*%2025 4 9 AGET (5 3 /0

*2025 # 5 AGET (58 2 BO BAZEEFR P EES
B & HiRRE 876139
B N 7L 34
INw 7 2 4R
FIVINR A LR E B
— AVA) >
HAFERS FHRHAATORKA
o iy Ar=E S
AONR L smEssm 0.258 NP
o ~ NS
AONR L s=isgsxE 0.58 NP
O ~ SN
AONR L=EsszA 18 NP
(] ~ ~S \\ RY
AONR L s=meszm/Ny o 0.58 NP
O ~ S W\ N\
AONR L swmsszm/Nv o 18 NP
Meropenem for I.V. Infusion
0.25g UNA 7 )b) 0.5gUNA 7)) lgON1 7)) N 77 0.5 N7 1g
# & B | 22100AMX00371 22100AMX00375 22700AMX00428 22100AMX01874 22700AMX00840
By 5t Bd 1A 20094 11 A 20094 11 A 201546 A 20094 11 A 20154 12 A
) EE—EMEOULECRIVFEHTLIE
2 BB (RDBEICHBEL AN &) e e LN
2.1 AHID AT UIBIBUE DRELEED & 5 B#1(9.1.1 AT THEHE | st
B N7 05gINPI | Bs~ P Bk @EOR&
22 NV T OEEF MUY AR R OBH[10.1 ] ﬁs;Tﬁﬁﬁﬁ&ﬁ %E%ﬁém

3. Mk - IR
3.1 #rk

e 5t %

LY

& Al

AT AR B
$EM 0.25g NP

1N 7 )b
H A 5

A TR LK)
0.25g (J11)

LNA T )b
L7237 ol AN
52mg

A TR LI
R 0.5g NP

ARV
H A5

A TR ATKFI)
0.5g (F11iff)

LNA 7 )
RIS N U D L
104mg

A TR LT
#HEM 1gINP)

A2
AR5

A TR LIKFTH)
1g (J4)

LNA T )b
SRR T N U D L
208mg

ik 7 4

SEAIHR

fa

B oy

w Al

1A R R R

1+
HA
An
i

A TR L
SRR
N 7 0.5g
NP

0.5g (J11i)

PANGA
E IS5V
N LK

1%y hip
SRR
SN

1 &y ki
AAIESR 75
BRI

104mg 100mL

1
HA
A
FILY|

ATOXRF L
SR EE
N7 1g
NP

v b
B 35Vi]
R LK

1g (71

1y b
VR T b
DRI

(100mL
HASE R 75
HAk> Y

® LA 09g
208mg| &47)

3.2 WA DMK

Ik & A

"R

0.25g NP}

A T L

0.5g/ NP

A T L EHE

1gINP]

AT S EHE

F B~ RTE A ORE S DR AR

%%ﬁﬁ@ﬁ%%%@pH&U@EE%Hm@&BUT

Wl A oI ST
0.25g (Jifii) /100mL 7.0~9.0 o1
S
0.5g (J7fifi) /100mL 7.0~9.0 TR
1g(JJ{ffi) /100mL 6.9~8.9 )
2g (1) /100mL 6.8~8.8

4. ThEE - ®HE

O —iRRALIE

(ESERE)
AONRZALICEMOT RIXEE. L YHEE.
fRIXE. BHEE. BEXRE. T527€7(T7>
NAZ)-HEF—-UX, XKBBHA. >hONT 52—
B. JLJYISRE. T>57ON748—-B. €5 F
7R, JOF XAE. JAEF TR, A7)
ICHH, Pa1a—RFNEFXE. BIEEA. N\—7 K
FUT - &nNOF7 . NyTAMTRE. TLRT IR
GEIGEE)
BUIMAE, RIEMBEEREAE. U /NE - U 2 /NER,
M5 - BE RUFBIEO = kEE., IIFERRE.
EHEX. BEHX. RRX (RRABEREZET). Mt
X, WiRE. BH. BHFR[BEEOD_RBRE, &
MEMRERE . BEBR. BEX. EEX, BEER.
FiRE. FERRKE. FEMNBESRR. FESHARE
%, {LIRMHEER. IRAKX (2RHZXXZST). BF
XK. BISEX. SAEEIOBRER. FHL

O HFMIF B D IE

5. %hEE - R ICEHET I EE

(hEEtiE)

5.1 AFIRGHTNICRZIEOMRNMTA BN 2B G, A
Al GG 3 HEZHL & U TAANCH T 5 &2tz
AL, ARBENEETH 205 &, 725,
ARANTEZVENRD S NRNGA . PN OFFIC
BHEITBHIE, [8.3ZH]



(R (REHRBEEEZSE). FEX. BI2ER)

5.2 MAMAEYHMEIE#HOTEE V2B MB L. PlEHE

SO ENE Lz BT ARIOERS 50 ) &k S

NHELHEITHEGT2 T &,

(RBAEIF PR A E)

53 AFNE. LATD 2 b2z EMIC5T5 &,
- 1 [AOMRIRT 38CLLEDFEEL, T 1 FFRILL L FF
9 5 37.5CLLEDFEH
- JFFREREDY 500/mmS RiEDHE, X1 1000/mm?3
AT 500/mm3 I T2 2 ENTHIETN
oy =t

SAENNDHA RIA VHEESRL., AEBOBEIC

TR EFDEMOS & T AFIOM A wEY) & f)

WrENDEHNCDONWTDOHEMT DT &,

5.5 RFRGRICIMKIGEEDMEZEBIT S L, &

REDVHEA U 7ZBRITIE, ARFIFE Gk D s B 2 it

5T &,

5.6 A FI4% 5- D B ahRs 1 D FREE T db B hF FHEREUN B 2R

LTHERTERWESITIE, AmERE O F 5502 i hEkEk

ELTHEET DT &

5.7 iFrREREL., REOEENED SNZGEEITIE. KA

DG HIEEEETDH L,

5.8 B EL - SANEEDIEEPMEORETH 2 T &0k

BINBEITL, HONTAF O LS 2R IETSH T &,

6. A& - HE

(RhEEILE)
AHNOMEHITEEL T, BEGERBE®RIBZELZELT
E STk G AW B EIE L G H IR K DEY)
ISFNCEYI DR B REDBETZ1TD T &

(— A BRIE)
{ERRTEBERR R A5 D — R R E

WE. RAIEAORRTLELT, 1 HO5~1g(7)
fiti) & 2~3 [ENZEI L. 30 43 BA B CTRissiEd
%, 128, i - ERITR U THEEMET %08, HiE -
HAMERGMIEICIE, 1 E 1gOifi) 2 EBREL T, 1 H
3g(ifii) ETHET Z I EMNTE S,

HE, NEIZIFAOXEXAEL T, 1 H 30~60mg(J1
) /kg % 3 [ENZHEIL . 30 /3 BA B2 CAlfE s
%, 2B, FElp - ERICR U GEEIENT 7% EAE -
HEATERYYEIZIE. 1 H 120mg (F11f) /kg £ THET
5T EMTES, 72720, RAICHBITS 1 HKAE
3g(Jiff) A TsNWZ & & 5,
{LIRTEBERE R

WE, RAICIZAORRAELT, 1 H6g(Jifi) % 3
ENHEIL . 30 22LA LT TRIMEET 5, 8B, 4F
- FERITIS U CHEARET 5.

WHL. NI ATDRFLAELT, 1 H 120mg(h
fifi) /kg 2 3 ENZHEIL. 30 2 BA LT CAissEd
%o, 72B. Fl - RIS CHEMET . 72720,
FRAICB T2 1 HAR gl ZBA RN EET

2o

(BB LT PRI )

AE. RAIIZAORRALELT, 1 H 3gOUfi) % 3
B2 EIL . 30 9 PA LT TRIBFHET 5.

HEE, NEIZEATRRXAELT, 1 H 120mg(H)
fii) /kg % 3 [ENZHEI L. 30 43Lh BT T RilfimEd
%, 7221, BAICHBITS 1 HHE 3gUif) ZiE 2 72
NWZ&ET 5,

7.R% - REICEET IR

70 BREREODH 2 BE T, REZHLRITEF DK
HBRROBEGHREZHREGT 2/ E, BEOREBEBIZEL
BMSHEEICEE TSI E, [92. 16.6.1 2]

Cer ¥ 7Y 50mL/min BL T OB HERER E B HE (BN D% 5
2, 5RO %

Cer (mL/min) B58, K5HE

26~50 1 BlH=0oFkGREEHETT
12 BRRE & i 5

10~25 1B DOFRGEZE 1/2 12HEL
12 B & ici b

<10 1 EBHEDOREGEZE 1/2 12HEL
24 IR Z ST G

XILVLYFZ2OUT TR

7.2 BN B, B 7RIS 52 &, (131
Z: ]

B EELEXNIE
8AAKAICED Y avwy, 7FH T4 T7F—DFEZM

BIZTFHTELHENZNWDT, ROWEEZED T L,

[11.1.1 &)

RIS ERE I OWT R Rz 2T 2 &, 72
B, PIEWEZ ST LIVF—RIILTHRT S
Z &, [9.1.1 &)

BRI L T, %9 3w VI D RELE O
ENBHUEfFEL THLI T &,

GBI SR G THE T, BRELiHOREICRE
=8, tonEigETs L, BT, B5HBER
ITEEFEBERT L &,

8.2 %54 3~5 H HE CTIIRLEORINEM OFEITI3E:

ICHEEL., ERNFEEH L2 & Z123, AN D EZ S

IR ERMUBAEZFHECD L, BB, Ml Hz->

TH, FIEShEEWEMEIRICIEET S 2 &, [11.1.7 B8]

8.3 AKIDMHICH=> Tid, MHEROFRREZ; <7z

O, JFHIE U TR MEZMHER L. RO L hE ik

INEOHIB O EICEEDH D &, [5.1 BIE]

8.4 BEDIREM S HI LT, RO EETHEE AW D

FEAFEMEHL 256, B H LA S O BN

O 5NN E TR, MANCYI D E 2 B EE )i L&

THCAHT &, nB. MEEHICHIZ>TH, 5IEHE

JERDUELEN SHIW L, BREEMOK S 2Thizn

Z&,

8.5 BBEDIRREEN SHIWI LT, 7 HELEICH Tz TAH
25T AT, FOHbBEFEWRECL, BBO

HE R HRE R EEORIERICEE L. B8R E L=k

BEHIIfTbhnwZ &,

8.6 AST. ALT D ERDNHSONHZENHHDT. 1A

LI LD B L Tld, ST RERE 2 £S5 Z

Eo

8.7 S BIMESZOEE LB E, BUEM2.
fEbsss, WoE. LmERED, MEERIERE, Ak =,
FIERNEL D, MDD SN s ZENHHDT,
EHIMIC ERR M AL (B RERR A, RS AERR AL, IR
E)VEITH T &, [11.1.2, 11.1.3. 11.1.8 &H]

I BENEREZFTHIREICEHIAEE

9.1 GHE - MEEZEDH 3 HBE

(BYFIHE)

911 AIVNRZLFR, XZD Y L RRUIET - LRFE
HEIX UBBEDBEREDH 2EE (L. &
FNxt UBBUEDELERED H 3 BEICIFH/EL &L
&)

[2.1. 8.1 B

912 KARIIER. RBICKEXRE. 85, CAKS
EZQT7LILX—EREBILXTVWVEEEETS
BE




91.3 BOBNROARE LBEXIIIEBOREDEE. &8
REDEWEE
EY I VK RZERDD SDONDZENDH 5,
914 TALADERIEESD W\ 3hiRMEEEE+ET S
B2E

JEAE, BB E S O PR MRERVE Z D 90,
[11.1.6 ]

Ny T (EBEEERICET 5EE)

9.1.5 Dfi. BIRBIBEEEDH 5EBE

PBERIMKE 2T 2 &0 5DIBICEHZ 2T, FERN
BELTHEBENLDH 5,

9.2 BHEEERE

(B H3E)

FEAE, B S O AR IR N Z DT, [7.1.
11.1.6. 16.6.1 1]

Ny T (EBEERICET 5EE)

KAy, BT U D LA OBERRGICH D 9 <, ERY
BT H2BENNH D, [7.1. 16.6.1 Bl

9.3 fFikeEEETEE

9.3.1 BEDIH#EEEDH 28E

Frts e ENTEL T 2 BZFNNH 5, [11.1.3 B

9.5 1Fi%

I ITIEIR L TW A A REME D B 5 LI IR L OF
WHEDEREEE ERS B SNDEHRICOAEET S
Z &,

9.6 REILIB

B EOFBREROHAREOFEEEZEEL . 80
ks k2T 52 &, B MR TARITT S
ENREEINTNBD,

9.7 IR%E
RHAERENE, AR EMSE U BRBRIZFEMmL T
Wi, ERNO/NZEEREBR T, B8O AST, ALT k
AN HFEINTNWS,

9.8 St

KOBICHERZL, HETOCEERREICEET R ER
FOREBEBERLUANSEHEICHRET S &,

S AEFRRESEEME R L TWA 2 EME < BWERMFEELL
T,

cEXY I K RZICKAHMERND 5O d I &N
H5,

10. HHE1EH
101 AR (BALEVC L)

S5 ERPRER - & ik B - fEBRINT
NV OmEF b | AFE ORI & BRI E N T
AN 0. NIV TOEED | Wz,
L TTY i A KR
L =h L. TAMADFE
[2.2 B8] TEDEFETH &
Nh 5,
11. BIfEA

ROBWERMH 5ONSENHHDT, BHEE2 T
T, RENRO S NZHEICR#KEGERIET 57
E@YNEZITO L

1.1 EX%EMER

1112399, 7F747% 2= 9ND 0.1%A)
IRk, AP, DR WS, K& R,
g, FEF. 5L mERE,. CAMSEOEIR
M5 ONEHE I3 REGZ2PIEL ., #EY)R0LEZTT
22 &, (8.1

1112 SHBEEEFOER L BREEREE (0.1%AH)
(8.7 ]

11.1.3 BIERT R GEEERD) . FFHEREREE (0.1 ~5% A1) «
FIE (0.1%A %)
[8.7. 9.3.1 Z:MH]
MALBEEXGREOMEEFS> EEL KB R (0.1%
AT
85, RO FRND 5N /ZBEIdE S ICkS 2
kg 5k S aREETS 2 &,

11.1.5 BEEMIE . PIE ERE(WWTND 0.1%A10H)
FEEL, k. MEORRIEE, MOEl X RRELE. ARk 2%
W SONEHEICIEHRGEHIEL., BIEERERIVE
CHRIOREEOEY RN EETD T &,

11.1.6 EE, EHEZEORREBEIR (0.1%AK5H)
[9.1.4. 9.2 BH]

1117 = 4 & K 5t 7 #& /E ( Toxic Epidermal
Necrolysis:TEN) (0.1%A3) . F& 8 ¥k AR AE 1% 3%
(Stevens-Johnson fEMREE) GHERE) . SN H
MRS MRBIE HEAR)

(8.2 &
11.1.8 JUMERR A . EFERERAE. BIMMEEI (TN HEE
AR, amEGKLD. m/AMED (W 0.1%
A 5)
(8.7 B IH|
11.1.9 MAMEERAR K OB RBH)
11.2 Z D DOEIEA

0.1~5%A M 0. 1% A i BRI
A RE RS, FE (U AURE . K| B
BE, E SR, FEOR
iR 4 PERIERD A, | G IEERIE %
GFERERIEZ. |V 2 /NERIE S,
MR A | fF ek EE 22, B
134, IR | ER¥EZL. ATk
B, NE|Z U v DR
ot oA By N
A ERHI B
JH- Bk AST. ALT., |#E, JU > T
LDH. ALP. |AT7—YKTF
LAP, 7 -GTP,
EUJILE >,
Roory
)= 2D
L&
EF ik BUN. Z L7 |JRH B,-X A2
FUOER ooy Lo
EH. REH
[Z2ES
MEll e T S, W&, 89 | AR
WAARIE HRN%. A2
A HE
E¥IR EYICKRZ
ZIE fER (K 70 b
0> E 2 ImfE.
HiffEme) . E
Y3 BREERZ
FER GESR. AW
K. BERIE,
RS




0.1~5%A i 0.1%A i3 BEEARH

Z DA [IRCPDRVIN

&

EN NI Al
U AMET. i
HAU D LK
. CK EA. b
PRZDNAVE S |
. g AR A R
S, I R
D3OI, E
S AR A SO (R
g) 3O

A r/a—
XA, Bl
=

FEEABA VSRR T DR R EUER B OV IR IR O F A D R I
o<,

12 BRRERRICRIFTZE

121 TAT—=TRIBZERSANET 4 7 bk, 72—V 27
HIZKDIRERETIIRBEMEZET 22 ENH LD TERT
5T &,

122 HEY — LA AlBLEEZE T2 ENHLOTIERT S Z
&,

123780 EY ) =7 CREATIIRBEEZRETLIENHZDT
EETsH &,

13. BEHE
13.1 fLE
AFNI MBI X II MR A @I L O RESI NS, [7.2 ]

14. BHLDEE

141 EFHAHBFOITE

(B H3E)

14.1.1 AFIEMRR, IBIRIZECNSHEABHEZZT 2N, @A
DEFRINIAFI DN INTNIFEL 720,

1412 BB MNIHERTAHZ &, B, POZ2ETHRE
EPEETHEETH, HRAHEERICERLZESE. =
IRARTETIE 6 BFEILANIC, 5 CHREFETIE 24 RFRILARIC 9
BT L, [14.1.4 B

(N TIL)

14.1.3 J@% 0.25g~2.0g (J1fi) 272V 100mL LA LD H /AR &
WIS RRT 5, 72720, HEHAKIZERIZRSBRNDT
EALRNT &,

1414 MR EDEESEIE
0.5g /N1 7IVELKIZ, 25 £2°CTERMIKICIEM L= & &,
RENIDFRE S 90% LA L2 R LU ZREIE FEDEBR D TH
%, [14.1.2 4]

i i3 Fe7 14l 90%L 1%

N o~ L 7= R
A H AR 10 6

100 24
5% R oG 10 3

100 6
FVw hE 5% 500 6
ST 5% 500 6
7 F o N 200 6
10%EL-3 Fiiik 500 6
KN3 Sk 200 3

500 6
V) - T3 SR 200 3

500 6
V1) 4T3 5 G ik 200 - 500 3

Wk %ﬁﬁﬁﬂﬁﬁié

R0 (D) S
T4 DA - 3 B 500 6
TIN5 NE 200 - 500 6
4 — > D iR 500 24
NV B R TNP ) 500 6
RY I—)) R Wik 500 6
05 1k 250 - 500 6
50597 G Hil 500 3
Ny )

1415 IN—— R Z2IEN L., BR CERAlER) oz T T
L ClREEZ M S, FEAIE ) SRR &2 238 BT L
TEFNZFERITAMRT 5, FELWRMEIEREICOW T,
I\ 7B DI DN )N — S— M Rk D A R E 51 )
=5 MR)

14.2 EHBEEDIEE

Ny )

*14.21 pEREEG LN &,

*

1422 Tkt v b OEHIT AR OERINMEICE >3 <ITHIT 2
E. BDITHT SN T I AF v 7Ny T OEEREEEDTT
RRNZEZTIEND D,

1423 REBDIREEDIIPR L TOEREL THMAT S Z &,

15. ZDMHMDEE

15.1 BERERICE D 1B

15.1.1 {LIEMERIIR R D BE TId, EBROBARBICL2H0D
F0, YR FRICBITLOTL</ADTENS, KBS Hh
REHRAEIR D ZE LT NI ENA SN TS,

15.2 FEEEEREERICE D 185K

15.2.1 OB HEERBICHEWT, Ty D 14 HREEIRNEZ
LB TId, 500mg/kg XU 1000mg/kg & b I E#HIEZ IR
B9 2T RIZERD 5N o7z, W=7 A4 HILD 7 &R
NGB TId. 180mg/kg & O 500mg/kg THG-#IHIC—
D PR A EESRTEPEME (ALP. 7 -GTP. NAG) O#EINAEED 5
. F7= 500mg/kg TIIRMIEREE BN 5Nz,

15.2.2 5 b ® 3 » AR ZEFERBRICB W T, ASTiE
o ERAMED 120mg/kg PL D5 TRD 517z, £z,
6 n AEMEHEERABR TIZ AST ROV ALT L&D 240mg/kg
PLEDEETRD 5N,

16. E4EIRE

16.1 MrhiEkE

16.1.1 BE%E
fREERR AT 30 20 ST L2 8 ORyEhie/$ 5 A —4% 13
REOEBOTHD., MAEPREIIBRSREIKFEL THRE L
7’—:3)‘ 4)o

fREERR A IC BT DM EIRE /N T A —%

Hh8 Crnax T/ AUC CLt*1 | CLr*2
W% | (rg/mb)| (hr) |(gehr/mL)| (L/hr) | (L/hr)
0.25g(6#N3| 158 | 0.98 16.3 16.27 | 9.60
0.5g(6 #)| 26.9 1.03 33.9 14.88 | 9.44
1g(6 #1) 3 53.1 1.02 58.0 17.46 | 10.50

2g(6HHY | 131 | 0.92 170 1201 |WEET

X¥DIMEZ TSR KB UT IR

16.1.2 RIS
@R IZ BN TIRIER 5B DR BRI BRI 5 & 1F &
AERZETH O, EREIZRD NN ->7299,




16.3 o7
WEIK O FAELAR T . MEYES . Ho S 8, JEFEPRB Y . B
W10 NSz Rt T 2R L7z,

16.5 HEitt
FELTBELOBEM SN, BN B OVNE —RIEIE B
12 30 /S TaE RS S Kl £ T R R IL, @EEERAT
IFHREREITAND 5T 60~65% 1D THD ., /NGE—fRkg
SERFETIIEE 61%10TH- /=,

166 FENBEE2HIIEE

16.6.1 BikpEEE R L
BHERERE D B 5 ERFIT 0.5g % 30 4 mifiEE L 25 a0
WENRE/N T A —FIIREOEBDTH D, BEHEREDIK NI
WRIPFIADOHMGEEIME T L2, F/2, IR W THE
FEDFERMNE SN T NS W10 5T, AOXR A EFER
FEH 2B EERED H D EBEEICTHREST 2561213, BR5E.
BGOSR NNETH S, [7.1. 9.2 ]

EHCRERE E D b D BB T BT DB EEE/N S A —4 19

Cor ¥ Ty AUC CLt*2 | CLr*¥
(mL/min) (hr) | (ug-hr/mL) | (L/hr) (L/hr)
=50 (4 #1) 1.54 36.6 14.64 761
30~50(4 i) | 3.36 74.6 7.67 2.78
=30 (5 #1) 5.00 186.8 2.99 0.92

XKDILVYFZOUT IR XO)MBEZ VT F 2 A
XIBEZUT T A

TERRRRN S VBB E D & 2 BE 1T BT 2 Y BRE/N T A —
& SHENT—%) 16)

Cer*D T/ AUC CLt*2 | CLr*3
(mL/min) (hr) | (ug-hr/mL) | (L/hr) (L/hr)
>80 (6 #l) 1.05 36 15.30 11.58
30~80(10 #i) 1.93 88 6.50 4.37
2~30(10 %1 | 5.22 179 3.39 1.24
<2 (640 9.73 360 1.52 HEgd

XDIZLT7FZI7IUTIOA X)MPE7 V75> R
X3)BEIVT T A
16.6.2 7\ 17
ANV — R HE BRI 30 ) SR U 7= 356 o I B v i
ZHWT, Rl —>a > PK@TickEsnzET)L
BEREDEBD THo 21D 18),
INB—REYYEREZICBITLRE 2L —2 3 > PKETIL

INTA—4 HEE M HERIERE | CV%
27075 > A (L/hr/kg) 0.428 £0.0151 | —
L2 N—=h A2 SO REM —
(L/kg) 0.287 £0.0181
A2N=FAZNHZUT Z A .
(L/hr/kg) 0.0452 £0.0203
AR 2= A2 b DIETE _
(L/kg) 0.0537 £0.0127
U7 T > A OEEEAE 0.0229£0.00812| 15.2
EARNZH) 0.0975%£0.0214 | 32.0

Fz. FRROETINERANWTHE Uiz, /NS —REGYE B
DEYFNEE/N T A —FIREDEBO TH-o 7=,
RE2L =23 P PKETINSHETE LTz, /INE—RIEHEBH
DHEYENEE/)NT A —% (B 550430 7 s EHE)

SEYIENRE/IN T A —5

1548 (%0 AUCo—oo

(1tg-hr/mL)

Tis2p
(hr)

Cmax

(11g/mL)

10mg/kg( 6 #i) |23.34£0.96 | 0.97+0.03 {2191+ 2.42

20mg/kg (36 i) |47.65+1.70| 0.99£0.04 |46.83 £ 6.04

40mg/kg( 8 #i)
S = AR (R 2

97.33£522| 1.01 £0.04 [101.55%14.29

17. BRR A&

171 B RUOREMHICET 3255

(— MR EEAE)

17.1.1 EANEEERER (B A)
T E ML EG R 2 DR O O B KGR E ] & 5 5
E LIRS OMEIIRED EBDTHD, ZDRE
2NE1%, 82.6%(1589/1924 i) TH-7=19,

i B e
G G
i
R FE (%)
I E 80/125 (64.0)
e E N (UM | FELEPE R . 1) > N - | 44/45 (97.8)
R DIVZAY: 1D
AP R D e v 13/13 (100)
SR - BN | BB 25/33 (75.8)
LR | B % 13/16 (81.3)
I B DTS O —KEE | 53/64 (32.8)
IR | bk 2 (R B & 500 | 66/71 (93.0)
BRI D KSR | 171/209 (31.8)
fiti 2% 415/474 (87.6)
i3 17/20 (85.0)
i g 5/8 (62.5)
RIBRYYE | BRER 133/172 (77.3)
1EHEEREER 239/303 (78.9)
T - e | I3 4 19/20 (95.0)
JiE HE R 34/38 (89.5)
iP5 5/9 (55.6)
JIEE i 2% 79/102 (77.5)
Rt L 20/21 (952)
YLiE TE NG 44/44 (100)
FE kA% 10/12 (83.3)
Eﬁﬂﬁﬁf%% IR (SIRERA 2 5 10) 2/3 (66.7)
H SRR P % 36/46 (78.3)
i A% 27/29 (93.1)
AL 25/25 (100)
LR | B 3 W B 14/22 (63.6)

&t

1589/1924(82.6)

17.1.2 EAEE I +#H5K8% (B A)
(LR TEBERE R BB (BRA 5 B) 2R & U T A O AR A i
HA1E2g % 1 H3EFER 14 HEAWN (& 28 H) ik
W% 5 U 72 R AR DR IIRER D E BV TH o7, F
7o, MEZRIL, BHRTEELCESEK T S HHOWT
nyHEE Tch-o7210,

LR PR 58 O B RN R

GRS

BGHE T I 5T 8 HH

HRIRZ R 5/5 5/5

XA G-BR IR S LR PEREIE AR I LE S AR -PRT OB
5. BRIRAERREE CLIBARRE/ M L) O b 57 K OB E 5 D
WODERBD S NG ZTH EHE L, BSKTRNS&K
:’;ﬁi}; 8 HH X TOMICMOTIRHEZ MM L7255 b etk 5
56d 3FNIN A PR E N, 5 Fl 5 FlLEIE
HATO1 RBRBHE N,

BITEAI S il 5 #1ICEB 5., E/aRIERIZIF G R
4/5 ¥ Th o7,




17.1.3 EAE I +H5ER (VI J2)
INBEBFEZ G E L TAORR A SFEEEM 1 [\ 10, 20,
X3 40mg/kg Z 1 B 3 [EEHI 14 HEPAN (B 28 H) Sk
RN G U =R EE O EIIRED EBDTHD, =
DBENEIT. 95.9%(47/49 ) Td - 7= 10- 20, 21),

T R 88 R 52 2R

AR HRHLL)
3
R LEND
B 2/2 (=)
BE (e 4/4 (—)
IRTENE (OB [ WAL F I, U /S - | e
B DI PS
VPR SR | Wi 25/25(100)
i 0/1 (&)
REBGYE | BRER 3/3 (—)
LR PERERE S 5/5 (—)
TP PYBURR gy 5 3/3 ()
HE} - i iz 4L
s U1 ()
&t 47/49(95.9)

RIVEFRFEBIEES 23.1%(12/52 #1) . PR A fE S A2 8
30.8%(16/52 #i) T > 7z, F7a@INERA GEBEISHED 5%LL 1)
IZAST E& 17.6%(9/51 #i). ALT L& 27.5%(14/51 #i).
1/ MRIEIN 5.9%(3/51 #i) TdH - 7=,

17.1.4 BHHERREER (NR)
BRI A OB BN R ED LB D TH D . £ DRAZIHRIL,
98.6%(290/294 #l) Th > 7z, Fiz. (LIRPEBEIERIZDNT
W THRERTROAERTIMINTED,
97.3%(109/112 ) T > =2V,

PRI ERRZEN 3
BN BERLLE)
¥R R
i B (%)
B AE (BE V) 37/37 (100)
jﬁglybﬂ%ﬁ ﬁ@l}i\g&ﬁ%@%ﬁ DIVZAL=X 37/38 (97.4)
AREL - BTN | SME - B R VTR AIZE D K 22 (=)
R B E | R
I 8B G | i 48 95/96 (99.0)
Jiti 5 /1 (=)
PRIBIYE | B EBER 71/72 (98.6)
JIE Je PR S | RS 6/6 (100)
(LI B 41/42 (97.6)
et 290/294(98.6)
(R IF R B AME)

17.1.5 EPIE M HEEER (AR O/NE
FEBMEF BRI B H Z RS E LT, A A DR R A
BUBRE 1 1E 1g(101 B) . ANEICIE A 0K A SIB
Fl 1 181 40mg/kg (5 #) X% 1 [ 1g(1 #) % 1 F 3 1817 FIF
(R 14 0D SOREMIRINEE 5 U 72 B R B st O RS 10Kk
ROEBVTHo2,

fi B R
GEES
#4554 HE 5 7HH
BI%L (%) Bi%x (%)
AR 40/100(40.0) 42/100(42.0)
/N 4/6  (—) 3/6 (—)

X1 HOREMERIRD 37 5CRIGITHREAL . MNOEGBIERTN S
05CUL LML 7o a2 TaER) ) S HIE LTz,
e N OEIVERFEIBEEIL 45.5%(46/101 f) TH D . FE72E]
VEF GEBUBEEE Y 5%LA 1) 13T HERE BLE 8.9% (9 #i)) . ALT 3
B 7.9%(8 #il). AST ¥4hn 5.0%(5 #l) TdH > 7=, /NETILEI
TEFDY 6 Bk 4 BIZERD 53, ERREWERIZ TR (3/6 #1) T
Hol,

18. EahEIE

18.1 fEF#RF
N2 UHEEEHA PBPs) iICEWEFIEZ R L. MlE O
BEG R RIIZBEX T F R 27U 1 > ORI 2 HET %2929,

18.2 MEERA
75 LR T T AR K OVRSEE R W U TIRIA WL
EARY BV EBWPEEEZRL,. ZOEHIZKRERNTH
%o BT, 77 LABREEICHT A HE DR . RREE S
T RBEIEFREENE Y T AR ISR U THENZIIETEE
ZRT . A DT T LG - RBREREICKVEESINS B-F0
AI—FIIHLTOLRETH D, £z, WERDITIVNREK L
ZYiAEME EIZERD, E OB T RORTFF—H 11T
?ﬁf& % 23). 25)-34) R

19. FRR 2 ICEET 2 EILZEIAER
—f . AT RE LIKF (Meropenem Hydrate)
i 5 . MEPM
L2 ##  (4R5565)-3-[(3555)-5- (Dimethylcarbamoyl)
pyrrolidin-3-ylsulfanyl]-6-[ (1R)-1-hydroxyethyl]-4-
methyl-7-oxo-1-azabicyclo[3.2.0] hept-2-ene-2-carboxylic
acid trihydrate
ﬁ%ﬁ . C17H25N3O5S ° 3H20
DTHE
RE

437.51

* 3H.0

R - AO~EREGOR RO R TH B,
cKIZRREITICSLK, T/ —)L(95 XiFv T
FIT—=FTIVIZITZ E A EBE TN,

- RIS B U D ARIKRICIE T %,

20. WV EDEE
Ny Iy
20.1 "EDONE ZRIFT B2, AREEAL TN DI
FrE THE LW &,
20.2 ROLGEITIEHA LR &,
CMEDBEE L TV D & ERBANRHL TWns & &,
- BREEDBEATICHUEME DB L Tnd & &,
CHUAEWENEGAL TWD & &0, R MERTI AN
EOLTWS EE,



22. ‘@3
(A ONZ LB HEEREH 0.25g[NP])
0.25g (i) X 10 /N1 7 )b
(A OANZLEHEEEH 0.58[NP])
0.5g (J1fii) X 10 /N1 7V
(AANZLEHEEEH 1gINPD)
1g (1) X 10 )N 7 )
(A ONZLEFEEEEA/NNY 7 05g[NP])
0.5g(Jifii) v b X 10K « HARER S AHE
& 100mL. 75 AFw 7N 7]
(A ORI LEFEEFER/N Y 7 1g[NP])
1lg(fl) v b X 10[VEfE « BARERG  AHAE
W 100mL. 7T AF v 7))\ 7]
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