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pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

B & —D @ —f

4.50 5.27 11.18
(0.1 mol/L HCI 4% 0.5mL 20.1mol/L NaOH ¢ # £: 10.0mL

(2) Bl Z el
77V M) U NS 1gl HET) & SRR & Ofd G

W < oy 4 > AR (RS Fid 575
KIZHEIR 5% <7} > 500mL | @ |24hr; 48 - pH IZZ 72 L
W% KIEHEIR 50% <7} 7> 20mL | @ |24hr; 5ME - pH I L7 L
5% 7V <> 500mL | @ |24hr; ML - pH (22 72 L
= S@ ; ;ﬂ ) ZZ;?;&/%U O 500mL | @ |24hr ; 448 - pH ICZ (k7 L
T UANC<FREHTYBERA > | 500mL | © |24hr; SMEL - pH IZE B2 L
AR R IR IR < A ER R IR > 100mL | O |24hr; 4 - pH (T2 L
%ﬁﬁf KA m— L R<OMANEER)F > | 500mL | @ |24hr ; %ﬁ- H I Z (k7 L
7V A= AE<JR)T V) FobE > 200mL | @ |24hr; $MEl - pHIZE L2 L

OQ:®77Y VT MU LER 1gl AEL 28R CHEM L, @ikEiled 5,
@: 77V VT P U AENH 1gl HIEL] 2 ES K 10mL THHE L., Wik e+ 5,
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9. Wit
LR

10. B - A%

(1) FRMIRELGER - BF. NEIFRKRLER - AEICEHATLHER
LR

(2) A%
(E27YVoF U LESA025g THEID)
10 A T v
(27JV) o) LESRA 059 THEID
10 XA T v
(E27YVUF b UDLESFA1g THELD
10 XA T v
(E27YVUF b UDLESA2g THELD
10 N1 TV

(3) PREE
MR L

(4) BROME
WRATIV o BT A (EA)
SN A = W

1. BRBYEh D RAHE
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 - MEEAS, Rk, SMERUE SR, Mgk, MRS, MRIG, 12 MERFR AR ZS D —UEGs . BEREZ .
BB, MEER, BFEE, BER, L RY URE, FERNEYE. FEMBRR. FEEEGHR
K. IRANK (BIREKKAZET) . THRE, BIEEER, (LIRMEMERIRK

2. DEXIHRICEHET IIE

5.REERITHRICEET HFEE

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

3. AERUVHE

(1) AERUVAEDOHES
77U LT, EE, 1 HERASE 1g Cifl) . /DNRICIEEE kg 249 20~40mg  (J71fh)
Z 2 [ENZA3 T TRRIRICERIRN ~TER 32 03, AN A~ERT 528 T 5,
EPR M OV DS M BRI AR+ LRI S5 5A 121X, 1 HERA 1.5~3g (Jffi) %,
/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)

A Z RS K, ARSI T R ORI T 5.,
(BRI RS

A ) KA R (0.5wR%) 9 2~3mL ISHART 5,
(2) AERUABORTEM - #H
AR L

4. RERUVRAEICEHEY SIE

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. ERERALAE

(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 LAY OREE - RS, BFORMNCEELSRT DL,

2. ¥BEER
(1) {ERERL - VEFBFF
TERBSF IS EIEBE D A RRLECH D | N= U UiEEER (PBP) ICBWESBIfMMEEZE4 5%,
(2) EHERMITIHBRRE
BRI hE I 2009/4/27~2009/9/24
77V N U AESA 1gl HE T [Lot No.8R174]  MIC #E#
(MIC : u g/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 VU V@& KR 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 HEEMPEAMRERE) 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

18.2 HiEAEH

PUE AR MIE 7 T KGR, 77 ARMERE OIREFRIZ D> TEB Y FHC 7 7 A5 T
T RUKER., LoV EKER., MREKE., 77 ARMARRE TIX. KIBE. HREH, 772 -
RTEV R FubeT v T BICENZREDE T AEARERIIEREN TH ST 1Y (in vitro) .
) B7 7Y VT M) ULKI TORRBRBREITIER L TWRWA, 77V VT R DA
KR LoDt 77 ) o F MY D AERH., BEAEE—DOLOTHLIDOT, ¥
7V MY v AESH, SEHORREEZ R LT,

(3) {ERZRIERFAE - FribE
MR L

14



VI. EMBEICET HRE

1.

e RED KRS
(1) AR EHEMGmPRE
DR L
(2) BRHATEBSLnPRE
1601 BEHHAIC LT 7 7 ) > 1g % 30 S CARMPET 5 &, MUERI T ARH T I E—2

131 pg/mL ICHE L, ZOHEMIL 246 B TH 721, /-, 77V V2 22 % 30 5 KON
1 RFECORTRRRE T 2 &L MG IRE IR E TERZ ICEAZER Y — 7 {8 228 u g/mL, 1721 g/mL
BARLIZYY, w77V Uy 1g #EET D L. MIETHREIT 5 /31212 143.8 1 g/mL, 6 K% IC
6.8 g/mL ZoR L, ZOHEHIT 1.67T R CTH o721, ¥ 7 7V U 0.5g RpET 5 & MLk i
FEIT 1 RIICE — 28 38.0 u g/mL IZE L, Z ORI 2.3 K TH 727,

16.1.2 £YFHNFF1EHER

BREKLOEDFIIRIZEERBR T A R T4 VO EIZDWT (Eak 18411 A 24 H 3K
BRI 1124004 &)

77U N U AESH 0.25g THET] K77 AV aESH 0.25g #7 1 A4 —N
—RIZEVENENLIARALTN (B7 7 Ve LT0.25g (Jil)) fERERA S F-ITHa A Hinl i A
WG L CIE R bIRREZIE L, o= yEhie 7 2 —4% (AUC, Cmax) {22\ T
90% 5 FE X FAEIZ THEGHIENT 21T o 725 K. log (0.80) ~log (1.25) DOHIPHNTH Y . Al 4
W RS R S ATt Y

X Ep#EST A X

HIE/NT A—H BEINT A —H
AUCo-s Cmax Tmax tue
(p g« hr/mL) (u g/mL) (hr) (hr)
vV Y T AR
62.91+8.0 18.2+2.9 0.60*0.33 1.83+0.24
0.25g THEETL]
TR a FESRH 0.25g 61.9£8.0 19.8+3.5 0.53%+0.23 1.80%=0.26

(1 A 75, mean*tS.D.,, n=12)
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(pg/mL)

25+
% T "E'_ w77 b)Y AW H0.25g THIERT
2% t -
i 920- . G T 7 ATV o iESTA0.25g
7? 134 785 mean®S.D., n=12
VAT
;15
v
F
b
5 10-
7
ra
B
Tt 5
0 T T T T ! ! ! i
0 1 2 3 4 5 6 7 8

B i BE SR EEHERS

M EH Y NS AUC, Cmax Z50/87 A — X 13, #RBRE ORI OB « FER4E 0Bk
SR X o TR DATREMENH D,
(3) HHEE
MR L
(4) BE - ftREOTE
(TVIl. 7. FHEAEH) OHEZBH)

2. EYEERB/INTA—S
(1) fBAE
MG R R L
(2) BALERETEH
MR L
(3) HEEEEH
MG R R L
(4) VY73 2R
MG R R L
(5) SHEE
U ERR L
(6) Tt
MG R R L

3. BEMA (REaL—Say) @&l
(1) BHAE
BRI L
(2) NFA—2ZEBER
BRI L

4. R
MR L

16



5. 9%
(1) itk -FeiBE P& @ tE
MG R R L
(2) miE-RAEEIFEBYE
(IVIl. 6. (5) iThwt] DOIEZH)
(3) Ait~oBiTiE
16.3.2 ELiteh#B1T
BILd 20 BllcE 7 7 U v 2g BRELTZ & & ORFILHR IR 3 EER 2 B H 1.3£0.9 4 g/mL, 3
i H 1.5£0.2 x g/mL, 4 B H 1.2+1.0 g/mL TH-721°, [9.6 BH]
(4) HE~ADOBITHE
MUERR L
(5) ZofioBm~DBITHE
16.3.1 fHBABIT
RGO ARt T BRSO RIET AT, RO Y. IBZEMEL Y. Rk
200 E AR Y S OMBNBATIEIRE TH D,
(6) MPEEAKEEE
ZUERR L

6.

(1) KREBLLRUCHRBERE
PRACITHE A E TR ST e n®),

(2) RSICBEET 2EBF (CYPE) OHFE. F5=
HAEER L

(3) VEEEHNROERRUVZTDOEIE
FMEE e L

(4) REVOFHOERRUEMLL., FHELE
FMEE L

7. HEit
F & LT L 0 PR S b, R SRR, EED 2 WIETE Lz & & o RPERbRITE R E
N 88.7% (77 U 1g 30 4050 : #5144 8 W) 'V, 88.2% (77 UL 2g1 A
% TR ETT) 1Y, 91.8% (b7 7 U v 1g Bk Btk 8 R E T) 1Y), 88.9% (7
7 U 0.5g ik #H% 6 ET) T LRFTHD,

8. FSVARR—A—IZHT S1EH
B R L

9. BNHEICKEKRERE
B R L

17



10. BEDEEREZHTH8E
16.6.1 E‘mﬁbﬂﬁiﬁﬁ
HERERE D & 2 HBE TR, BREEORRE IS U CHLTE P LR MER U, i o 11 R

IJt2”0[921.§%ﬂ

# 77U 2 500mg FERE 0D L O R IR M OVt [al e &

R Rk RE GFR (mL/min) BlE | twe (h) PRYENE (9h)
EH — 3 1.6 420.8mg
S P 28~175 3 2.7 166.7mg
i JEE e 7.3~20 3 14.9 50.2mg

16.6.2 /MR
RHARE I, FrEREONGCE 7 7Y U > 25mglkg &L L 72 BR 00 LT i B 08 1%, R H
EREIR, AR 12&%1ﬁﬁ IR, IR, NRETIZ 1.3~22 B Th -7, 7ok, (KH4
M—‘i/u\ ;Fﬁ'/jEL IE[ Aj]/u\ /J\/u@m/ﬁqu)%&—@%%fiw{%@kﬁb“@3@623)0 [9.7 ZSHE]

IRHAERER (=2,5008)

H i %K 30 %y 1 FRFfH] 2 ¢ 4 ¥ 6 ME[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)
)

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

(u g/mL)

Bil%x 15 %y 30 4y 1 ¢ 2 IRF[H] 4 IR§fH 6 FRE[H]
AR 5 - 90.4 75.2 54.3 28.1 16.5
il 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
(1 g/mL)

E) 770 0T R U AKTI TORBEKRBRIZIERLL TWHRWA, E7 7 U Y ook
e L -b0iZt 77V o R ULAERA, HEHEE—DOLDOTHLEOT, 7
7YV N AESH, BEAOREE R LT,

1. Z0Oith
MR L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE I TV

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 SR EEDEH

(TV. 2. ZEESUINRICEET SR 22452 L,)

4. AERUVAEICEET 3IEELZDOER
(IV. 4. AEXOHEIZBEET IEE] 22T 52L8,)

5. EEGEFNIE L ZDER

SEELEXMIE

8.1 AFIOHERIZH Tz - Tk, MEEORBELPI <o, JFAlE UTEZ LG L, R OIER
B RNROMBOEEICE 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, BELZLHORREICHEIE, +oRBIEE2ITHI 2L, o, &
HRRMGEAITERIRBET L 2 &,

8.3 VLB, MEERIERAE, WMEE M, /MR R bbb D Z R LD T, EMICHRE
EATO R EBEL 74T 2 &, [11.1.4 S

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

8.5 SMERBEESOEELRBHEENHLOND I ENHLOT, EMMNICHREZITY 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 B GF I, B 50k, PIEAIOERZ2RET L ZEBFAITH D, LnLAENS,
FEEORR OB T, APERYYE T, BREORE. B IEOMBLLRNICHUE A O & 5% B
BLARTIERLZ2NZENR LT LIESH Y | RHESEE O WM 2 BYEDRRKE & 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 &, BF OmiE, RO & - EHAFIESIC O EHmE 2TV, 3K
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Hl Ok, ERARET DHENDH D, £z, EHOPIRINL LT ROUEEEZ S > TRET D
TLEN—RID XD TH D,

8.2 HHAPHEED — I LEEHFETHY  BEICEBLTT T 74 7%y —vav /&I LHed
2 BBER % (TS T B9 2 HIEIRBUED & Z AHENL STV 7R, 2070, FEio-0 722,
Vg w 7SI D ROBMLE O LD Bl K O G BRARE S OB R E AR TH H 2,

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESOHIBE

9.1 AHHE - IEEZEDOHLBE

911 EI T ARXIEIR=V Y LREEYEICH LABEOREEDOHSBE (L. FFI=HL
BBREOCHREEDHLHBEICIBELENI L)

9.1.2 FAXITEH. RBICKEXRL. 2. ERTEOT7LUILX—ERZEC LT VVHREEZS
THRE

9.1.3 BROEMOFABRLHEERIIERORBDOEE,. £2HRBOBVLESE
BIRELDIATHIZE, EXI VK RZIERDHLDONDZENH D,

(fiah.)

9.1.1, 9.1.2 B-T7 7 X LRAPEWE RORFEHRETH D,

- ABIOREDICE DY a v 7 OBEROH 5 BE T, AFOFKRGIZLY v a v 7 2 ETelEEk
ERBLT A AREMENIERICE < . BETRE TR,

- &7 = AROFUEWE IR WIRBBUEDRBEERED & 2 BE 1T, KK OB 5 X 0 @Bk 2 R B
THAREMENE VDT, BT TEXLRVEBTIRETH D,

- BT = ARFUEWEICKT 2 MBUEDRBBHE N =2 Y T LAFX —OBED H L BE TH
WETHEHENDH Y, FARAITFOFEEICHER T LAX—FE, TULAX—EEBRENHD
BETIE, TNOORNEFHARWVBFITHAR BT 7 ¥ KA D IBBUER OF BUFE H3 5
WZEnD, TLAX—E TULAX—HROHLBHEIITHEEICEG T XETH D,

9.1.3 MAEWE - HOEEFHETHY . PUEMEOREEICL VIFENMEZENESH LEX I K O&
FRABRE SN D720, BOMNREH I K OFBRAARRZ2BE TIEHEEm 72 & ~OEE N % E
Th D,

(2) BHEEERE

9.2 BHEEERSE

921 mEOBEENOHLBE

BEEOREIG L TRFREAZHE L, K5ORRLEH T THEHTLZ &, MHPRENFHHT 5.
[16.6.1 & ]

(fia5)
9.2.1 BHRMAGUEME - BROEEFHTH LI, BHEEREOL LN L BE T, MEOREIZN
U CHiE R =R 2R R U, g H IR E S R 2 0 ¢, BIWERA ORBUBEE N E < 72
LRENANRG DD, FH5E - REMBORERMELEEZ 5D, (VI 10. FEOYREH
THEE] OEHSR)
(3) HHEEESRE
BEIN TN
(4) £HERREHT HE
BE STV
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(5

(6

(7

(8

) bR

9.5 TR
B0 SOXIEHR U CW A RTREME D & 5 e tEIZ i, 1R EOBIREN Gtz Enl S Ll S 5356
WCORFEETH L,

) RILWE

9.6 RILM
B EOF IR ORARBOAEMELFE L., RALOMGSUT T IEZ2BE4 0 2 &, BALT~B
T2 enmEshTns, [16.3.1 2]

) INRF

9.7 NE%
KHAKREIR, FrAEREZRE LGk OZ et 2B & U7 BRI S L CTuzan,
B, EEANRER., AR TR, SRS TGP EE A MERE T2 & ORERH
%, [16.6.2 ]

(fi#i)
RHAERER, #rERICE T 7 AP 26mglkg #FHE L6, SR, SRR OVINEIZ 25mg/kg
ZERE L7235 B T U s FR iR BE i A% 2 5L RAER L7z,
) EinE

9.8 BiNE
WORIZIEE L, HET QIR GHBICEE T2 ERAEORELZHE Lo, HEICKRGTS
i
CAEPSREAME T LTV A 2 ML L BERNFRE LT,
- EX I K RZICEAHMER NS oD I END D,
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7. HE%EHR
(1) ¢tRESEZTOERH

BEEIN TR

(2) FRAFEEZOER

(

—

10.2 GFACERE (BHRICEE TS )

A4 % BRRAEIR - P18 71k By - fabRiA 1
ONT 7 VA1V T A ONT7 7 V) AOERPHEBAMEICLLIEY I K OFE
RINDIBENDRDD, 121U, RIEZHFHITHZ LB H D,
AN B9 B REGIH A X720,
F PR A BEENBINDIBENR DD, BIFITHLLTIERWA, T v
ZA= R k. THRICBNT, BEENH

RIS EDORENDH D,

(fifn)
1) 977U TN
JRIK AT MV ERT L PUEWE TIEZE O A EER O DI BENME AL L EX I K O
BREETD ZENmONTNS2Y, —F, ULT77 AU vade s v K ICHEB LR
WEFED, B IV K ICHT 5 2 LIS KV BIBEEEREZRET 529, Lo T, E7 2 5%
PAWBEEONL T 7 Vo) U LEHRALIESGE, VL7 7 ) 0B ) U LAOGEEERNERS
D[RR B D,
2) FRAl (7€ R%E)
a3 REOL—TFRFE OFAN, B7 = 2R PEWE OBFREL AT D 2 & IXEWER
WXV ER SN TnD 2T 28]
Wistar 27 v M2t 7 7 VU2 1,000mglkg X N7 vt I KN 50mg/kg % a5 L7256, AGBE
RiZEZ 7>V 2 400mg/kg KOV vt I K 20mg/kg % 10 A Mk 5 L2550 WnWF ik vy
ThH, B7 7V U CEME AR TBEEEORRNZRD 52,

. Bl{EA

1.8/
ROBWERDBR BN ZENRHLHOT, BlEZ 7TV, RENRBD b HEICi3&kb 2%
1B %70 EEY) R LEZIT O Z &,

) EXLEIER & AR

1.1 EXGEMER
1111 a3 vy (0.1%A)
R, OWNRFR, W, e, EFE, FB, BTFSERbobh-Haicid#&b e i L, My
RALEZITH 2 L, [8.2 BIR]
1M1.1.2 7+ 274 5F%2— (0.1%A)
WEWR PR, B, MERE, FERZERLLbND 2 ERH D, [8.2 BR]
1.1.3 ZULX—RIGICHES SUBERS (5 ~9)
(8.2 ]
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11.1.4 MKRkEE

PUMERD | MERRIERIE  (WIELR  J8EN WHEENR . PR . MRUESE) . WEMMER M (WIHELR
FE, T EUR, BIERS) . /MBS (FIEER - s, $EBES) (£ 0.1%AT)
DNHLDLNALZI EDRH S, [8.3 ZH]

11.1.5 FFEE

PIE (0.1%A0) . AST, ALT, Al'P @ E5 (% 0.1~5%Al#) Enbbbhdl bbb, (84
Z M

11.1.6 BEZE (0.1%Ai)

AMEEEEEOHEEREEENHODLDNLIZENH D, [8.5 B]

11.1.7 KB (0.1%Am)

B RIGREOMEEZLES BEERKBRRO LA Z ERH 5, 8. HEEO RIS L b
TS AIITE LI EEZFIE L, @WYRAEEITY 2 L,

11.1.8 REES

TR MER R ESEAFIE (Toxic Epidermal Necrolysis : TEN) | 2 @ #EIRARIEERE (Stevens-Johnson
JEMERE) (45 0.1%A0H) "B Obnd Z ENnH DO T, HE FEFE. BIEE. FKECREOAEE -
K, R D ERIERS - JHEE - IR ENGRD O A IR G AR L, YR EEITO 2 &,
11.1.9 FIEMM#%. PIE FEER (5 0.1%A0H)

FEEN, Uk, PR RIEE, M X ARERE . AFERERIE S A 1L O MIE MR & . PIE SEREENH H b
HZENHLHDOT, ZOLIWRERDRH L ONTHEIITEG AL, RIBREFRLVE CAIOE
HEOMEUIRMEZITH Z &,

11.1.10 =8 (R
BAREOBRBEICKERG TS &, BREOMIEREZRLZTZENBH D20,

(fian)

11.1.1 Yavz, 1112 7F 74 FF 2 —

TR ICARNC L 2EER (Ta v s TT7 4 7%y —] ORWEREGIDHRE S Z L bi
WL, ZYTHERDPBOONLGEITITEBICEEZFRIE L, @ERLELZITI Z &,

11.1.3 MigkEE

TR AR L HEE A TIEERIERAE, f/ b ) ORWERIEGI N HE Sz 2 &bt L
77

11.1.5 &k
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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.
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Skin and Skin Structure Infections:
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.
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DOSAGE AND ADMINISTRATION

Note: Cefazolin Injection, USP in GALAXY Container (PL 2040 Plastic) is intended for intravenous

infusion.

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 infections 1 gram every 12 hours
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 mL/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
g Divided into 3 Doses Divided into 4 Doses
Approximate Vol. (mL) needed Approximate Vol. (mL) needed
Lbs | Kg 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

g Divided into 3 Doses Divided into 4 Doses
Approximate Vol. (mL) needed Approximate Vol. (mL) needed
Lbs | Kg Single Dose with dilution of Single Dose with dilution of
mg/q8h 225 mg/mL mg/q6h 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 mL 225 mg 1.00 mL

50 [ 22.7 375 mg 1.70 mL 285 mg 1.25 mL

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 U T DIFE cefazolin B1
(2021 4F 4 AKER)

BE O
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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