2023 4 12 AYGT G 1 1)
Br & IR
BEE - 3 F

7 = LR R
BT NUTEY SF U AR

| AfXEER |

BARREERIEES
876132

QL7 S5 5 )
EIOMUZFVIFMUDLSER18/NY D NP

Ceftriaxone Sodium for Infusion

&R & S| 21700AMZ00409
) FEIEMEOUHFEICLOMEHTE & By 5 B 1A 2007 £ 4 H
. ; - 2. B S TR I IR IS U C 1 H B 4g
2. BB (ROBEICEBELEVC E L
AOBRIRBELEL L) (Ol ETHIR L. 2 810401 TR S 1 A

2.1 RFNORRIMTx U BUE OB O & 2 B#E
22 mE VIV E EDKHIARELE, #i2[9.7 2]

3. R - MR
3.1 #Rk
W 72 % N W VR R
1 #ZFEP
1 v hif A /7
AN ESMIIEES 3557 R
FRIDLSEREI 7 N TFRY > 100mL
1g /)Ny ZINPJ | RU D LoKkFg| (100mL H - HA
1gOhfif) [$RF il b
UL 09g &A)
3.2 HADHIR
Mk e % pH |&=BIEL ks IR
%1 SHEFIER -
AN b N R )
FRUDLR| %) |t | ORI
1g /Ny ZTNP| ‘ T2 ARG :
M4 TS B DR

4. $hEe - HR

(EEE)

7 RUTEXYICBHEOT NOBRERE. LU EE
B. MREE. KB, XKB&AE. >rOnNI48—-F. 7
LIYISE, I>Fany4—g. E5F7E. 7
OF 7X@, BIWHRT - ENH=Z—, AEF>Y
TEB. AI7NVICYE. XXM T baAVvAHR
B. NFO4F B, FLERFIB(FLKRFS - E
E7#K%<)

GEIIE)

BYImAE. PHER - MEEER. BIkR. SMKEZ L. WX,
iR, =i, BMEFRIRREO RS, BEhR.
BEBER, RELAZRXBFIEAR). RERX. FEEE
%, BRAREMRE. BEEX. BEX. BEERRES.
BHOS R, EEL, NILNY VBRE, FERBRE. F
EMERRK. FESHEABR. {LIBMBEX. AER
(AEBEBEZE0). hER. BIRER. SAERZOE
BR, R

5. %08 - IR ICEAET 2 XE

(HEE - MREER. Rk, SMREXR. PEX. BISE
%)
MY EIER I OFSIE ) V2SR, HiEERS
DB Z I U7z BT AR O8R5 238 Y) &l =
NHGLETHRETBHT L.

6. A& - AE
(BEA)
LaEE. 1 H 1~2gUifli) 2 1 B33 2 B2 TR
HRINTESS SRR RS %,

HEES %,

B.MEBIEIC DWW TIE, TRl #5795,

(1) MHEE - MREAK. REX. FEREERX. ERX
. 1g () Z B [RIER IR P S SV HE B i
ER:E

Q) BEHEEGRBIELR) . BEAREMKRE :

WHEL 1 H 1R 1g (i) 2 8RN S U3 R &
9%,

IR

1 E%. 1 A 20~60mg (i) /kg % 1 X 2 BliC
S THERIRINTE S X3 AR EE T 2

2. B SO B ERE ICIERITEC T 1 HEZ
120mg (Fifffi) /kg ETHRL . 2 [FIT0 T THIRN
RIS RHHET 2,

(R#AR. TER)

1%, 4% 0~3 BIBIZIE 1 E 20mg (FH) /kg % 1
H1ME, £z, £ 4 HELAEIZIE 1 B 20mg (U1
i) /kg Z2 1 H 2 BIEFARNIES XIS AR HEE T 2.

2. M SO EAE I IER I T 1 B&E 2
40mg (F1fii) /kg ETHEL . 1 H 2 [EIFIRNES X
VETHERET B, 2720, % 2 ERLAIN ORI -
HAERICIE 1 50mg (i) /kg £TET 5.

Ny T k)

INY T EOEEITEE L T, R, IR ORI T

VAR L. BRIRNIC SRS 5,

7. % AEICEET 3R
OB R E EE S, PR 2 FEICHIE T E A
WHGITIIRGED 1g/AEBABNEIITTEI L,
[9.2.1. 11.1.10. 16.6.1 Z]

8. BEELEXRNIE

8.1 AFIDMHICH 7= - Tld, MHMEE OB 2 <=
O, FAIE L TRZEEMEL . BRORE LV ERE
INEDOHAIM DR EHIZEED D T &,
82A&KcK B avy, 774 7F—DOREE
HICTHTELHENZNOT, ROWEEEZELHT &,
[11.1.1 ZH]

8.2.1 HEHICHIEEIC DW TRz ETd> 2 &, 73
B IUEWESZICEI DT LIIVF—RIISNITHET 5 2 &,
8.22 HEIZEL TIL, HT Y a v VEITud 2HENE
DENDHUHEZEZ L TH T &,

8.2.3 HHGHHMAMN S G TR E T, BEELEHOIREIC
fR7=8, +oaBRz2TY 2L, Bic, B5HBERIT
HEERE<HERIT L,

83 AF2HETHHEET. WL T LAZEAT DS
FISOI#iE S FRIC R 5. LW &, ESMTBW T, &
AR ARIE VS W GG T DR FI LR 2 [F
— RN S EIRFICIR G LA, Bl BIBEICE T2
I RNUTFY ERSETBEREICLD, FBEICES
THEFINIRE SN TWS, [14.1.2 B



8.4 JLMmERIFAD . IR EREE, FIMERIFAD . /MR
BRI ND 5o s T ENH 20 TEMNICKREZ
7952 &, [11.1.2 B

8.5 BUENT A% DEE T4, AST. ALT. 7v-GTP @ L
RS ITHERERSE, SMEH 5 DONDE I ENH DD
TEMICHREZITO 2 &, [11.1.3 3]

8.6 aMEHmE, MEEBRANLLDLNDEIENHDHD
TEMICHREZITO 2 &, [11.1.4 B

OB ENEREZETIEEICEHET IR

9.1 AHE - MEEZEDH 5 EBE

911 7 T LRUINZD U O RITEWE (25 U ESEE
DEEEEDH 2HBE (/- L. AFNIK UEBED
BREROHDEZICEIBELEVN E)

912 AARIIHEH. RBICKEXHR. ¥5. ERSE
DT LI —EFEREBI LT VVEEEET 8L

913 BROBMDAR LBENIIIEBORENDEE. 25
REOEWEE

e+ IfT52 &, EYIKRZIERND 5D

N END 5,

9.1.4 i, BIRBIPBEEZDH58E

BRIMER 28T 2 &0 50EICEHEZ 00T, Bk

BT H2BENLDH 5,

9.2 BkEEEE

921 BENEBEEDH 5EBE

AHEIDNBENCERT DA DH 5. (7.

16.6.1 |

022 BEEDH 5HEE

Koy, HALF RU T LAOBREERSITH DT <, EIR

NEALTEBENND 5,

9.5 i1z

1T XATIEIR L TS AJEEME D & 5 L HEICIRRE O F

WG E ER S SRS N B GEICOAKET S

z &,

9.6 REILIB

BALBWIENLEFT LW, b MR AKIEERTT

LT ENRESNTNS, [9.7 BE]

9.7 NRZE

EEUILE CIEDEHEARER, HiERICIZRS Lt

W2 e, E7 MU TFY ot T o AR 2RI

FERBRICMIET IV T I > EEELTWSEYILE S %

WEES B2 ZENME SN TWS (n vitro) s S HIT1E

HAREIR, #4 R I MRk PI 0 R A7 /= il B )

IWECDIRNABIT LEREZBZITBTNRDH 5,

[2.2. 9.6 2]

9.8 B

KROBICHERZL., AR ERIRICEET R ESR

FEOREEHR LN SHEEICHREGET DI &,

9.8.1 EHBERENME T L TWD T &EME N,

9824 IV KRZICEAHMMEMMND S5b s &

NH 5,

11.1.10,

10. #HE1EH
10.2 #HAZE (HFAICEET S L)

SEHN 25 BRPEIR - $EE7 | B - faBRIA T
I BRA ML &Y (1O | BFIEIAATH 2

JOt3I R H|\tT o LARPUEY N FIRREOREAK
BH)THMICE D [ICk DM EED
BEEERENDN | ERSENEZ 5N
WEEINTNWS, |5,

%*i&%ﬁ%c:ia‘z%??é

1. 8lEH
ROFWERNSH 5DNDTENHZHDT. BLE+H
AT, BEDERD S NEAICIRGEE T IET 57
EEIANEEITO &,

1.1 EXEEIER

1112399, PF7147F =W TNHHEAR)
AP, DOPNRER. WS, Ee., 5, HE, 3
T DR IREE, EEFESOERN D S8 Ee1c
3G EHIEL, EURLEZTD &, (8.2 B

11.1.2 MRS . EBERIRE. SMmMEGRD . MR

A, SRMEE (WIS B EARE)
(8.4 ZI]

11.1.3 BIFERT . FTHsEEREE. HE (WINHHEERH)
BENRZEOEE L%, AST. ALT. 7-GTP ©» L7/
LEPED SRR, MEND SDND T END D,
(8.5 Z#]

11.1.4 EMBEE, BEMEER (WITNBHERH)
(8.6 ]

11.1.5 BEM KGR GHE R
EREVE K IGRE DI FE 2 S EERKIGRND 5o
L5ZEMNHHDT, 8. HEO FHND SO
BICIEEBICEGEZ T IET 572 E@EY)SAEETTD 2
Eo

1116 &5 4 F K 5 5 #% /E ( Toxic Epidermal

Necrolysis : TEN) . R/E LEARTE %8 (Stevens-
Johnson fEREE) . KB, S ARMRSM
BB (NI N B BEERE)
11.1.7 MEMERR . MIFEIRIESE (PIE IEEESH) (W
HEHEEAH)
FEEL, U, DROGIREE, WoER X RRELE. 4rEEERIE S %
D BRI ZS . AT EEERIE 2 0E (PIE SEMREE) Vb &
ODNBTENHAEDT,. TOXDIERND S5HNT=
BEiidkE2 L, BIBRERVE RS
DY) & EITD T &,
11.1.8 [BEA. BERIEEY (T N HHERI)
T RNU TR CERSETDIAA, JEEERNILBYN
BH5HHBNEHKEGZICH 5D, HER, HER.
ERERZL T ENHDHDT, BIHEDIERND 5
OB EIER G 2RI L., EON I E GRS R
EEHEEZTWV, BMUBRLEETY Z&. B, £< O
B NEDEREEIHEND KEHRGH TH SN TN D,

11.1.9 B - RE#HER GEERH)

Y7 RNUTFY CERSETDE - RSO S
HDNEHEGRICH 5D, RERD. PRESE, o
PR, RS OMEIRCB R IEAEBERENEE &0
ESNHREND D,

11.1.10 FEAERAER (B REH)
FbEE R E, T VO T, K, R
MEEES (FEERY T h—t, I A7 0—-X2AH)NH
S5ONDIEND D, ZNH6OFERIT. ESEBREER
ATORENSGEREIN TS, [7.. 9.2.1. 16.6.1
Z: |

1.2 ZDHOEER

1%L E|0.1~1%Am| 0.1% A5 | SHEARBH
W BUAE 5 |EMB. FE | IR R
B RREE
iR BPBEER | B R ER I8 B T O | GFHIIEERIE
W% |4 A, |[bOYE |£
M/NRIEZ | >
i T RS E, | SACRIR | R{E
& 5
B SARE L%, H
U HRE




19%LA 1 |0.1~ 1%A0 | 0.1%Am | SHEE AR

\l

EYIUR B4 3
ZHE fi%f

Z DA SO, TR TESHRAL
JE Db (RLBE, 9%
WS e, RS
WA

12. BRBRERBRICRITTRE

121 TAT—TRIEERI RN 32T 0 7 Mid#k, 72—V
ORI X DR CIIARTEE R T2 D
HOTHETS &,

122 B — A ARBBIEZET 22 ENH DO THES
T35 &,

123 %/ 7054 > /) d— ATk RarF+—+ (FHE
B B R L @R E AW EREE TR, BIEZ S
THIENDHLIDTEETDHI &,

13. BEH’RE
13.1 fLiE
MERE I HT S0 M BT TIIBRE S iz,

14, BRHEDXE

141 EFFARBOEE

1411 HAICH=> TE BRITEM LU= EZ2mERL.
BERBITECNICH AT 5 2 &, BT/ IV Y F 4
H. EREY X BEOMKICERL THERAOSEIE
BMEDOZ L,

14.1.2 BB Z{t (R TOEERF)

LSRRI A2 (LT — % 25RO 2 &27)

) AFNEF T oI 1> 2, RAFIAL T F thﬁﬁliﬁ
IR T BB & OBLA I X DIREZE DN
BOENBEDOT, BEBELRNWI &,

(2) AN T LEEET DEHEIEIKR E DRI
K VIREZEOBINRD NI EORENDH DD
T, G LanTZ &, [8.3 &M

141.3 INN—— b &2IIN L. BEfRIR CEE IR 35
ZFTHL TR *?’.%F'#Jﬁéﬁ SRAE 59 & R RIS 7>
BRREIHL CTHAN 2B 2IERT 5. GEL WA
%Wﬁ& DT, A/ﬁﬁmwﬂﬁﬁvﬁA~

CRLHE D R FRRIE 1) 2 2 1R)

142%%&5%@&%

14.21 gty FO#HIT L ROEFINEICE-> T<IC
FITZ &, #OICHIT ESNT I AF v 7Ny TOE
WEEDTTRIENER Z T2 E0h 5,

14.2.2 SRR ERGICL D, TSR, ety
fRze. 1FTORK, BE., BHZE2EZITIENHLHDOT
OHEEITELETESTDHI L,

14.2.3 MiEEEE 30 DA LN TEIRNICIES 5 2
L,

14.2.4 R EFRG LianT &,

1425 BHROEBHE D IIBIZOHZEL THETS
Eo

16. EYEHEE

16.1 MEEE

(BA)

RN BT S s U 2B o i gL, Ko &
BOTH-T=,

(ug/mL)

200+ ~——n 1 g B RUHERE (BF)) FRHA7 1 B

100 ™
n Sa

50r N
h a_
N \\\\A ““““
=TT
& 10f -
Il Il Il Il Il Il I
0O 2 4 6 8 10 12 24.(hr)

® 5 % & B

B4 i HEE (R A 55 1) ) 9

NRE)
A 28 HUNOHERICE 7 MU TFY o F U D
LKFI) 10mg/kg (37 1) . E721% 20mg/kg (68 i)
Z BARIERE U 72 BR o i A 2 e 13 4 10.9 il T o
7210,

16.3 4%

16.3.1 #IBAFEIT
7 MUTEFRY F MUY LKIMIFERICBNTS
BRNIREEINRREFERE T 2, 1g BHER) 24 REHIBR O
BEd, AP 131 ng/mLY . JEFERNER R
H111.8ug/mL'2, F& - BB+ 3.5~6.81g/g!d.
BRI ER B 220 g/mLY TH o e,
Eo, Rk, B 10, HIEAALD, HERED | 2R
KIS FLZRBERL LY, BRI 20 AR 2D |
KB EAR2D NOBATHRD 51, DTN SAIT 1Y)
NOBITHRD 5N,
INEALBR PR BB A R T OBEIR PR E 213K
50mg/kg #HE D 5 WIS RTEFHE T, ¥ 7.7 1 g/mL
($e 5 0~6 FfflR) . F19 6.8 1 g/mL(#5 6~12 If
M) Th -7z,

16.3.2 EH#EEER
BT RO TRV MU D LKIYOEEARE SR
HTREKRARTSH O, HREAD 0.5~300 £ g/mL ©
HPHORE, FEEMEHIL 96.3~833%ThH 529,

16.4
RAZBHIEEEZ2 6T 2 EMIEERD 5 T
N9,

16.5 Bt
7 hUTFY T MU T LKRPIEARE m%Tm
L I FHICHREE NS, RS TIC 05, 1g &

ﬁ&%émMﬁﬁ%&Ltt%\&5%Z4ﬁﬁ®@
Pk R 13H) 509% TH o 728

166 HENEREH T 28E

16.6.1 BRAERERE
w4 Bl VB HREREE (Cer16.4, 19.8mL/4))
DdH B i EE 2 FIC 1g #E L 7ZBRO i A 13
4 13.5 B§fH, 21.3 B TdH DIERARD 517229,
(7. 9.2.1. 11.1.10 ]



17. BRER R IE

171 EHRCLRLEMICET 555

(FhE%)

17.1.1 ENEE R BR
RAEPER R EBEPERES 117 2z, 7 MUY
FV 2 MU LK 1gUifi) &2 1 H 1 BIFFIRNE S L
EEOHENRITFERDEBD TH /220,
2B, BERHORBE G 43%(B/117 ) TH O, RBIEH
13FE% - FER 2.6%(3/117 B, MRS 1.7%(2/117 #il) . =ik
B, GOARER. BEEARE L ST RZENZ09%(1/117
B ThHo7z.

EAYE Bil%L AN (%)
H e |2k E % 17 70.6
EHAYIE BIEhE % 88 62.5
(REE - HREAK. RER. FERERX. FRAREMRE. ES

%)

17.1.2 IKBEIERAYEIZ DWW TIE, EINIMCBW T, IRHEE - MREEZ,
JRIER, THEEER., BRANREEREROBEBRICHT S
7 MU TFY 2 F NI LKIYOBENEDRE S TN
BN, KEH _EARK (BIEHL) I B IE i 208D,

18. ERhEIE

18.1 fEARRF
TERHE I IRIIEE S R HETH 5, RIBE TIERZ U 4
AEHEO 3ITRBBRMENE S, KNT la, 1b, 2 DJE
THO., MBI TF R H DRERRZHE L T
BICIER 9 % 8239,

18.2 InE{1EA

18.2.1 7' LBG1E - B2k DIF & B M OB I A < PLEITE
MZERL. TOEMIIZRENTH 2% 32- 33). 3930 (in vitro)

18.2.2 7 7 AEMHARREOKRIGE. > haNIy—Jg, Z LT
II@. I>7anNyy—@g@ tIF7E. Torv2E.
ATIVIOPERONZ FO41 F AEITH L THRWETE 1
Z5R932) 331 39 (in vitro)

18.2.3 7 I AEMERE D L Y EREIE. MREKE., X7 B A B
L7 ROy ZA@icx U TEWHIRE &9 32 3935, (jn
Vitro)

18.2.4 #87 RUMKEITH T 2 MO E—213 3.13 1 g/mL
TH-o7=3, (invitro)

18.2.5 #KE 1T U TV 11 2R 939, (in vitro)

18.26 S M E O EET S [-lactamase 1T L TEE TH
%39,

19. Hxhp 2 (CBEd 2 IEEFMMER
—ft 27 FUTFY 2 F MUY LOKEY
(Ceftriaxone Sodium Hydrate)
& © CTRX
{b#:44 : Disodium(6R,7 R)-7-[(Z)-2-(2-aminothiazol-4-yl)-2-
(methoxyimino)acetylaminol-3-(6-hydroxy-2-methyl-
5-0x0-2,5-dihydro-1,2,4-triazin-3-ylsulfanylmethyl)-
8-0x0-5-thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylate
hemiheptahydrate
b2 sV C18H16N8Na20783 ° 31/2H20
¥ 661.60
MG

ONa

OO 5)\ N -314H0

R BO~EERAORRIEOM R TH 5,
CIKAI P AFIL ZIVHRF 2 RIZEITRT L, AY
J =INIZRREITIc <. 4 J —)1L(99.5) 124
OTHTICLK L, Y MIINIZIFEEAAERT
720,

20. RV EDEE

20.1 RO EZRIFT D720, AREEL TS TEH
FEETRH LW &,

20.2 ROLGEITIIHEH LW &,

20.2.1 SMIDBEHEL TV D & ERWANIRENRD 55 & &,

20.2.2 [@EEDOBRERTICPIAEMENRREL Tnhb L&,

20.2.3 FitEMENE AL TnWD & E P EYEAMRATNCIAIRIR
DEBXIIEEEDRENRDOLND EE,

22. G
lg(hfli)F v b x 10[EME : HAER S FHEAEK
100mL. 79 AF v 7Ny 7]

23. B
1) JEA 55 B (R R R BB AR« PR 3EE E A
Fol&E
2)ELRSOE - B L EEK. 1999 ; 48(2) 1 133-145
3)FER Rt al. s BEDy—F ). 1987 ; 23(1) : 157-163
4)FERRet al. : EED v —F)b. 1986 ; 22(10) : 129-144
5)ER30E - FiEE SERK. 2001 5 50(1) : 55-75
6) SELRSG - B L ERAK. 2005 5 54(7) @ 42-49
T)SEGRSOE - FiEE SRR, 2006 5 55(6) @ 44-60
8) 5 29 [ H A L AL A DR W H AR LS VR o
I, Ceftriaxone, Iy, 1982 : Chemotherapy. 1983;31(3):
382-386
9) & JEhT et al. : Chemotherapy. 1984 ; 32(S-7) : 178-196
10) B Al et al. : Jpn. J. Antibiot. 1988 41(9) : 1237-1250
1D)AH 8het al. : Chemotherapy. 1984 ; 32(S-7) : 518-543
12) 85 —ER et al. : Chemotherapy. 1984 ; 32(S-7) : 500-505
13) AgEEnA et al. : Jpn. J. Antibiot. 1984 ;37(12):2391-2396
14) 263K et al. : Jpn. J. Antibiot. 1984 ;37(12):2377-2383
15) K ™A= et al. : Chemotherapy. 1984 ; 32(S-7) : 722-729
16) £l ffi— et al. : Jpn. J. Antibiot. 1991 ; 44(6) : 605-613
I7)H#f et al. : Chemotherapy. 1984 ; 32(S-7) : 463-480
18) EiffiEE K AR et al. : Chemotherapy. 1984 ;32(S-7) : 697-707
TOFIAIE = et al. : B & EHEFR. 1988 ; 34(1) : 77-86
20)H)IIF= et al. : Jpn. J. Antibiot. 1995 ; 48(3) : 427-431
2D IR et al. @ HAOPSAR 2 2MEE. 1988 ; 34(11) @
2343-2350
22)Florence, G,et al. : Biopharm. Drug Dispos. 1993 ; 14(2) :
161-169
23) HE & et al. : /NERHEEFR. 1985 ; 38(2) : 261-268
24) A B2 et al. . {L2HEIEDMEE. 1989 ;5(8) : 1510-1515
25)E&H % et al : Chemotherapy. 1984 ; 32(S-7) : 306-311
26) 54583 et al. @ Jpn. J. Antibiot. 1989 ; 42(1) : 212-247
2D EERABRICEET 5 &R (Ot 7 ¢« D EER /Ot 7 ¢ 2
WERER /N 272 2004 4 6 A 22 HKB. BEWMES)
28) HiftE— et al. : Jpn. J. Antibiot. 1984 ;37(11):2169-2173
29) i ARHEA et al. : Chemotherapy. 1990 ; 38(1) : 68-73
30)Ronald, M. R.,et al. : Am. J. Obstet. Gynecol. 2001 ; 185(3) :
629-632
31)Portilla, I,et al. : Sex Transm. Dis. 1992 ; 19(2) : 94-98
32)BAMR  F#et al. : Chemotherapy. 1984 ; 32(S-7) : 1-15
33) PE¥r & et al. : Chemotherapy. 1984 ; 32(S-7) : 62-76
34)KEH  fiet al. : Chemotherapy. 1984 ; 32(S-7) : 16-21
35) ALEFEE T et al. : Chemotherapy. 1984 ; 32(S-7) : 39-61
36) Tanaka, M..et al. : J. Infect. Chemother. 2002 ; 8(1) : 81-86



24, XEEKERVBEOVWEDESL
HETHASHE BEESAR—-bE2y—
T 930-8583 FiLmhifkhEn 1 TH 6% 21
TEL (0120)517-215
FAX (076)442-8948

26. ERFTEES
26.1 BEERFEIT

N\ NiIPR0

—J0#%ReH
RIRFHERTTEEHEI3E26S
26.2 BR5

¢ BE L#nai

NicHiko = LU T #45 TH6e&E?21

ot
1l

I-1



