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AONR L =weszm0.5¢ w4
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AONR L mmeexminyy 1g84
MEROPENEM for1.v. Infusion, Bag 'MELJI,
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2. RDEBEICIFIRS

LignZ &)

2.1 AR OBGR LB ioE O AR O B 2 BH[9.112K]
22 NVTalRF by ARG o BE[1015 ]

3. R - IR
3.1 #8m%
Wi 4 AN (134 7 ush) | A (1S4 7 v
AT AR A B | HR A T AR A K | SR )Y A
JH0.25g( B | 0.25g (JJiffi) 52mg
ATAR L RIEE | HR 2 0 XA 5K | IRRE T U o A
JHO.5g[ B 0.5g (i) 104mg
AT AR A B | HR A T AR A K | SR R R )Y A
JA1gl W] 1g (1) 208mg
A s (173w 7 )
Bise % —— P e——
b (B ) T (AR
. . i | HR A AR ZOKA
AR L il | AR | oo Ot
R s AR
05T Wi | A 13 4£ A B FEHEE100mL
H R A DO 2R (100mLH ¥ifbF b
SINE sy | ¥ U7 £09gEH)
X}:\w\z\A‘é}zFﬂ' HRNE S Wl i) g
ML S 71g s :
208mg
3.2 SFEIDMHIKR
Bige % Ttk 5 pH
T I
JH025a Wi )

FERE PN 75783
[ | omaomEk | Pe~dkie | 025g00)
8l P /5mL (k)]

T B
1MW |
BERIFOPHNUEIBEEL
. BLBIE I
ik PE | B s 1)
0.25¢ (1) /100mL ( H J& 2 B £ 1)
0.5g (F71ii) /100mL ( H J& 24 P i i) 6.7~87 1
1g (J3ili) /100mL ( H J& 2 B8 £k i)
b8 (RS
Wi 4, i ~ . e (BRI
AT AR L E
/3o 705g Wi
PIIOR TN andtokiok | e~k | A
AT AR A
Wy 7 1gl Wik

NMITBEER CRE U Ie R OpHR URBEEL

i R
i PH | (o e feta ikt )
058 J7fi) /100mL (=B £ )
) | 6787 @1
1g (i) /100mL ( H )& 2 B £ ¥ i)

4. 3pEE - R
O—RYRRZYIE
CENERE)
AONRXLICEEDOT RUKKER. VVUKRER. MKE. 5
KERE. BRAE. ESIES(TSV/IAIT) - hF¥5—-UXR,
KiEE. ¥ hONYY—R. JUTVISE. T70/05—
B. ESF7R. JO70RE. JOETVY7PR. A1V7ILIT
VYR, Ya—REFRE. BE&. N\—IRILTU7 - 'Y
7. NoFO4TRAE. TURTSE
GERVED
BUMYE. SRAEMRERE. UVINE - UV NER., M5 - 25
ROFMRIFOTRER. APFIARES. SN, BEX. Rk
K (RUEERSEZ=20). MR, MRS, R, BHFRRRE
DIRBRZE. EHMERR. BRER., BEKX, BREKX. BE
R, RS, FEARR. FTEABSER. FESEGMR. LR
RN, IRAR (RN ZZD). HERX. BEIREK. HEE
OFEMIFPERAME

5. 3p8E - HRICEET DEE

GhaELLE)

5.1 RANPE GRSV DOREREDAT 2 T oo 25ty RHI5-BilG
#3IH® HZ L U CARKNCK § 2 B2 M2 MR L. AF 5258
ETHH0HWT 5T L. BB, KANEZED RO DRV
Gy R PIMMOIEANET T2 2 &, [83BHH]

(RHX (RUEEREZS0). hER. BISERX)

52 BB EEAOT 2 V2B L., MEERSOLE
P2 HIR L7z 1T RF 0BG 258 & S b 613853
LTk,

CREVEIFRIRRAME)

5.3 A#lE. DT o250 %72 3IEpIcHG 352 &,
< 1 OR T38C L E D3, AX1KER DL L Fifi 9 % 37.5C DL

Lo
IR ERFAS500/ mmS R OB A, 131000/ mm3 i T500/
mm3 R T B 2 EHRTFHUE N L 5E

5.4 FNNDOTA FI4 V2B, RERBOERICT 5 %5
FHOEMO D & T AHIOfE A Y] & HWFS B IERNIZDO W
TORFEwT AT &,

5.5 ARFNFEGRHCIMER BEOMAE 2 EiT 5 2 &o EMAVHIH
L 7B, ARFPE GO B2 R34 2 &,

5.6 KHIF5- 0BG OTREE T DH 5 1FhER AR AW TR T
ERVEAICE. AR OB E2 Rk L LCHiEE T 52
t o

5.7 B, BEOEEIEO SN2EICIE, ARG Hk
PERTHI L,

5.8 MEHE - R BEEDOIFERMEDORETH 5 2 L AR S N7z
Al2iE, HR PR OG- 2k 5 2k,

6. Fi% - RZ
GgEshE)
AR OMWICEEL Tld, B5RAH%IHZ BR L LTS HIHkib



B AT E Ly 5 mk 30 & 0 ity 2N ) B2 5
NEPMEEIT) Z &,
(—RERRRAE)
{ERRMEBERE I LA D — AR RRAE
WHE, RAICIEATRRLE LT, 1H05~1g(Ifli) 2 2~3E12
AEIL. 305 LA L TRIENET 50 B FE - ERIID U
CHMEHIRT 2725, TE - HATHERGDEICIE. 1E1g Ohfl) 2 -
FRE LC. 1H3gOMl) F CHRET LI LENTE 5,
R MBI A TR L E LT, 1H30~60mg (F71l) /kg % 31A
WZAE Ly 305 BL LA CRMEHES 50 B, 4EW - RIS
UClEERIRT 245, ThE - #EMERGHEICIE. 1H120mg (1)
fili) /kg$ THET LI ENTE S, 72770, BMAKCBITA1HK
KHE3g(Ofii) ZBZ RV LT 5,
{EERMEBBRRER
WH, EAIEATRALE LT, 1H6g () 2 32558 L,
304 LL B CRIEEHET 5o B, EH - JERICIE Ul EIK
w35,
WE, NI ATRELE LT, 1H120mg () /kg % 312
SEIL. 305 BL A TREEEHE T B0 2B, 4EH - EIRITIB T
THEEREYT b 72720, WAIWBITH1HHE6g(Jl) 28 2
TwZkedb,
CREVEIFRERRAME)
WHE. WAIEATRF L E LT, 1H3g () 2 3EN2 4058 L,
300 DA b2 T RS B o
W, AARICIE AT RA AL LT, 1H120mg (JUi) /kg % 312
S L. 3040 BL ) CREEHET o 72750, AICBIT S
HHE3g (i) B EVwWZ L L35,

7. % - AEICEETDER

7.1 BRI EOH L BB T kEE BLICRFORS5= L OF
HMEEHGT 2%, BEORELZBIE L 2SS MEICHRS T
5T &, [92, 166120]
Cer*2%50mL/min L F OB HEAERE & E (R A) o 58, %51
o H%

Cer(mL/min) Peham, H5-MkE
26~50 1 & 72 ) OG- % a3
1285 & L B -
10~25 1l 72 ) OFe bRt % 1/202 90 L
120 & & 12 G-
<10 113 72 ) OFe 5% 1/212 9 L
24 & & 2

XOLTFZU )T IR
7.2 MAOENT HIZI&, BT T RIS 2 2 Lo [131BH]

8. EEWEANIE

81 AHNCEBYavy, 7H74F7F Y —DREREEICTAT
ELHEDBRVOT, ROFEE L L L, [1111BH]
CFHRNCBE RS L OWT TR MBEIT) 2 k. B, Pk

BSICE AT UVF—=RIILTRET 5 2 Lo [91121]
PRSI LTIE, BTV ey SIS T AREMED L b
iz LTBLZE,

R GBED ST GRTHE T, BERRHOREICME S, |
DRBGEEIT) T L. BRI HEHAERIIERRCBET S
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8.2 H5.#3~5HH T TIIRBHEORNEH OFBUTIZIFICER L.
SERDSFEB L2 & 1213, AN ) B2 B 7 L) e LE %
LaZl, b, MBMHICH2oTH, 71 X5 X RIEHREIRIC
HEETHZ L. [11.1.7881]

8.3 AANDMHICH 72> T, MR OFHEEF 720, KHIE
L Oz MEZ MR L. B O L% 2 /MR o #6512
LrosrZ b, [12M]

8.4 BEDOWREDLSHIM LT, P2 BT HEREAND T 4K %2
L7254, BOMUNICSEOMENRD Ok wE &2
W AN D B2 2 R LY A MEEAR LD . B, #kE
HHICH72o T, Gl ERIIEROULHESELSHM L, BREE
Mogkhxiibirnwz &,

8.5 BFHEDIREE L LKW LT, 7TAM EICh7zo TAR 254
AHAIE. ToOBMEEIFHEIC L, 3850 BB TR
SEORWENCERE L, BARE L% 513 Thb v &,
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MK L Tt IR 2 EitiT 2 2 &,
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UBBEDEEREDSH DEE (22U, AEICH UEBYEDEEE
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9.1.2 AAXFTEH. TRICTEZIME. B, CARBEED7 L
IWF—ERERIULPIT VVFEEE T DEE

9.1.3 FOEMOAREEENIIERORBEDEE. 2HREDE
VEE
Yy I VKRZIERDE DS bNDEZ LD 5,

9.1.4 TAHADEEREGZVIFIRMREEXE T EE
FEAE R E LR O PAEMREIR A Z ) 3w, [11.1.63K]
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9.1.5 DME. BEIRBIRKEEEDSHDEE
PEERME R Z 3 2 &2 S0 BIC A Z 2, EREALT 55
TNDH D,

9.2 BikHiEEERE

(BEIHE
A, ERkEEELE O PR MEERATR 2 ) 3w, [7.1. 11.1.6.
16.6.1%:H]

OV O (EEBIERICEY 2ER)

Ko ALF U A OBEFG KD 23 ERIEALT S
BENDDH B, [71. 16615H]

9.3 FTHkEEEERE

9.3.1 BEDIHKIEEEDH2EE
AR BERE EEAL T 2 BZ 0D 5, [11.1.32H]
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TR SRR LT 2T EEYE D & 2 etk I3 L o G 35 A e
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FENO/NBEERBR TR, BEDAST, ALT EAME il &
hfll‘zg)o
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B ¥ I VKRZICEAMMEIN DD Sbh b 2 Ed b,
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10.1 HAERWHALEWI &)
ESiEA S FEIRAEIR - 4518 7 ik B - fabd
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11. BItER

ROFWERDRH S5 bNDZ DD DHDT, BIgE%E 31247,
TR O N YA IR G 2 kT A 7 E) 2 WL & 4T 9
& o

11.1 EXIFEIER

1111 Yavo, PFI745FI—(0Fb01%Ki)

WP R, ANPRRE, TPSRE R, Wi, IRGR. FEREL. BB, 58
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11.1.2 AUBEEEDEEFBHAEE (0.1%Ki0)
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11.1.4 (BEEXBRAEZOMEZ M S EELEKEBR (0.1%AH)
I, RO THIDZD SbN 5 ICdEbIcHS 2 kT 5%
Y e E AT T L,
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11.1.7 hEUREIERFERIAERAE (Toxic Epidermal Necrolysis:
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[82Z:/]
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11.1.9 MASMEEFARA CHUEAH)

11.2 ZOMOEIER
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. RRSEEE)
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12. BARRRERRICRIETRE

121 FAT =TI ZBR AR T4 7 M, 72— ¥ 7k
ZEBIRAERATIIBEEE RET 52 LD LOTHERT S Z
to

122 H 7 — 2 ZARABENEZ RS2 2 DD LD THERT H 2 Lo

123 voey) ) =7 Y RETIBEEE RS 52 L0%d 50T
PN R

13. BERS
13.1 A&
AFNE ML ENT XM A\ X Y BRFEEN D, [725H]

14, BRALOER

14.1 ERRARGOEFR

(IR Hm)

1411 RFVEHR, BRGEAH» SHMECEHE 2355, 0o
RIRIIARAN DR INNT B L v,

1412 BRBRIIERCHICHHATLI L. BB, P2 HFREE
VLT YA TH, HREMERTICER LS, Sihf
TIXOHFHI LIS, SCHRAE T4 LI T 5 2 &,
[14.14%8]

UL 7Ly

14.1.3 jl%#0.25g~2.0g (i) 2472  100mL A o> H Ja A= B A s i
ST Do 72720, IEEDHAKIZSRICA S 2o T L%
Wz,

14.1.4 EFEHEFHEDEEEEIE
05g/54 7VEFI 2, 25 2C CEAIMBICEM L2 &, AR
DAL TIMAT90% L EZ/RLAEEMIETEDEBY) TH D,
[14.12&8]]

L) i ) B )
= BEATEIIM90% L _F. 7% 7% L 7= I
EZA (L) (hr)
AP AT 10 6
100 24
5% 7" I 7 BEAESHE 10 - 100 3
* v ME% 500 6
MG % 500 6
77 F v MR 200 6
10%EL-35 i 500 6
KN375 i 200 3
500 6
V) F T35 200 3
500 6
V1) 8 T35 Gl 200 - 500 3
T A VA VTR 500 6
TIN7 T ME 200 - 500 6
%7 1 — ¥ Difiiii 500 24
NV = VNP 500 6
K& 2 — LRI 500 3
T 7y 7E 250 - 500 6
77 7 v 7 Gl 500 3
UCwI)

14.1.5 A O A AIEH100mLIZ THEER T 5,

14.2 FEWRSHFOER

U\ T)

14210 AROWHEY IBLZOHEE LTHATAZ L,

15. ZDMDFR

15.1 BRRERICE D EHR

15.1.1 {LIEMRER S0 B E TIE, REOHRBEBIZE S 0DIE
B BPAHFICRAT LR T 22 2 e b, BRSO RmRE
FERATRE E R TV DML TV 5,

15.2 FEEEAREBRICE D 1B

15.2.1 WO EHFLERBRICBWT, F v D14 HMEIRNR SR
Bicid. 500mg/kg & UF1000mg/kg & b 1B a1k % RE3 AT H
RO LN ho7ze I =7 AN OTHHEIRPEE S RE TR,
180mg/ kg U'500m g/ kg TH G- W I — M o IR v I 2 36 P A
(ALP. 7y-GTP. NAG) o¥masito s, F7:500mg/kg Tl
PRANE BE EAR AR BTz

1522 5 v F®3» AEIRPHE 2EHERBICB W T, ASTIH
O LA MED120mg/ kgl LOB G- TR LNz T2, 6 A2
PEFE R TIZAST K OPALT L5 A5 0 240mg/kg bl E ok 5T
HO 5Nz,

16. EYENHE

16.1 MAEE

16.1.1 BEOgS
TR NS 3055 S i iHE L 72 B B O BIE ST X — F ZkEDE B T
B MR G AR L CHER L 723,
1 HER BT Y BRE ST 2 — 5

A28 S Crmax Ti/2 AUC CLt*V | CLr*?

(%) (ug/mL) | (hr) | (ug-hr/mL) | (L/hr) (L/hr)
0.25g (6f1)3 158 0.98 16.3 16.27 9.60
05g  (6f1)3 26.9 1.03 339 14.88 944
g  (661)¥ 53.1 1.02 58.0 1746 10.50
2¢  (6H1)Y 131 092 170 12.01 bl preRenc

XDIMAEZ )T IR X)BE2 VT TR
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16.1.2 RiEKRS

TERER A BV T RAER G RO RN BB IS i 5 L 13 & A LS TH
0. BRI SN o723,
16.3 H

eE0) | AL . RS, Mo 8| e B Y . B0 S BT
BRI ER LT,
16.5 HEftt

FE LTELDPRES . RN I OV — B & G 8123049 1T i
LM £ CORPPEMER I, RN TS &I, bH 5360~
65%12) T )« NI IEGE B TIRFE61%10 TH - 72,
16.6 HEDEREETDEE
16.6.1 BiEEEEESE

BB E D B 5 A 120.5g% 305 MUHEHHE L 7Y G O IE N T X —
FIEREOE BN TH Y. BHEEOK T ISPV IR IO HE MK T L
7218 F 72 WMC BV TS RO EAE LN TV B 16 5 T,
A % BRBEREE O H 2 BEFE G- T 2,10, Fehm, %5 HEo#E
Y)RMEDLETH S, [71. 92BH]

2 EHREEREEDD L BHICBIT 2EYHE T A — 513

Ccr‘*l) T1/2 AUC CLt>:<2) CLr*3
(mL/min) (hr) (ug - hr/mL) (L/hr) (L/hr)
=50  (4%1) 154 36.6 14.64 761
30~50 (41) 336 746 767 278
=30 (5%1) 5.00 186.8 299 0.92

XKDIZVTF=r2)T7I VA ¥QMEZ)VTITVA X)E2 )T T
VA
#3 RBEIRA L OB ERE E O B B BB 2B NS X — 5 (4

FAF—4)10
Cer*D Ti2 AUC CLt*2 | CLr*¥
(mL/min) (hr) (ug - hr/mL) (L/hr) (L/hr)
>80 ( 6f1) 1.05 36 15.30 11.58
30~80 (10%1) 1.93 88 6.50 4.37
2~30 (10%1) 5.22 179 3.39 1.24
<2 (o6pl) 9.73 360 1.52 W

XD I LTFZV s UTIVA XDMELYVTIVR RG22 IT T
v A

16.6.2 /R
INYE — MR GE RE 12305 U A L 22 A o A &2 F v R
Yal—3 3 YPKIBHIC L DO NZEFMIZKRFEDEB Y ThHo 7217,

F4 PNERERGERB BT AR 2L — 9 YVPKEFIL

NG A—% e + BEHERRSE | CV%
2979 A (L/hr/kg) 0428 +00151 —
b3 Y 8— b A Y F o5 AR (L/kg) 0287 =0.0181 —
IV = bAYNEZ YT T YR (L/hr/kg) 0.0452 = 0.0203 —
KW 2= b 2 Y b OSHER (L/kg) 00537 +0.0127 —
20T 5 v AOMKEZED) 0.0229+000812 | 152
TR PIZE B 0.0975 % 0.0214 320

1000

m 10 mg/kg
100 |- --=--m-mm oo oo -
Oy Ay 0 20 mg/kg
it o A A A 40 mg/kg
e A A
10 FO--------3 [ el
¢}
o) A
i " Q § A0
i o
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3 - 0%80 OOO A
(ng/mL) © oo
o e o %o
°o &
P T AR
0.01 . . . . . . . . . . . . ,
=30 0 30 60 90 120 150 180 210 240 270 300 330 360

B T 1> 5 OFEBIF (min)
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17. BRPRREAE

17.1 BERURLMICE T 255

C—MRRRRAEY

17.1.1 EARE D85 (RA)
AL BN 98 3 (B ASHB) &2 x5 & L CAAIL I 2g% 1 H 3Iml 5 HI14 H LY
(28 H) ri#IR N2 G- L 72 BRSO ME IR EDO L B ) TH -
Too Fo MW, HGHETREROEGHTEHHO WS [
Bl THo 7210,
F1 ALBRVERIE 58 O FEIR %) A

AR BIEH

AT I Y5 T8HHA
B D 7 5/5 5/5
PG BAAGRE 2 S LRI BENE 21 AE 5 SER LT W OB AR S, #ilK
T BE O EIORE /MRS 1E) o b3 K OSBEGHIE 2 0 3D 255880 & 7z
GRIAMIEHNE Lz, SR THPOHG# T8HH T ToOMICMob
WA L7256 b aHiix g & Lz,
SBIF3BIE N Y I~ A ¥ PR S SEIHSHIIRIE A T a4 K28
RSN,
HIVERNISHSEIC 3 S, T2 BRI FHERE R (4/56)) Td - 720
17.1.2 EANSEIAEEER IR
INBEE RS L LTAKILFL0. 20, Xix40mg/ kg 1 H3MmEAI14 H DL
M (e 28 H ) iR NP5 L 72 B RERGR O M E IR EDO & B Y TH
D, ZOBADEIE, 95.9%(47/4961) TH - 721018),

AR S UVISES
.. AR (R E)
/324 -
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S g 22 (—)
Wi E (BEv>) /4 (=)
AV LR RAEVEBL I EdIE, ) ¥ 8
By vosHigk 45 (=)
I 2 e it 9& 25/25  (100)
il s 01 (—)
PRI &G R gt 3/3 (=)
LR R 28 5/5 (=)
A S R G HH % 3/3  (—)
B - CURESVRR SRS | Sk VL (=)
&t 47/49  (95.9)

A S BLSE B 13 23.1% (12/5260) . WG RS 52 25 8013 30.8% (16/52151)
THotzo LHREMWER GEBBEA5% L E) IZAST E5H17.6% (9/51641) .
ALT E5275% (14/5161) . [ MEESIN5.9% (3/5161) T - 720

17.1.3 /BHERPRELER VR
R RO E I ZREO L B TH Y. ZORAFIL. 98.6%(290/
204610) TH o 720 F 7oy ALIRPEREIE 120 W TP TR 58 TR 4
ERTHE SN THY ., 97.3%(109/11261) Tdp - 7218),

ES IR SUVIT SRS
v ﬁ@#(ﬁiﬁlﬁ;)
B (%)
Wi E (BEv) 37/37 (100)
AV LIRVER TRTEVE B RAAE, ) > /%
) VNI 37/38 (97.4)
SEEL - ROV EURUERIIE | SM5 - B R OV TR AL AR
ZRIEG 2/2 (=)
I i TR e i 9& 95/96 (99.0)
iR 1/1 =)
TRt i g 71/72 (986)




. AR R E)
i -
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JELIPE PN & i JELRE & 6/6 (100)
AL 5% 41742 (976)
it 290/294  (98.6)
CREMEIFPERRIAME)

17.1.4 EASMEFR (MARUINE
FEBNEAFPEREAMER T 2R L LT AR 1g (10141) ., /MR
I3 AAILE40mg/ kg (56) X3 11E1g (161) % 1 H 317 H B (e 14 H R) &2
TR S L 72 BRSO OB B I R ED L B Y Th - 7219,
EI e

A
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