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mL)> * Beh el d i 4 T AXIPE S FREF QP LY B F S LG e

13.2 E%gfﬁmﬁ(_ﬁ)ﬁﬂm

SuES S B An gt A EE p AR (Y AT G fFAUCK ¥)8i ¢ 101— cATigecycline £$
(230£212 mg/kg/dayf HE T A7 P PAUCH 5 502 60 meg-hr/mL) > 3 8 23% s 4+ 9 %
BN § FE R ’féﬂz“iiﬁ' [R5 IR S5 s SR 0 3 ~1E,’r:’vﬁc
PSRRI ¥ L e ;_’\4552'&%5 TEEREF o

14. BRERFRFE (i 2 peie
o B R

Tigeeycline & # # B Fi I F & ¢ it (72 S A H5~142 jop & L AT A 2 4K 4
J& % i (complicated skin and skin structure infections ; ¢SSSI) =% 5 f5 p i«j‘ﬁ? Tk Fé)“‘n( B F
L 5 25Tk R k) 0 vt i Tigecycline(F =t & & 100 mg » 45 #| ¥ 550 mg > # 12-] pF %
’?‘rﬁ%]*}i.%:%%‘— =2 )2 vancomycin(F 12-] i 3 \ﬁul_ K31 g)/aztreonam(ﬂ 12/]: F‘*%f"”\ﬁ%]& 3

2 gy ok B2 TR A oy 4§ SR D R 0 ¢ dei) ¢ R
ﬁ’gfié%z]"} .E"%‘J,( \(;am—'“mcm’_“‘*ﬁéxzﬁ. %Jiﬁtr/‘; b E\JQHF 1&%,_»’!"}5.)?7)
SERORD S EAEFH AT G o 2 R fondpiR s bR ”ﬁﬂFE(Testofcurevisit)é]%

B ¥ 3% 1% ¥4l (clinically evaluable ; CE)2? &gk + & Bli5 % ¥ 48 (clinical modified intent-to-

treat 3 e-mITT) 2§k o 5 (clm]cal response) ° (3L 3R6) © & “TR H g R A TR T
e R(TOC) 73 {7 eyl F 3R 4R 2 3 L 4.7

36 - SHA5 143&3’]@#’&&@&&@?%&241"*?E*‘Eﬂ*nﬁﬁaﬂ’], AR

Tigecycline® Vancomycin/Aztreonam®
n/N(%) n/N(%)

B | BUTRA R

Rk 7= 3 (CE) 165/199 (82.9) 163/198 (82.3)
Tkt & E] e klﬂ (c-mITT) 209/277 (75.5) 200/260 (76.9)
B av 2 BLTRAE

Teh T EA (CE) 200/223 (89.7) 201/213 (94.4)
k& FE]/{«&‘HIQ (c-mITT) 220/361 (84.3) 225/259 (86.9)

THAAME 2 100mg AFAE 2S0mg  * LT ERF- %
" Vancomycin(# 12| P54 %% 1 i+ 4 2 1 g)/Aztreonam(F 12-] pF 4% 7%
R7 - (KERERFEEES ﬁﬁ

LD g)
STk S HE 1 7 5 % [ A A RN O ER PR A

B Tigecycline Vancomycin/Aztreonam
B &2 }éi Jallal n/N (%) n/N(%)
TR EF[ Escherichia coli 29/36(80.6) 26/30(86.7)
W b 1& Enterobacter cloacae 10/12(83.3) 15/15(100)
¥ 4a3k i/ \ﬁ;[ nterococcus faecalis 15/21(71.4) 19/24(79.2)
( "4+ Vancomycin £ 57 g 1553k )
"* XA #] Klebsiella pneumoniae 12/14(85.7) 15/16(93.8)
Meth1c1111n 2R
ISR EE EFL§taphylococcus aureus (MSSA) 124/137(90.5) 113/120(94.2)
Methlcﬂlm - Ted
£%¢ 73 3—] Staphylococcus aureus (MRSA) 79/95(83.2) 46/57(80.7)
i ’—iéiélﬁ @ Streptococcus agalactiae 8/8(100) 11/14(78.6)
FEP iéﬁi ] # Streptococcus anginosus arp.’ 17/21(81.0) 9/10(90.0)
ok Eﬁ 7] Streptococcus pyogenes 31/32(96.9) 24/27(88.9)
Rt ’7)% #F 1% [7] Bacteroides fragllls 7/9(77.8) 4/5(80.0)
ZORAFRERE AR 2 AR BHR FEE L R T ¥ 2 R

@ 35 eFpe 4T ) (Streptococcus anginosis)
iéﬁi P (Streptococcus constellatus)‘%i‘ &l
14.2 ?E"“E'EHEH"FNH?
Tigecycline & % B & '?\:ﬂ"r e ? L QLN A
(complicated intra-abdominal infections cIAI) s %E 45 5 B R ‘ﬁ-:«)% 4‘55@(«&:% R R =Y F;kﬁé;
25 TRk 5k ) 0 vt i Tigecycline(F =t &£ % 100 mg > 4454 £ 3 50 mg» & 12/ pFf# 2% ES
RS vt' 1m1penem/01lastat1n(4 6] Fﬂ‘r%" %L 1L 2 500 mg)rnm% ;:% F L TRk iR rr!/]%
L] S AR 4R B R R R/ i E
S »J- LR ‘?i’li-"ii'i DR 3 "liiﬁﬂ—.—f; By pRE 5 4P A (Test of cure VlSlt) Bicd
¥ 3% ¥ 48 (Microbiologically modiﬁed intent-to-treat ; mITT) F 2§k i 5 (clinical response)
G 3R8) < i “7 | 4 s 13‘1*‘ >R etk R (TOC) 13t (7 el 532 H R 3L 49
?ES s 14K AR R PR R P S B IR PR SR T

¢ 43k fF(Streptococcus intermedius) * & A

IE LS4 A R A W;Sar} LN R

T

=

Tigecycline® Imipenem/Cilastatin®
/N (%) /N (%)
199/247 (80.6) 210/255 (82.4)

227/309 (73.5)

242/265 (91.3)

] 279/322 (86.6)
= A2 ; 100 mg » a.#«*rﬂi 550mg > # 12/ PR E- &
Im1penem/C11astatm4 6/ pF & £500 mg

R RREHFREET ﬁiﬁ ST (T R M RE R ) R B R PR A R

Tigecycline Imipenem/cilastatin

B %2 )}_a)%' al /N (%) /N (%)

244/312 (78.2)

232/251 (89.9)
270/319 (84.6)

3

E

’—' % 2 1% X 4% 7 Citrobacter freundii 12/16 (75.0) 3/4 (75.0)
Ly #f; 5;:] Enterobacter cloacae 15/17 (88.2) 16/17 (94.1)
' % ’}% scherichia coli 284/336 (84.5) 297/342 (86.8)
#i& o 'S’ ia1 i Klebsiella oxytoca 19/20 (95.0) 17/19 (89.5)
3% 4% 17 Klebsiella pneumoniae 42/47 (89.4) 46/53 (86.8)
¥ 4878 7 Enterococcus faecalis 29/38 (76.3) 35/47 (74.5)
£ meth1c1lhn B AR R
EFd FFk Staleococcus aureus (MSSA) 26/28 (92.9) 22/24 (91.7)
Eos meth1c1lhn L P M hE TR
£ ¢ § 3 3 Staphylococcus aureus (MRSA) 16/18 (88.9) 1/3 (33.3)
vﬂ'«* NS ﬁéﬁi ¥ Streptococcus anginosus grp. b 101/119 (84.9) 60/79 (75.9)
7] Bacteroides fragilis 68/88 (77.3) 59/73 (80.8)
] Bacteroides thetaiotaomicron 36/41 (87.8) 31/36 (86.1)
7 %7 1% ] Bacteroides uniformis 12/17 (70.6) 14/16 (87.5)

THFEAE 5 100mg ) AREAIE L50mg o * 12 BEEE- =
bLevoﬁoxacm (# 128424/ P& £ 500 mg)
CO5% IR E RIS AR

CHELE I8 T i A ¢ JRF X 500mg levofloxacin t 3 0 = % ehiTigecyclinei s (4 o

R RRAARREETHHE - FERTE RS R RERAR A"

) Tigecycline Levofloxacin
B 22 )?p‘afi'ﬁ n/N (%) n/N (%)
b g s % #] Haemophilus influenzae 14/17 (82.4) 13/16 (81.3)
9L ’\ il | Legionella pneumophila 10/10 (100.0) 6/6 (100.0)
* W 4dTk 7] Streptococcus pneumomae 44/46 (95.7) 39/44 (88.6)

(#7223 4 penicilin § & % #£2 FHk)°

N 5 AL T B 4 M5 L §k 2% Two CABP studies

§ }\LR‘"F% B ﬁi }j}:\:)ﬁa [Tigecycline£? levoﬁoxacmmm)ij}i /%] 5 20/22(90.9%)113/18 (72 2%)]
7 I P Tigeeycline s s »c % » 1 post-hoc analysis 4 17 £ 3 p AT B 4 (RGNS ]

o FF 2 p A 0 ARG P Rl e ootk B AR R AR X )%&M?Tﬂ 7]

F iz - Tgmfh’%,\;&% FAGE :

)

* PSI~ ﬁ:« A=

o F]E iélﬁﬁ]ﬁ,g."%’ G

TSR BRI A2 0 B Y E R AZESOK A B ARHEY

ETS

.

S ST e

F12. fikPost-hoc75 ;A kI T SR R\Bg A7 it [ R MR 2 2 BR PR A R SR°

Tigecycline Levofloxacin

/N (%) /N (%) 95% CI”

EY SRR
Tk T R A (CE) B AR
A 93/103 (90.3) 84/102 (82.4) (2.3 18.2)
Z ) 32/35(91.4) 52/54 (96.3) (-20.8 > 7.1)
Tek b & Be R emITT) 3 5 % 3
A 111/142 (78.2) | 100/134 (74.6) -6.9 > 14)
z 38/49 (77.6) 58/69 (84.1) (-22.8 > 8.7)
5 F 2 B
AT ) (CE) 3
s 95/107 (88.8) 68/85 (80) (-2.2 5 20.3)
Zz 33/37 (89.2) 48/51 (94.1) (-21.1 > 8.6)
T bR Be o FAE (comITT) & 563
L. 112/134 (83.6) | 93/120 (77.5) (4.2 16.4)
@ 58/69 (84.1) 70/80 (87.5) (-16.2 > 8.8)

FRE A BB 7 TR F]F 0 <3850 > PSI score (Pneumonia Severity
Indcx)>3 > TR 4ATR F»]rn B A2 Fe
P II9S% R R R F ia AR

C L E l%'iyé% Vo e & o JRE % 500 mg levofloxacin e X b = %

15. BEEH (&~ pricf)

. Clinical and Laboratory Standards Institute (CLSI). Methods for Dilution Antimicrobial
Susceptibility Tests for Bacteria that Grow Aerobically; Approved Standard-Tenth Edition. CLSI
document M07-A10, Clinical and Laboratory Standards Institute, 950 West Valley Road, Suite
2500, Wayne, Pennsylvania 19087, USA, 2015.

. Clinical and Laboratory Standards Institute (CLSI). Performance Standards for Antimicrobial
Disk Diffusion Susceptibility Tests; Approved Standard-Twelfth Edition. CLSI document
MO02-A12, Clinical and Laboratory Standards Institute, 950 West Valley Road, Suite 2500,
Wayne, Pennsylvania 19087, USA, 2015.

. Clinical and Laboratory Standards Institute (CLSI). Methods for Antimicrobial Susceptibility
Testing of Anaerobic Bacteria; Approved Standard-Eighth Edition. CLSI document M11-A8.
Clinical and Laboratory Standards Institute, 950 West Valley Road, Suite 2500, Wayne, PA
19087 USA, 2012.

4. Clinical and Laboratory Standards Institute (CLSI). Performance Standards for Antimicrobial
Susceptibility Testing; Twenty-fifth Informational Supplement. CLSI document M100-S25.
CLSI document M100-S23, Clinical and Laboratory Standards Institute, 950 West Valley Road,
Suite 2500, Wayne, Pennsylvania 19087, USA, 2015.

16. BE/AFTFEIRIE

% — Tigecycline/i 4] 15 mLgL 3 j3 )

BEE & £1004 12T ] HY

BREFESBR ¢ & AN F Tigecycline 7 %15 3325°C (77 F) IR BT o A A4F I 40 » 00857103

)73' Bts > 2 AZME25°C /TT Fenife i "5 24 PFP (60) B i3 20 SN o 4R enpd [ 3530 2 9%
/__/{7/7§ Q\:‘ ) F%‘Z‘@ﬁ/ﬁﬁﬁi(z 1)

14FA®$§J(¢?ﬂ )

(st TR FRLEE cik A AR - B LRI F R E S
R R E\";i_ g o T i AL e R AT o Aok A R R 15 VR

eiiTigecyclineis &y {8 ©

—_

5]

%)

SFLM 7 50 mgeTigecyclineik &

E IS e R S R O ERIEGS) -

. "r)'%,ATlgecyclmei His o7 oednd & F AL F N n R e IR “”)3)?5 fo i 4t 7
: ‘d }*4~ﬁ»5li‘mr\4}'}ﬁ)§;(m£r)§ h)e %Trgecyclme"* 0 o F LR 4'”7}3)?3
BE o AV R Q/;Mr;/% AR g GRS R EF AT © o RIRER S
B0 AR f B (1)U B B A g v fe(D) i’g‘c)ﬁamﬁ ERLE IR0
ﬁi.{iTlgecycﬁneEL H s s E2FIEEd g

[ BA2% ] Lactose monohydrate, Sodium Hydroxide, Hydrochloric acid, Water for Injection.
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