20244F 2 HEkET (55110
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7 1 LRREMERE
AFAET MU T XY 2 MUY LKIIHRE
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£ MUF7F+Y UNaw:s0.5g [CHM]
EIMU7FY VNan:ze1g [CHM]

CEFTRIAXONE Na [CHM]
for Intravenous Injection

) EE—REEOM L)L

2. B3 (ROBHEICEH/RELEVIE)
2.1 RA OB LB BUEOBAEE O & 5 B#
2.2 JE) Ve VIEORIMAGER, #HAER (9.7 2]

3. FHEE - MR
3.1
W4 427]\’)7#‘/‘/Na “E?\l*‘)?%"‘/‘/Na
HHER0.5g [CHM] | #HEH1lg [CHM)
VR %y HEX7 M) 7%V 29 b 2Ky
(miﬁ?i | 058 O lg ()
3.2 BFEIDOMIR
— L7 RYTFVNa | 7 FYTFY 2 Na
. i1 0.5 [CHM ] #EM1g TCHM ]
IR o~k E o EORETH 5,
pH 6.0~8.0 [100mg (/i) /mLiEiE]
EEEL® | 1.1~1.5 [100mg (i) /mLHF E4HK]

) AN Ak

4. FHEEXIEzhER
(EICERE)
7 RMUTXVICBHOT RIHKERE. LoUEEE.
REE., #HE. KBE. > hONI4—E, JLITVISRE.
I FanyE2—g. €7F78. 7O77XE. EILHx
T cEBNWHZ—, JOEFCOTE. 1> T7IICHYHE, N
TRAML T PAVvHRBE. NVTAATRAE. TLRTS
B (FLKRFZ - EET#KRL)
(ERSTE)
BYInfE. PREE - MEEAR. RHkR. SMREIR. MR, MR
=, B, BHFRBREOZRBE, BEEE. BIEBX.
FBEEFR FIEAR). REX. FEEEL. SBRAREN
RE. BEX. BERX. BEARE. BEEX. BER. N
FPUTIRK., FERESE. FERMBRAX. FESHAEX.
TLIRMEEX. AEX (AEEEE280). dER. Bl&REX.
SHEREIOWEER., AR

5. BhEERIIZNRICBHET &

(UHEE - MEEEZ. Bk, AUREXR. FER. BISEX)
[P wSEE AR OFI & ] Y 23R L, JlHEES O
B R L 72 BT RE OG- %) & T S DA
w5352,

6. RERUVAE

(BN

1. %, 1H1~2g (i) % 1IE5E208002 450 CTRIRP 8 3L
(S RHEHES o

2. HERMESOI BRI AGE IS IERICIS U CLH & 2 4g (1)
FTHE L. 201200 TR TES UGB HE T %o

3. MEIBAYEIZ DWW TlE, Taeolh #5732,

(1) WRER - WEEHZE, MRaEE. FEEE K. EHhk

ML 1g (Ofil) % HEEIRA GO B R SEEHE T 5.

(2) HHH Rk (RIS . HNREERE
WL 1TH1ELg OOl) % EIRPIES O TEEHET %0

GN'

1. %, 1H20~60mg (Jifii) /kg# L1320 550 TR
RS L EREET 50

2. EEIEME T EAE Y L AER IS U C1H & %2 120mg (7
fili) /kgF CHIE L. 20025500 CREIRNTES ST ST T %0

(BHEFER - #iER)

1. W%, EH0~3HEICIX1M20me (JIffi) /kgZ1H 1M, %
7oy HERRAH B LI IZ1M20me (M) /kg % 1 H 2181 %Ik N
EE AL ETEEET 5o

2. WA E EE RS E 1 IE IR IS U C 1Rl E % 40mg (F7
i) /kgF CTHI® L. 1H 200 EIRA S O THEEE T 5.
7272 L. B2 MO R - HraIZIZ1H50me (5
fifi) /kgEFTET 5,

(BEARPYE 5T
FRORPITESHCE L Cix. HRESHA. B4 EEii O
HJE 7 R B s S m i L. I S-3 %,

(REERE)

SRR LIl i L CHv 2,

7. RERUVRAEICRET 23R

OB RERE B L iR 2 SIS RE T & v
BIZERGEDPIg/HEBIZVEIICT ST L, [9.2.1,
11.1.10. 16.6.1 2]

8. EELEAXREE

8.1 RHAIDMHIZH72»> CTlix, EHOBEIELX D 720, i
Al & U CIESEA MR L. SR OGRS/ MR o0 A 1]
DG DB L,

8.2 AHNCkAvavy, 7774 TF L —DEZMEICT
MTELFEDPZVOT, KOWEL L, [11.1.1 &
1]

8.2.1 HENCHAERSE IO VWTToRMB27) 2 &, B,
PUEWESIC L DT LV F—RIIL TR T L 2 L,

8.2.2 HEIZKELTIE, ST v a vy 78T AHENED &
NAHMEfE L TBL L,

8.2.3 G BIEN LG THhTE T, BEELHOIREIZMR
. FARBIEERT) 2. o, BEREBERIZEERL
B4 52 &,

8.3 AHN 5T AHAIE. AT AZEAT AKX
Wi & FR 2P G5 L e WS & EAMI B W T, BB ICAH]
ENN T L EERT DRSO % R R 2 O [ B
W25 L2%a0s, Bl BEICEL 7 M) TR Y v
Bsr & T BEERIC LD L BBICE S AR XN TV,
[14.1.2 4]

8.4 JLMERINA, MR ERGE ., FIEkE A, /MR, &I
BEMDHSbND I LW LD TEMHIIREEZTI Z L,
[11.1.2 &)

8.5 BIEFREDTEE LTS, AST. ALT. y-GTP® 7%
RS IFHEREE S BEA D S5 b NS 2 Eaih b D TELIN

S RIT) 2k, [11.1.3 ]



. HEWBERPHSDOND LW D LD TEDY
9 Z ko [11.1.4 ]

9. FENE=EHIHBEFICEHTEE

9.1 ABHE - BMEEZEDH 2 HBE

9.1.1 E7 T LRRIENZD Y D RFEYE I3 UBSAEDEE
FEOHZEE (7L, FEHUBBEOCBEEDH %
BECE/RELAENIE)

9.1.2 AAXIIEH. RBLTEXRR. BF. EMBEZED7
LILE—ERERBILPTVVEEEZETHEE

9.1.3 BOEMNOAREEENIIEROARENERE. £HRE
DEVEE
BEATHIFI L, U¥ I VKRZERBH L DND S
LB D,

9.2 BHEEERE

9.2.1 BENBEEZENH 8%
RENDEFNERET AL H 5. [7., 11.1.10, 16.6.1
%]

9.5 1Ti@

TR0 SRR LT B AT BENE D & B 2ot 2 13 G E o A 31
Mabmitd Ls SN IcorES T2k,

9.6 R3LIE
BALRWIEDZEFE L, b MNP ERERTT 5 S
EAHRIEENT WD, [9.7 -]

9.7 /RS
BEVIVE VEOBEAKER, Hialicizis Lene
Lo 7 M) TERY IO T 70 R R v REK L ERE
WCIMET VT IV EHAELTCWAE ) VL v il sE 5 2
R ENTWS (i vitro) o & HIREAKER, HiE
VR LT i B P SR 8 20 72 0 B ) OV © 2 DS A~ AT L
BHEZ2BI3BFN0H 5L, (2.2, 9.6 ]

9.8 SHE
WOBNEEL, BRI OICHSHBICEET 22 EEED
REZBIEL 2B EEIHKGTH L,

9.8.1 AHMBHEAV T LT 5 2 A%\,

9.8.2 Y% I YKRZIZL Z2HIMEND D SbI D Z WD D,

10. #BE{ER
10.2 fHAERE (BRAICEETSCL)

A2 BRAEIR - ET | B - el
FPRA HOMLEY (ot 7 = |[BFIERHTHh 5

Tt R S| LRPUEWE) THMIZ|DY FRIFOBIK
£ 2 B EESRIE N2 & 2 Mo
HEINT0D, BHRIC| LASSE 25N
HEET A &, %o

1. BMER
ROBWERRH 5bNDLZ ENHDHDT, BEr 512170,
BLHHRD LN AT G 2 k3 2 7 ) 7 L %
752k,

1.1 EXAEMER

A 2avy, PF747x%2— (IR HEAR)
AHLEE, OREER. WE, e, 2. HB, 58T, P
N, BEEFEESOIEIRD S S b7z a 13 %S 2 Pk L.,
WY RMEEIT) 2 ko [8.2 2]

11.1.2 mERE A . EFERIRE. AMmRRLS. MRKD. &
mEEm (3 b FEAH)

(8.4 Z]

11.1.3 BUERFR. FA#EERE. BE (WML HEAR)
BENT 5% 0B\ 2 T4, AST. ALT. y-GTP®_b5.4
PR THEREREE . BEDSH L bNDL I ED DD, [8.5 ]

11.1.4 2AHBEE. BEMER (I HERH)

(8.6 ]

11.1.5 BEMRBEL GHERH)

IR RS OIMEZ ) BELR KB ENS 5 bbb Z &
M HDOT, . HREIOTHADH S LN ICIEESIC
Beh a2 EM R EEIT) 2k,

11.1.6 PHEMRKRIFESLBABELE (Toxic Epidermal Necrolysis :
TEN). REFEBEREMREE (Stevens-JohnsonfEfREE) . %7
3. SMERARMRSMERAE (W3 HERH)

11.1.7 BIEMM%. MIFBRIELIE (PIEAERE) (WINLLMH

FEANHH)
FEE MLk, DRUR ORISR, W REXAR EE . IFERERNE 2 & k) [
B, Bl RRERNE 229 (PIRSEREED) 256 b b 2 Lt
HHDT, ZOLI)BRIERDED S bNHE 3T % d Ik
L. BIEEEARNVE VHIORGSEOBY R NEXIT) 2 &,

11.1.8 fEA. EZREREY (V3700 HEA)

7 MNUTERYCERGETAIEA, HENLEY ST
HHVIFEGRICH S b, HEER, ER, BRSErRS
TIEDHLDOT, BWREDERY D S b I1213% S
Ik Ly Sl RS R A S 2 AT\ ) 2 L A
792 ko By % DIEBNZ/NE O ESEEGLE DK FH
HEITHALNTW 5D,

11.1.9 & - RE#HEA GHEAH)

LI M) TEYCRESET A - RO DR GhH B v
e G#ICH S b, JRERD, PHREEE, MR, IR
DIEIRLBE BRI ANBE AR EAE & 72 & OFEIEEDD 5 o

11.1.10 BHEEER CHEEARH)

TAHREE (L., T VO R RS
B (EBEHRTF MY, 347 0—-X %) BHLbNb T
LD bH, TNHOERIT, BETBEEEE CORIANLY
MEENTWE, [7.. 9.2.1, 16.6.1 &[]
1.2 ZOMOEHER

19%LL E 0. 1~1%Ki | 0. 1% BN
WO | |ERRE . SE|SSR. RIBE
B R
itk | o e ER | BERL BRI DL | R T 0 b PR SE R S
W% &M, o rey
RS
AL BRI A, TR | R HRAE
JIE s
B S ARIE W%, vy
5 E
vy ¥y I rKRZ
K ZE fER (7o b
| O A1 =
W) . e
¥ I VBHRZ
JER (FE. O
M. EHAR
N )
Z o b VR . VR |V 5 R AT RS
Lo AL CRLBE . 92 9 .
IS JEIEL)
12. BERBRERBRICRITTHE

121 TAT—=THISERAANAT A 7 b, 72— Y7l
HIZLDRERECRBLMETET LI VD LOTERET
b,

12.2 B4 — L ARG T2 2 LD HLOTERET 52 L,

123 ¥/ 7054y r7)va—A7Fe Fart—+ (ERA)
Fh@Ee Az mENEE T, BREE 2352055
LOTEETHT &

13. BEHRES
13.1 @
JERSEHT R M BN TIEBRZ: SN v,

14. BRAEDEE
14.1 ZHIFAMNFOEER
1411 ERBIERLHITHRT S 2 b B2 7V s FF 35,
FEEEET X B ORI ER L CHH OB IXEEOZ L,
14.1.2 REZAL (i C O ER)

LA ICIEEAEfLT - 2Oz &,

(1) KFNE R TI<A 0, NBF<A Y UMREEE, XY
VIRERIE L OREIZ X DV IREFOLANBDO LN LD T, B
GLlnwZ k.



Q) ANV A REAT HEEFDOIETE L OBAIZ L D RS
HEOBAD RO SN/ DHEDRH LD T, BAELRWI &,
(8.3 ]

14.1.3 SEEHERITO B AT, BIRASEEICR S nD,
FEHHAKE VRN &,

14.2 FAIREEOEER

14.2.10 HIRAKRERS 12X ). TACMmEm. MARMEIRZE.
ETH I, BA. BHARI T2 22D 5O TIESEEIRT
EDLPETELSTAH L,

14.2.2 FUEEHEIE300 bl THEIRINIC ST 5 2 &0

16. EMENEE

16.1 MeiEE

(BA)
TEEER N T 12 1g% 8T & 5\ T SEEE L 72 B oo i A 2,
HNE8 . 1 L O 1 Td - 722 9,

G5
HA28H IN OB EWIZE 7 ) 7 HR Y v F b Y 7 2Kk
10mg/kg (3761). F721320mg/kg (68%1) 7 HilAIFHE L 72K
O A= 13910 9K T - 727

16.3 9%

16.3.1 HBABIT
L7 UTEVF MY T AKADIEFEEIIBNT L AR
S ER MRS 5o 1gBHER24 B 2 0PI ME 1L, JHEH
FAR181 wg/mLY . JEFEAR 1.8 ug/mLY . 15 - B
HH3.5~6.8ug/g". BRI H20 ug/mLY TH- 72,
F/o. WY, IEEY . IHFEHARY . duEERED . 2K FLZEH
RS E SRR . CIERLRRS . ABHL K ~oBIT R
DHI, DI DR LITY NOBITH D Sz,
/NRALIR VRSN 25 B C O RET TP IR EEY 134950me/ kg T &
B EEEEE T, P77 ug/mL (B8 50~6ER ). TPy
6.8 ug/mL (F56~128 ) Th o720

16.3.2 El®EAE
L7 NI TE Y G N T LKA O B B AR A
KEWTH Y, P EEA0.5~300 1 g/mLOFFH OB, &I
FEAE1396.3~83.3% TH 5

16.4 X3
PRI A T 2 R0 S CTn vy,

16.5 HEittt
7 YT XY T MY AKAIEREIUE TR, JH
CHEE S D o MRS T-120.5. 1gZ FHED 5 W Id s
BHE L7z & & B 55248 o JR P HEE R I34950% T dd - 7219,

16.6 BHENDEE4H I 28E

16.6.1 BipEEERE
EEE AR OB R E (Cerl6.4,19.8mL/%) OH 55
HhER 2B 1gBE L 72 B3 18 134 % 13 51, 21.3
FF T ) IEEL RS H N2,

17. ERERERIAR

17.1 AR ORLM(CET 255

(FE%)

17.1.1 ERNERKREER
SETH L L OEE P ERBRENTA Z R RIZ, £ 7 b)) T F
vy F M)y AKlg (D1l = 1H1EERNES L2z E
XOFMEIITEDEBY TH o722,
B, BIERORBIEA134.3% (5/11761) TH V. BIEH
X595 - F8R2.6% (3/11760) . WiA1.7% (2/1176)). ZEHRIE.
KRR R &S TN E10.9% (1/11761)
THo720

B BIE A (%)
T P
wn | g | o] oo
B - B '
(FTE - BTEK. REX. FEEER. BEAREMAS. BB

%)

17.1.2 REEGSEIC DWW TR, BRSNS BT, IHEE - IR,
JREJE. FEEE R, BRANGERER CER KT T S
7 MUT RV F )T LRI OAIHEIE ST
L%, FEE RIS (RIZAY) 1T 280G E 209 2 -5,

18. EPIEIE

18.1 fEHR
VERWE MBS KHETH 5, RBEE CTIER= ) U8
HERAE O &R O BT <. KW Tla, 1b, 20JHTH
D, MR EER 75 N 70 5 V2GR & L L TR
L:,ﬁ:ﬁﬁ-a— Z)ZG) .27) .30)0

18.2 MEEA

18.2.1 77 LBk - BEMEDOITF AT B OBERIE R 12 )L < PLHTE
HAamL, ZOEREIRRNTH S22, (in vitro)

18.2.2 7 7 ABEMHREOKELRE. ¥ funNsy—jg, 7L 7Y
L@, Tryrunysy—E, vtI7F7E, Turv g,
AV TNVI Y FHEBONZ 704 7 ZEIZx L THRWITE
BRTE B (i vitro)

18.2.3 7' AGMEERE O L v HERRE . Wi Bk, X7 b A b
L7 bay s ABICH L THEWITH D 28320 2%, (in
vitro)

18.2.4 EM 7 N BB ST 2 1&Z MO ¥ —2133.13 4 g/mL
THh-o727 (in vitro)

18.2.5 WRIE IR L THWILH 1 &2 /R 3% (in vitro)

18.2.6 #AEMIE OREA T 5 f-lactamaselZxf L THETH 50 D,

19. BRDICEET 2 ELFHIFR

—fgR T MU TERY T N LKA
(Ceftriaxone Sodium Hydrate) (JAN)

1b%4% : Disodium(6R , 7R)-7-[(2)-2—(2-aminothiazol-4-yl)-2-
(methoxyimino)acetylamino]-3-(6-hydroxy-2-
methyl-5-0x0-2,5-dihydro-1,2,4-triazin-3-
ylsulfanylmethyl)-8-oxo-5-thia-1-azabicyclo[4.2.0]
oct-2-ene-2-carboxylate hemiheptahydrate
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EIFIZC L, =% 7 =) (99.5) 12 THEITIZL
e THERFZPUNMICIEE ALEIT 2,

e (9M) D 159CHERLEAELIZ LD, RAICHEEL.
270C TE/ALT 275, 300T ¥ TS 72 ml
WL R IR S v,

B & : CTRX
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SRR IOEE L TIRAET 5 2 b o AFNIE, BUZE - T
BAIERTDLI DD D,
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10231 7 v

(7 U7 %Y > NagéizH1g [CHM])
10231 7 v
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