &AE ITT 2 CE WEEMH T ET R
PORT [E bz % & III/TV {H & » BE4h > B T 10%°F &5 &
f5EY 95% CIEE S > BH A 97.5% CI -

[0332)] WIEEERATT)S H ik E § & 0 F K

FZFE&X L - 7 ITT SRR R £ ] ¥ {5 (CE) R B 7 » ¥ PTE &%

M mAMRENERRKEFE(EERIBREE) -
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[0333] REMEZHEE
s HHWEIEKRKNKIEZKIEDH
e PTHPEEZFN EOTE PTERFHERKIEZERKE
73 &
s RBCOANZBFEREREZEBERKESE
(03341 T XFIHFET Z 5 -
o THZEEEE CABP 2 Bk B E R
o R4 YR E T A
o IR EFA
[0335] T XXE—-FHMAHSHES N -
a) CABP jE {8 E #7715 |
[0336] M EBE CABP ERZFEEXEREEHE
ST ENEERET  EHRLEMPMEHIN - HREBE 4 5
BEREAFER RE - - FE HEE) KBHFEEF
EHHEMXERERBELEREE LB (SR TX) HIE
oy b7 (B S e U - AR RE - B BE 3K M B R EE IR O IR B SO R Y
BEREE  UHEARABEESIRA eCRF- TERBE 6
AZHE#®E po RBYEEHENEBAEERSE 4
REESRIBETHE HRAFEEERE 6 K& -
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MEEFME CABP EHEBEERBELHEERE

B WK ?

% E E R

B E

il

BEE

B A OO
E & % (ZE
CABP #l B
&)

&

EH W B
g F & T &
@ &= A/ — &
HE¥EH

" R oE g
X W IR
Bl &8 19 X %
#HEED
B B BR AU AR

o R % &
Fa ¥ ?

% H R

i

EE

% H K iE
Bl CABP
BBV R B
& 7

& FE H R K
Bog+&EME
B — f& H
E B

T B

OB LW
oM H
MO R E
R & & & Ay
— K HES
)

Mg R e 7

% H E R

B

i

BEE

2E Y Rk E
’ % E & ¥

(£ CABP &

H & &)

& E BAE
BTHRAE
£-EF&F
@ e A
HEEH

At

— & E &
MR AR
g T & #&
B E D

W m o

&

Z ol 5 AT i
CA- N S
R R g R
&l E f 8 —
lRHEED

R/
4 RE?

%A E R

L3

BEE

ROBE W
| BB = R
BE & & (%
CABP ®i 19 &
&)

# & % & b
B K/E

@ & = H X
B3R/

b) #E# 7T

[0337] WMAEMTHMEEZE Hﬂﬂéf’x_ﬁiﬁkﬁ*’“\ﬂfﬁ
XEREVEGROFTREEDEEFRELE - RERR®
Ao REHREBBEARE MRXZEBERXEREX
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{1 7 1 57 22 A -

[0338) TP REXEVEEHKLEE  GEH
B EE  RENFEEERENBERE T PO E RS
MEESENZH S SO ERE AT BRI B E
TRENAEERALAEERETRR  SERESTR
WRER AT BEEENEERNEEOE) BEEH
MEVEREZETEFRLCHEEE  THEXELANH
B RS REAAISE c BMELENREEANESAHEHER
EWEEBELULTHWIELS R
1. < 10 {8 8 3% £ 57 40 B /(& 4% 6 5F (Ipf) (JF BI 100x)

2. > 25 {H % % 40 B /1pf (FRE 100x)

[0339) S —ERBYWE 2 MU E N 85N E
¥ L EEEA BN G REATREL - £ EOT #/® PTE
ER o EAEE LR A EE M e
CABP WWEBEITHEANEYHERR E -

[0340) EHEHENEWKLGAQELERENER
HEEMEERTNS KA MBFEEGRE 100x) K 3 5
FENNEE  TREFANENRLCGEERELEESE
B {6 5 6 BF (R I 100%) A0 8 Bk b K7 4B B B -

[0341] W EERZLEHNFEREENB
(genus) ¥ % Jl (species) - FRFHEME 3% - T HEE D
B(REMAREEFEENEIERE -

[0342] FiERZERNFEOERE T F LW EE
ERASBEEEANEZSBY R/KETRE KL DR

14
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A EBEBTRENFEEE BRETAERE BB
BIGLTE F R et H AL & 1~ HE B E — 4 H BT RO B
£ % 1T RE B AL /I H0 AR FE (MIC) 3 B -

(03431  $F $f 0 06 1% 38 (6 5 A M5 B0 L b6 3% B3R
R R ORI B > EEE A KRR R R
MR A E ABE RS ERERENEE

[0344] $HHEHEBETASE  HEMEE -
RN BN EN SR EHESER PTE 5
75 I U 4R R M B o B R B BR R AT UE B OB (E E AR
BOMRMEE - ERMANRENLES -

c) [ S4B 5 HF

(03451 (RTCHE > £ R KL IED R (RS
#17)+ BEOT - & PTE B 5 #F B b &5 & -

1. 75T JE 5T AT B A

[0346] HEEHEFRESHGEGEE -HMRABRYHE
% 72 120 IR )ES - BRI K MBIV IE R E S E
5% R 5% (6 B4 A A cCRF &9 CABP A B i 4R 09 5F 46 % 37 45 -
Wk B R B R 1E T8 ER BRI OFE S 47 o G (B BB 43 0 B B BR =
BTh - RHC RFREEE - ABBERCLEEMR  EE b
EONERE)L REFAETELERSEEEREER
Yo R IR EG - ST 45 (H BB CABP BUTZUK - A BE - BB KM R
B U O] B S5 R SR BE B M o IR T R 46 HE 37 45 B 4 > CABP
ERERBELAESHEAENIEESR - EERE 6
RTHEEHEK po HBYEIHENEBINEERE 4
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FKEESRKETHE FHAZTELEERSE 6 XTHE -

[0347) BR LR FHERKESTHNE R R

FE B FE 2 7 CABP fE R (BB ~ 458 By BR 3R P foy J B2 19
KEE)HENGEREINE | BEECHNEEHKT

B

TEERKE BEESERKREER) HEEMEEDN

CABP EARFTELEZEEBL I EEE - EEERRBERE
peTh - BB B R W] fF & BB IR B4k B3 R RE E B O ER PR N JE
Y {7 12 £ -

97869D1

[0348] EEpRbA M HEZATE T EMEE
M ERIENE MY 27H CABP ER P -2 AE D 1 HEE
(RENE MR P - P EERRE - KEERLEE
RO K E
B B S AY 4 76 CABP ER ' {E A —H A BAL(Z
W1 EBE) -
ERERHEREESH 2 K ()R ER N CABP
fiE 4R O M B0 % B 0 (b)% B i CABP Lk M fF 8 E (4]
41 BEED - BERRE) - T E A G BB BDE R
CABP -

ZEBTRAERITNS —BFRERLATES THEY
BB b I I T B RO

1R R JE S AT 2 0 E AE i b Ik B B Ok I 4
S H i % {8 H0 4 B B 54 % CABP -

10 5 H R R FE 42 i ZRTZE T

[0349] FEESE : B F 5 E b N BRYE QTR

A~
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FE fE A 2 HEET

e RAEBMEEESE KB~ EMENRGERH)MR G RET
B £ 89 E 22 -

- HftisHHEME -

2. 7r EOT Ff 7 /K 5F 15 B 5 7 7Y [

- [0350] EOT oMifcEHRZ —BEMNABYERY
THERBM2ZRANET BEERBEEXZKTENHEREELZ
FIRERENKLL2EER > AET EOTHHE -

[0351] BB RAEERBRANFGUTES—H
B PR &5 R BV AR 4

BRPR EpkTh r B FE S HZ R AR mER
BAREE-—TPHHEERZEZ HLEFEETEES —LSHE
FEBAWBERRCORAIZWONSE ZMTORNIERER)
AR EER) - HEEBE EOT IR MK LRI >
Al{E# A 7T &£ EOT B &R k& B s F e E By 1] 2

PR E& B - [EEE EOT ZHi R (a)¥ 9 CABP JER
HENEER()EE L CABP Z R 24 o 8 E (B4« I
fig ~ RSB HCOZEREREIFTEZ P LERBREEADN AE
MEESH CABP EfTHEMBAER 6 R - HMERKR EX
MHERR:

s EREEAEBTHS —ESAEHREMNEZTEHNE

BHRABAFERNTAERE -

« E EOTHIEZHISET °
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KW B TS HE B R B Y Y BR R T 46 0%
e B - |
- EABOESE - £H HARREHHEHEES
EOT 3F & 9 H B -
. HiiEHEH -
3. fF PTE 0 B 2 37 1% B 5 o 49 [ 3
[0352] EEESEG&—KEEHR SZE 10 RS PTE
S IR E R EERET R A TIHERER Y — O E
AE
B R EXRABYEREAES LR T HE
MBI EBESEM L SRR E - BB LE
9 I % Yk B SR AR I ELO% F I CABP HI B 19 iE IR SR
BEALLREEE— 5 J M B RE -
B PR b4k By fEBSFE PTE 2 3 [H (a)# 69 CABP f 4k 3
e S 8 B 5% (b) 85 B W CABP 7 B 5t M BF 88 55 (I 40 : M Hg -
GRS ) o 70 %E T 4% CABP 7 E A 5 41 B B 8 9E -
c PHBTRAEBRTNE —BEREBRNESTHEY
EBHTNRAAEMNREER -
e 1F PTE ZHIZET -
RAEE ¢« AT 5 B HRB Y S 06 REE 0k
£ i
- WREBEREESE - LB 2R E S )R E BT
PTE 3% 5 19 {6 8 -
.« H it BIEE -
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d) L&Y 1 REZZYE T E MG E

[0353] PK HEGRAERH PK EA o4 - &R HIE
HMPKEAMNBHRNEAIAUEPKE - ERERKER
HEEHENEELHEL ERELIXREFTRZIMHE
BUERBWEZEZ 4EkiE  #FHEHFTEFRFIXREHE
TS HZ HHHE SOLEY W & (PK & g A~ ™ & &5
AREHEEABYENMEE iv @€mHL)  ZEARERY
BEREHEWSE PK B H B ERRE - 8RN KESR
MER  IHRBRHEINHELGHELKEHE RESAER
1500 x ¢ THED 1008 » oEEAMBEIK 2F0EH
EBTRIRET  BETHEVRER 60 08MN - R-710C T~
K- RELAANKHERBEONSERNHE - WEKE
B—-EENRA PKEE N-710C TAEAER-T0CLHET
FEHPRERE  oMERERAEZE - 8K HBE®N
AR E A/ BB R (LC/MS/MS)ZE il 21L& 7
1 o
e) XE2MHEH - FREMN

[0354] AEZEEREXSBVEXRENERE R
FAANBEK ~ER - BR - EBRERAEBREREEREY
ABEAHYE - FFE - NEFHINEH  -ZEHTFT—FE
HABYWEXBEARAERERREMA - AE B (HEAR)
T~
s MEREIEMTER LEZEZEL -
s N BYWERNEBRBSERZ AE FwmEENEER - B
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EHEHERMBENEF PR EEHE -

BB (BIM  EBRE )R B BB Y AR

. HELEARBYWEENZ AE -

SAE (445 % AE f °

COERET -

C BEBERERETIO:

c BEARREEREOERES BT

C EREEREEBERRE(E AT

R E -

C BRERBERERKK -

C BN EKBEEEBAE TEGEERETASEE
BREMAAXBEFCEFIIZ LD —BME R BF
—ERBRET HELAG REEERNETESD
BARTEE SAE- HEEHEAGEBEEERRER
S48 H11 % 0 B 4008 B0 R B RS OR @ B fE B A9 I
WEFERME O REBEREYRARENE -
(03551 GRRRRFARBAZ AE 7 I Gk BRI B 8 4

BABYERIN AB BRFAERNESEE S (N

)W R BT S Bk AE B N BB B S T A W

B Bl MEFEMZ AE TRRERT EERNE S

725 A R A -

[0356] S eHMBATHR SAE 5L TR SAE

W RETEE  BE - REW - HEE  BEAREY

ETHER BEERBNETHLRBREAE AR KH©
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- EHERGHE AB T i 0 B B E B
5 REMERGE AE TRERBNBEEEXRUET -
B 35 5 B

[0357) A EEBRATA &4 81 (k0 A B8 & 5

i + #lg 2 K = 7 =R (International Colnference on

Harmonisation of Technical Requirements for Registration

of Pharmaceuticals for Human Use)(ICH-E9) }x ¥ = & 1Y 5§

MM M R o G SR BRGSO

(Statistical 4+ #7 Software (SAS))HE 7T o

0) BESH
[0358] AR SMURBZLEZHSEBRE

T

o ITT I o BT BE 43 6R H A8 LA -

o B WG R B (microl TT)RBE 4 B ITT 16 BE o » 72 &6
WO UL BE AR E(BIA B A T RSN E R
et L L AL Lt L E T T
o R M R ) - MR E - K
1 5 4R B A9 7 K (B ¢ BB 3% B BR B S0 B OB (A
B R R IS S R R R AR
B A o BB 3 B E 0N B M 1 1 ) I B
EES—BEREREE Y B -

. P AHI microlTT W& IR A E microlTT B2 42 [
mok s BT EEEMRAS T EE RSO

PMN/LPF 82< 10 SEC/LPF:> A E R B EEEYWNE

100



202423450

B R A RREE - ILEF - PMN = S ; SEC = #
YR E FZ 4 BE 5 LPF = {K{Z R 5 -
CEEMGHEZSABYEZHRE ITTEBERK EE
EEHMILWN CABP- &R - R G SAPHII A
Hoftn 5P 5 R4 -
CE-EOT/PTE B AHEHFEERK Y E T2 EEEH
B HEZAEEZEESHEBYE - ©7& EOT/PTE 3
FERMAETIEERRE SAIATHREBERKER
FEHETEXTEHEBEZ S ERE - LIF > CE =K
ETFEFfl > EOT = JAR & B ; PTE = BEB M -
MEMBLAFEME)EHFERE CE KT EHE
EREES—ERFEEREENERE
ME-EOT/PTE 14 B Ff B [H B B N microlTT &
CE-EOT/PTE £ B¢ o #y & B2 40 B¢ -
ZEMEHAEESERBRWECFRERE O HEHEE -
[0359] WEMEBSEERZIELEETRKH

NI
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&% 1 EEDE Fi A B &
i
n (%) n (%) n (%)
ITT 386 388 774
=% 382 (. 99.0) 388 (100.0) 770 ( 99.5)
microITT 204 ( 52.8) 182 ( 46.9) 386 ( 49.9)
% K B microlTT 218 ( 56.5) 198 ( 51.0) 416 ( 53.7)
CE-EOT 357 (. 92.5) 357 (. 92.0) 714 (. 92.2)
CE-PTE 340 ( 88.1) 345 ( 88.9) 685 ( 88.5)
ME-EOT 193 ( 50.0) 172 ( 44.3) 365 ((47.2)
ME-PTE 188 ( 48.7) 169 ( 43.6) 357 (46.1)

b) fH A A\ D&t B8 H X & HFE

[0360] REHHEAMWHNALERAG R REHEDOT @ HEH
HE(ERABYE RPN EETPEABEBYE - T K
B HAPLEtNEBMPLEER) EFfFE=E ) CABPEF R
ER(ER ADHKEE - FHOGR) %R -EEKE - 55

(cm) - B % (kg) ~ #&H & 5 8 (BMI)(kg/m?)) ; PORT . Jg %
B REERLAFETHNEERE -
[0361] EQRADBRHABEZEHGRAYEREIZR

HE M # 2€ 75 (2-sided Fisher’s exact test ) (g ¥f 7o #H &8 8( )5,
& 1o 38 5 A HE B E V£ (2-sided Wilcoxon Rank Sum test)
(BT HERFHEBESH)TH -

[0362)] MESMBHZERGEMPN TRP -
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8RB EVE) - ITT FREF

&Y 1 EERDE BT & (8 8
(N=386) (N=388) (N=774)

S8 /BH n (%) n (%) n (%) p-1&
BE % 5 4H 386 (100.0) 388 (100.0) 774 (100.0)
55K E BRsE 352 ( 91.2) 346 ( 89.2) 698 ( 90.2)
'?,%quit%:?ﬁiéx 34 ( 8.8) 42 (10.8) 76 ( 9.8) 0.3981
REFLERBEN
H i

AREE 17 ( 4.4) 28 ( 7.2) 45 ( 5.8)

* B 0 1( 0.3) 1( 0.1)

(ER- = 4 ( 1.0) 3 ( 0.8) 7 ( 0.9)

B REE 3( 0.8) 9 ( 2.3) 12 ( 1.6)

JET 4 ( 1.0) 1( 0.3) 5( 0.6)

H 6 ( 1.6) 0 6 ( 0.8)
52 Rk B Bg ) 356 ( 92.2) 362 ( 93.3) 718 ( 92.8)
BRI ER 30 ( 7.8) 26 ( 6.7) 56 (7.2) 0.5819
REDREFHBROEH

FREE 7( 1.8) 9 ( 2.3) 16 ( 2.1)

5% B 0 3( 0.8) 3( 0.4)

Bl 7S & & 7( 1.8) 8 ( 2.1) 15 (C 1.9)

BE B A9 R E 0 1( 0.3) 1( 0.1)

3 T 6 ( 1.6) 3( 0.8) 9 ( 1.2)

H 10 ( 2.6) 2 ( 0.5) 12 ( 1.6)

N TREBEFEZIEEIKSHHA -
RIETHEBZEARZGEHR BN ERZEZL -—BHEBYE XL S K EOT

PTE 8 8 ) -
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[0363) E L& ITT KB AL L - EEAY
MR B A p-fE RSk B B TR BE ME M E Ok (Fisher’s exact
test)  RF BEGRAM TP L ERLGENEERETERS
SEFBREHBTHONE RAFE S FMEHREREDT
MR REH - RS EERESEE Y =48
S AE MR R ST B A 128 NEEEMR 4 L
W E4L) EOT = AE&E ; PTE = BERBFMH -
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& B2 B9 B 11 -CE-PTE 1% &f

&Y 1 EROE Fri & & 38
(N=340) (N=345) (N=685)

28/ E7 n (%) n (%) n (%) p-18
BE 1% o 4R 340 (100.0) | 345 (100.0) | 685 (100.0)
SR EBER" 322 ( 94.7) 317 ( 91.9) | 639 ( 93.3)
RE P IEERER 18 ( 5.3) 28 ( 8.1) | 46 ( 6.7) | 0.1694
REMFEBEENER

FREHF 12 ( 3.5) 19 ( 5.5) 31 ( 4.5)

% B 0 0 0

fil f2 B & 0 0 0

BENHY R E 3( 0.9) 8 ( 2.3) 11 ( 1.6)

T 3( 0.9) 1( 0.3) 4( 0.6)

H A 0 0 0
5% BB B 330 (97.1) | 339 (98.3) | 669 (97.7)
RETIER 10 ( 2.9) 6(C 1.7) 16 ( 2.3) | 0.3234
REFLEBNOERER

FREMHF 4( 1.2) 2 ( 0.6) 6 ( 0.9)

K B 0 0 0

& 8 1( 0.3) 0 1( 0.1)

BEOIRE 0 1( 0.3) 1( 0.1)

T 5( 1.5) 3( 0.9) 8 ( 1.2)

H At 0 0 0

97869D1

N ZERERAEREZIEEZ
2] ERERZERZ

BEH) -

=4 A
4 EER

78

FGEHHA -

(R ERZELD —BABYWELE K EOT - PTE
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[0364)] LE&xRFTHIEEMAMKE CE-PTE KE L E%E
i BHACHEEN p-EAREBTSZRENL R EE
(Fisher’s exact test)> R & B S £ /0 B 1L H B8 H 19 [E 42
BEITEITNEABREARTHNBE HAAFETLENHE

HABRIETMELSREH -
ADEREQRHEH-T2HEEH

97869D1

" =7/ I EHEDE T & {8 fie
(N=382) (N=388) (N=770) p-H
R > 0 (%)
n 382 388 770
g 177 (46.3) | 169 (43.6) | 346 (44.9)
B 205 (53.7) 219 (56.4) 424 (55.1) 0.4689
B > n(%)
n 382 388 770
HiE A 353 (92.4) | 355 (91.5) | 708 (91.9)
BREARNEFTERA 11 ( 2.9) 7 (1.8) 18 ( 2.3)
BB A 17 ( 4.5) 18 ( 4.6) 35 ( 4.5)
3% B B M % N EKOPE AL
o 0 2 (0.5) 2 (0.3)
EBERRERZIEM . . .
KEEER
H At 1(0.3) 6 (1.5) 7 € 0.9) 0.1762
R n (%)
n 382 388 770
ERTERATE 8 (2.1) 14 (3.6) 22 (2.9)
EEHFHFRATHE | 370 (96.9) | 370 (95.4) | 740 (96.1)
xEH/IKEA 4 (1.0) 4 (1.0) 8 (1.0) 0.4465
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& 1 EEDE Fr & (E 7
ke (N=382) (N=388) (N=770) p-18
& & (%)
n 382 388 770
SE 9 {4 (SD) 60.9 (15.18) | 62.1 (15.21) | 61.5 (15.20)
o [ & 61.0 63.0 62.0
B/NE BRAME 19, 97 19, 94 19, 97 0.1394
FEEWBER(E) 0 (%)
n 382 388 770
18-45 61 (16.0) 61 (15.7) 122 (15.8)
>45-65 171 (44.8) 155 (39.9) 326 (42.3)
>65 150 (39.3) 172 (44.3) 322 (41.8) | 0.3303
>75 74 (19.4) 83 (21.4) 157 (20.4)
& = (cm)
n 382 388 770
SE #9 {5 (SD) 168.6 (19.90)|168.5 ( 9.84)|168.6 ( 9.87)
B R 169.0 168.0 169.0
BNE BAE 137, 196 135, 198 135, 198 0.8528
B E (kg)
n 382 388 770
77.67 78.00 77.83
g E (SD) .
(18.018) (17.861) (17.928)
o R 76.00 77.50 77.00
BNE > BAE 36.0, 147.0 | 28.0, 145.2 | 28.0, 147.0 | 0.9687
BMI (kg/m?)
n 382 388 770
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&1 EELE Fr & i &
S
(N=382) (N=388) (N=770) p-1a
27.26 27.42 27.34
5 {E (SD)
( 5.763) (5.791) ( 5.774)
i {8 & 26.28 26.50 26.36
BE/NE BRARHE 16.0, 50.6 12.6, 54.7 12.6, 54.7 | 0.6103
BFEME(EHERZE) n (%)
n 382 388 770
IEH B Ihae
186 (48.7) | 207 (53.4) | 393 (51.0)
[CrC1>80 mL/min]
BEFESG
127 (33.2) | 119 (30.7) | 246 (31.9)
[CrCl >50-80 mL/min]
TEEEG
69 (18.1) 62 (16.0) 131 (17.0)
[CrCl1 30-50 mL/min]
EEEEE
0 0 0 0.4245
[CrC]l <30 mL/min]
PORT £ 23 (K IEfH)
n 382 388 770
T 5 {g (SD) 83.1 (16.25) | 84.0 (15.99) | 83.5 (16.12)
b R B 80.0 8§2.0 81.0
B2 BAE 48, 130 36, 136 36, 136 0.1571
PORT Bl EH(EEH)
n 382 388 770
1 (0<Port 2 43 <50) 2 (0.5) 2 (0.5) 4 (0.5)
11 (51<Port & 4y <70) 54 (14.1) 54 (13.9) 108 (14.0)
111 (71<Port & 43 <90) | 226 (59.2) | 216 (55.7) | 442 (57.4)
IV (91<Port & 43 <130)| 100 (26.2) 115 (29.6) 215 (27.9)
V (Port & 4 >131) 0 1(0.3) 1(0.1) 0.7341
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[0365]

ERF HEHZANER

=z
=8

= EBay B BT

R o PR A P KT p-E oK B B T M FE R TR
(Fisher’s exact test)($ % 4y 1 % B =0 50 52 7% ¥F 5 8 o 0%
(Wilcoxon Rank Sum test)(3} H M@ E M) - 5 —HH S
PESENSTARELFRSMNEBKE - PORT 45
(EIE{E)% PORT BREF(EEME)GKERE CRF &
PORT & 5 (e B /IR E#) -

ADBEEGESEM - CE-PTE KE

¢ BAEZE | EESE | mEER
i (N=340) (N=345) (N=683) p-1&
A 0 n (%)
n 340 345 685
pegics 154 (45.3) 152 (44.1) 306 (44.7)
B 186 (54.7) | 193 (55.9) | 379 (55.3) | 0.7590
B > n(%)
n 340 345 685
HiE A 312 (91.8) | 316 (91.6) | 628 (91.7)
BHEANFETERHA 11 (3.2) 6 (1.7) 17 (2.5)
75 M A 16 ( 4.7) 17 ( 4.9) 33 ( 4.8)
R B ET I 3\ 3 0 2 (0.6) 2 (0.3)
Bl S B oo R E R
ERREERK 0 0 o
HMAFEREER
H i 1(0.3) 4 (1.2) 5(0.7) 0.3022
RIE » n (%)
n 340 345 685
EHFEHT & 8 (2.4) 8 (2.3) 16 (2.3)
EFEHFERATE | 328 (96.5) | 335(97.1) | 663 (96.8)
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B FHER & EEDE F A& 8 B
45 (N=340) (N=345) (N=685) p-14
F & M /KA 4 (1.2) 2 (0.6) 6 (0.9) 0.9061
& #e (B%)
n 340 345 685
- # 4 (SD) 61.3 (15.34) | 62.2 (15.12) |61.8 (15.23)
R 61.0 63.0 63.0
ENE - EAE 19, 97 19, 94 19, 97 0.3188
FwWBER(BR) > n (%)
n 340 345 685
18-45 55 (16.2) 52 (15.1) 107 (15.6)
>45-65 145 (42.6) | 141 (40.9) | 286 (41.8)
>65 140 (41.2) | 152 (44.1) | 292 (42.6) | 0.7574
>75 70 (20.6) 75 (21.7) 145 (21.2)
5 & (cm)
n 340 345 685
I 3 & (SD) 168.8 ( 9.84)[168.5 ( 9.82)|168.7 ( 9.82)
S 169.0 168.0 169.0
SE BEAKE 137, 196 135, 198 135, 198 0.7520
Be & (kg)
n 340 345 685
& i 1 (SD) 77.70 78.20 77.95
(17.203) (18.029) (17.613)
N SR 75.80 78.00 77.00
BNE > BAHE 38.7, 136.0 | 28.0, 145.2 | 28.0, 145.2 | 0.8760
BMI (kg/m?)
n 340 345 685
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EL B E Epw/ibE FrE & &8
i (N=340) (N=345) (N=685) p-14
4 15 (SD) 27.25 27.48 27.37
R Pa = D
( (5.623) (5.821) (5.721)
o B 26.23 26.57 26.37
BE/NE - ZBKE 16.5, 50.6 12.6, 54.7 12.6, 54.7 0.5139
FHEERERZE) 0 (%)
n 340 345 685
E®EEEE
: 164 (48.2) 180 (52.2) 344 (50.2)
[CrCI>80 mL/min]
REEHE
119 (35.0) 112 (32.5) 231 (33.7)
[C1C]l >50-80 mL/min]
hTEEEEG
ik 57 (16.8) 53 (15.4) 110 (16.1)
[CrCl 30-50 mL/min]
EEEEE
0 0 0 0.5897
[CrCl <30 mL/min]
PORT B4 (EE{H)
n 340 345 685
5 E (SD) 83.5 (15.98) | 83.6 (15.19) [83.6 (15.57)
h R (& 80.0 82.0 81.0
m/AE o mAKE 51, 130 53, 123 51, 130 0.5004
PORT B\ ZEH(EIEH)
n 340 345 685
1 (0<Port & 43 <50) 0 0 0
IT (51<Port & 43 <70) 45 (13.2) 49 (14.2) 94 (13.7)
111 (71<Port & 43 <90) | 204 (60.0) 202 (58.6) 406 (59.3)
IV (91<Port 843 <130)| 91 (26.8) 94 (27.2) 185 (27.0)
V (Port & 4 >131) 0 0 0 0.9048
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[0366] Lt EBZNBREEERENEH B
FEER REAZHEEZEN p-EARKEE ST HERRESX
(I H ST HEEERBR AT FREACGIHEEER)-&
Frhza8TEotboBGAEST M ZS2BNERRE -
PORT 3 (EIE{E)¥ PORT Bl ER (HEH )ARMREBE K E

CRFHy PORT B3 (EE/RKIE®R) -

c) XFE BT

[0367) AT AHMESHEEEEEIIRANEF D
o & B e

[0368]1 TR&GaSHH ITT FEEEd » H£E — KE@E

ABWE®R 72-120 N A EFHBERNIEN ETEZ D ITE

H o
&% 1 EELE
(N=386) (N=388) =
MELE R n (%) n (%) (95% CI)
Bz K Epkzh 313 (81.1) 321 (82.7) -1.6 (-7.1, 3.8)
| R L&A EE 73 (18.9) 67 (17.3)
7 N e 4 49 (12.7) 47 (12.1)
K HEE 24 (6.2) 20 (5.2)

Cl =alffl&H -

ZEEAELEY 1 EEEALPEECHBEIN

BHERKRKRKRIIEZMHE - 95% CI B KEREHLG E % (Miettinen and

Nurminen method)

BERE L -
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[0369] {Mﬂﬁlﬁﬁﬁwéﬁﬂﬁﬁﬁ¢%$%
EE R BTy (72-120 hr BF)/R NS 2 - 2 AR AEE B &
E - BEERERKDERPTFEHEIN-1.6%EEEE2E
ST A%E 3.8% M4t N A MR 10% @ AERN - £ 95% CI
(TEE/MAN > RETFEEENERFDAKE) -

[0370] EHERKEDRESEZB(EER LRI - BR
EhRBHAEE)P AR ENEERE ITTREFETER
REERIDERBEL SRS > RESHEESIRHE
o EAERBER EXK -

[0371] THR&EEHWHE PTERTER » KiE ITT £
CE-PTERBHTHABNGENERERRE -

L& 1 EFEDE 7= 8
it BE BBE 4B n (%) n (%) (95% cn'’
ITT (N=386) (N=388)
B% K kB oh 338 (87.6) 330 (85.1) |2.5 (-2.4, 7.4)
BE R ER B EREE 48 (12.4) 58 (14.9)
B K b & B 32 (8.3) 42 (10.8)
o E 16 ( 4.1) 16 ( 4.1)

CE-PTE (N=340) (N=345)
B PR b B 3D 316 (92.9) 312 (90.4) |2.5 (-1.7, 6.8)
B R £ B 24 (7.1) 33 ( 9.6)

[1195% Clthfk B Rk HEG 2R ERAESETER -

Cl=a] &M ZEGEEPTER L&Y 1 HHAX
O EBEH HEEINERERKIIEEZH - PTERNE
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BEKRKEGKRE EOT # PTE 5B WA R EFTME - 5
SEHEGHREZEEHENERSREREEST - EOT= BEK
Bt s PTE = AEBEM -

[0372) 7f PTE 35 &8s » (k¥ ITT #E B8 CE-PTE
BRHEZAREFELEGY BEEADPEZERERKEX
AR E2E8H 2RFEH-HATT) k& A %E — ¥ (CE-PTE)
BEHE BEBEHERITTEHEPZERBERNERSHREZ
FIHY 2.5%ZEE-2.4%8 TA%Z K AL M 10%E R
ER - 95% CI(U{E&M)A; & CE-PTE RETREEE
FRERPFRFEZEN 2.5%EHEE-1.7%8 6.8% 2 i 4 5t
KHMHER 10% B FERN > £ 95% CI(TTEEM)A - B LA
& R EMAE R (FDA K A) -

[0373] % ETE PTE AEEHOTT K ZEIK L
B BBIR EAMBCREE & CE R 2 B IR b B Ih B2 BR
REABOETFGEERRER  FHEREGLBEETE ITT
BEHETER LKV EEE2ENOEF - HER T EMA
CEBESWMEN > EFRERRER L&KM -

[0374] KB THEELEYW LNEEESR CABPH KA
HHUBERLSHREBDE » FHOWMERBKIERKFTMNS T F
R &z -

(03751 FY ITT MREE S - 40 F 73t B B BE K &2 B &%
RV e B ¥ AL e
Ho: 61— 0¢c < -A

H.i: 61— 6¢c > -A
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Hb &y I BRNERRIER CREFADENR
e ABKREMNDBRE » B&K 0.10 (5 10%) -

[0376] PTE4 B5 7 & A 0.10 5% & %8 {0l B 4 15 38 22
W Ir Bk o X I B R K JE(FDA)K 35 - H%E 95%F
fE B P (CI) 75 3% B 18 B JR Bk OO % 25 {8 ({F FE 2 14 9 B 15
e I RELPREEEDERELA) - AR IR
ITT B o b | A EEFE D EE Y NI A%
8 (Miettinen) # 4 @ (Nurminen) $# H 8 F 4 B 7 %
(Statistcs in Medicine 4:213-226, 1985)5t & 95% CI - 35 CI
TR -0.10 (K-10%): BL&Y 1| HE BT LR H
PR - IWREAREART T TER L 10%E 7 H A
o o

[0377) F ITT 82 CE WM EEEF » ® PTE KK
K FE BB 92 % SE 45 (EMA)E B AE 47 B # [ 97.5% CI
FAENEERR RS EEEEENEES e 1K
AR EETE D ERELE) - ARARGESEES PORT
S I RESGOGERT  LBEay | AHERE
WEMY Nl- RAXEEGBRENIEG HERSE
R R E 97.5% Cl- % Cl (W TIREZE-0.10 (K
10%) BIE&M 1 B ARTLERETEDHE -

[0378) S HEKKIERE PTE Bl R EMERKR
FESE M5 % BRI IR E E ERAEK D - ki PTE &
ETESERBEUEMARER 1.25% FEZEEHE
FEERENEE  BRZFA - BEREE) 1 BRY

97869D1 115



2024234

97869D1

50

MERENEEZEF T BEERE > KALAEELLT
A - 4 EMA(ITT 2 CEBRE)NHHE X ER &R
FEET oHE RAEMEEHEELEBET NIZKREE Nl-
R FHBES ELE -

[0379] ETEENEER(RHERKIER PTE iy
A E IR B SN BB ME o5& ITT KEE
WEHEREESRSENEERHEERILELEY 1 B9
RRELRFI KN E"TDPENBRZEIL AR > AIETEEN
ER&Gstotr - EREEZENER CIl ZTREEE 0%
- ALY 1 REARERERDE -

[0380] 7Rk PORT EbrF &k - EERBEIA 72
N RHFEZORAERZ - RMREZHGNHEE R T E
oA oM EERELER - st 1 F PORT A k&
S8 oE BAMNVABERZsEEZI M EERTE - 5
B ITT GRS EHERMNERFERIZEEZEET 95%
Cl- A REMUM A MBI ETEIERNEER I ZET -

(0381 T WM RXKRDTH &G &HHA ITT KEHA
CE-PTE & F > i° PTE 5 E R R#E PORT & k& F & 8y bt
RAEEERERKE -
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50

[0382] BEESHEE: REBELS EESE
EHESRENEEST RSN KREEBETERNE
G ROEFTSN o HEB A AE R HEE K IEN K E R R
R

3k 4% 2 B 5 BT

[0383) S EXEEER PTE BHF R L TME ITT
# CE BT (REREAFHEREWEBETBEHR
CE MR )M B B IR BRI - B R £ % BB B 8 09 (8
BrREBEAEAL - MAKEEGSHE  BERKIE
EEE NS E RS S MR EE 95%Cl- 7 ITT 8 CE 1 B
> B PTE WM E IR R IET P » 95% CI B 4%
Wt E Y - MR RE NI 4 microlTT I Bf o th R & [ JE
ER TSR BENENBREEZ BEREAT S - 1
ME J& B 5+ E ff PTE 35 & 05 B B 58 5 09 30 B B8 BR b &
hHEEBEREAROERREEESL c RAKEARS )
E o BERREE RN EEREEERFE 95%Cl -

[0384] AARDEMEREENEBHERETS
bh B PTE B B 5% % B B PR 52 FE 57 4 B % 5 1 69 BE R R D
342 (£ 7 microlTT 88 ME B - £ —BHRBYWER 15
Bl 30 K f9 % 35 TR (ACM)& &3 B ITT IR BE P - & B
B fE BB E S AT TR ET - B ACM HI3E TR % 5 1
EZEHETEERAKRFEE 95% CI -

e) H 3 G5 BB 5 BT
[0385] BEFEMUESFALFITHERNELER

121



202423450

97869D1

N EERRE R - st HMAEMBEWEE CI) HERIE NI -
MNITTH CERBERFAEREEITHERENEE KT E
A CERER)SFER EOTIHHM R EFEHHEEABEKR
ERgs - BREAMBESAEENERE2BEHET 2L - B
FARKBEHASTE  RERAIRERZRINZEEZREED
KPEE 95% Cl- E—HABYER 72-120 NEF YV Ear i
BF CABP X HHBHERKBK/EBREZEZXLHEREBENEE
BEHRTHOUEBEREINIT EH2SREELEY - LESHE
BRCIRESRENRMEEME)  SBP (> 90 mm Hg) ~ [ Bk 2 =
(<90 bpm) ~ RR (<20 X /4% $# ) ~ PaO, (ABG H &
> 60 mm Hg HARF M E M BENVRENE>90%) B
BEER (AAFHRMEELER) WBC E(< 12,000 {H 41 Az
/mm?® E > 4,000 {E 4 fE /mm®) B R B G ofn B
(< 15%)- EE & 158 2 CABP B 5 # Jk 81 R B9 ¥ 15
GERBHERZREBEESMEERER ITT ERHEZ S EHE
45 b o T EHE BR B 5 HR AR A BX R 6 B S (B BE bh 8 CABP AT
MARE)VEKRAERCTEBR I ERRELT SN ITT &
BHrEEHEE TR CABP ZEKERSAELELEEL
IR A CABP I EMR W E BB ELAT L -

[0386)] 7 EOT Bl PTE 55 & B 42 it microlTT # ME
BHENERAGEREEMEVER - Al TR&ES
5 B9 microlTT MEEF f 4 PTE & B » KRB 5K FE H MK
A REER - RARBRN - B/HMERZERKEEH
B ERBER Lk - |
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E&® 1 ElRDE
(N=204) (N=182)
7 Nl ' B Kk Rk Ih
EGEHEE N1 N1 i
n (%) n (%)
EEFRBEHEE (FAKE) 61 52 (85.2) 56 49 ( 87.5)
B % 48 B By (1) 43 37 ( 86.0) 34 31 (91.2)
MDRSP 7 7 (100.0) 6 6 (100.0)
PSSP 26 23 ( 88.5) 22 21 ( 95.5)
EERNELYE 10 10 (100.0) 5 5(100.0)
G EEHERE 11 8§ (72.7) 11 9 (81.8)
MRSA 0 0 1 1 (100.0)
IMssa 11 8 (72.7) 10 8 (80.0)
B-3 il M $% 3k & (B Hemolytic
2 2 (100.0) 3 1(33.3)
Streptococcus)
9% F #E Bk & (Streptococcus
2 2 (100.0) 3 1 (33.3)
agalactiae) .
JUA 8 3% $8 IR B (Streptococcus 0
0 1 0
anginosus)
BE PR E (Streptococcus
1 1(100.0) 1 1 (100.0)
constellatus)
% R, # 3K & (Streptococcus
0 0 1 1 (100.0)
gordonii)
4 E # Tk B (Streptococcus mitis) 3 3 (100.0) 5 3(60.0)
S E #8 IR & (Streptococcus mitis)
1 1 (100.0) 2 2 (100.0)
B4
O e ¢4 2k & (Streptococcus
. 1 1 (100.0) 0 0
oralis)
B I $% Bk & (Streptococcus
0 0 2 1 (50.0)
parasanguinis)
1 1 (100.0) 3 3(100.0)
(Streptococcus salivarius)
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t&E® 1 ERDE
(N=204) (N=182)
B R BB Th & PR Lk Bk Zh
E@FRE N1 e N1 i
n (%) n (%)
1 & #% 3k &5 (Streptococcus
0 0 2 1(50.0)
sanguinis)
10 ## Bk B (Streptococcus sanguis
2 2 (100.0) 0 0
ii)
EFRKEMEARE(FEE) 79 67 ( 84.8) 68 55 ( 80.9)
K RNE B E (4einetobacter
0 0 1 1 (100.0)
baumanii)
BMRKABEESHS &
(Acinetobacter baumanii 0 0 1 0
complex)
WK RNE R E (Acinetobacter
1 1 (100.0) 0 0
junii)
B K REE S (deinetobacter
1 1 (100.0) 0 0
|Iwoffii)
K EE R B (Citrobacter
0 0 1 1 (100.0)
braakii)
K EE BB E (Citrobacter
. 0 0 1 1 (100.0)
freundii)
fe % e 12 & (Enterobacter
2 2 (100.0) 4 3(75.0)
cloacae)
K B 18 & (Escherichia coli) 6 4 (66.7) 7 4 (57.1)
75 i U fn 42 & (Haemophilus
1 1(100.0) 0 0
haemolyticus)
W OEL UE Ifn 15 B (Haemophilus :
32 26 ( 81.3) 16 16 (100.0)
influenzae)
Bl /& fo " 1% &
2 2 (100.0) 2 1(50.0)
(Haemophilus parahaemolyticus)
BIREELMER 18 15 ( 83.3) 17 13 ( 76.5)
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&Y 1 ERENE
(N=204) (N=182)
B IR L B Th B8 K £ B Ih
EHREE N1 N1
n (%) n (%)
ERSE OB E (Klebsiella
1 0 4 4 (100.0)
oxytoca)
EE AKX E (Klebsiella
13 10 ( 76.9) 13 11 ( 84.6)
pneumoniae)
-+ 1t EH fi1 E (Moraxella
4 4 (100.0) 1 1 (100.0)
catarrhalis)
R K 1R B (Morganella
1 1 (100.0) 0 0
morganii)
HS BE 3% 3K B (Neisseria
1 1 (100.0) 1 1 (100.0)
meningitidis)
25 B & B B (Proteus mirabilis) 2 1(50.0) 2 2 (100.0)
A4 B E B E (Pseudomonas
3 2 ( 66.7) 5 5 (100.0)
aeruginosa)
& 5 R B & (Pseudomonas
0 0 1 1 (100.0)
putida)
LG YD E K B (Serratia
1 1 (100.0) 0 0
marcescens)
EEFERERE
0 0 2 1(50.0)
(Stenotrophomonas maltophilia)
FHRAFHRE 118 109 ( 92.4) 106 97 ( 91.5)
fiRBHER 70 66 (94.3) 57 50 ( 87.7)
it X K E 28 25 ( 89.3) 28 25 ( 89.3)
bE Bt MR A E A EE P 37 35 ( 94.6) 37 36 (97.3)
EWRKEEEDBEREARE) 0 0 1 0
O % K & (Prevotella oris) 0 0 1 0
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(11 F7 75 510 35 69 I 3% 98 B B A0 9 5 608 B I R 1 IS
SN R ER

2] BAMEEE A RETEREEY « (158 /RE
Bo 5 SH b R4S - 48 % B R R oD B B AR ) R B A (8 MR
BHE R B E R - HAREA - SRR EA - R
B B/ INOE S B A ER R S (A 2R R
BHE X - SEBELGBEEBE &G R RS
o RIERAES RO EHE %

PTE = 450 f5 « N = microlTT 1 B b > B B %
BoN-EBEBEEEGRARNEBSEE n- BEEH
P EBHRE  HOLGREEAS EE SR EE N ES
e L ET L

[0387] HWAELEYW 1 EEAPELEE 0ERE
S mERKN RS M EBB RS 4 H

[0388) 2 45 fir 1 A5 5 4 W0 75 FU & 2 o g 25 {1 42 4

L R 95% Cle REH ITT 5474 b - T8 E R KB
B % % 5 PTE B 9 B 0K K JE 5745 2 — B0 1 & 47 -
f) ELHEENE

[0389) 224 f4 % bl 5 % 55 B 72 4 B9/ 31 1 AE
B A GBS BCG 2B ERR N E -

[0390]  #2 4 F 75 34 9% i B & 4 & X B 3 /% (TEAE)
WEARBEE HEXAE —ARBYEEGH YRS
M2 %8 AE- AE {4005 8 2 % % B 5 J (SOC) 5 & i
WEPT) GERPEEEMDESS TEAE Y ER Y S
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BLEH g - AEeEXAMIR

SAE -~ @ E TEAE ~ & ¥ &

JiEN

N

L SOocC

PT 4 & 3 95 & &

ABYEERMEN TEAE - HE

P IFRBEYEN TEAE EX b B EB 28 TEAE -~
RIEHBEE > TEAE 2 HE -
T"ERERZ2MUEEHETZAREHF (AE)M # -

&Y 1 ElLE B A B &
(N=382) (N=388) (N=770)
& ¥ n (%) n (%) n (%)
AE 41 %1 434 520 954
TEAE 4 8 376 461 837
HEREEDL—RZEE > n (%)
X B ¥ { (AE) 170 (44.5) | 200 (51.5) | 370 (48.1)
TEAE 157 (41.1) | 188 (48.5) | 345 (44.8)
% 4 {8 B 2 TEAE 39 (10.2) 69 (17.8) 108 (14.0)
B & TEAE 25 ( 6.5) 26 (6.7) 51 ( 6.6)
EE TEAE 23 ( 6.0) 26 (6.7) 49 ( 6.4)
B ZEE TEAE 2 (0.5) 2 (0.5) 4 (0.5)
W T 2 EE TEAE* 8 (2.1) 4 (1.0) 12 ( 1.6)
EHERE P SR BYEN TEAE | 21 (5.5) 27 ( 7.0) 48 ( 6.2)
AHEE P ILEBY TEAE 7(1.8) 9 (2.3) 16 (2.1)
S P U A EH TEAE 0 0 0
AYURETLEBYMENER
TEAE 10 ( 2.6) 11 ( 2.8) 21 (2.7)
T {EE 0 n (%) 8 (2.1) 4(1.0) 12 ( 1.6)

* AT Y & EEEEK>65 BB EF

CABP & g & — & -
BaolbBhlLEZe22htEHEAREES TEAEZ EE B E — B & &

ABEYWE % 4E£H AE-

TREH -

97869D1
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TREREZEUERFEAKREEMBERMEL TEAE W
GrES - BT OEBIS > BAIFTE LA TEAE R{EEWY

| EE AT B EREE DL 2%

BB % EEDE BT A 18 R
(N=382) (N=388) (N=770)
HEMNESE (PT) n (%) n (%) n (%)
I E /N —IEH TEAE AY fE #2 157 (41.1) 188 (48.5) 345 (44.8)
N EELEE A 14 ( 3.7) 18 ( 4.6) 32 ( 4.2)
, & i B 13 ( 3.4) 11 (2.8) 24 (3.1)
| y-HEEEELE LT 10 ( 2.6) 8 (2.1) 18 ( 2.3)
%R 10(2.6) 8 (2.1) 18 ( 2.3)
g o _ 10 ( 2.6) 6 (1.5) 16 ( 2.1)
& # 9 (2.4) 6 (1.5) 15 ( 1.9)
E L) 9 (2.4) 21 ( 5.4) 30 (3.9)
REMEEKEEESLE LA 8(2.1) 14 ( 3.6) 22 (2.9)
E & 8 (2.1) 5(1.3) 13 (1.7)
il =t 4 (1.0) - 31 ( 8.0) 35 ( 4.5)
. MR B 4(1.0) 2 (0.5) 6 (0.8)
T mEERFEME (Closuidim
R 0 1(0.3) 1(0.1)
BR 8 #£ K B 0 2 B (Clostridium
Difficile)E % 0 6 (1.5) 6 (0.8)
e Bt KBS % 0 1(0.3) 1(0.1)
EEMEBARGBHKE McdDRAIT.1HR - B LEGULZEEHIER R

E#EH  -TEAR EEAETE BEMESBYWERSEN AR EEEB
HIEE— T8 TEAE (LB 8 MedDRA ERIEE R » Z BB ETE—

R-PTHEALEY IMTHRKERNERFERF -
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[0391] Hiit - #{LEY 1 2HEEFHH 5B (G
AEEHEAE gEEH ~EL - EBE > KFHLEFABR)BE
i

[0392] T%WBDE%LJ&EF‘JJ:@EE’J EH Ay
TEAE -

B A% B/ E SH(SOC) t&w 1l | EEDVE | FTEERE

BEEITE (PT) (N=382) (N=388) (N=770)

n (%) n (%) n (%)

HRED —EEHAHHREE T 21 (5.5) 27 (7.0) 48 (6.2)

18y TEAE Z {8 & '

BEAE 2 (0.5) 2 (0.5) 4 (0.5)
& - 2 (0.5) 0 2 (0.3)
B2 0 1 (0.3) 0 1(0.1)
i B 0 1(0.3) 1(0.1)
HAER R 0 1(0.3) 1(0.1)

97869D1

R A4 HE
MedDRA 17.1 it »
BB R E S — B E

7 B A (SOC) | F B
BEOtLGREZEEER & EST
BREBYWERSBEN AE-EHRAAEE—H

TEAE BJ U H5 B2 MedDRA ¥ 5l #H H B >

&Y 1 W&
WBERBERERF °

[0393]1 & it

L& o3t T 51 &
e AWmEE(WHEEEIR BP
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HEEAREEEZENEL -
e ERBEKRKILTEEZNWAEAGTER(TS SAPEENHERE
#E )

[0394] HEHRNHPEEBRHTNVHAERGEERL =
BEMNLEEBEHBRRER - PRHER - QRS [ F - RE®R
19 QT I FE[QTc]~ QTc E K X IE 4 =X (Bazzett’s Correction
Formula) [QTcB]: & QTc # 17 & & IE A & (QTc Fridericia’s
Correction Formula)[QTcF]) - 7K #& fit i &7 2 pF 46 B & X3
ERNEL KEHERGEREETHREES T -

[0395]1 REBERBAEES T T I :

s EFSNEREEH

s EFGHEGEREREEHNWEL

s EMBERLLEENEREHEG & SAPHEENH
TE R4

g) PK

[0396] EfTHEMPKAONM Mo PKEBZHR-
e EER R RENHFEIHERRE E£Y o R E H®(E
BRESENEBENE PK BB BEEAF —EHRESIHE
EEELE 1 REHNENEE EDRBEREENE
TEHESEMEEL > MRMAMAEST PR PK B E K HEEH
EYaMAE - LEWIREREEREERENR - AIZ&HS
MET2RANSEPK2HE r AHEGREARBERE -

[0397] W& SFFH ) BE (k) HH -

EKEEHR/IRE O REMBEZZAEREENEEEN AL
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50

PKHEE - KEERBFEIWEREA T ZEE £ 6 2

MMEGEEHRE PRSI EER - TR DN BB
(6 - 625tk b B 22 B 6 0 R AR B 5% 2 1% N R Y BG M 1EOR
EFETHE HEUESEBREETEXERE M RER
BoMmBERR - KREBRHNE  ABRENRESE
HEGERILERTE -

[0398] HEBRIUBEHPKEAF KBS 1 HEBHN
SERETNCEEW I PRAERNE - HE ivigixk r mMER
B - K % B R 3-4 E B OB (3-compartmental
disposition) B b FAEMNEHE PKEXKE 3-2 =2H A -
iVEIER BRI ALK po EZX LK —HW A - PK EARH
EEBRE -SHEE LB THEFHARKBEERESE -
MBEZEHEEXRBEGEREEGUEREN - BEEXHENE
W ER PK 28 2HEE > DNERSEN ZHEZE2RY
ERE - EEEZRE M ENE  EEILEFEN

C BHAEEBEYHENGERE PK HAX - RAFE B
MEBILHBREHANFIGRREERN - EZEAN2 EH R
EBUSE > BT LEE HL @ BB E -~ 5
S—EEARNFEGREEA) THHEBRESTHMOEEE
(R - BE/RE - -SE®8)VEAEXSEHN -8 - HEF
BE—ErEREESZEREXF - E i Al E R FE b R E
EFBENIATEEREZMHUE RAMEBHEZEREMHENE
HEAEAHEEN G EENRGEFLEBRERAEEE T
EE—2sy - BUuEXYRHE » G\ FDA AW EEE
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50

Al - st ERERIEENEAZ [ ANEEER EE (R E/EME
B & T H B [AUCo-24,5] ~ El B i K I 4208 K 8 09 BF
[Tmax,ss] ~ B R MH R E [Cuax, s DI & EFH A -

[0399)] EHEBEHLEY 1BEEEKEGREEYZY S
MYZHEHBBEGERAMNSEEN - XRAKEE PKZEAKETE
(B 5z @A AUC > Rk st EHAEZ AUC/MIC ZE B F5 -
BO 4 REBERAEBBTIIHEZEORBMEZERKAERER

REZERBZzZHZE2ME  WZE - REYHODEZLSE
IHEBERSHEE=REHEXXER
[0400] FTERBRZIIEZEHHNERIMGRIEZERK

B1 300--~450-~ & 600-mg FIEZ OREXSFIEZEE 5 K

97869D1

ZEMHNZ2BEK) - FZEEBREHNARBERERAEE T
TEZPERNEZBRAREZIZEHLEMZHE -

[0401] HMARAERECABPH HMEZEHABEEREDR
FE(CREBEMEHEE)R 300mg - BT RKENER
K- RAORFAEDEKEEEHER TEMEHSK 300
mg JEBEHBERZZ e aREMBISBE/HE&GTHE
FAEZEBARERE A -HPRHERERTLSE
600mg LE—-DORBMELEARRER BRFERBIFESN
300mg X EFHBE AERRTENNSEMESTER
ZHESEN 300 mg JEORMEBETZZEORKNEZ XS
M2 REDHNEZBEEEREHELFM) -
BEZEBEFRS2E  DEERITNZERE ZTREREE
ERNEE -
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50

[0402] A EREERAZIESH
450~ F 600 mg R B EHLZHA - HEFE 300 mg E
EZEFEERPTME EWEUERE  JFER ABSSSI
FEIHERBKTLEHAE RI1IERHERERT -
HEFRABRBRESE 600 ng EBREZEH -DORA
E O UHESHAFTEZNZ2UEERE - £0OKRBE 400
mg KREGET > A %W Gl AE® 4% > BZAESH
BERKECGFER) BETFEEAHATREREOKSAR
MEW FERABREBEREZRLAELRAAEYNZIZESH
BEZFS 600 mg I - Mg FIERXZLZEHER  H
EFEAKEREBT>AEERERN > RETNENLEFH
E LIEERREE -

[0403] HEEBZmAAEERAERZS 1
B - BE#SHE -85 -3 EBHEEXXER ZREBRERE
HEREBEE 2 REF2R)-3EEGHRHE(E K
REHNE-1 X) 3 RARERHENEB - ERSHEBNS 1
REFE6R) - REBTHRSEESE SERKHEPRE —
FIERBEHEER 62 10 RN ~RKFBMHENRE -FHAT
—KBREBHPEE—BHEELSXEFEMN - HEKS 1 &
RN E-1 RENRAHEEREE > E2E 3KEEREES
6 KS5EH 24-/NBF M AR BUER ~ R HLEE - REZ 2ok d
PRk - ERES SEFHMTRE B ERRSER 6 £
IO REBEEERTL  ETERSNKGE -
1ld] #E 2 X

O g & & 300 -~
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[0404) ERSHERBRVEEIHASZHEHEZLMKE
BMEEEH 182 SSRE(EHE I8 B SSR)ZH BE= 50
kg BMEEBHREAE 18 E 30kg/m? (HFE 18 8 30)2 /R » &

HEMEES 1ERHEHAREZRN 21 RNET)AE G
(5 - lﬂi)FAﬁ}Tﬁ/—\?F%FﬁE TRXEEEESE © HEE
RZBEBEHEE - BREBEMRN - £a B8 (0% - [
R FFRE - ROBEER) 12-ER.LEE(ECG) k&
ERERAERERE GREEAEFENEEETRES
4 R gER -

[0405] #iskbr2ZEERAER G @ L g EHK
MEBRERER HOEEMEMERZEY  ECCEFE © X

B RERE: BERBL T CERERNEEN — B
WY AR EER O ETE EREAS - NIEES
2o S N L S R E S (B4 e R B R R EOR ; S/
Bl EMOE2R SIBEFRMERERSE ; R
/MR B E RS S A M TR e 5 BT IO B R 0B A
BB RN EGOEL: EEREB 2 BENEE
SR A TR TEERNHEFNES TEE  NER
BEHEHNREENBEERE -
L ET

[0406] & BRHEENE | REE 5 * > EEE
B 6 NIETE o RIEBWHE > B RN FIE P —
RIS E T D

A. 300 mg BRFFEE (2x 150-mg Al

7t
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AP. ¥ JE 300 mg BRFF IR & Z & R (2 <& B 7 68 A)

B. 450 mg BXFFEE (3x 150-mg $E &)

BP. ¥ JE 450 mg BR I8 & >~ %2 B B (32 B Bl §€ &)

C. 600mg BXFAHEZER (4x 150-mg §E Al)

CP. ¥ JE 600 mg BR 38 R 2 & B Al (4x % B’ A 8 &)

[0407] FiEEBRFAHBEXNER L BEERMZED 6
NIRRT KU T B EHEE - EEERERED 2
NEFERTKUATEN B » HEKRER 4 /NFR
HEREALMS - FIEE - HSEEMS -

[0408)] R BEZH > EREETHENSMG  UAEE
HES 1EREBPREZH 2 RN ZERE-EHBBERY
REZAERG 1 EBRMAENE-1 RHOAFBERBBEET
E&om £ 1EREPE I XEEZR 2% 30 EB
(24 M BXFHIBEMH > 6 iz Z B B4 ) FH 1 T J7 % 5% 51 (Latin
Square Design) B 2> Z 3 EEEEFP —8H W T X

AT~

£ 18 £ 28 g 3K
EF | FIERE e - > =
BF [E EH B OHE i fE HA

1 1A 8 fir Bx /T 18 & A C B

1B 2 fir & B H AP CP BP

) 2A ST Er FFEE = B A C

2B 2 fir & B OE BP AP CP

; 3A S ERFFE S C B A

3B 2 fu & B OE CP BP AP

97869D1
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[0409] & 10fuEEBEHIELZEIREF - ZFHFFH
AR E=zHEZlE - FhoMWZHEZ2%E - o
RZBABREZHECERERNA 3IEGFHPAYEZHAER
FEAFMERBEEREE 2R Z2ZEBEZERBERFE 3 K
NHESEZ2LZEE HEZHEEEHEEZ BT
BENLEBEAAE -

- s

1. MmMZFEFZEYE TZ

[0410] WE-—EEFEHEBENZE 1 XEE 5 X £
Bk 24/ EERNEEWNE — 51K 8B #5517 E
MHERERERZEZYHNEPK) - HESZ AR WEIHAEER
PK M AR EHMERE TV EME KRS HE
MEENERE—BEEEENSE 1 XERE 5 REER
0.5+ 1~1.5~2+25-3~4~6~8~12 16~ F 24 /\BE o
BEIRN224/NEFMEREGRETE "B E 2 XEKER
W& -

[0411] FER EHEAPKSEGNRE —EKIEHPNE
1 RRE%E 5 K » #£ F Phoenix® WinNonlin® (Certara,
Princeton, New Jersey) 6.2.1 B > HI M4 Bk S E B E B &
MIEEHESENE  SEDFEREMEY NIFEHE&EAUC)T
HRE : IR 0 EFEERL 24 /NIFE 2 AUC (AUCo-24) ~ B5ERG O
TE%—(ETEEEEY AUCAUC ax)- & A B 22 (2 (M 48
BECuax) I EGF KREZEMFTRE Z B M (Tuax) ~ BF

FReXBEFZHA(T12) » BB EREEH (M) K AUCo-24 B Cmax
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> 2 % B B (Rac) -

[0412] PK S HiBHAKCHESHRABEEREASE
N —ETFE T PK SHNER AT ZERSESR
RSP B Twax 302 A0 B R B SRR A B - B EE -
o 0E M B o BT BE M PK BREEHER o

2. REEWE I E

[0413]) W% 2 BRMIEE S ARBEES 1| XH
BSR o RIS EREIG : REN LWL 0 44 F 8- 8
T2 R 12FE 24N BERETH EBOR RRE - RS2
FRENKESE 1R 2F 24  NBEBHRERE - B7
A EBRERKBE ERNAEERHRERBETER 4
B BIE 5 o B 005 #T R K PK -

(0414 $%F SAS 9.2 B » MR WATEL FI I & 8 B o
R RS E TR % PK 28 © BF K% (CL) - 4
BEE% 0 F 24 NEERRE P EEELNEE LA
(Feo-re) » BRIEHES 24 NEHERE R R EHHOEY
E(Aeu-n)  METHEHMSBE Aeo-a~ Aess> Aes-12> Aerz-24
e Aeg-24 °

3. Z2MBEM

[0415)] % % M7 45 &4 B 0 F B 5 4 (AB) -« K
EHRERUEE - 0BG NEM - 12-878 .0 F E (ECG)
GR CREBEBREGER B2 E/L —H (T E R EE
BENERE I EBRES G BRI EESEHRS
B « R RS (HRMAE 17.1 Bt MedDRA » Bl B 3 4
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BHEBBAGEESHEARBER -

[0416) Z2MEWZMHEGRHAEN K AE - F
REBERUGR(MKE - MELE - KRESH) - &
M ERHER - WHEE - gF5RE - k HR) - 12-FH3E
ECG &R - REEREER KT -

BB B IEZHE T

[0417) (EAZOFHEREEFEFHEEHRZERENS
RN EEYIF P o 5 ERIKEREEE G R B S % &S
B(EEZHE - FEHEH - -SD- 2REAH[CV] #HHE - &
MNE-EERKE) RMERENHPEBHBXEBS SR
B o {50 B TR (BLQ)AY & B 7 M 4% B2 J7 o 9 J&F A0
G BEEHPFEALEEIRERE - FHEHEE A ZMEER
EHYNEHNBEREGUEMHEHIEHHFERNVE ~IET -

[0418] 3k &0 = & X 2 & (2 8 A Phoenix®
WinNonlin® (Certara, Princeton, New Jersey)6.2.1 i 50 &
R HIOEREEERIEHEBEANE - 8 A SAS 9.2 [k
KEFR BHREEEHRERNRBBERNERE PK 28 -
B E—F & oI HRE SAS®HK B (SAS Institute, Cary,
North Carolina) > 9.2 JF % 1F o

[0419)] #ET PKAOMK -RIFE2ETEEREEZM
Z BLQEXERGK  SRI BLQERKREATREHE - 4K
BEBE PK 2B EPTHRHARRAERE T EKRINESE
BLQ REZZZB2EUCERER » BIE%EE BLQ BE%
ZREBEREEREREE
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[0420] MEAZPKESHHRRBEERGS -HE—K
BERIEIAYEE 1 RELE 5 R &% 2 PK 2 85 E (B4 -
M4 B >~ AUCo.24~ AUC 2w~ Cuax® Tmax> Ti2> B Rac[{#
%5 K] FRIEEEZ CLr- Feo.os © B Aeo24)it E R UL M
GETE(ERHEE - ¥HE  SD-CV- HEME > m/ME -
BB A{E)> AUCo.as~ AUC us ~ B Cuax B IE 4% 5 F iy
R

[0421) HEMUEHEXA B K C) - EF (1A~ 2A-
B3A) - FREREHAEENE  RUSREIERF FH
BEEAEEBIE ZEEESGUREN(SAS PROC MIXED)
FRANRE - BEREBENE |l RERESRBERLCHRY
BB EBEREN PK 28 AUCo24/Bl & ~ AUC au/H & -
FCusx/BlE& ARMGERNEREBEEE™MCDH- HH%
REFTZENEEGEHERE 90% Cl EEHBREXLEBIEBR
E & EHEZLEERSE 90% CI ZMEHE - RFRE

[0422] H % 1 RESE 5§ REERNETER
Cmax * AUC zm -~ R AUCo2s R At € 7718 50 (10) :
In(PK)=a + b x In(F/E)+iZE > HP PKHEPKBH a R
BIE  RbERME SR EIEINEEENRERME -
RBEOZHAHNEGEEENER 90% CIl —E &S -

[0423] BXABEZEBENHKsTOoONT - ELH
BB ERERIESRBERUENGEREUAREX P
RABARBEEBMEDN Cuax B AUCo20 B 90% CI> H?
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EEE S REE | R(PHAESHERET) -
&z

a. BEHEMOAN OGS HGHE - R

[0424] 33 R SIMERGERS - 26 L HEHEZE
HEZE RIRAEESERE - BABEEZHAAE
4 (F 4-1)2 B R BT BCPHIR R OR H I (R R BB A
DEEAGEBAREN - ERPASBHERBAEA
(57.6%) K 5 1 (81.8%) « [H# =~ Fi K FIgEER K 36.9
B BEE 2 E SSHYH -

4.1 HERPEROA DG BISERE SRR

BRAAER = A BER

(N = 26) (N=17) (N = 33)
FW B
SE 35 {& (£SD) 35.6 (+10.4) 41.9 (£11.6) 36.9 (£10.8)
x/NE > ZKE 21, 55 25, 53 21, 55
MR > n (%)
B 21 (80.8) 6 (85.7) 27 (81.8)
g 5(19.2) 1(14.3) 6 (18.2)
fEIE > n (%)
HEA 15 (57.7) 4 (57.1) 19 (57.6)
BEEAXFEEFEZEA 9 (34.6) 3 (42.9) 12 (36.4)
FED N 2 (7.7) 0 2 (6.1)
Bk 1 (%)
EHRFEFHULTH 10 (38.5) 3 (42.9) 13 (39.4)
JEEM T EHNT & 16 (61.5) 4 (57.1) 20 (60.6)
& cm
F 34 {g (£SD) 173.12 (£9.17)  172.89 (£4.31) 173.07 (18.32)
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OREE % A # e

(N = 26) (N=17) (N = 33)
BANE o BAE 155.2, 192.4 165.6, 177.4 155.2, 192.4
EE Ok
¥ 14 {5 (£SD) 78.67 (£10.33)  83.77 (+4.80) 79.75 (£9.60)

=/ANE - & KE 62.7, 101.4 76.7, 90.4

62.7, 101.4
REEER |
i #5 {5 (£5D)
E/NE - BKE

> kg/m?

26.25 (£2.72)  28.04 (£1.45) 26.63 (£2.59)

19.4, 29.8 25.8,29.9 19.4, 29.9

"ZERBEHENER

97869D1

(04251 FrHE 33 fuEmERZED— B E 5B M % (B
RBREENEZHEABERELX2E oM KRET - 26 LE T
BREBEEERTH 25 L(96.2%)BHEE PK S EHT

(E—UfEERNEEREEIMELER) HNUBKATRER
HEAMBER(AS4%)HE Uz HHEHEEEE(143%)FIEE
B HETFAUERERESFEHRR®4EZ A R E F (TEAE)
MBBET LR TX): BHAEF B EEREEEE
BRm - W > WE 12 R3IEKKEHET -7 22 L #
RREZFA 5SHE 300~ 450~ K& 600 mg BRSFERE K 6 fiL(E
BEZMA  SHZER HSEERAETKRER

b. [MEFZEYE T E
[0426] HEE—K 5 REHEREHENSE | REFE 5

A EHASNBEARERNET  MEKRHFBERRE LY
EfEH&KER 25 MNREFHEE(Th.) ETERERRE
4N (RENERE)NDTELDEPHNSEITRER (B
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H% 4-2) -

R 42 BHABZRERKES 1 XES
BhOE2E

5 REYIMEE 2 9

BRRAFERBE
B1X g 5K

300 mg 450 mg 600 mg 300 mg 450 mg 600 mg
2 (n=25) (n=24) (n=24) (n=23) (n=24) (n=23)
F 1 8
AUCy-24 6644.8 8976.5 10020.5 9267.2 13366.7 16420.3
ng*h/mL (25.3) (26.6) (25.7) (26.8) (26.0) (27.1)
(CV)
SEHE Cuax

648.8 874.2 954.5 808.8 1077.3 1305.5
ng/mL

(24.0) (26.6) (23.2) (25.9) (25.0) (26.6)
(CV)
Y15 E

2.50 2.50 2.51 2.50 2.50 2.50
Tmax ' h

(1.50, (1.50, (1.00, (1.00, (1.50, (2.00,
(m/NE &K

3.00) 3.00) 3.00) 3.00) 4.00) 4.00)
&)
SE¥ME Ti2°h 13.66 13.45 13.03 15.49 16.83 16.75
(CV) (12.5)" (12.9)° (11.8)° (10.7)4 (8.1)¢ (6.8)4

" EMBNEERHELIEGR

bn=24(F 1UEBEZETHEML Ti2)
‘n=23 (B 1 EBRERZEZHEMGE Tin)
dn=21(H 2MERBEZETEME Tin)

VR GK

B —fr 300mg BRI EREER A —

B NLBERBABEL - MRS S RELSFHRK

fir 600mg R ERRERERIES 5 REE

[0427) £

P

R HLE
(AUCyp-24 Bl AUC ﬁi%)iﬁ—i%

fnim £ FH (300 AH ¥ Y 450 A EH T 600 mg)

97869D1
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EFrESREEGNE 1XRG SEHEFEK 4-2) £ 3 & AR B
EERET BABRAMFEFIFNEEIEZTH(T)EEL
£ 1 XK 13.03F 13.66 /NEEZHE % 5 Kk 1549 F
1683 NEF 2 EHE (R 4-2)- 2 BB BREEEELEB
cHWNEESRE  HEFRFIBEAABNERZRETHEM
B 1 KRZ Cumax, AUCo.24~ B AUC s 2 EHZGEH(CV) A
232%FE 26.6% 2 EHEWKN 0 K% 5 KZ Cuax > AUCo24~ K
AUC o B R GE R 25.0%F 27.1% 2 HE N (FE 4-2) -
[0428) EEZRBXJTEZE AUCo24~ AUC #nBl Cnax &

BERITBREREENM EA  EEMRXSMBRMEEE L

97869D1

T HI MR T B Y S B B L O (35 4-2 B 4-3)
=43, MRIGEE | RAS SR EHERERNKSE

EEVBHWESBZ&EST R

LS # {q tEE =~
LS # fa A EHEr  90% CI

B BEZE N YHHE HEH EE E (%) (%)
g£1X
AUCo24/H & 300 mg 25 21.32
(77.41,
450 mg 24 18.64 450/300 87.44
(ngeh/mL/mg) 98.77)
(76.71,
600 mg 24 16.18 600/450 86.79
98.20)
(67.20,
600/300 75.89
85.71)
Cmax/H £ 300 mg 25 2.09
(ng/mL/mg) (76.17,
450 mg 24 1.81 450/300 86.71
98.71)
600 mg 24 1.54 600/450 85.26 (74.76,
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97.23)
600/300 73.92 (64.95,
84.14)
g S5X
AUCo-24/B B 300 mg 23 30.09
(90.39,
450 mg 24  28.83 450/300 95.82
(ng*h/mL/mg) 101.59)
(86.58,
600 mg 23 26.46 600/450 91.78
97.30)
(82.96,
600/300 87.95
93.25)
Cmax/ B £ 300 mg 23 2.62
(ng/mL/mg) (83.109,
450 mg 24 2.32 450/300 88.58
94.32)
(85.20,
600 mg 23 2.11 600/450 90.72
96.60)
(75.47,
600/300 80.36
85.58)

"EYMBNERBHZER

ANOVA &3 #7 + ¥ B S R " M 877 % |

CILUHEEM ;LS F/NFEH

-3 00m BN BEEEAE - 0Omg XA BEEREREESE S KA
BEEVBHNERERBAEL MR S RAHINTHER

97869D1

[0429)] &t @R EREH 300 mg 3 f1E 600
mg i EMBEETENHE-LLAE - £ 1 XEFTR
TREE(RBEFTEREN AUC )R TEMBEDN 76%(F
4-3); B 5 R - B EZIRABRZBEE LA ERMLGED
88%(F 4-3) ML Cuax R » B EBRABREZREH
BleE2aEt  BERNFAEBPENEE-EF(GR 4-2 &
4-3) o
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[0430] et M AERBRABEE R —REE
WS REBERBEELEF - KAEWE » F5SKREE 1 X
ZHEBEREILA R AUCo24 89 1.40 E 1.62 & B N K Cumax
1242 135 HEANCRHTEIE) LERRG R AT
BERNMFEFEFXEZHER -5 -

[0431] LHBBET EMAFERABRRRERE
(300~ 450~ F 600 mg) T » AT BENEHEERE 2.5 /)
BFEESEE HERE 24 /NER@EERUEEBE)NA
BB -8 5K #2300 mg KA BERHENEEF -
E B REIRE B (AUC)24) % 9267 ng » h/mL> H BB £ 300

U'

- mg ORBMENERESERE — 2 - AUCp.24 #1 Cumax %2

§7869D1

EmmEHA > BEREFEEFEEERMEBRELS FEHE
By 74% - 88%) - WPl AEHRENE 1 XREFE SK - HR
HE¥Y=fMHERE | RBWFEHE= ~13 h- F 5 XK ~16
h) M BEREERLE S RKNNBEFEBERAMESFT - B
LEFMEBEHNANBEZEET  BSARN2FEBEELS
1 REEE~50% - b2 EBEERAERHSBEAE T B8 5K
P—R—KR IV HURFEYNSERERFEEINE
R -

[0432] D2 EHEHEEE
KIGE 450-mg BFHVEBR N B EMBEREEGE 5 & HE 300
mg B BL(5 B B FEHE AUCoas = 8976.5 H 9267.2
ngeh/mL)- EHE R HEBFEEGEEREEPTHA 300mgEH O
RICER  RSEHBEIF - R—REHOBEOR " & A

s =
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B, 450 mg #EE -2 K RE—R—K 300 mg Oz &% 22
FYSREE - HERBEENRRYE IVAHERAFK -

c. REEYE T E

[0433] HREEBRHABERBLELERF MWMERER
PHMRBEREBEWRER PK o BRESTAERBEEDN
MBCKEE 2ERIEMBEES RN ILERSNRERS 3 K
R 1 REE 5K S EARBMNRE) BERALEBEX
N UBEZEBABENEH CHERE RSN
{8 43 #7 &5 5 B9 B 1R L B S 3R R 040 B R B 3 LR BROE 19 M
s

[0434] FIABRRABRZEBRELET >  ERER 0 £ 24
MNBERER P 2B EONE B P E FeBE 1K
I ~5%ZE~T%EHERN > RFE S KRBN~THE~I%HE RN - BE
BECLDESE | KB 2.8FE 42 L/h&EEBEK > XE 5 KW
2.4 F 33L/hEEWNGR 4-4) -
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44 BHABEBENKRES | REFE SRBIRKE
MENESE

RAEERE
£ 1X g 5X
300 mg 450 mg 600 mg 300 mg 450 mg 600 mg
1 (n =2) (n = 3) (n=1) (n = 3) (n =5) (n = 4)
20.37 25.06 26.14 30.81 51.82
Aeg-24(mg) 31.96
(8.3) (16.8) (14.6) (33.0) (14.8)
6.79 5.57 8.71 6.85 8.64
Feo-24(%) 5.33
(8.3) (16.8) (14.6) (33.0) (14.8)
3.01 2.80 3.28 2.38 3.05
CLr (L/h) 4.17
(11.4) (9.6) (27.2) (34.9) (19.9)
CEMEBNBRERZIER

b 35 {6 (CV)

CV . @R B

B —fr 600 mg BRI MEEBMRAES SEAHUEEMH HSBEREAE
oo TS S KM Bk

[0435] HHoERBOREPKOMEHEEKSTEER 2
EEREERFENWUIER FS5SXF > REEEE
ME FI&BEORBELEH 24 N -RBEFTH~TPE~9%
SEEMPGEE - MERWEEL 202 25%  REEMNEE
BARHAGERNFERY CE@HEETHER 35% - REPH
BEEBENBRABERETEEANRRERZ > L& HHA
PR & o HY I FEE -

d. L2 MHAZHE

[0436] RBEMS BERIH > Z2HEKEBHETH 33
fir B8 A 12 ik &3k 36 ff TEAE( 4-5) »
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RASHEFRBHBLENAEREEGSGERE °

R EERE BRAABREE ZEHE
300 mg 450 mg 600 mg BE R

(n=26) (n=24) (n=24) (n =26) (n=7)

HENTHEHNERZRE n (%) :

{17 TEAE 5(19.2) 3 (12.5) 6 (25.0) 10 (38.5) 2 (28.6)
#1354 A B 49 TEAE 4 (15.4) 2(8.3) 6 (25.0) 9 (34.6) 1(14.3)
RER TEAE (E> 1 EBERBPHE)  n (%)
5 O 2(7.7)  1(4.2)  4(16.7) 6 (23.1) 0
I§ M 2 (7.7) 0 1(4.2) 3 (11.5) 0
4 B 3B ‘ 0 0 2(8.3) 2 (7.7) 0
W 2(7.7) 0 1(4.2) 3 (11.5) 0
ALT Lk 0 1(4.2)  1(4.2) 2(7.7) 0
HEHEREEPILEBRAEN TEAE > n (%)
& T 1(3.8) 1(4.2) 1(4.2) 3 (11.5) 1 (14.3)
= 1(3.8) 0 0 1(3.8) 0
0§ - 1(3.8) 0 0 1 (3.8) 0
ALT E ¥ 0 1(4.2) 0 1 (3.8) 0
g B8 b 7t 0 0 1(4.2) 1(3.8) 0
B BR 0 0 0 0 1 (14.3)°

e HBEBEZER
® & B9 K E &SR
ALT - R BB A& 1ol s TEAE B RHHEFEZRAEEH

[0437) FE 38.5% TN EBE N (F B 28.6%H =
ZRENERBESE TEAE- i S 52t TEAERBRE B
(GDAE - ZEF#HEH TEAE RIEL > HEBRFEZE 300
Bl 450 mg B EH P HF4<7.7% > FIE 600 mg 4 & 4
16.7% - A EBBEWHE TEAE M ARENPTENBE

97869D1 148
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B HERHIMIRE 4 EE TEAE(SAE) - 7% DU fir (B 82 & B
BEER PN TEAE G 3 BRABEHNERELA
— R EEE R R BEE | EE -

[0438) A @ BEENERE -  SR-HE - BECG &1 -
MKEXRBES SRS PLEERER LEE S
BoMELESHETE —BRRESHENAGHES 5K
TR EEREE 004508 600 mg A BENEBOR
BB EEE LB ALT)REN DB ESELES 3 E-2.0- 50
Bl 19.51U/L- ZRBENHEEILLE-5.0Z2-1.0 IU/L & &
P o R A Fr g B E AL ES (AST) - 05 40 % = H 4t i 5% (L &
SHWTHELEEZS(L - REEA ALT &5 150 IU/L
(BREE[ULNIEIRM 2.7 f5) £ EE NS | 5%
ST 450 mg BRJTHEE B NS 2 R RIHI 2 300 mg
SR 1% R F B 2 B LT P Lk Ay (B B 5 Ik (E BR 72 OB 4 T B R
B NESE UM ETEEEER -

[0439] Mm% PK #HGERER > T —F—ROE
WEHN EHREESENEBES B EEREIRE NS
HYBEE HREEERELFEBBRER - ki B
A BREHERBE - HEE - DT EX2 RS
AR BREIfEA - B2 300 450 B 600 mg X S E A E &
AEBRT - REERFWSE(HAE TEAE BEE S G
WBREWE) ER B A — 2R e HEN TEAE
WAERL A SBEFEEB R 300 BINE 450 mg 1 L
FF(15. 4% 1% 8.3%) B LS E L 600 mg 15 B F4HE
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(25.0%) - f5 % % % 69 TEAE & GI F @ 5 b - 600 mg Al
ERENELEEREREHEREED 9% A8 2
fF 600 mg B & EE - HAb o 13 {6 4 BB R ALT
o B R R B R R T - BE ARG A
AH] ALT {8 # 4 ULN £ 3 5 + {8 £ 600 mg I B &2 & o B
B OALT RAmABEBEEELNETESAENRE
B REEEBESEE ¥ORMESR 300 mg B
TEEEF DM At 450 mg BB TAEREREEAE S
VTS M B B R R R B

[0440] WS« B | HEHREFER 300 me
S EOREB I REER R W 2 (PK)E % 4 /i
DM - R 3 E R IA UREE - R A B SR
% ECFHIE % CF 9B P B9 300 + 450 81 600 mg i n=26)%
SR (n=7) SEHEEEE S EER—K - D B
NEERAEAEEGREEENEN T ER o BER
Bl - B (FAEEEE T4%E 88%) - Bl & 12 E >~ K W Ek J 18
EMEAEE S EEEN B S RN BERLE | R
F-50% - FBL 450 mg B 1 K M9 B IR % 48 8 1 0 L 78
S 300mg 9 S K RW PK A EA S EYABE
NEBEERAREN  FANBERE SR - £
GREHEA R % 450 mg OREF I EE B — 86
BB SERTE - 4 I —F— K 450 mg O FR 6+
B (— MM E R AR B BTRE—X—X 300
mg OIEEKFABE » RAEBEERPRA — K —K 450 mg
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EEDFﬂ'—f%U g

—HEAE 9-[(2,2- T WA TR NEE
BOREEARY  RARAEHREE Y BRES

* B B % (CABP)Z J7k » B b » (k38 F AL B m A » 9-

((2,2-Z FE-FERE)- PR - Z2NBERLEHD

BEYEE o B AR S

() ZEEREARE > % 100 me > BFH 12 NEE RS
K1k |

Q) BEE > —RSEERNEE 5 100mg- 5%

—EEEAE R % 24 N BB K%

() BEE > ~EOREE - 300mg - £5 FREF—
EERABE % 12F 24 NSEERE - 5% -

() HFE > —HZSZEORBIE > K 300mg > 5351 L
R R % 24 B R

MEFEFGEES | AR BEARY > Eh %

4 7 42 4 1

(la) = EEMGAEE & 100me- FHFH 12 /86518 % -
K1k

(2a) BEE > —~REESHEAAE > & 100 mg > 43 7
LR BRI AR 2% 24 NI R R

(3a) — K% EOEAR > & 300 mg - 5 B & £ — BB
B % 24 NEEEEERLE

Hob s S B (20) % T D B K R B — (E AR AR M E

100 mg 2 9-[(2,2- " B M - H I E)-F ] EHWEE
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B H B AT Rk e

3. WHFEMNGEES | HRR B EERY > EHPZE
EEREEQRE
(1) = EEFRAEE > & 100mg > FE 12 /& %

2b) — KL EFERABE > & 100 mg 77 5l &£ £ — 1@
MIRABEZ % 24 NIFHEZERE > Rik

Bb)BEZE > —EHIOREE >300meg> FF L RAE E—
BRABEZ% 12F 24/ NHEHEERE Rk

(D) HRFEE > —HZHEORBE > % 300mg > o3l £
—E ORBEZ % 24 NEEHE KB -

4. WEHFEFMNEERSE | EREZBEERY > EP&E
BERIE AR
(I)={EFRAEE > & 100 mg> MR 12 /B £ %

(2c) B AFMABE > & 100mg - 77 5 7E £ — (& &
MABEZR 24/ NG EERE - KRR

Bo)—HEEUREE & 300mg: P ELE—FEHE
Z1& 24 /J\H%i?%%&ié%’

Hf BT EGHZERLE —EEFERANE £

100 mg 2 9-[(22- "R E-RHERE)-FRE]-ZEHTUEREER

B H B AT 4 AR -
5. WHFFMNEESE | AL ZBEZERY > BT &G
EREARE

97869D1 2
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(1d) =EBFIRAEE > & 100 mg- FE 12 /K &% 2 >
(2d) —HLEFERABE > & 100mg - 75/ F £ — (&
AR AHE B 2%’ 24 NI EE KB -

MEFEFNEES | £ 5 HRE—FEH K ZE S HK
Vo HPZEIREETR -8R 9K 10X 11 K
12K ~~13K~14K 15K ~16K~17TKR~18K~19
RXK20KR~-TEIOR-TE 14 R-FK 1L E 14KXA
B 10 K A58 RY ©

WHFHEMNSEES | 2 SHEP LT -—H R ZEZEER
Y HFZ IVEERBER/HIEZIOR 326K TE

10K ~ B 5 R o

WEEEAGEES | E S A E-AFL Y BHEER
MR R R EREAE RS EORME B H IV
BERB R AT TR -4ESF 65 TH - 5K ;
BORGEREA IE 1R - 1B4X -5SETR K

5K -

10.

MEAEAGEE | E S BT E— BRI EEER
Yo RSP RGERBARE —RSEORME RE PR
IVHEXREE SX  ROBGEREE 5 X -

—ERE 9[22 RE-RENE) FE-XENBE
REWOEEERY  RERBELE T2 E RS
B 3k (CABP) 2 J7 3% H b » ki THI @ B H A2 > 9-
[(2,2-Z P& -FEEL) - FL-EHNEEN L BN

3
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B B B - BE LA K (E A

(1) ZEORKE » & 300 % 450 mg - [ 12 /N5

% . R7% -

Q) EFE > —HFEOKREE % 300 % 600mg > 77
AL —EOREE 2% 24 NSEE L -
LS EAGES 0B Y SEERY > 5O

BB B 300 mg -

M EEEABES BRI BEARY > 2P %L
R I
(1) SECOREE - & 300 mg - W 12 MR &

% -
(2) — KA OB E - % 300mg- 5 B L — (8 OB
ME> % 24 NSBEBRE -

13, A 9-[(2.2- " HE FERE) FE-ZHNBES
NHBOEEARY  ERRABELEE Y HEA
W% (CABP)Z J ik » B b > {8 T 514 By 42 > 9-
[(2.2- R HERE)-PE]- L2 NELERHLBRD
T ER B A RS ER
(1) — W — % — K4 O JEHE - 450 F 600 mg (7

B — F — 2 tf 1 AR 0 0 15 1 08 24 /0 05 43 58 ) 24 7%
(2) ~HSEORBEE - & 300 % 600 mg - 5 FI £ —
EORBE Y & 24 N8 E 05 -

14, 40t B B FUEE B EE 10 B 13 T D {E —JE BT b > B 54

B R R ESBAE TR 8K 9K 10 K - 11

4-
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K12FK13F~14KR15FK 16 R ~17 K~ 18 K
19K 20K 21 KR TEI4XR-TEIOR K 11 E
14 X N5 -

15. MEFEMNAEEE | 2 5K 102 13 HPE—HARAL
CEEARY > HHT % CABP AHEBERAEMIME
& HE G #HE K BEMRSA) & X EBHEXE
(Staphylococcus aureus) ~ BIEF BRI EM X #EXE
(PRSP) i 3% #% Bk & (Streptococcus pneumoniae)~ it X
B [ 42 & (Haemophilus influenzae) ~ & # 3 fI
(Moraxella catarrhalis) ~ 5 & {1 K i % B (Klebsiella
pneumoniac) < VE B M B {E E A B B (Legionella
pneumophila)~ fifi 3 3 &K B (Chlamydophila pneumoniae) ~
Bii 35 048 B (Mycoplasma pneumoniae) ~ B 18 3 # 1K B
(Chlamydophila psittaci) - H K % 7% B (Coxiella
burnetii)~ X I 18 & (Escherichia coli)~ St H4 & 5[ # -

16 MEHFEEFNETEE ISHEHFF R BEBERY - H P&
FEREREBEDN LM XEIRE (PRSP) - ERANE
MR ERE HBEZNMEMXBERE  NFEEHE
P Bifi 3% #8 3K & (MDRSP) »

17. WEHEEEANGEESE 1 2 5K 10ZF 13 HPE-HFHRL
CEEARY >  HPf % CABP G EEHEMHUEERMLE
AEEH - MEXBEE MAERE BHEAERE - H
K & 7 A Bl O OB M@ AR (Haemophilus
parainfluenzae) 8 AW F B BCEH 48 & BT 51 & -
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1S M EAEES | E 5 & 10 F 13 5§ £ — 3 Bl
TR B K% E A AE - j

19 MEEHAEES 1% 5K 10F 13\ B E—FAM
TEBEEARY  RPEZOBRMEGSTE 150 mg 5
) 5 37 3 3 5 -

20 MHHEEAFEEE 1E 5K 10 % 13 F b E—BEFH
CEEEARY > RS UMM R GEEREY 30
5

21 M FHAGEESE 1 F 5K 10 % 13 P E—E F
TEEARY o H DL EEE Y R 4 7
B AE 24 N B - RE P E 400 mg B AR M
BESERESE > A%RE 24 NERHE—R—R S
B P2 400 mg CURE B 2 R &K 2 10%(K 12.5%)
i -

20 MEFHAGEE 15 SR 10F 13 EhF—HH it
CEEARY  ETREBRESBASEIRESE S
* > ERETHZERTEMERNE S HKE | W
B OMBEOARRBEER  AKE  RTREE > Z
R DGR SR L bR - R E S I
GEENG HHPURERERE I REE 5 R
BREESUEE ([

23 MEHERAEES 12 5K 10 % 13 HDE—TEF
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6 RES/NE  HEPRERBEESBEOORERS
& RENEW 2/ RAEBIALEE 4 /08 -
24 MEBEHEAMBES 1ZE 5 & 10 E 13 78 £ — JHF it

CEEARY  HPZEREFEBERE
25 MEFEHEABES 1 5k 10E 13 @B E—HFF#
TBEBARY EFENRLEFEZBRRIER 70%

Z 100% -
26 HFHEMAEE 12 5k 10E 13FEREIFHH@
ZBEMLERY

(a) HP Z(EH 2 CABP 5 & PORT g 4k 11 X
EFARZZ T EZIBEBRREIIRER 70 £ 100%~ 75
% 96%- 75 % 90% - 80 & 83% - 82% -~ 80 & 96%
90 = 96% ~ B 95% > EERE—HEEE 5= 10X
B

(b) ¥ (EHA8 2 CABP EF ¥ & PORT [ fx F & 111 K
EFARZZ AT AZEIRRIIER 80 £ 100% ~ 85
ZE 95% - 90 F 95% -~ 90 F 91% -~ 93 & 94% - 1£
Bk—BEERSE 10 REBIE

(c) HPZEA 2 CABPEEHE A PORT E g E4H 1V K
HFEARZZ T EAZBEKREIER 70 £ 100% ~ 75
Z 95% - 80 F 95% -~ 83 F 85% -~ = 90 E 91% > FE
Bk—BEHEE SE 10 RBE

(d) Ef % {EfE 2 CABP ¥ & PORT E & & & III 5
IV REFARZEZFTEAZERRKIIES 75 &

97869D1 7
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100% ~ 85 & 95% ~ 85 & 90% ~ 88 F 89% -~ 90 &

95% ~ o 92 F 93NHEREK —BEEER 5SE 10 RE

ZX o

=

27. MEHEBEMEES 1 £ 5k 102 13 HPE—HATL
ZEBEHERY HPZEEREEMEBENEREGHFE
EHMAEARE REPZERERALGFEMABEAN GIAR
EHFABEREHRFIERAZ T EZIEE -

28. N EHEAEES | £ 5k 10E 13 HFE-HATM
CEEERY  EHbZERZAEREARESZEER
LB M B (C. difficile)Z Bz > R(2Q)FEEE LHRE

ZEEZ B EER -
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