AEH#: 2007 403 H 09 H

&2 H H1: 2007 4F 04 H 27 H: 2009 4E 09 H 21 H; 2010 4F 10 A 01 H; 2012409 H 19 H;
2013 4F 05 H 10 H; 2014 4201 13 H: 20154F 01 H 14 H; 2015 406 7 24 H; 2015 4 12
H 01 H; 2016 4£ 01 A 16 H; 2016 408 H 03 H; 2017 405 A 11 H; 20194 10 A 14 H;
2020 4£ 07 H 01 H; 2020 4 12 A 30 H; 2021 407 H 01 H; 2021 4F 11 A 04 H; 2022 4 05
H 31 H; 2024 404 A 25 H; 2025409 A 01 H

MEERRAAD
AT A0 0 5 9 7 RS 5 T A

(%5545 ]
AR FaERA
EELE SR e
YW FR: Azithromycin Tablets

DUEPES: AqimeisuPian

U]

AR it B AR AR AR R KA

b2 448K (2R,3S,4R,5R,8R,10R,11R,125,13S,14R) -13-[ (2,6- i -3-C-H %E-3-0-F 3E-a-
L-AZ%-CUE IR L) A ]-2-£.56-3,4,10- =8 %£-3,5,6,8,10,12, 141 FH 3E-11-[[3,4,6- = i S-3- (= H
R -B-D-AKR-CHE MRS ]-1- A A%-6-BUR IR+ Fibe-15-Fd

25K 2

SH % A . 2H0

0 S o
/ ":‘ CH 3

ZIKEW TR CisHnN2O12-2H0
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ZIKEW T E: 785.00
TR T3 CssHnN2O
ToKY 5y F i 749.00

(IR
AN B O SEIRA )T, BRAERE, REBICEEG.
BHAZIM 250" FHZIR, SFTarss = —KeaY, 3T 025g F&ER.

EME]

B 7 85 22 — P ORIN BRSSPI 254, 3& FH TR 7 B dia 8 Tl A MU R bR AE T 81 B Ao i
oA R b R

o UUEKNE MAFEA . AR At Sy sl 2% BEER TR 51 AT (18 R SO R AN R R SR R A

o RAIEAR . VRRIE AT B i 98 SR AR BT % BEER B 5| R A DX SRAFE I 4% o

o VURFEIMATE . At S by B U R BEER R SRR S H R

o URUIERNE MUFF IR At B B U A B BR TR D RS SRR B R SR AR

o ALPRPERERRTR TS 1M 2/ i B AR S o

o EUEEAIEIRE. MR BERR A B0 FURERR B 5| 0 B Al R RN B R 4 R iR

o IDHRAR SR AR BB A% B ECBR B 51 RS 0 SR 2R TS 3

o FLIEEHWEMAT R 51 R0 B AR TR G . BT IR RIS HE 55200 2ot AN BeK

/b, DRI 1 R A R B 2 R VR T M T AL

3 FE R 1

i 73 2 2% AN T 8] e B A R BRI DR 3R T B A A AN B IRV o7 RN 4 R, 481
1

o FERMMEAYELER,

o [EBERAGVEIRGLEFE,

o HHZCEBEAL MUE £

o WEMAFAIEHE,

o HIFHURSSEFE, BFE

o RRE KEEAIPIN LI I 1 s ML fE 132 4 CRLHG S e SRR s D RE R TE D 1 2R

&

£
NS
=
N
[\S}
=
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[ ]
0.25¢g

[HZEHE]
SYN £y

Blayee R A AR H FUIRGE 25—k, BRIk, SR AREA R AT DAR] 5 % 2 5 771
09T SRR GAEIN, HTRE S AE R I R

XY AR A SR | At o W I AT AT BB R ER B P S5 R P AR R » AR5 B I IR AR & 1000mg
X HARER L VRYT . RAE 1500mg, B H — R A & 500mg 3t =K. s A=A,
HHMRA 500mg, 5 A HAH R A 5 250mg.

BIhfe A4
. HEETHREALE CF/NERIET R A 10~80mL/min) A~ 35 B F &, T &E FIhREA
SFEH CE/NERIETE<10mL/min) (S W, [EEREHR] A [Z5R315%D.

HEThBEA S B H
IR R, AMKAES R IERE (20 EEFEH] A LR
HF#D.

IR T 24 T A7 A DA e R ] 7 B R ML 29 WO 8CR, BT sr B R A FHiair &
B2 m e PR A58 PR R T S A R IR T o FE UG 3 B RS T T T VI % 18 ELRAS B SR AN 25 (5
B IR G IZ LR, AT E M GURIEBUR T B 23V b BT ik A FE B

[(NR&M]

DU B I R 5 SRR B IS AR 2 L3 3 PR et 575+
RS (B0 ERERD.
FrtE (20 EREHRD.
BUEE 8% (HPS) (20 EBHEIHD -
QT MK (W [EEHRD.
CRTEFET: (B0 [EBEHRD.
HMEFRR B A SIS (CDAD) (B0, [EEEHD.
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FAEME A (20 [EREHRD.

(=) s L5

1T PR RIS AE AN 26 T 58 B, FE I RSSO R — R 250 0 A R R B R ANRE
F AN H A 2L I RIS AN RS REAEAR L AE,  HLAR b S A SRR S o AN RS R

FERR IS T, PGB A RS2 B R R, HIF4EIRE . CF MK
R AR BRI A AR ™ A RN R o £ 5 RIGZ A EImAR R+, 26 0.7%
MG OREMJLE L) BRATTARA R RS IR & 8 216797 /4% 3 K[ 500 mg/ R
FIEIRIT RN T, BRI AIRA R NV ME 4L RN 0.6%. fEilmRilst, JLESEHE RN
30 mg/kg A CHFRIEEL 3 KRNI, BRATTAHISAS R BT 1R 6 T EE R 2908 1%.
FEEANARKNKZ S B BIEAR, Flacko, ek, 8758 .

YN

ZRIETTE: BRI, FEEZI AT SR 2R B RN EE B, &E LEIR T RA
RRMKZ S EMmARGA R, Hh RS A RE/ME (4~5%). &L (3%) LU (2~
3%

XM ERZAETRNEET, AR ERET 1%000ET7AHRA RN
RAEFAET 1% RN A4

Y il =R &N

BWE: HUAR. BEKS. ek, JBE AR R AR LB

WRAEFERG: SHEW. PHER KR,

MRRG: w K. IR B

o= i SRR

W BE . R JGEURN KA P

| SRR 2 BASK YL, TERERZ IR ER | ARy R EE T, 5 A R RN
REZEBMARGAR, MHLEEZZHET RNEEPRAERTE S,

FEEZMAER | whAETZNEE D, RAERMET 1% R RS EHE RS/ E
(7%« Wy (5% B (5%) WXL (2%). WHILAR (1%) KBER (1%).

2 LIRS BRI, ERZMAT R 2 w0 TR R EE T, o WA R &N
REZSBMAGE R EAMRMEE T, KERMET 1% RKMEFHES (18%). I8
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EFAE (14%) MR (7%) 8 (7%)-
e U NE 2 R 2ot 1

BHIEAR Q2%). HHAR (1%) Kk®E (1%). X

JLERE:

SR FIET R SRAML, B LEEE MBI B SRRAREL, (HRATE X
IR I, LB BE A RN R R A A AN

SPERER: SR 30 mg/kg SR RN, BT SRS RARKN (21%) A
fEV5. MR, Kk, O AR E.

BIAETT R T RERM T RIR:

il S HE5 JE MKt Bl ez
IS 4.3% 1.4% 4.9% 1.0% 1.0%
3K 2.6% 1.7% 2.3% 0.4% 0.6%
5K 1.8% 1.2% 1.1% 0.5% 0.4%

FEXHRAFPEMG 25 . SRATESE 1 RIRA 10mg/kg HAESS 2~5 RARA Smg/kg M IGHE T &
B, YRIT BRI WA RN A S/ B Rk %0 5.

KRR R
T % [ 15 R A [ Mt Bl Bz
5K 5.8% 1.9% 1.9% 1.9% 1.6%

M2/ . RS 1~5 RIRM 12mg/kg RIEBGRIETT R, 167 5L MR T LA
RANAIEE. Mk, 8. 02k

KR TR
FIETT % [ J29R Xt Bl 32 K
5K 5.4% 3.4% 5.6% 1.8% 0.7% 1.1%

RIEATIRST 7 S0, #7382 31677 I LE BB A A HIUR R T 1% AR T7
MR RN RARAE T 1% R v AL §

O B

BiE: HIAR. @ RE. R, BEKS. B4R JE. Ml & 0 S5k EE;
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MERG: JJi ChHRFE). BIhhLaeTTE. @, Bk, Bk & RIR;
A5tk ke THEOKIM. . BRI A& SR

W E K U

WP R G 2. MR MRS S R

BRRBEMERS: 2. HEMEE R B B SRB ROkt 2
RFRRIERDE: LR

(=) EHRRA LK

] 25 2 )L 15 PR T R/ L, A DL FOR R SO, (St 5 555
LR R IR RE BRI 7.

AARBL: KR K SRR L A

I OH CEAEE PO, (RILE) . 8 QT MMTIEK . i L7 5 by
A R AL AR

B Pl H BRE. FE KA. WIS . Dk . B TR
B DS DL A

SHRBL: T BIRE . B A R R

WA WIS &, SIS AR, PNk,

KBS /MR

BB FESRESER . BT, BRI FUABIME SR . BFIRSERINT 2805

WRRG: B, LRR. SR, VEEE, 23, M. LR

Wk, TR A

B Ik TR 52 o 7 IR AU 4 LT B L M R P RS MR (AGEP ).
Stevens-Johnson LA, T 2 F UK AL HAMRAE FI L REIE PERLAT LA 22 A 4 EPEAR A 25900 SR B
(DRESS).

BRI : U7 IR BRI e, FRZRI/SRIENG ), 4ok S ML S /A2 o
.

LR ERE R

BA:

B, TE R IR (B I AR SLI BRI CRER B S T R
AT 1%: M2 EI> « IAHH A T W 3R E Bk > « e PR Al I .
R B R T 5 4T AR AR . ST . R
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£ 2 I LT 8 =TI 1153 =TI 1 RN 7% 61 AN N8 E AN SR ey w0 E A 1 ] 7
PERIIE 2 RAERET 1%: AIRIE/DRE. W RO RE . B4 FFE. B R i)
BT SRZAIRIG 2 . BRI E 2 . BRIREER T SR RREG T R AT
I FUR T i SRR AR T R o DR o LT LR T 5 1) 52 3 18 B 2R A o o

Bt U7 R I a S = e A S SR O T I

£ 5000 2151 5 Z IR & 8 R 2 MG G RIRE T, 4 4 858 BRA YT A DI Bl S T
bRy, 1 A RER B YRR E T ERIT

JLERE:

—Rs ZRMERTF

TERFWHA 3 RITE (30 mg/kg 5% 60 mg/kg, 77 3 REZ) SHF 5 RTE (30 mg/kg 5%
60 mg/kg, 735 R BINIRIGARIRG R T Seie SR Bl . 25 R, Blara =77 5= 1)
Bl 5 A AL G I EERISEL, KA I R S SEIR A B R R AR 1~5%.
7 — I B iR 6 RS T BRI IR 30 mg/kg A BB I SE G S AG A RO L iR I 22 2,
LG R GE M 206 T EE 500~ 1500 N/mm® Z I EFET S, FRIERH 30 mgkg AR5
BHEPH 10 4 (10/64), 1645 3 KA 30 mgkeg AMKEETH 9 4 (9/62), Tf{ExT LS
B 844 (8/63). WAATAT A 1E T R 4H 4% T BT 500 4N/mm?.

TEVS SR 2 4700 44 ) L2 B 1 2RI B IG R IR IG H , A A 3 DR T AR O 1 S 06 25 A0 7Y
ST IERTT

(#5521
ORISR R AR A BRI A BRSSO BB 45
AR B 357 25 31 5 A TR ARk B/ D REAN 40 S ) B 45

[FEFEm]
1. SRR

OV R IR 5 85 329677 51 ™ B B S A HRE, 8 M2 MK S SR 5 S
BRI N. (BFE Sz R R B MR (AGEP). Stevens-Johnson Z¢&rfiE AT B4R 7 IR
BEAABIED o

WA BET RIS o AT PE g R VR4 I3 22 R4 EPREIR K 254 [ B2 (DRESS) Ji 91 1 i 5
FoLt 35 DU ORI TXPREVRIT AR, AR IR, RUER AR E R,
I HOER A PRI R A o XX 2 B3 TR A K REVR YT AL S A (8] o I 1 AN AN L A
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A 15 5 ) 7 B AE 2 A I 2 S S PRI T LA 2 B T B R I TR KA O

R AR I U N, RIS R 25045 T 3& MIIRTT o BRAENENIE, A5 IEXPEIEIT R, I BOE
WRATBE TR B
2. JFE

AT DhRE SR 98 IR ARV BEyE . PSR AE DA R TR S R AR, o R 8 451 mT
FFE. QBT JREIRFAAE, R S7 R A5 AR
3. BJLAEE e 18% (THPS)

FEHTE ) L B w2 2 5 (AR JS 42 RIIIATT), A R A2 LI e 18 %2 (THPS )
W o T SHKKMBETE, WORE) LA R FLI I A RO ROR A, FR IR A .
4. XEPHREAMHRMEEE (CDAD)

JUFFTAETREZY) CRAEAR D R A MR AR OCIEEYS (CDAD) ik, Hj™E
PR RN IS BBOCIELS % . DU 2567 Al 45 W IR R 50, 3806
HERR B I B B

MEHR P E R A FIEER B 5 CDAD WIRH K. w2 FIEFHR 1 5 B 2 A1
FELH T, XL REE U PTE AYIRTT, W ReR B VIRA . W TErAEERAbA R
JE LIS I, U EEE] CDAD I B, T SAEA THREAMIRITHEE 2 MHER
A2 CDAD [F#iE,  DRIH 5 A7 20 1093 52

AR BEE12 CDAD, W Rt 75 245 F IEZEAE FH I IR SRS X s ERR R B I PR 3R . AR YR
I PR 75 & K FIFARIR . AN A, R TREEHER A S R, BERETF
ARVFAL o
5. QT [H#AkE K

AIE, NHRAANBRETUER (BRFEMEHER) AT 500 = RN QT IMIIE K, MM
A IO R RN B T2 7R 5 P o 0y 3 TR PR IR o %o Y o] 5 8 2 SR 1 BTl s e Dl e
A3 Rt LS T 5 P B3 SRR 1) R VR o FEASUART e e AT A5 FH T 3 2 2R 1) XU AN SR 2
Bey7 DA GRAE AR5 FE AT RES AT O QT IAIIRERC XU, s AL A:

o UVAA QT JAMIREK: . Jeift i 0 & Mo i s 50 . 56 R ME QT M HIE K45 & 1E . 22
T o R B R AR 00 7D S B P

o JRHCHIWREK QT HIAZWIREE, WHCREIRZY . PUHIAR 24570 F0 50 v 2K 24
YRIT I 8 .

W
=
%
[\S}
=
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o ATHLOERFEIRESMEL, WK IERRA MEBUREE AE . G IR CH0shd
%, DREMERZ AR (BRT . B8 REK A (ZAERFE, RBUARE ., RAb7%/R) 1
DR A B

o R BHEEETRNAMIARICH QT AN B EUK .

6. LIRS

— e T o, AR AP 29 CEAERTSIFAR), TEREE TR & HERMRAF,
RA SR VR E T R R ST AR R G 1 29 P o AEIX SEAIE T O S B TR O MUV AR T R
TR —EH HAPTAEZITHE 20 2 400 1o 1 23 B2 71 B TE 255 — AN 75 2 3 R FH 2530
MR, I HALTAS R BT BEAE O L0 1 S X e M A 7m0 25080 A f2 DA S B
BB OVRTESE T SR A B R A Z R LR G R . JF RTINS , B8 JE LI R KR 5
BT IR ARAH P4 o
7. BRI IEN

Fe SZ B 73 B VAT IR AR G R i SRR UG S S A AT R WLTE JI 25 B AR 451 o
8. AT HEAZIRRRG

ANT AR A WO B K R 55 2 FRVR TR . AP BE ANR T AR P R TE A AT e 24 A BT
IRVEARMGEE HPAEIR o X T A AL PR PRAE R BT B SR B, ARSI RLZE AT 25 Ly A
@ 2 A o U RIS IR, TSI I e GRS 2 (BT R VR T ABE VR A
9. THLEK=4E

FEARMIZEIF AR S A T & G, BUOE TR FRAE S L N, s A AR i T e s SR 0
T G T 247 T 7 A2 PR DR o
10+ HH TR 37 8 3R A IEE R, H0™ D Ae S ¥ 85 S 1E A B %3 % % . GFR <10 mL/min
M2 IRE PR IR, X RBE WRAHM T E R,

BEFTRA:

By 3 3= A AT S BN S B E R

I N R R B A B 2R AR A AR AN B A TR R R IR -

H AT B AR RN, RSZRMERBT R ER, IFEEAKR.

BF NS AP A EREA N (EHFR) KA TRTHRRE, AeeH TR N
Y (B @R E . MAAR (FEHR) BITERGE, DA R E BREF BT
IR I, DR IR IR IR SR IR . IRIRECR S SO RE AT R (1) PR 4TI
WBITRIIT R (2) BEINAHBETT 25T Redt, K 5 SOk KB & 5 2= SO BT B 299 ok iR T X L
TS 24 1A o

#
©
=
P
]
=
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PUERRITE R SRR, FRAPAERREEIKE. ANS THERA TR, BEH
EERJA 1 WHPUAERE 2 DA BEAJE HBUKAH UL PESE (R BRI O IR
HBLXFPIGE O, B MRS EA R .

[\ R mAEZAZ]
iR/

IR A8

AR AR SCHR A (A Bt DL ok 2 I B r s K B IR 28, BR R BUEAT
SEPMRHINR L EE M AR i BN R 2 IE B LA SRR . AE KBRS /N BT S ik
TR B R K B BT R Y], AR RIA BN H AR 500 mg K] 4 £ 2 5 2 £
CHEARRIATHED i, R MBI ZYE SRR . WEIRE 6 REEI, ML T
JRAEEHFE 500mg () 4 £ GRARRIARTIED KFRIES TERKRM A ERE, £ AT
WL BN FI5 R FEARANR B AR -

3G FH NG A A B AR SR RN A T 55 XU 1 AN B o P A R RS A AR R
T BRI AS R 45 R SRR

A6

s i

MBALER C AR ENERT TT . 51 FR B A1 48 15 o SRAT A A e JF AR Seom 22 o4
PR Zr B R A L ARG U BN R 20 sl ) LA SR RGN - X 285500 (1 R PR
PR BN AN TCIEZERRIE R R AR FERE SR A1 BHARE I AR 25D

zEH

SN, (4] .

MR 2,

IR A8 5

AR NI P AIRER, BEREHRER G, BRARIRHZ LI 7 AR
BRI 1 JC R Ay B F O I AR S B BdE . LR & B B REILIR IR B LR B AN
fEREAI RS AL BESXTRT A7 B 2 MR PR 755K, USR] 2 25 2K BB A SR X BF FLIR IR 22 ) LA
AP AEAN KL o

e PR Y e = T

EEBCE NI B FLMSR 2 LR 75 M BUIRTS . MRk B2
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A

20 ZAMEAE P IR IR O IR T 2g Bl E R, ZJalE 7Rt ks sikE. T~
JaH 3 R 6 RULKEH 2 MG 4 FREFLRATRI, 2R ER—HIGE
JaH 4 R EER A ER. 5T, 8 A LIRS ™ PRI Qs k%2
T 500 mg BFIEMIARER. ELHG 12 & 48 NI HIRERE—RI AT VIR FEAE
TR, SERER—HBSE 48 NI AR S E R

[JLEAZ]

Z 0 (45830 %] K& UHiERE]

AR EARMERITER AL 6 A HRIEETH 28 . S0 5 52 RN DRIl 2
JLEE A I ) & A PRI R o ARTEAE N R IT I 78 7 B R A xt B alae, &8zl 1+
WITLEEE (W 6 T HISIRANGE E 5 5E R A XIRATFE T %

WA 58 /R RAE « IR A E AR SR AE VR IT ARIE 2 % IO/ R R A )L B8 R I 1) 22 AR AL
Ak

B 73 25 3% 7 FAOE H TR E R T 45kg LR, RIS HERBA

[ZZEMZ]

P2 RRT 75 8 W I 2 R 2 IR, 9% [EE (458/4949) i 65 %, 3% WIEH
(144/4949) 5 75 % . A8, XLz 3038 MR 2 2 A 22 A T s R J T e A -
ToZESE s FEMRE B HARIG R 256 Hh -t oK R & A AR 4% B3 2 IIFE ALK [ BT THIATE 22 57, H
ANHERR S 43 2248 BB FAT S A U

HEREFML, ZFRETREER S KA RO .. (S0 EERFID

[ZYHEER]

A -

FAASIN, R BRI Ay dg R D M, TR A a R ML IR T . BAR S RAR A
I JC 5 1A R B0 7y e 2R PO B, (LA 200 ) M ) 27 e 2K RN A RS G -l Ay 0451 3

HFEHR

FE—TRERXS 22 A4 (B S PERIBIE FE AR, D9 5 R MR B 2R 1T B8 IR SRR B 52
eI Mg I 18], RUE NG, B NE BT A R R & 8 B A A R T RERY 9 IR ARG R4
H o R & T8 P ) 7 25 A0 IR BTB 2 I, 7™ 55 M 00 el I g S 1)

FE11TL, 2170
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FoA:

CUE X ) 73 B 2K A HLRT e 2 A P AR e fth 24540 2 18] AR ELAR RO R T AR SR TE . 2R T 7
IS, a3 BT FEARARTT . RSP0 P ILE . ERAVE. RARE S AURmE. Bl
Fo BREMEG . FREAGT . PRI, A GBI DUIRGR 25) . =M. S0 /R P i e
WEME BT 2 OOE 25 B 1A R A K. S RIRE,  RKAR5-& SR R Mo i 75 22 3R 1 25480 /)
AR, PlardERS LEM Y A, TR E AR,

I ARAR G o AR AROE L BT 2 8 K 5 A 29 A M EAE . SR TS A REEAT & T TRIRT FEITAY
Bl 7y g 3R IR LE LW 2 IR AE AR AR A o (ELS Y LAl R P R SR 2GS 1 Y B 25 Bl [A]
bE, AT SRR, B R R S LU 29 G AT BN R AT R

e 2 MR b =3 RRK AL Bt ) LA P T o

IO EZ A SRR EE, RIU™ EANA M AR A

FrAEARE . B R R ILZ IR T

XSG AR B AR R DL S UG S A A 45 R AT SN ) A

[zt E]
L5Wd BN R AR RS RN S HERE I R AR L, JEHR G IEVS AR QR 25
AW, e R B 1 it A S 5 o

[ZEEH]
e

BlareE RERRFAEN, RAHWESSUER.

PEFIRLA]: Bl &3 2 2% B /R LA 2 5 BUR AR R 50S A BE R B2 FY) 23S tRNA 454,
M ) 40 BT 40 28 9 5 5 JRBELLE 50S AZ W 4% T a7 F 4L o

257k Par s R 520 R SO S S 251k . i DL AR 27 3 3R 25 L2 23S rRNA
BURRROIE, Forb iR WA RSB . IR B AT S B AR IEESE . ARRT I K
MEERHE R B WA X251 (MLSB KA.

PUENEE: BTArE ZO0 N ARMCEM R 2 B PR A DU ETE (BB ARSI FERT I PRI
%, S0 DERE] #70):

el ]

Sy iy kg

AT

F1270, 217
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MR GEI

I RERR

R

F1 5 M

T/ L F T

PR

T 5 FCRR I

HAt A=)

MRS

PP IRACIR 1

Y/ Sy S

DA ARSMRIE TORE, (IR E SURIT . 20 90% 1 LA 200 B 1) A A1 Joe AR 410 1 3k 2
(MIC) /T BREET B 57 55 20 AT & B AE M I BURH i B2, HBETHM o/ H R 47
oXof HEE R R i I S B 27 2 30 K S 0 B o 85 i A SRR 44 T 28

A ¥

p- M EAERRE (C 4. F 20/ G 41D

RO A

R

ET H I [ 7 LG

e

PRAEH

ARG

T ERR

HAt R

IR IR SR

ZidEe

FEFTRERT, G PR AR5 S 06 28 %A I PR 8 AR $ A G T B2 Bt SR AT B DX SR A 10 Ji B
() 24 ORI P S A A, TS I 22 2 R e S ol s [X ol FH 470 1 245 470 Ak 71 24 i 0 45 SR A
H L . X R B TR AR IR B TR T ISR 25

Wi B

FH 5 B 7 VR 0 5 170 1 24 PR R AT T MR P (MIIC) o« MIIC ] FH - 742 40 780 X470 1 25 10 e

F137L, L2170

Version No: 20250901



RR FARAEIA T 12 CRZIRBER IR RAFE MICs, RIARHE N 2 A BUFRAEXT I 5E (¥ MICs {6
BEAT AR o
Ik
FEXS 400 P AR HEAT IS PR S R, TR WG 240 B X i A= AL =2 (R SRRk A7 7T 2
VAT RER AR HEAL TR D0 S el RT o SEHE 15 g BT 33 8 3 FRO 268 e D00 4 B 0 o] 2 2
RMBURE. FRIEM TR Y BOERIT RARE
o] 5 2R AU A

T J5 B M g1 i
(MIC, H47pg/mL) (B ERE, $BAmm)
Bk (S | A ||y 2| B B D | i (R
(R) (S
DR/ [T <4 - - >12
ORI <2 4 >8 >18 | 14-17 <13
TR (SR R <0.5 1 >2 >18 | 14-17 <13
RS <0.25 - - >26

T EA S DA~ 1 ST 2 b

5 O U () TR, 5B 20 7E R e 5L B3 36 T 1A e AR T
MRS K SRR A (D SRS RATEE, WSRO B ZH . Ik AT 25
AR, AR SR 525 TR (e 240 A F Y S A0 B T B9 5
FIZIONEL T, MK AT IGHE M . B2 SR T — BT, LA A
AR R TR 3 SR BRI R 22 . A T 267 (R bt B 260 ) A 0
CERR A BRI, LT AR AR K, RS

s

BB H RO 26 R 7V B R R T S0 S SRR, K3 k50 7 1 S A U
R R DU ARIAT A R R 7V TE R . BT 2555 2R R At 26 1 0
T MIC {55 A 1Sug B4 240 M09 BB RIS 51 R Rt

SR Y 45 S T B ) e i

JoA B A iRk E/-1 07
MIC (pg/mL) (PP P EAE, mm)
SO E A BRE ATCC* 25923 AN 21-26

#1400, 2100
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SO EERE ATCC29213 0.5-2 AN3E F
TRREIMATRE  ATCC49247 1-4 13-21
Jifi % BEER B ATCC 49619 0.06 —0.25 19 -25
MERE ATCC 49226 0.25- 1 A3E
*ATCC = 3 [l brifk i
BHEAR

B

FE/ BRIk e . IR LR R ik 6 AT/ BB B R e o R LR 7 B A T BUR AR A

AEFEEN

TEMEPERIMEPE R RA= B 05, IEAZE RGBT T 64~66 K CHEPE) 5k 15 K
CHMEVED ORI 5F B5 3R 28 TV4 24 o e RV K RIS 8252 T 3 B R A 241, 75 20 AT 30 mg/kg/
RAE T A MIERFR AR . JFIEN 20 mg/ke/ RIBINF] 30 mg/kg/ K (CAMARMAT, B
NEEHFE 500mg MI2) 0.4 fFHIMAE 0.6 %) B, XFE/NIEIRZE M (5 [F BT HEZHAH
Eb, W0 T4 12%) FERZEEHE NS, SR KR R — R A 2int, JERMEER X h
BOM . ST A A T S HOR WM, 76 10 mg/kg/ KR FXHEE SR WM.

TEUR K BRI T 28 B AR O 0 48 145 TRTAF 8 3 i s 2 200 mg/kg/ R CFREEREAREME),
R FEIATHTE . DMARETAT, ZFES WA NRANEEHFE 500mg # 4 £ CRRD Al
2 M ORRD o RGBT 2B AR N4 TRIAT 83 102 20 F1 40 mg/kg/ K, TEFTHL
ST W BEAAR SRR A R D EIRXEERIE T (DUMARIARE, s @2 Nt
B 500mg 9 2 £, KRIFAH REVEBER IR .

FE—TEF IR, ERARMERSE 6 REFAZ NG TREHER 50 5L 200
mg/kg/ K. TERGHE T A L EHAREY: CREEAREN KD SRS EEID. EHEERE
HAIE], 7E 200 mg/kg/RFE T A WA FARBIRZ M F7 3% 2R AR RIAR S R B RHE IR B . 7
H—IURR B R R, MRS 15 REFAL NS T2 200 mg/ke/ KB4 %

BRI R ML LR

BoE ik
H A1 i R AT ST AT B 75 8 3 2 5 A TEEBUEE
oAbtk

N KRR EE S FRlar s R)a, AP Ao (ARABEIERSE. 2
TESERAMUR & T2 T 8O AR IR R A dm R (DUARIRI) 5, 248
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FURAEIXFP S, MR, fET IR, F. BHTE, BAE. MRATAIBRAR . (FIS T ERE, X
PR o] I & o AR 25880 77 580, KR4S TP 8 R S0mg/kg/ R (2K Crmax A 1.3pg/mL,
FMNFFIE: 2g I Crnax 0.821ng/mL Y 1.6 5D 0] WEEE BT . K25 TR & 83 10mg/kg/ R (Il
7 Coax A lug/mL, J9RAFE 2g I Coax 0.821pg/mL 9 1.2 43%) AT WLBEAS FUR « A KR
4 18 Reh TR &8 % 30mg/kg/ K (LMARMIAT, KT )LEFIE 60 mgkg) 75n] WG B -
WA K RUESE 10 R4 TP % 2 40mg/kg/ K CFIYIMLTE Crax AN 1.86pg/mL, JLEFIE T Cmax
1.27ug/mL 1) 1.5 i) BERILBENE PR BrERSG THIE R R 10mgkg/ R CPEAM Cru N
3.54pug/mL, J9)LEFIE T Cra {8 1.27ng/mL 1 3 £55) B 0] WEEAR TR o 1X 28 0T sh AN 1)
UV AS B AR

(#5830 1%]

36 IS Er (i R B SR DUIREE AR 500 mg (W5 F 250 mg 7D G, FH Grde2)
2iREN 1B BN AUCH7=4.3 (1.2) pghr/mL; Cumax=0.5 (0.2) pg/mL; Tmax=2.2 (0.9) /]
B FRBT&E®EER 250 mg 25— 500 mg 247 2 [ B ARG Rk .

FE—TX A X e, 12 Gl RA GRS (6 IR, 6 Bkt SRARERM
1500 mg BT#TEEER 5 K (B8 1 KM 250 mg Zifr, 55 2~5 RER—F 250mg Zi ) 5 3
K CGF 1~3 RER 500mg). HFTH 2 K (3 KAL) M 2~4 K (5 RFTE) MIIEHA
AR, BAZRE W MIERE- L e E— 3 FRA, 5 RAEM 3 RTENME
WML AUC o FH4.

3 RAFR 5 RAR
GRIIESH PHE G| F1 R IR gF1R SR
#HE) |
Cinax (I3, pg/mL) 0.44 0.54 0.43 0.24
(0.22) (0.25) (0.20) (0.06)
% AUCow (pg-hr/mL) 174 (6.2) * 149 (3.1) *
3% Tie 71.8 hr 68.9 hr

A 3 KR 5 KT REME AUC

LTI

P75 A5 2% 250 mg ARFEMI Lt EVIRIFHE N 38%. 6 —TXUA A AT AL, 12 filfdREs
WE MR AR 500mg FAFHR (B 250mg 2517, S8R5 = IR 4 . 45 %=,
BT Coax 380 23%, {HXT AUC FEFM
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75 28 Bifd e AE B2 IRE o, FAER D RIEER S S FERE, Cux BN 56%, i
AUC A,

vigiil

FER B 2 T N2 B B IR BE YRR Y, BT 75 5 2 1) MLV B 1 405 45 6 B I 24 R P AR A T A
1, MZGREEN 0.02 png/mL B AL AN 51%, MZREASE] 2pug/ml B, HEEOSE
R 7%,

A B RIPIREYES pH (AR, B pH MRS, 2800, Z9WEA ) iz A
A RE S HImARVE A K.

W R, W&EERBESNEHL S, FEEE. I R =5, thh, g
R A HZAFIRTR CEPBE . RS ROZUMR. BREL. 75, fNE. B, JFIEAMEEE) UEsE4 4
S Z P BT R AR A B R VAT IR L B A AL IR A I 78 23 Rk R A R SRAS AR DG
P, DRI IX e 20 2P0 O P s R T S AN T 22

FEARJREVERIIE & B, $— KA T 500mg JGiEL: 4 RERAT 250mg i, 7ERHE
AR R HE AR EE. (KT 0.01 pg/mL).

A

B 1 AT DA B 7 2 3 AR R R S AR I RIE 5T

HER

HLF 500 mg FUIRANE KL 255, B A R A MR FE LA 2 ARG, PR M i
BN 630 mL/min, AAMMEFNIN 68 /. — BN AR Y FEIFEK S i T4141) 12 3
HUgk 2 R Z ). AR HEMR B3 8 3R M R 25 bR is e, HARAR RUUFEAYHEH . 76— I I
N, K& 6% 25 DL IE B ILE R

FER AR 2R3N /%

P

15 42 GIEAFREE EHERRA (21-85 &) i, XHRl#r 5 R 2R3 11243847 T 5.
FREBEFIFT A ER 1.0g (4x250 mg R¥ 5, S5HEIREIESE (GFR >80 mL/min) W2 iX#H
FALL, %8 R 2 B2 B 4515 (GFR 10 - 80 mL/min) 527 173 Crmax A AUCo.120 7390 FH 7 5.1%
M 42%. 5'BIhEEIER (GFR >80 mL/min) M2 ML, HEEEH (GFR <10 mL/min)
(I F 1Y) Coax A1 AUCo120 23 ITHE 61% A1 35%.

L

BE (AZD MPE (B 2O HIhme 4 sz, HiRARz %5 HIhee e & TH X
), AHIX L S PR PR A A R R B RGN, X TR S A G
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BRI R

BT 73 8 R AE AN L 2 i IR O AR TE R M R . TG TR AR P 0 A R

EAC L]

KA S RIIT T ER, BHEEBHE (6585 2) MANRMNIESEGERBA (18~40 £)
FL. B ThEE RS 12 B RS 4 RGBT EFR RN E. 20 ZFEHEA]

JLE EH

TEW TGRS, DAIELERE (0l 1~5 DR 5~15 &) A%, 75 1 RG&T

10 mg/kg BIAT 8 & D RIBET, R 2 25 5 REAT Smgkg. 1~5 SARE 5 KT
HRINIHBHN Coax=0.216 pg/mL Trax=1.9 /N, BAK AUCo.24=1.822 pg-hr/mL; 5~15 %
M 5 RPN N¥ESEN Conx=0.383 pg/mL. Tm=2.4 /N, BLK AUC24=3.109

pg-hr/mL.

FEF— T, 33 FILEREES: 5 RE8RIRH 12 mgkg (RKHAE 500 mg),
31 BIERE AR BB G R AR G . A, R RS H A
BSEME 24 /NSFHATE BB A RS IR . AR 41.7 kg MIEFEZ 500 mg 1R K H
AR, TEBEE EEAEL 41.7ke) FZHEFERN 60 mgkg. LUTNEREIRAMRA 60
mg/kg B 1) LE B 28 )

g 1S 5 RAE

[FE35ME (SD) | (12 mg/kg x5 K)
N 17

Cumax (pg/mL) 0.5 (0.4

Tmax Chr) 22 (0.8)
AUCop.24 (pg-hr/mL) 39 (1.9

MARLELE B IR RAIRE (30 mgkg FIE) FIAERAGNNIIEW T,
2V AR RIRT 5T

AT XF Bl Ay g 3R S AT RE 2 & T EA 2990 2 18] AR ELAE O Je TARSRHIETE. R 1 45 T
o PR 7 2 F N AR 25 M 25 (3N 1 22 s, HoAth 2550 Bl 2 2 2 (0 25480 J1 2 s LR
2,

HRITHES AR ERNE 1 PR IZERA K. SaERa i, &
W MEER 1 PaYRE.
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B 7y B R S AR AR T AC BB 5 P I, B 7 25 3K A 2430 /1 A8 AN K. SRR T 2
FIREPIA R RN Cox M AUC. 53 2 FTOIZGME RN, @R IHBNGERNE. (S

W LR EAERD

F£1 HYHEAER: 5MEERSANEMAGHREGRI ESE
A HAMZRI 1 SHE
(BERAERAMTER) (90%
D D ==
&%) & RZYRFE MEERNE n CD; FEM = 1.00
P35 Cumax “F# AUC
0.83
YN TR 6-8 RERIOM : 1.01
FHERAIT | 10mgR x8 K 500 mg 12 (106683) o sz 129
200 mg/ K x2 K, . 0.97
\, e e 1E5 16 - 18 KK DR 0.96
RGP RJE— R 200 500 mg 7 (0.88 & (0.88 2 1.06)
mgx 18 K 1.06)
£ 7 ROMK 500 mg, 1.03 Lo
[liifewillS 20mg/R x 11 R RIGTES 8-11 REgR | 14 (093 & 092 % 1.13)
250 mg 1.14) ) ’
; FES 821 REFR K 1.44
e —RHIRORR 200 1.14
SR mex2l % 1200 mg o DEE | osE L
KAEF & 400 mg/ K x7 K TE5 7 ROk 600mg | 14 1.04* 0.95*
1.04
SRR MRS 200 mg FAREAFIE 1200 mg 18 (0.98 & (0971 g 1.05)
1.11) ' '
. 800 mg, fFH= 096 0.90
el %, 3t s [ % 5 Rk 1200mg | 18 (0.36 = (0.81 % 1.00)
e ° 1.08) ' '
o 127
IR I 3 fguﬂﬁ a BRI s00mgx3 K | 12 (0.89 % (101%6156)
1.81) ' '
FAEMRE Z,fo n;ig’lgz 58 9 ROAR 1,200mg | 14 (00.é910§ (078()%5093)
A 2% ° 1.01) : '
1.16
1 1 R 4 : 0.92
P AR HROMR 500mgx3 K | 12 (0.86 =
K% 100 mg 157 (0.75 % 1.12)
£ 7 RO 500 mg, 1.19
e FES 1. 11, 25 R - 1.02
W B kT 4 mg/kg g 8-11m3gi% 250 10 (11;‘002)£ (0.86 & 1.22)
, £ 6 KHR 500 mg, 1.09
- —RMX AR 300 1.08
P3 %mﬁflsﬁ&% SRIBTESS 7-10 KR | 8 (092 = (0.89 % 131)
g 250 mg 129) : :
1 ROMR 500 mg,
=M ¥ 2 K 0125mg | SREEH 2 RHMK 250 | 12 1.06% 1.02%
mg/ K
GEE SR 160 <o.72’?3.97) (8883§
ﬁﬁﬂﬁ;‘f 7 mg/800 mg x 7 K 57 RHR 1200mg | 12 ((/)0%0% 0.95/0.96
s ' (0.88 & 1.03)
1.03)
. FROMR 500mgx | . 1.12 0.94
FERE 21 K BRAM 600mgx14 X | 5 (042 % (0.52 % 1.70)
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®1 GPHEEEA: SMEER NGNS RIINESH

FREMNERI 1SR E
= (FRAERMTER) (90%
TREY HREIRE MEERNE n CD: FEH = 1.00
“F3 Cumax P AUC
3.02)
131
. HRAMR 500mgx | FRAMRK 1200 mgx 14 ) 1.30
F R 1 % P 4 (30;‘73)£ (0.69 % 2.43)

o R 90% BEAEXIA

R2 APHEEAER: SEMAMERANPTSERNAGRIINESE (SR (AWHEEER] )

MR ERNARI SIS HE
A \‘l% %
G | AREMENE | wamEAm | o | (O DMREED o0
F Cumax Fi AUC
HAEE | 400mgk x7 K | T I’;‘;Eﬁ N VI - P 0.92%
e B S| = AR B A& 1,200 0.82 1.07
AR AREAIR 200 mg )rlng B 0667100 | 094 % 1.22)
. 750 mg, fFH= S 9 KO 2.36 2.12
RAHT w, 11 H. 1,200 mg 14 (1.77 £3.15) (1.80 & 2.50)

o RKRE 90% EAS XA

[R5 w5, 2 TR IR .

[&3) SuKBiRaSRE. 4 F/&, 6 /&, 12 K&,

(AR 60 N H -

[HATARUEY (FEZ ) 2025 R —#6.

[HEHESCS Y E 24517 H10960167

[ EHHFRAEA]

%

PEAR LA
i

(7= 4b]

400 910 0055

o REER I 25 RHAT PR A 7]
o LT R RIELTF BRI R X P 22-9 5

b AFR: BESHIZG COE) AIRAR
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Al TR RER T EARTT R IX KK 22 5
BB g% : 116600

HLiG 5 5S: 0411-88011000

fEE 51 0411-87615444
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