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4.50 5.30 11.50
D0.1 mol/L HCI ## & 0.3mL  ©0.1mol/L NaOH {¥% & 10.0mL
3) BZ 7Y U I MY U AESNH 2glHET) 1V ZERHK 20mL TR O pH ZEhE5HR
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

B & —D @ —

450 5.27 11.18
0.1 moV/L HCI ### 0.5mL  ©0.1mol/L NaOH i} % & 10.0mL

(2) Bl Z el
77V MU U LAESH 1gl HET) & SRR & Ol G

iR < Bl oy 4 > flf i |Blais e
KGHER 5% <7 1 k> 500mL | @ |24hr; ML - pH IZZ{72 L
BEER KEGHER 50% <7 | 0> 20mL | @O |24hr; 4. pH I L
5% 7V <> 500mL | @ |24hr; M8 - pH IZZ{72 L
g L aArTUREA O ) > 500mL | @ \2d4hr; AL - pH IEfE7e L
T LN <FAREHTUBRAI> | 500mL | @ | 24hr ; SMEL - pH T R L
AR R IE IR < AP R > 100mL | O |24hr; 4 - pH ICZ&(k72 L
%ﬁfgj FH 2/ R<OMAMTLEEI T v> | 500mL | @ |24hr ; AVE - pH ICZ (k7 L
7Y A — R <RI B> 200mL | @ |24hr; %Eﬁ- HizZ&fk7 L

Q:&77YVF MU LTSN 1gl AEL 28 CEE L, MikEiEa7 2,
@: 77V VT P U AENH 1gl HIEL] 2 EF K 10mL THHE L., Wik L iEeT 5,
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9. HHitE
LR

10. B - A%
(1) FRMIRELGER - BF. NEIFRKRLER - AEICEHATLHER
LR
(2) aE
(E27YVoF U LESA025g THEID
10 A T v
(E27VY)oF U LESH 059 THETD)
10 XA T v
(E27YVUF IS LESA1g THELD
10 A TV
(E27YVUF b UDLESA29 THELD
10 N1 TV
(3) FPEEE
MR L
(4) BROME
RAT I T A ()
SN B A W 2= N

1. BRBYEhDRAHE
MR L

12. ZDh
RZ YGRS TE e L

11



V. ARICEYSEE

1. PEXEHE
GHEFRETE)
BT 7Y AEEO T R KRR, LoV ERER, MREKE. KW, MRREE, TeT o -
RTJEVR, FrET VTR
CGHEFGRIE)
PRMAE, S OIS . RIEVER ERME , RIEVER R RRGLE, U X - U Nk, 1B IEIR
I, AME « BUE R OVFAINAISE O Y, O A - B0 Y, FUIRE. Bk, Bfi%,
WAEH - MEEAZ . Rk, SMERUE SR, Mgk, MRS, MRE, 12 MERER AR ZS D —REGs, BEREZ .
BB, MEER, BFEE, BER, L RY URE, FERNEYE. FEMBRR. FEEEGHR
K. IRANK (BIREKKAZET) . THRE, BIEEER, (LIRMEMERIRK

2. DEXEIHRICEHET IIE

5.REERITHRICEET HFEE

(WREE - WREEZ:. MMkk. AMREXL%. PEL. BISER
MMAEEEEENOFS &) Y 2R L, HUEER G OLEMZ A Lz LT AR oK 55
Y & SN DL ARG T2 L

3. AERUVHE

(1) AERUVAEDOHES
77U LTC, EE, 1 HERACE 1g i), /DNRICIEEE kg 249 20~40mg  (J11fh)
Z 2 [ENZA3 T TRRIRICERIRN ~TER 32 03, AN A~ERT 528 T 5,
EIR M OV DS D BRI AR+ LRI S 556 121E. 1 HERA 1.5~3g (Jiffi) %
/NFIZITATE kg 20 50mg (i) % 3 BNZHEI G4 %,
FERDSFFICEE R BGEIIE. 1 BEMRA 5g (Uiii) . /NEIZIZAE kg 240 100mg (i) £ T%
NEGTDHZENTED,
Fio, RIS Z, BIRPNIZEREAT D22 EH TX 5.

CGESTRDIRARE)

(RRARAEST)

At Z RS K, ARSI T N BRI T S,
(BRI RS

A ) KA R (0.5wR%) ) 2~3mL ISHART 5,
(2) AERUABOBTEM - B4
AR L

4. RERUVRAEICEHEY SFRE

7T.RERUVARICEEY 5EE
AN G, FIRNTES 23N % Ot 2 1572 WIS B IO B ER/NRIZAT S 2 &)

(fifta)

A NTE S OB O W BRAIRIEL & FEERNC K D MR ORI R D [TREYMEIE ] AR AT D alsEME
D DT ORRE LT,

(v, 11. @A EoEE] OESH))

12



5. ERERAL{E

(1) BET—aNn\wFr—o
MMERR L
(2) ERERZEEFER
MER R L
(3) AERGERFEAR
ZUERR L
(4) BEEMEER
1) ENEREERR
U ERR L
2) REHER
U ERR L
(5) #BFE - WBHFAR
Pl v/
(6) AEMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
—RARE. RERFTREBRAROAR
U ERR L
2) RBRFH L LTEREPEOABRNITEIE L-AE - HROBME
Y L7
(7) £k
AR

m

BT — 5~

<

13



VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
Y7 = LRPUEWE
HE  BEEOD LB OREE - RS, BFTORMNCEELSRT DL,

2. ¥BEER

(1) {ERERL - VEFBFF
77 LGMHE R OKRGE, MRAEE, Va7 0 - I78 Y ARED 77 AEMEICHRERT 5,
VE RIS I A A AEE O S R E © /EITRE CTh 5, <=2 U F—BITx LTI ZET
BN, I 7 LEMREOELT 287 7 n AR ) F—RBIilkoTeT7yn )Yy, E7ynFrL
FREICRTE L SN D, X=v U UiEAEE (PBP) IZBWEEABIFIMEZ R,

(2) ENERMTITIHBRRES
ABRIESE H : 2009/4/27~2009/9/24
77V U U AR 1gl HIE T [Lot No.8R174]  MIC Bk

(MIC : xg/mL)

KA ®¥|  MIC range MICso | MICso | MICgo
Staphylococcus aureus bOFK 0.25 - >128 1 >128 >128
MSSA (A F VU Vit RUEKE) 2T/ 0.25 - 1 0.5 0.5 1
MRSA (A F U Uit FUKE) 238 4 - >128 | >128 >128 >128
Staphylococcus epidermidis b0FK 0.12 - 2 0.5 1 2
MSSE (A F >V V@& E 7 FUBKE)R6 KK 0.12 - 0.5 0.25 0.25 0.5
MRSE (X F> U VithERE 7 RO EKE) 248 05 - 2 1 2 2
Streptococcus pyogenes 50 £ =0.06 — 0.12 0.12 0.12 0.12
Streptococcus pneumonia 50 £ =0.06 - 8 0.25 2 4
PSSP (~=U sz a7 R ) 238K =0.06 — 0.12 0.12 0.12 0.12
PISP (== U o HEEMMEAMAREKRE) 1688 025 - 1 0.5 1 1
PRSP (=3 & BRI A 4 B i) 1k 2 - 8 4 4 4
Escherichia coli 50FK 0.5 - >128 2 4 32

(3) {ERSETEM - R
DR L

14



VI. EMBEICET HRE

1. mMPREOHTR

(1) ARLEDGOGRE
MR L

(2) BREBRTHRBSA-OPRE

16.1.1 £EPFHRFEHAR
BIRIEIR L DA 2RV SRR T A T A VDO —EWIEICONT (PR 18 4E 11 A 24 B HEf
WAFEE 1124004 7)

77V R U AENH 0.25g THET) ROE7 7 AV o EHA 0.25g &7 7 A4 —/3—
Bk znEn1 47 (B7 7Y U & LTCO0.25g () R A 51\ o BAIRT % A P 4%
LU TR RZEERREZNE L, HoN7EYEE T A —4% (AUC, Cmax) (22T 90%(5
HE X PRI CREHIRNT 21T - T2 FE R, log (0.80) ~log (1.25) O#PHINTH V. MAIOEMFHIFE
LPERHER I N,

X EYEENTAX

HIFENT A —H BERT A —H
AUCo-s Cmax Tmax tie
(p g+« hr/mL) (u g/mL) (hr) (hr)
v 77U Y T AR
62.9t8.0 18.2+2.9 0.60*=0.33 1.83%0.24
0.25g THEETL]
TR a FESHH 0.25g 61.9£8.0 19.8+3.5 0.53%+0.23 1.80*=0.26

(1 A 7 mean*+S.D., n=12)

(pug/mL)
25+
- 77U N ATEETT0.25g [ H T
g% | + 7 ) v U AEET10.25g [H L
i 20)- el 27 7 AV 2 o 14T0.25g
77, L34 75 mean+S.D., n=12
51&
Y,
+
5104
7
Iy
V=S
i 5
0 T T T ] 1 T T T
0 1 2 3 4 5 6 7 8

] (hr)
1 5% PR e HEHERS
AP RN NS AUC, Cmax %O/ T A —H 13, #ERE ORIR, (RIROREREIEL - B % OER
R L > TR D REEND D,
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(8) shEE
MY ER e L
(4) BS - ftAROEE
(Tvit. 7. #EEH] OESMH)

2. EMEERB/ITA—S
(1) BAHEE
MR L
(2) WUEETEH
MG R R L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
MMEE R L
(6) £t
MR L

3. BRE (KEailL—3y) @i
(1) A
B L
(2) 155 A -3 EHER
KB L

4. R
MR L

5. 9%
(1) Mo-AxREPYEd
Pl v/
(2) mik-iadkEF @@
(IVIl. 6. (5) 4hw) OESM)
(3) EA~OBITHE
16.3.1 ELiteh#fT
2 20 BlicE 7 7 VU v 2g BHE L 72 & & ORI EE% 2 A 1.310.9 1 g/mL, 3
MIH 1.5+0.2,u g/mL, 4B H 1.2+1.0p g/mL Th-72%, [9.6 BH]
(TVIl. 6. (8) #=Fhw) OESH)
(4) BER~NOBITHE
MG RR L
(5) TOnHEB~DOBITHE
L BRI L
(6) MPEAHEAE
AR L

16



6. R

(1) FRBHERL R R

MM E R L

(2) R¥ICEETSBE (CYPH) O5FE, F5X

AR L

(3) VEEBENROFERVZDOES

RUERR L

(4) REVOFHEDOARRVEEL, FELE

M ER e L

7. kitd
EER e L

8. FSUARR—E—IZET HI1ER

DR L

9. BMEICLSKRESE

B R L

10. BENDERZHIT I8
16.6.1 BiSgefEREE

R RERE E D & D A T,

L7729, [9.2.1 ]
# ' 77U 2 500mg HERFO M R R I M OVR A [a] Y &

PR BT DR SE NG U C i i B 8 28 5B e Uy i P ke B L R

Rk GFR (mIL/min) % | twe (h) JRAEN R (9h)

EH — 3 1.6 420.8mg
2 R 28~75 3 2.7 166.7mg
e R 7.3~20 3 14.9 50.2mg

16.6.2 /MRZ

R H A A B
AREIR, CHTER T 2.3~5.1 Befil, FLIE,

IKHAERER (=2,5008)

SULGN

FAERKEO/NRICE 7 7 U > 26mglkg #E L 72 BRO Mg i B0 1%, K
IRTIE 1.83~22 K CTh o7, 7ok, KHIAE
REW, B, FR, SR NEROMIGETREOHEBIZIREDO LB THD 'Y, [9.7 BH]

H i ko 30 %y 1 IRffH 2 I 4 ¥ 6 HF[H]
=3 H 5 97 89.2 78 58.7 44.7
4~7 H 8 99.0 97.8 83 56.8 40.2
=8 H 7 100.5 91.4 67.9 47.5 31.8

(u g/mL)
Bk

H [k 30 %7 1 FR§fH] 2 ¥ 4 ¥ 6 IF i
=3H 14 122.4 119 101.2 79.1 58
4~T7H 93 85 70 34 20
=8 H 95.5 79.3 54.8 29.7 17.8

(u g/mL)

17




1.

Bil%x 15 %y 30 4y 1 e 2 IRE[H] 4 FRE[H] 6 FRE[H]
IR 5 - 90.4 75.2 54.3 28.1 16.5
i 4 131 114 81.3 38.9 11.4 7.4
N 4 160.8 120.5 79.1 51.8 18.8 9.5
(u g/mL)

E) B7 7Y 0 0 ) o AKIIWES A COBKRRBRIZFER L TWRWR, 77U 0F D
U LAKFERAEZRE LT DIX 77 ) o M) UAERA, HEHER—OHDOTH
HDOT, 77V F N U AERH., EHOREE R LT,

Z Dt

MR L

18



VI. £t (EALEOZEES) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
BHN DRIk CIBBUE DB D & 5 B E

(fiE)

B-7 7 % LRGUEME ROEBFHTHY | AROWRIICEL DY 9 v 7 OBEROSH 5 BE 13,

AFNOEEGIZLY v a v 7 Z2EG BBk 2 I 5 RN IEFICEm <. RET &S TRy,
3. MREXIHRICEET SEFREEEDEH

(TV. 2. ZEESUIRICEET SR 22452 L.)

4. AERUVAEICEET 33IEELZDER
(IV. 4. AEXOHEIZEET IEE] 228 T52L8,)

5. EEGEFNIE L ZDER

SEELEXMIE

8.1 AFIOMERIZH Tz - Tk, MEEORBIELPI <o, JFAlE UTEEZ LG L, R ORI
R R NROMBOEEIZE EDDH L,

82 KAl LB avr, 7FH745F%—, T ULAX—ISITHE O AMEREGERE DR 2 HEFEIZT
HTEDTERRNDOT, ROHEEZLDHZ L, [11.1.1-11.1.3 ZH]

8.2.1 FHANCHMERSEIZ O W T o2l EITo 2 L, B, UAEWESICL D7 VAT —FiTsd
el 52 &,

8.22 HHITEEL TIL, T v a v 7 HICKTHREBNED L DA LT Z &,

8.2.3 BHBMAN LK TH £ T, BEZLHORREICHEIE, +ORBIEE2ITH) 2L, Hio, &
HRRMGEAITERIRBIET L 2 &,

8.3 VLB, MEERIERAE, WMEE M, /MR R bbb D Z R LD T, EMICHRE
EATO R EBEL 71475 2 &, [11.1.4 S]]

8.4 HJH, AST. ALT. AI'P DO ERERHLDLNDZ ENHHOT, EMWTHRELIT O 72 EBILE %
+3icdTH 2 &, [11.1.56 ]

8.5 SMERBEESOEELRBHEENHLOND I ENHLOT, EMMICHREZITHY 2 EBEE 5
2119 2 &, [11.1.6 &)

(figin)

8.1 Ml MERRYLIE 2 BN BE ST R & T DU E A DB HEIETH D,

HHEE MY P A 2 23581213, BRE A RIE L, 2 ORSMEEIC L0 PUEA &2 3R L,
BRI LY | G F I, 50k, PIEAIOERZ2RETHZEBFEAITH D, LnLAENRS,
FEEORR OB T, APERYYE T, BREORE. B IEOMBLLRNICHUE A O & 5% B
BLARTIERLZRNZEN LT LIESH Y | RHESEE O WM 2 BAEDOR KR & HE L, 157K
% Btk (empiric therapy) L7ZaiFiuid7e 57202 &340,

ZOBAITIE, BIR U HEF 28R ikt 532 0Tl <, 1) BEZERBROMBRICE S,
VAR OELZZBET D, 2) BIRUIZHUEA OB ZMEL 72 ReERRE C©, B2, HimEk#, CRP
ORI LV HIE L, OWENE DN TOIUTIBRE 2k, QWENE LN TWARITIITELHE
DHETE ., & D WIEFIE & e, BF ORE, RO & - EHAFESC O EHmE 2TV, 3K
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AlORMkiE, ZHELZRET DLEND D, Fio, FEAOT IR EREFTRotEZ b > TRET D
TERAEHDOL D TH D,

8.2 HEHHPIEHIED MR ERFHETHY  EIBLTT T 74 7% —vav 7 &2 30T
B EUE IR 2 BOREIZ T B 2 FIEIXBIED & Z AL STV TV, D=8, Faid+4y 722,
Va7 EITHT HRAMLED LD HEE R O G BAE S OB ENLETHETY,

6. HEDEREAIIBEICHTIIRE
(1) AHHE - BIEESEOHLBE

9.1 SHHE - IEEFOHLEE
911 E7 T LRXER=V) DRREVEICH LBBEOHMEREDHLEE (=120, FHI<HL
BREOCHREEOHSBEICEHBEELENI L)
9.1.2 AAXITHEH. RBICTEIXRE. RP. ERPEO7LUILX—EREZECLPTUVVHREEZS
THBRE
9.1.3 BOEMOFRLBENITFEOREDERE. £2HNBOEVES
B2+ 28, EZIVKRZIERDSODONDLZENDH 5,
(fia5)
9.1.1, 9.1.2 B-T7 7 Z LRNAEME—ROTEFHTH D,
© KEIORRZC LDV a v 7 OBEREO & 5 BE 1L, AFOEEIZLY v a v 7 25 Temmueik
ERBLT A AREMENIERICE < . BETRE TR,

c BT = AROHUAEWE ISR UIBEUE OBEER O B 5 BEIEL, KAIOEEC X0 BB 2 5
TAHRRENEWNDO T, HEIXTELRVEITLRETH D,

© BT = ARFUEME KT HDMBIEDORBBE N =) T LAF—DREO® 5 BE TH
WETDHMENRHY | ETRANTEOFBITEANT LA - TULX—RERENH D
BETIE, TNOLORNEF-IRWVBEICAR BT 7 ¥ KFNTKT 5 IBBUE IR O R BUEE A3 5
W2 EnD, TLAX—E TULAX—RROHLHBHEIITHEEICE G T XETH D,

9.1.3 HfiEWE ROEEFETHY . UEMEOBREICI VIFENMEENESHH LEZ I K 0&
FSHE SN D720, RO E# I K OB AR Z2BE CTIIHMER 722 E~DOEENLE
Th D,

(2) BREEESRE

9.2 BieEEERSE
921 mEOBEENOHLBE
BEEOREIGL CTRFEZHEL, £5OMEEH T THEATLZ &, MARENSFHT 2.

[16.6.1 Z[R]

(fia5)

9.2.1 BHEMAGTAEME R OEEFHTH LM, BEEREDOL LN D EH TIX, MEOREILR
U CHys R E I MER U, i FIREN RRFERHG T 2 O T, RIER ORBLBE 2 & < 72
LRENANRG DD, FH5E - REMBORERLELEEZ 5D, (VI 10. FEOYREH
THEE) OHEBHR)

(3) HHEEERE
BEIN TN

(4) SFEREERTHE

BEIN TN
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(5) b

9.5 TR

B0 SAXIEAR U CW D RTREME D & 5 e MEIZ i, 1R EOBIREN G2 kRl 2% Ll S 5356
WCORFEETH L,

(6) =3I

9.6 RELIF

B EOBRMER ORARBOREMEEZERE L, BALOMKG TP IEE2RET25 2 &, AT~
TTaZenEHEEnTn5, [16.3.1 ]

(7) MRS
9.7 NE%

IRHAKRER, FTEREMNRE LA EOZ 22 RE & U BRERBRIISE R L Tuzewn,
B, RHAKER, FrARTITAIR., SRS A TIE P EE AR T 5 & OMENH
%, [16.6.2 ]

(fifam)

IKHAKREIR, HiERICE 7 7 AP0 26mglkg ZFE L7256, LR, SR KR OVINRIZ 25mglkg
ZEE L7235 A 2 U CiyE i B 28 2 50 BIER L7, (TVIL 10. (2) /NAEZEOIE]| )
(8) EinE

9.8 BinE
WROBIZEE L, HET R GHBICEET AR EBEORELABZELAND, HMEICKETS
zl,

EFRERENME T LTWA Z ENEL . BIWERNEE Lo,

s EXZ I VK RZICEAHMMERZH b Z ERH 5,

(fifam)

— R EEE CTITAFRERENME T L CWA Z ENZ W0, EliE AR 254 2858101
REICEE L CRET A LY EELAREH LT,

7. ¥HEEA
(1) BHtREREZTDEH
BE STV

(2) $tREE L T DOER
10.2 BiRERE (BHRICEE TS L)

FHA H BRAIER - HEiE 1 7 - fabRiA 1
INT7 VAT UL INTZ 7y VAU T AOERPEIBNMEICL S5 I K O
MENDIBENRH D, 2L, REEZMEITLZ E03d 5,
AN B9 B REGIH A X720,
FIFRF HREENEBINDIBENDR DD, BFITHALNTIERVA, Ty
ZA= R b, THFRIZBWT, BEESH
MEND EOWMENRD D,

(fiah)

1) ULvZyr oAU

IR A7 bVERT HHUEME TIEZE ORI BREBRFEERNOT-DICHNME S L. EZ I K @
BRERET L ZENmONTND 'Y, —FK, ULT77 AU oaide s v K ICHEB LR
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WAL, B IV K ICHT 2 2 LIS K O BIBEEERN 2 %ET 518, Lo T, E7 2 4%
PAEWBEEONL T 7 VYU LEHH LSS, UV T7 7 ) U U LAOHEREH RS
HAREMER H B,
2) FIRA (7 ¥ K%

Tt I FEOL—FHRA & OBEHN, £ 7 = ARFUEWE OB HEIEL RS 5 2 L I3EER
WXV ER SN TnD T 18]

Wistar 27 » MZE7 7Y U 1,000mgkg kN7 =t I K 50mg/kg #F#h Li2Ga, BAEK
RIZE 7 7Y 2 400mg/kg KOV7 vt 2 K 20mg/kg % 10 HM#FHR 5 LIZGA0 W icisn
Th, B7 7YV VMBI TBHEEOBRNERD 5zt o),

8. El{EA

11.8EH
ROBWERDB S BN ZENRHLOT, BlEZ 7TV, RENRBO GGk E 2T
1B %70 EREY) R LEZIT O Z &,

(1) BEXGEMER & DRER

1.1 EXGEMER
1111 a3 vy (0.1%A)

R, ONRFR, W, e, EFE, B, BTFSERbobh-Haicidg&b e ik L, My
RALEAZITH 2 L, [8.2 BIR]
1M1.1.2 7274 5F%2— (0.1%A)

WEWR PR, B, MERE, FERZERG LoD Z ERH D5, [8.2 BHR]
1.1.3 ZULX—RIGICHES SUBERS (5 ~9)

(8.2 ]
11.1.4 MKRkEE

P ERTD | SRR ERAE (WK « 68N, WHBRJR. SRR, MBEUE) . wimtEam (FIHER
FE, ~NET B E VR, BIERS) . /MBS (FIEER s, SEBESE) (% 0.1%A)
NHOLLNALZI EDRH S, [8.3 ZH]
11.1.5 FFREH

FH (0.1%:A0) . AST, ALT, Al'P ® E5 (% 0.1~5%AKiil) EndbobhdZ&ndb b, [8.4
2]
11.1.6 BEFE (0.1%AIi)

AMEEFESOREERBEEND LN Z ERH 5, (8.5 ]
11.1.7 KB (0.1%Am)

BIEVERIGREDIM(EZ LS BEZRKIBRBZH DDA Z ERH 5, . HEEO THRH b
FBAICITELICREETIE L, BWURLELITY Z L,
11.1.8 REES

a3 7 AR Rl E (Toxic Epidermal Necrolysis : TEN) | 52 &R RARSEFRE (Stevens-Johnson
JEWERE) (% 0.1%AK0) AbHObhdZ LN L0 T, HE, I, BER. FBEOREOREE -
K, G DRI « AR - RSN DB SIS A TIE L, EURLEEITO 2L,

11.1.9 FIEMEM%. PIE FEER (5 0.1%A0H)

FEEN, Wk, PRI, MO X MRIRE . AFERERIE S A1 O MUK PIE SEMHEE R & S b
HZENHLHDOT, ZOLIRIERDRH L ONTHEIITEG AL, RIBREFRLVE CAlOE
HESEO@My R MEE1TH Z &,
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11.1.10 =8 (B R

BAREOBEICKERGT DL, EBEOMBIEREZRTZENHDHLT,
(fiah)

11.1.1 Yav2z, 1112 7F 74 5% —

TIRZICAKNC L H5EER [T avr, TF7 0 7% —) ORWERESIN#RE SN2 L bEE
L7, FUTHIERDRBOONTHAICITELICERG AR IE L, @MY en@Estr> 2 &, (VL
5. HEREANER L ZOE ] OHBMH)

11.1.3 I fesE

TR AR L HEE A TEERIERAE, /WA ) ORIWEREGI WS Sz 2 Lo bt L
77

11.1.5 BpssE

TRBRICAFIC L2 EER [RHEEREE] ORWEREMNHRE SN2 e bit# LT,
(2) zOHOEIER

1.2 ZOHDEIER

0.1~ 5% A 0.1% A5

W UE B, FTRIB, ALBE ZIHFE. REN FIE

1.k TR . AFRRERYE %

Mk BUN L& miEr v 7F=>r L5

TH1bgs SO, MR BRI, T

P A RUE ANZE, vV FHE

v 3 REIE B2 I K RZIER (B7w brov
vgE, HImE %) . B I BREX
ZIER (FR. AR, BARIR, Mk
RE)

Z Dt S, O FEV, DBHEEIK

1) BHWEM OB I 7 7 A 2 TS R O O I B A2 255 & B,

9. BERRERBRICRIZFTEE

12.BFERERRICRIZTIEE

121 TAT—TRIEZHRLS_RRTF 47 "I, 72—V 7R, 7V =F X ML RERET
I ARETH RN LDOTHERET L L,

12.2 H#E7 — L ARBEMEEZ 2T 52 0NHLOTHERETDH L,

10. BEERS
BEEIN TR

1. BRALOEE

14 BRALDZEE

141 ZRRARFOER
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e CEFAZOLIN- cefazolin sodium injection, solution

A - B#& | 1 gram cefazolin per 50 mL ,2 gram cefazolin per 100 mL
INDICATIONS AND USAGE

Cefazolin Injection, USP is indicated in the treatment of the following infections due to susceptible
organisms:

Respiratory Tract Infections:
Due to S. pneumoniae, Klebsiella species, H. influenzae, S. aureus (penicillin sensitive and penicillin
resistant), and group A beta-hemolytic streptococci.

Injectable benzathine penicillin is considered to be the drug of choice in treatment and prevention of
streptococcal infections, including the prophylaxis of rheumatic fever. Cefazolin is effective in the
eradication of streptococci from the nasopharynx; however, data establishing the efficacy of cefazolin
in the subsequent prevention of rheumatic fever are not available.

Urinary Tract Infections:
Due to E. coli, P. mirabilis, Klebsiella species, and some strains of enterobacter and enterococci.

Skin and Skin Structure Infections:
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Due to S. aureus (penicillin sensitive and penicillin-resistant), group A beta-hemolytic streptococci,
and other strains of streptococci.

Biliary Tract Infections:
Due to E. coli, various strains of streptococci, P. mirabilis, Klebsiella species, and S. aureus.

Bone and Joint Infections:
Due to S. aureus.

Genital Infections:
(i.e., prostatitis, epididymitis) due to E. coli, P. mirabilis, Klebsiella species, and some strains of
enterococci.

Septicemia:
Due to S. pneumoniae, S. aureus (penicillin sensitive and penicillin resistant), P. mirabilis, E. coli,
and Klebsiella species.

Endocarditis:
Due to S. aureus (penicillin sensitive and penicillin resistant), and group A beta-hemolytic
streptococci.

Perioperative Prophylaxis:

The prophylactic administration of cefazolin preoperatively, intraoperatively, and postoperatively
may reduce the incidence of certain postoperative infections in patients undergoing surgical
procedures which are classified as contaminated or potentially contaminated (e.g., vaginal
hysterectomy, and cholecystectomy in high-risk patients such as those older than 70 years, with
acute cholecystitis, obstructive jaundice, or common duct bile stones).

The perioperative use of cefazolin may also be effective in surgical patients in whom infection at the
operative site would present a serious risk (e.g., during open-heart surgery and prosthetic
arthroplasty).

The prophylactic administration of cefazolin should usually be discontinued within a 24-hour period
after the surgical procedure. In surgery where the occurrence of infection may be particularly
devastating (e.g., open-heart surgery and prosthetic arthroplasty), the prophylactic administration
of cefazolin may be continued for 3 to 5 days following the completion of surgery.

If there are signs of infection, specimens for cultures should be obtained for the identification of the
causative organism so that appropriate therapy may be instituted (see DOSAGE AND
ADMINISTRATION).

To reduce the development of drug-resistant bacteria and maintain the effectiveness of cefazolin and
other antibacterial drugs, cefazolin should be used only to treat or prevent infections that are proven
or strongly suspected to be caused by susceptible bacteria. When culture and susceptibility
information are available, they should be considered in selecting or modifying antibacterial therapy.
In the absence of such data, local epidemiology and susceptibility patterns may contribute to the
empiric selection of therapy.

DOSAGE AND ADMINISTRATION
Note: Cefazolin Injection, USP in GALAXY Container (PL 2040 Plastic) is intended for intravenous
infusion.
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Usual Adult Dosage:

Type of Infection Dose Frequency
Moderate to severe infections 500 mg to 1 gram every 6 to 8 hrs.
Mild infections caused by susceptible gram-positive 250 mg to 500 mg every 8 hours
coccl

Acute, uncomplicated urinary tract 1 gram every 12 hours
infections

Pneumococcal pneumonia 500 mg every 12 hours
Severe, life-threatening infections 1 gram to 1.5 every 6 hours
(e.g., endocarditis, septicemia)* grams

“In rare instances, doses of up to 12 grams of cefazolin per day have been used.
Perioperative Prophylactic Use
To prevent postoperative infection in contaminated or potentially contaminated surgery,
recommended doses are:

a.l gram intravenously administered % hour to 1 hour prior to start of surgery.

b.For lengthy operative procedures (e.g., 2 hours or more), 500 mg to 1 gram intravenously
administered during surgery (administration modified depending on the duration of the
operative procedure).

¢.500 mg to 1 gram intravenously administered every 6 to 8 hours for 24 hours postoperatively.

It is important that (1) the preoperative dose be given just (¥ to 1 hour) prior to start of surgery so
that adequate antibiotic levels are present in the serum and tissues at the time of initial surgical
incision; and (2) cefazolin be administered, if necessary, at appropriate intervals during surgery to
provide sufficient levels of the antibiotic at the anticipated moments of greatest exposure to
infective organisms.

In surgery where the occurrence of infection may be particularly devastating (e.g., open-heart
surgery and prosthetic arthroplasty), the prophylactic administration of cefazolin may be continued
for 3 to 5 days following the completion of surgery.

Dosage Adjustment for Patients With Reduced Renal Function

Cefazolin may be used in patients with reduced renal function with the following dosage
adjustments: Patients with a creatinine clearance of 55 mIL/min. or greater or a serum creatinine of
1.5 mg % or less can be given full doses. Patients with creatinine clearance rates of 35 to 54 mL/min.
or serum creatinine of 1.6 to 3.0 mg % can also be given full doses but dosage should be restricted to
at least 8 hour intervals. Patients with creatinine clearance rates of 11 to 34 mL/min. or serum
creatinine of 3.1 to 4.5 mg % should be given % the usual dose every 12 hours. Patients with
creatinine clearance rates of 10 mL/min. or less or serum creatinine of 4.6 mg % or greater should be
given % the usual dose every 18 to 24 hours. All reduced dosage recommendations apply after an
initial loading dose appropriate to the severity of the infection. Patients undergoing peritoneal
dialysis:
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Pediatric Dosage
In pediatric patients, a total daily dosage of 25 to 50 mg per kg (approximately 10 to 20 mg per
pound) of body weight, divided into 3 or 4 equal doses, is effective for most mild to moderately
severe infections. Total daily dosage may be increased to 100 mg per kg (45 mg per pound) of body
weight for severe infections. Since safety for use in premature infants and in neonates has not been

established, the use of cefazolin in these patients is not recommended.

Pediatric Dosage Guide
Weight 25 mg/kg/day 25 mg/kg/day
Divided into 3 Doses Divided into 4 Doses
Lbs | Kg Approximate Vol. (mL) needed Approximate Vol. (mL) needed
Single Dose with dilution of Single Dose with dilution of
mg/q8h 125 mg/mL mg/q6h 125 mg/mL

10 | 4.5 40 mg 0.35 mL 30 mg 0.25 mL

20 | 9.0 75 mg 0.60 mL 55 mg 0.45 mL

30 | 13.6 115 mg 0.90 mL 85 mg 0.70 mL

40 | 18.1 150 mg 1.20 mL 115 mg 0.90 mL

50 [ 22.7 190 mg 1.50 mLL 140 mg 1.10 mLL

Weight 50 mg/kg/day 50 mg/kg/day

Divided into 3 Doses Divided into 4 Doses
Lbs | Kg | Approximate Vol. (mL) needed | Approximate Single | Vol. (mL) needed with
Single Dose with dilution of Dose mg/q6h dilution of 225 mg/mL
mg/q8h 225 mg/mL

10 | 4.5 75 mg 0.35 mL 55 mg 0.25 mL

20 | 9.0 150 mg 0.70 mL 110 mg 0.50 mL

30 | 13.6 225 mg 1.00 mL 170 mg 0.75 mL

40 | 18.1 300 mg 1.35 mLL 225 mg 1.00 mL

50 | 22.7 375 mg 1.70 mL 285 mg 1.25 mL
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In pediatric patients with mild to moderate renal impairment (creatinine clearance of 70 to 40
mL/min.), 60 percent of the normal daily dose given in equally divided doses every 12 hours should
be sufficient. In patients with moderate impairment (creatinine clearance of 40 to 20 mL/min.), 25
percent of the normal daily dose given in equally divided doses every 12 hours should be adequate.
Pediatric patients with severe renal impairment (creatinine clearance of 20 to 5 mL/min.) may be
given 10 percent of the normal daily dose every 24 hours. All dosage recommendations apply after

an initial loading dose.
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Drug Name Category
F—ANZ VT D4FE cefazolin B1
(2021 4= 4 Afs)

F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)

Category B1 :

Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or

indirect harmful effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.
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