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77 Naisim 1g rer
CEFAZOLIN SODIUM for Injection 1g “ISEI”
ASRES | 23000AMX00559000
BR5ERdA 20244F 3 H

) ER—EMEOM TR L )T A2 L

2. BR(ROBHEICIFBELEVIE)
AHI OB IR LB UE OBHEE O & 5 B

3. MR - IR
3.1 #
e 7 7)) yNajEiilgl £ €1 ]
e LS TV
Ry HF +77vurFrbussa 1g(hfi)
3.2 WHIDOMHR
7% 77 v NafE§iHilel 1 £ 1]
I B ATEIFH
VEIR o~ G 1 B O L A R PO B U

AHN 2 EPTHAR B R A RS (0. 5w/v9%) | L7 & & OpHR O
BEELLIITROLB) TH LD,

by AT DS B
ey AT Hf AR pH CBACER 5+ B 1)
SR |100mg (i) /mL| 4.5~6.5 %1
) R A g
0.5w/v%) 250mg (J11ifi) /mL| 4.5~6.5 2.0~3.0

4. FHEEXIIHR

(EICEE)
77 VUICEREOT FORER. L YERER. MAXE.
KBE. HRERE. 70772 - I5EVR JAET V7R

(EITE)
BnE, BRMEONER, REMREBRJE. REMRERE
fE. U2 NE - UDNEIR, BEIREE. SHE - MERCFH
RIEDQZRBE. USA - BEOZREE, ILRR. BHEX.
BEER. MHEE - MRERR. RHER. SIMREXR. MR, MiRE.
[REa. BMMFIRIRE O RS, BtX. BRBR. BEX.
fBEK. EERX, NIV CBRE. FERARE, FENESRXK.
FESHABR. RAX (RREXEEE). dEX. BISEL.
{ERRIEPE R AR 5

5. MEERIIHRICEAET 5EE

(HER - MRERZE. RMkst. SMREXR. FEHE. BIRER
[PUBEYIEIE A O T & V2SR L, SURIERSG 0L
PEZ T L 72 BT RAIOFSG Y &I SN b5 61285% 5
T52 &,

6. AERVCHAE

77 e LT, iR, THERAZE1g(FIl) . AR
3k kg2 1) 20~40mg (JI1ill) % 2812550 THRER IS BRIRIN~TE
59575 HIANNENTAZ L TE B,

JEAR B OV D I M O ® R AT 55 & I S A 5121
THEMAL.5~3g (i) 2. /MR EEkgY4 Y 50mg (JI1iff)
w3z EES 5,

SERDUFICEE 2861213, THEBRASg (F11li) . /N I3k
Fkg4 1) 100mg (F1ifi) T T DEFHRGTH LN TE b,
F700 WIS A . BIRMICEEEATAZE B TE %,
GESH R DAME)

(BRI ED

A g AR, A ARG OUE T N RSB T A,
(B AREE)

REFEEY FHA EFHE(0.5w/v%) #92~3mLICARS 5o

7. BERUOHAEICEET 3 XE
BHANFES . BIRNIES SRS OR G2 B2 VIEEIZO AR
WBERANRIZATS S &

8. EERERIE

8.1 AAIDMEHIZH 72> Tt MMHOREEHEZ oo, HHI
ELTEZM AR L, IR OER L i/ NEO W 0o
HizekwsrZ kb,

8.2 KHZk By avr, 7F749%Fv—, TLUF—-EIC
PO BMRIERERFEOSE X HELEICTFMTE D HES RO T,
KO/ Z EHZ L, [11.1.1-11.1.3 2]

8.2.1 TSRS I >W T RMZ 24T 2 &,
EWESEI LD T UNVF L THERTL L,
8.2.2 HHITHELTIE, Ty a vy 7EICRT AHEMED L

LafEE L TBL T L,

8.2.3 LGB S GRTH T T, BEFLHOIREICH L.,
T RBIEETH 2 &, FRo. G RBERIERRE CBgY
Z.):ko

8.3 JLIMERK A, HEFERIERAE, MR, M/ GE DA S 5 b
NDHZENHDLDOT, EYWIHREZIT) % EBIE % 451247
ATk, [11.1.4 BH]

8.4 #J. AST. ALT. AI-PO FHERHLbLNL LD D
DT, EYWWIIHEXTI)REBRE2 51247 2 &
[11.1.5 ]

8.5 AMBEEZDEELBHENDLDONL I ENH LD T,
EHIRCRAE 21T 7 EBE 2 51247 2 k. [11.1.6 2]

9. FENE=E2EIH8FICEHTEE

9.1 AHHE - MEEENH 2 8E

9.1.1 E7 T ARREINR=ZD Y > RIAEME I3 UBBIEDEEE
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9.1.2 AARIIFEH. RBICTEXIHR. ®E. ERSEOTL
WX —EREEZLPTVREEFT28E

9.1.3 BOBEMOARBR LBEERFIIFRORENEE. 2H5KED
BEOEE
BEE2T3IITI L, ¥ I VKRZEREH DN Z &
2 %o

9.2 BigEEERE

9.2.1 BENEEENH 28HE
BEEOBEIIIN L TG mAiE L. HGOREEY S Cff
M35z &, M RESFRT 5. [16.6.1 2]

9.5 T3
WU SOIIEIR L T AT REME D & 2 i id, iBE LA RN
Mfalitkr EIs EH S NGB oRFEETHI L,

9.6 BILB
HRLEOAEER OCBILRBOA S E R L. Lok L
FHIEERET 5 2 Lo AR ABATT 2 2 L s hiTw
%o [16.3.2 ]

9.7 NRZ%

AR E IR, B E WS LB R OV % 101 &
L 7z BB 1L 50 L TV,

B, EHEAER, A ciEslE, PRSIz Tt
R A IE R T 5 & OGN D . [16.6.2 ]

9.8 EipE
WOBIEE L, HRENICERSGEECEET 52 EEBEOIR
EEBIEL NS, HEIKSTLI L,
 AEHBEREMET LTV B 2 ENE L, BITERPREI LR TV,
B8 I VKRZICE D IIMEN DS S5 b D2 EDH b
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10.2 BHRER (BFRICERT S 2 &)
ESiEL WEIARAEIR - #8518 7515 W - ek
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1. BER

ROBWERDNH S5 bNEZ ENDHILDT, B2 512970,
HE VRO NI E 1135 2 IE§ 5 7 @) e LE & 1T
5k,

1.1 EXL&EEA

1.1.1 23y 7 0. 1%Kii)

AP, IR, Wi, G, HE, B, 8TSrd 5
NGNS 2R L, #Y2REE 7)) 2L, [8.2 %
]

1.1.2 7+ 7 1 5%2—(0.1%Kii)
WP PRI, 4 B AL, ARG, SRRESAH b Z L
Hbo [8.2EM]

11.1.3 ZLILE —RUISIC#E S SMBAEREE (A T)
(8.2 ]

11.1.4 MigEE
PLIMERGRA> M RERT BRE COUEIR © 82, BB . BENA. 18
IR L I CRIAEIR ¢ BB, NEZ B Y VR, Al
SEIREE) | MMV CRIEASEIR © AR I, 2RPESE) (450.1% K
W)RH OIS N b, (8.3 2]

11.1.5 fFEE=E
I (0.1%K0) . AST. ALT. Al-P® _EF (%0.1~5%31ii)
ENHSONDLZ ENDH L, (8.4 2]

11.1.6 BEE(0.1%AM)
ANBEESORELEREENHLDONLZENDH D, [8.5 5
]

11.1.7 KEE% (0. 1%Aii)

IR ISR E D MEZ L) BE R KRB REND bbb s Z L
Hbo B, MO THIA D SbNGEIZIIE S 123k 5 %2 h
IEL. B RRELIT) Z L,

11.1.8 EEESE
Fh 3% Rz H 3T il iR E (Toxic Epidermal Necrolysis ©: TEN) .
B 5 R RS RS 2 B (Stevens—JohnsondE B EE) (£0. 1%4:1) 2585
LbNDLTENHLOT, B HF. B, RERHEO
FLBE - KIE. F2FE O BRRIE - OB - RSE DSRS0 O o6
G AR L, B RREEIT) 2 L.

11.1.9 BEEMR. PIEEMREE (K0.1%AKi)

SEB WG, PPULIN S, B XA P ERERI S SR AR O [
VMg, PIESEMREM SR H 5 bNDLZ ENHDHLDT, DX
I GIERD D b b N GE I3RS 2k L. BIEREE A VE
CHIOBGEOBY R EFITH 2 L,

11.1.10 =& (AN
BEAREOBEFEICRKEHRG T L, KEBSEOMBEREZRI 2
LB B,

11.2 ZOOEIER
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14. BHEDIE

14.1 EFIRAMLFOEE

1411 BECILZEMEOEIZLD, BIHICERL 20IEEH
H DN, TOEETEEEZ R T 2R Th 7272 OB 2 i
ELThSfERTAZ &,

14.1.2 BEFIL SR OIS EE ST C48RF - I35 2 &0

14.1.3 TRFHF— M A WVEE, 77 7FAY v b A VIVERIE,
VAFVY, TrERFVUY, TIOMARMAMEERET S E
RETLZEDND D,

14.2 EHIB/E5EFOEE

(BERAIRS)

14.2.1 BRI KEHGIZE D W&, metEfHRkeskz 3
CENBHBLEDOT, INETFT AH7OIEFHEOMBL, FEHHE
oy EFTFEEICOWTTER L. ZOENREIZTE 572
TS5 L,

(HANERS)

14.2.2 TRLOFIEETH I &,

o [JA— AN D FAFTES AT D v T o BRI AR R E R
A, R, NRBICEEET AL,

© FPREEFTERAL A BT B 2 &

B ERIA L2 E & BURERAZY . M OSETEE AT
WA GEBICE R E ., B2 22 TS A2 8,
RV L 22 R IRI A O TSI 2R 2 2 &
SR TR AL T LD B,

16. EYF)E

16.1 IMrhiEE

16.1.1 BERAICE 7 7 V) v 1gh 304 CHilEET 2 &, 1
BEPE R S T RIS Y — 2131 pg/mLICE L, F 0
W2 46K TH o728, T2 T 7V L 2g% 3040 K UL
IR C AR 9 4 & MG PR TR TERICEEN
Y— 7228 ug/mL, 172ug/mLERL7:Y, 77V Vg
EEHET A & ME IR X550 1412143.8 u g/mL. 6EFH 12
6.8ug/mLZE/RL, ZOFHIILL. 67 THH-729, 77
V) 20.5g% BiET S & MiE AR L IR Y — 27 fiE538.0
wg/mLIZEL, ZOPEiliL2. 3 Th - 729,

16.1.2 EMFEIFEZE MR

t 77 V) UNaiEg Hlgl A Al v 7 7 AV VESH, 1g
(M) %, 7B AF = N—3EI2E ) ENEFRINA TV (LT 7
V) v e LClg(Oili) ) o AEBERL S H £ LAl 5 A NS L C
MR RECRRELZHE L., 5O NHYBHEE T 2 —F
(AUC. Cmax) {22\ T0%1E HH X 12 TREFHENT 2 17 5 72
#ik. 1og(0.8) ~log(1.25) OFPHNTH V) . HiFHI DAY E-AYIH

FWDHERR S N2,
(ug/mL)

70

—— U7/ NaiE g T A
B Ty AVUERAL 180

60

0 (131 7V Mean#S.D., n=14)
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BEE> T =T F VSN N BEE
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0

WIUE |5, FRE, AL I FE. BB IR 0 2 4 ”#Fﬁ"(h) 8 10 12
W Rk, KNS .
¥ ik BUN_L5- mHz Ly F=> L& HEIST A—F BEINT A—F
WAbZE L. TR AR, T AUCo—-12hr Cmax Tmax t1/2
R AIE N9, 5> Y5 (ug-hr/mL) | (ug/mL) (hr) (hr)
EEE vy 3 v RRZER(K7 e ha v €77 ) »Naik . . . .
i e, BLERS). 53 B LT { o | | 216-9123.48 |52.82:£8.81|1.070.41| 2.22£0.61
RZIEIR (F 9. OHNE, BRATER. Y77 XY S
e 25 . LgOnfiy | 240-98%27.20|52.3156.91/ 1.0020.33 |2.27£0.41
<l B, wF v, LB (1S4 7 V%5 Mean+S.D., n=14)

)RR OFEBMHEL L& 7 7 X ¥ 2 (RS R OF i3 oo Gstam An L2 2k
&5,

12. BERRERRICRIFTEE

124 FATF =TS EBRLANA T4 7 P3E, 72— v 73
7)) =T A ML B RERETRBEEERET S LD
HDOTHEET AL,

12.2 B2 — L ARG E2 2T EDDHLOTEETHI &,

M P EE NG ONICAUC, CmaxZ5 /85 A — &1, R 0%
R AR OBRIUA R - B SEORBRS M L - TRZ 2Rtk
b b,

16.3 9%

16.3.1 AT

BB RS gk, B ROSAoEEHRBIT. Rk
D THZEALREO . TR L BRI S O MR N AT I



16.3.2 FLit+#5T
IR0 7 7 ) v 2g¥iE L7 & & O REFLAP LR (3
2 E1.3+0.9ug/mL, 3 H1.5+0.2 4 g/mL. 4R
H1.2+1.0ug/mLTH-72%, [9.6 2H]

16.4 X3

IR

16.5 ittt
T UCHE L ) HRIE S v, B AC S EE, EH S v
IR L 72 & 2R P HEERIZENZNE. 7% (L7 7 ) ~
1g30%7 B A% 5- 18T £ 7)), 88.2% (k7 7 V1) » 201
FE AR SR TR £ )Y, 91.3% (k7 7 V) v gk G148
B T)5), 88.9% (k7 7 ) 0.5k 546 £ 7)o
LBEIFTH D,

16.6 FENEREH T 8L

16.6.1 BikpEEEEE
BREEREEOH L BETIE, BREEOEE IS U T g
I AIE R L, I s e 3 L 229, [9.2.1 BR]

£ E7 7 2 500mgiEEE o) i i e ) T O R U

B BN TV,

EHknE GFR (mL/min) B% t1/2(h) Bk AR | (9h)

1EH - 3 1.6 420.8mg
PR 28~75 3 2.7 166.7mg
EEREE 7.3~20 3 14.9 50.2mg
16.6.2 /NR%E

IR AAER, HERKLO/NEICE 7 7 V) v 25mg/kgfiHE L
72 B LT i BE AP IR AR, B T2.3~5.1
Wi, FLIE. . ANETIRL.3~2 2 THh o720 4B, it
AR, B, AR, SR, NE oM iR E OHERS 1E
REDEBN THDH, [9.7 2]

A AR NE (=2,500) (ug/mL)
H i % 3047 TIE[H] 2IFF[H] ARF[H] 6IRE[H]
<3H 5 97 89.2 78 58.7 4.7
4~T7H 8 99.0 97.8 83 56.8 40.2
=8H 7 100.5 91.4 67.9 47.5 31.8
Pree g (ug/mL)
Hiin | #1% 304 1HFR 2] 4158 I
<3H 14 122.4 119 101.2 79.1 58
4~T7H 2 93 85 70 34 20
=8H 3 95.5 79.3 54.8 29.7 17.8
FLEL S, R (ug/mL)
B% | 159 3045 TR | 200 | ARERY | 6RFR
FLIE 5 - 90.4 75.2 54.3 28.1 16.5
b 4 131 114 81.3 38.9 11.4 7.4
/MR 4 160.8 | 120.5 | 79.1 51.8 18.8 9.5
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7T LR R OKGE . BEER, Yo7 A2 - 358 R
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AHHET, EHRIEREN TH L, =) F—FIZR LTI
MBEVEETH LN, 77 LEEREOEET A7 70 AR
JF—XilloThk7zra) Yy, 7705 & RBEICAG
LE8Nb, R=2 ) UEEEP (PBP) L2\ AE BRI 2 F501®)
18.2 HEEA
LW AN MVIE T T L HE. 7T 2 BEEE O L E I
7o TBY ., BIZ7 I ABMEERE T 7 KBS, I//*?“fT(
WE. MRERE. 77 2BUERTIE. KR, MERw. 7
U5 YA - 3I5EYA, 7OEF Y TRBICENTR 2R
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W7 7)) v M) AKFIWES T O SEH RS 135
L TWRWA, 77V v b AR %
BHLZ2ODIEE 77V »F M)y AESH. BEME
[—=DbDTHLDOT, 77V rF Y7 LEFH.
e OB E R L7z,

19. B ICEY 2EB{E2HFA
—f%4 7 7)) v F b 4 (Cefazolin Sodium)
W% 5 CEZ

1244 © Monosodium(6R, 7R)-3-(5-methyl-1,3,4-thiadiazol-
2-ylsulfanylmethyl) -8-oxo-7-[2-(1 H-tetrazol-1-yl)
acetylamino]-5-thia-1-azabicyclo[4.2.0]Joct-2-ene-2-

carboxylate
=35
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CO,Na N
g N\
o PR
anl i
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oy

-3 CluHisNsNaO4Ss

S 476.49
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