2023 F 12 ARET (5 25 hR)
BARERRSTERS : 876132

EXRAVAIEL—T7+— L4
BAFEEXESD IF S0EE4SE 2018 (2019 EFHIR) (THERL L THERK

7z ARRADERA
EFAEI FYTERYIF U LKOY

IO R)T7EXVVF RO LEERAO05g THEI]

IO M)T7EXVIUFRMIDLEER 1g THEI]

Ceftriaxone Sodium for I.V. Injection

#l e | EAl

5 2 R L

BHORERS ) EE—EEORGEICIVFENTLZ L

0.5g : 134 Tt 7 MU T Y)Y oLk 0.5¢ (Hff) &4
lg: 1A 77 NUT XY - MU ook 1g (Off) &F

&
o
s
Bl

Mm &L kv 7 R NI TRV MY TLAKIY

— it N
% £ 4 : Ceftriaxone Sodium Hydrate

HNERFTRBAEAL A | WEKEAR 20124 1 H 30H
ERMEAEINE - BRSTEEAMA | SEMILHEINEL  20124-12 A 14 H
£AH IR 72 B9 ks 120034 7H 48

A - BLERSE (WA) -

ETETE | HE TR
B - B A g | TENULT R THAR

EEERIBLFDOERSE

HE TS BEEIR— b Z—
Ly H & E O | TEL: 0120-517-215 FAX : 076-442-8948
PR T AR — 5 —  httpsi//www.nichiiko.co.jp/

A IF X 2023 5 11 AHRET (B1hR) OBRMAXEORBE(EIESHETLT-,
BT OIF#IL, MSIATBEEN [EHR A EFRE SR ST ORI FRMRBR - TR L TS,



EERA VAEL—T+—LFIADFEIEZOHME —HEAREEFHE—
(2020 4= 4 A &ET)

. BEERKAM VA E1—T+—LERORER

R ERES OEARP R ERERE LT, ERAEERMMISGE (LT, IM30HE) e d, EF
B35 CERm - KA % O IR FE S B BT e RIS O EAE S @A 15 H 9 2 BRICiE.
A SCE ISR S TG 2 AT 2 BICEEM R E R LERGE N H 0 | SRR O I R
WE (LI, MR) ZE~OEHROBINGFERSCLERICLVIEREMTE L TETND, ZOBICHLELRE
WMEMBEOICATTLHEOOEA Y A ME LTERLA Y Z Ea—T+—5 (LLF, IFEBET) 2
AL T,

1988712 A AYRPesEAIRT 2 (BLF, B FE2/ N ZESNIFOME T, IFG#Enk, IFT
HEHARE L, T O%1998FIZ BRI FINFES/NEZE S, 20084F, 20134F(2 A R 3K EHRIF M E
BANFR#EEONT 217> TE -,

IFFL# ZEAE2008LA %, IFIXPDFEDOEB 7T — & & LCTIRET 2 2 ENFAIE o7z, ZHIC K
0. WASCEO EERUGTRH 5 12 HEICWET ORILT — % 2800 L7 IFA 0 iRt S h b 2
Lllpotz, BAMOIFIL, EEMEREERB O (LI, PMDA) OB =R IEHRBEE D
~— (https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) |2 TAB S TW3, HIFEHETIL,
20094F L 0 FrEILDOIFOIERAEHRFTT 2k E LT T4 02 a—7 4 — MRS ZREL,
{8 2 OIFNIRA CEZ T DB EM B RS L CEEINER - BEt LT 5D,

2019F DI SCERHEFHOALTIC G LY, IFLHEFH2018MNAEK v, 4 TEERHEZRELOIR
FE MR RN DA RT A4 ) ([CBET 2IEREM O 720, ZOHEFIRZRE LT,

. IFEX

IFIE R SCESEOFREZ M L, B - KRS OERIEFEICE > CHEEB LR, ER
MO EEROT-DOEHR, ITRFH OO OFHR, FR O D OFH, EIRS 0w EEH O
DOIEH, FENRBE T T OO OERENEN SNIZREMN 2B O ERMLEHEL LT, BIF
SEMAFOR A RE L, AR O 7o 010 Y 3L E L 0 BUE IR 72 UTIRFEICHE D 2 B FEIT/ER L O
IR L T D ZINERH EALEMT B,

IFIZ 9~ 2 T B ESIIT HIRER2S 5RE U 7= IFRL i I L L, — B D B4 % ik & KGR O PH N
WD SN D, 2L, BIRAEOKESEICEDL L O LK UOFIHE B & 23550 - Hllr - $2{k9
REFHELEFIFOGREFEL TR DR, S0 5 &, BEMEM RIS NZIFT, FIHEA
SOSFEAM - PN - BEREA TS L L b, MERMEETILDOEVIRFEEROZ L ERHEL L
TW5,

IFORMTE 7 —F 2 AR L U, WIS ECORRITLAETITZR L,




4.

. IFOFAIZH->T

A EARDOIFIX, PMDA®D ER I G W R DN — I/ G AR E STV 5D,

R TEEGA VX B a—T 4 —AERO TR & ) (2> TIFE{ER - 23223, IFOJR
RAERE 2, EEBIGIIARE LT 2 HERCIFMERRFZ T LW E R IZ oD CIE R E OMR
FEADA A 2= CLVFIHEBODNELRIEIE, IFOFHEZ SO LIMNERNH D, £,
BERFLET SN D EOEBRSICHE T2 FHEICH L T, IFAWET SN D £ TOMIE, RN
RAT DUWETNAEZ W B IS LT SCES . B 5 WX A MO R F R I — v 2 812 X 0 SRAI6T
LHOLNEMT D E LB, IFOMAICH - > TiE, HHORMN CEZ2 PMDAD [ 38 5 [ B a1
WRBON—V THRT D2LENRH D,

B, WIEEASLEEEOMEO LR SN TS VS BREE < X 25%E, [XII.
5] T 2HEBHEITIARBEZ T TOVRWERPGENLZEDBHY, ZORY TN ITIT+75E
BTR&EThD,

FACKELTOEER

IFZ AEEBIZBWTRNT I ENTERVERMLERE S L TEH L TWieZ & 2w, IFIX AR
EOFEFEZZ T T, YHEIRS ORGSR UTIRGEICHE D 2 RENMMERK - 114832 EIRAEEE
HOTZDDFMER T D & OMEDT N, Ll - RIUTITIME L O LRI =% H = 3L 5 o
WRETEMIRUEERNCRAT 2014 R4 v, ®WEppa—F - 47 - 7777 1 ZEOHKEZ —ERE
ZFEDEGR, WEHRBIHEET A R T4 0Tl RERIELEGBA O fES T 5 H R
AL OV T, MEBEENEFRLEFEEPSORDITGCTIT) ZEIFEL XAV EENTED,
MREADA U HZ 2 —CHLDOXLHAER EICL D, FIAEZFE ONIFONEEREIHLRZ LD
Th2Z xR/ L TEPRITNUXR S0, BIEMENSH{OLNDHEROFFAVRIMZ R L,
ZORBNEE Rk E, ERIGICBIT 2 EEHZHET L2 EI3ERAROARE TH Y . IFEIEH
LTCHBESZRIZMES L DI LTV X0,




8
I. BEICETBIEE -veevreereerreeseesensieesinnnns 1
1. BHEE DRI oo, 1
2. B OIRIRZAIIFFE oo 1
3. BEORBNIZHIRE e 1
4. WIEMEHICBE L TR RN 2
5. AKGREMHEL OIS - EH EORIREHE ... 2
6. RMP OBEE ....oovvieieeeeeeeeeeeeeeeeeeee 2
M. BERICEIT BIEE evrervrrrerrrmrrrrrrn, 3
1o BRTPA i 3
2 B e 3
3. REERSUITRMER 3
4. FFERET T E e 3
5. b4 (415 XUIARE e, 3
6. HEHA, Bl&. BBE. BEED 3
M. BEIRESIZEET BIEE - rreerreerrrerrrnrrnnina, 4
1. WL SEAOPERT oo 4
2. AR OBFEEM TR T D REME ......... 4
3. A OREGRIRBRIE, EEE e 4
IV. SEIZEET BIEE - oreereeerrrerrermn, 5
Lo BT e 5
2 BUFNDFATL voveveeieeeeeeeeeeeeee e 5
3. UMTHEFRIR DR OFE B e 5
Ay M e 5
5. BATDAHEVED & 2 MDD oo 5
6. RHOEMEEM TICBTDLEME e 6
7. FHBLE R ORI DL TEVE (e 9
8. Al & DR G WE L FRIZE) ... 9
9. TEHIME o 9
10, 2%« BEE e 9
11. BB SN DB o 9
12, Z DML oo 9
V. BEICETAIER e 10
1. ZHRE TN e 10
2. RESUTN R BIE T DVER e 10
3. HELUHE e, 10
4. AEROMHEICBEET DR e 11
5. BEIREAE oo 11

xr

VI. ZEHEB(CEAT BIGHE e 12
1. BRI S DL G I LA WEE ... 12
2. FRIBVEF o, 12

VI EENEEICRI T BIEE - orevrrrerrrenrrrnrrrnnnnnnns 13
1. MABREDOHERS (oo, 13
2. HPPHEIEFRED/NT A= oo 13
3. FHEM (Rtalb—3a32) BN .. 13
A WL o 13
5 e A e 13
6 0 AR e 14
T BB e 14
8. "I UVAR—=Z—IZHT DB e 15
9. BTHEIZLEDFRET (e 15
10. FFEDTE AR T DEE e 15
11, ZOM e, 15

V. ®2t% (HRALOXES) ICEJTSHHEE- 16
1. BENEREZOEB e 16
2. BEENREZOBME 16
3. RESUINRICEEST DIER &L £ OHH ... 16
4. MEXOCHEICEET SR S ZOHE ... 16
5. HERERNEREZOHB (e 16
6. FFEOERAATHEEICHETHIER....... 16
T KHEAEF oo 17
8. BIER oo 18
9. BRMREBREICKIETEE 19
10, EEAE G, 19
11, B EDTER oo, 20
12. ZOMDTER oo 20

IX. 3'5%5555(:@?—6@@ ........................... 21
T FEPERBR oo 21
2. FEMERRBR oo 21

X. %Emglﬁlzlﬁj—érﬁg ........................... 22
1o RIS oo 22
2 BEIEATE e 22
3. EEERRETOIFIE oo 22
4. B EOTEB A e, 22
5. BETNTEM e, 22



6. [—R57 « TFIZIE e 22
7. FEBSHEAFEA B e 22
8. BIEHRIFEAGAEH B R OUKRE B, FAMKELUE
AR H B BRZEBAEFEH B o 22

9. ZhRESUIAEI, HEK OHEZ T BN
DOFEH B EOZEDHR oo 22

10. FEARER. B RARFEA B R ORED
P ettt 23

11 FEEAEHIM e 24
12. FFHIMHIBRIZE T DIEH e 24
13 BT F e 25
14, BRIEASAT EOTER (oo 25
XTI. xﬁk ................................................... 26
T BIUHSTER oo 26
2. TDOMDBE MR oo, 27
XII. §%§*;|, ............................................. 28
1. FEZRIMNETOFRTERD e 28
2. WM D ERR SR oo 35
X 1III. ﬁﬁ% ................................................... 36

- A - IREESCRR IR U R 21T 0 1I2H

T2 TCDBETEH oo 36

. DD BEEIEEE e 36

i &5

G LTiTaks
HPLC | &Rk a~ 777 4 —
MIC | /B M




I. BEICEYTSEE

1. FAROEE
AFNZ, BZ7 MU TV F M) LK EAGDRS ET 587 2 LRTUEMERAITH D,

27 4 o—AFEM 05g) KON 27 v —AFEM 1g) 13, <L BEERRS SRR I
ELTHREAEE L, BEELORBRFEERE, ZEMERBRE 23 L, 2003 4 3 A 12 HIZKR
FHAF, 2003447 A 4 BIZRFBEZ MG L7, (EIRFE 4815 (Fak 1144 A 8 H) ITES=ER
H 55

2004 -9 A 30 H, FaHl CEZHEFAM) (2T, 7 v —2#EH 0.5g) KON &7 s 12—
AERER 1g) 1%, BE (@A) ARFHO AL T TIUTEFES 14 &8 2 HESOWTHIC
Bz L& DOFEREST-,

2004 £ 12 A 1 HE W BEIHRUSHEN, 7 0 o—a83EH 0.5g) KO 7 0 o—AEEAH
1g] ORFEEM LTz, £/, T2 7 4 m—A8EN 0.5g) KO 27 0 v —LFEM 1g) 13,
2009 4F 3 A 10 AT T/NRIZET D AR O &S —EEEIN iz,

20094 6 A 1 HiC~w /L a BB SHIT, 42 HELY 7 —~vBEXESLICEFTE LT,
20124E 6 H 1 HIZ, HELY 7 —~HXAESHIT HE THRRAESHICE S, AKF o REIRTEAZRN
H = TERS SR AR S 7=,

kB, ERFEIEOZD, LTORTBAELZITo7,

KFREA A Wk 7E4 [H Rk 7E4
Y7 RNV TXY P N U AEEHO05gIHET | ¥ 7 4 u—AFHEH 0.5
7 MU TXY SN U AFREM 1gl HIE T 74 m— LN 1g

20124-1 H 30 H

2. BROAERFHREE

(1) RFNZ, BZ I T XY F MY UK EGEINS LT 287 = ARVEMERAITH 2,

(2) ERZBMERE LT, vavy, TFH7 4 7% —, JPLERED, SEERERE, A mERELD ., i
WA, it m, BYEAFAR, IFRREREE . SE, SUERRES. MEMEE R, B REE. &
FEMER B A RIE  (Toxic Epidermal Necrolysis : TEN) ., F7JEkEEIRIEEEE (Stevens-Johnson
SEWGERE) . ZTALEE, SRR YERIBIEIRERE, M MEMR, Midrieekig2iE (PIE JEwHE) . B4,
MEFENTLE), & - IREERS A, R wmE S Tunw s, (VL 8. (DEKXRZFEIER & #I1H
SR DOHSM)

3. HEOHFZENRFYE
(1) EREHPGIEICEE L, 0.5g KN 1g DA TNAD TV ZRIFAE T LI LTW5D,



4. BEERICEALTAMIRERHE

i ERE B9 5 & A

R A K51 | oAb SRR
RMP 1
BIO Y 22 B MEET S LT | 1
TERL STV 5 B
S 1 155 A 1
R L o> B T A &

5. RBEHRURE - FRLOKREER

(1) RKB&EH
L

(2) i - EALOFIREIR
4 L

6. RMP OB =
LR




I. &WICEYTSER

1. B5EA
(1) M4
7 N7 HRY T RY U LEEM 0.5 THET)
7RV TRY PN U AEEM 1g THET)
(2) *4
Ceftriaxone Sodium for I.V. Injection
(3) AMOHEE
—fRA LD

2. —i4
(1) M4 (WMAE)
7 MU T XY N v LK (JAN)
(2) #4 (@aE)
Ceftriaxone Sodium Hydrate (JAN)
Ceftriaxone (INN)
(3) AT L (stem)
BT rART CBRTAEWE : cef

3. EEXANETRERX
e

4. HFRRUDFE
4512 C1sH16NsNa207Ss « 3 1/2 H20
71 661.60

5. {tFA (MK XEEXE
Disodium(6 R, 7R)-7-[(2)-2-(2-aminothiazol-4-y1)-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 (IUPAC)

5&S

6. A4, fl4. BS.
I+ - CTRX



. HHEP BT SHER

1. EFEMNEE
(1) %M - K
A~ RE A GOREEOM R TH L, (RIWIERTHD,)
(2) BEHE
KIUNEY AF VAR F Y RITRITRT . AZ ) = ZRRBETIc< <, =& 7 —)L (99.5) I
RO THEITFIZS K, T M= MU MZIZE AL ERET 220,
(3) miEtE
MR L
(4) AR (SRR, K. BER
Pl v/
(5) BRIGEBEMTEH
MR L
(6) DERE
MR L
(7) 20t E4RHEE
FEXE [al y : —153~—170° (A®ICHE L7=H O 50mg, /K, 2.5mL, 20mm)

Afh 0.6g & 7K BmL IZIAEM L2 D pH £ 6.0~8.0 TH 5,

2. HHRSOEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) fesdalihis
1) SR AT RO EE I E VA
AR DK D EWILART P ZRE L, KD AT ML ERBDSRART A TE 7
N7V R ULEEFOARY M EEST 5 L&, MFHFDAXT MVER—ERED L Z
AU AR DSREE DI 2 7B 5,
2) BERERILIG A7 MVIRIELE
RO EKFLY A F VARV REERICOE H 2RET S & X, §3.56ppm L. § 3.8ppm
fHE, 6 6. 7ppm T &N 6 7.2ppm fFiEICENENH O 7T A, B, C KD ZRL, &
VIO EREELA:B:C:DIXIEE3:3:1:2ThD,

3) EMERE
AiEF MU U AEOEES)E RT D,
(2) ERIE

kv~ 777 4—
MRS © SRR RERT
BEE : 7 b I n-~TFAT 2= L8, T F=FUb K AW, BIEROIER
AV KD UAKRFZ T P U T A U ERTIKF D UL IKIRIE
B . 7= —Kf¥, KiELT B U DL KR



V. ®EICETHEE

1. #if
(1) HFBDORZ
A
(2) WHONMER VIR
B ETRYTEYLFRY A CTRYTEYLF R A
e A 0.5 THET M 1g THET)
I - Ptk [~ P 2 € DR A DY AR D T
oH . 6.0~8.0
[FEFHK © 100mg (F71fi) /mL]
1.2~1.5
EBIT (V5K 100mg (7)) /mL]
CEFRR I R 5 B
(3) ®WAa—F

BN
(4) HH DY
(MV. 6. WAIOKFESLIETICET HLEM] OHESR)

(5) Zoft
EHRER
2. SEIDOHER
(1) AR CEERS) OEERUVHME
N 7 M) TERYFRY UL 7 NI TRV TR UL
e ¥EM 0.5g THET FEM 1g THIEET)
134 7L 134 7L
R % 7 RV T XY NY LK 7 hUT XY F RY LK
0.5g (J71i) 1g (M)

(2) BRESORE

A#Hl1g (Jiff) FicF b VU 74 0.083g (3.61mEq) #&H7T 5,
(3) BRE

MR L

3. BERACHERAUERE
L

4. Hif
FMESEAREIC L v, B Staphylococcus aureus ATCC6538P & T /il &2 e 4 2,
7 FUTx Y (CisHisNsO7Ss : 554.58) & LCoEAEHE (Jiffi) TRI,

5. BAT 5RO H B
MM ER e L



6. REDEEEHRTICETEIREKRY
(1) hnidaER

OBZ7 MU TX Yt b v AFREM 05gl HIEET ) MNERER 40°C - T5%RH [ el Re ]

WIEH H oy R TR AF AT
i T T e 141 351 6 4 /1
PEAR Cx0%2 TN o TN e
< A~ A BORBIEOBF > X053 : e : e
- CX051 | 1.33~134 | 1.33~1.34 | 1.33~1.34 1.34
<{ffmlfit5t> CX052 | 1.35~1.39 | 1.35~1.36 1.35 1.35~1.36
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N CX051 | 8.46~853 | 7.83~8.68 | 8.20~10.77 | 8.24~8.66
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H=—. FRETVL7R. 1 VLI VVE. RTFFRA LT ravHRR. X9 TAATR
B. 7LRFSE (FLRFS5 - EE7ZKL)
GBI EE)
R, 'HEE - MREAS . Mok, R[IEKEXk. Mk, MEE. B, BETRFJREEO R
% Eptx. BEBEX. BRLEL FIEAL). REX. FERERX. BPRAXENEER. ER
%, BEX, BEENBRE. BEX. BEX. NV VBRE, FERARE, FENREX. FE
EEaEe. CREHER. AEL (ARBRSEZ20). DHE. BIRER. BERAITOHES.
Bk

2. DEXIHRICEHET HIE

S5.RERIIMRICEHET HER

(WREE - MRER . RHkk. SMKEXLX. PEX, BIRERR)

(G EMEBEIEEHOF51 &) 922U, JUREER G OLEVEZ Il L7z BT, AFIOFEG23
Y EHEr SN DG EICERE 5 L,

3. AERUVHE
(1) BERUVAEOHES

CEEA)

1%, 1H 1~2g (i) % 1 B0 2 NS5 CRARN RS T s 9 5,

2. BEAYE T EERRYYE IIERIZIS U C 1 BEZ 4g (OOffi) FCHE L, 2 BT TEHIARN
S XL R EHET D,

3. WRE EYSEIZ DWW T, TREDE Y 535,

(1) "HER - KREAH, PREX., FTEEER., EFsk:

W 1g (i) % HEIEARN S U BT 2.

(2) FERLEE (FI2AK). BRAXEMKS

WE. 1 H 1E 1g (Ofl) & &IRN TS SUTAFEFET 5,

CIhRD

1.38%. 1 B 20~60mg (FHff) /kg % 1[853 2 A2 CEIRN S XU Af§ET 5,

2. BEAYE T EERYME IS IER IS U T 1 HE% 120mg (i) /kg £ THE L., 2 BT
THIRN TS X s e 5,

(CRBR - TER)

1. d@%, £k 0~3 HERlZiX 18 20mg (Jiffi) /kg %2 1 B 118, £/, £E% 4 BELEIZIE 1 [E
20mg (JIfii) /kg % 1 B 2 [EIFIRATES TRl FHET 5,

2. FEAME T EAE Y IS IHERITISE U T 1 [BE% 40mg (Vi) /kg £ THEL, 1 H 2 BIEFR
WYER LA ERET 5, 72720, 4% 2 BEUNORRAR - HrAERIZIE 1 B 50mg (i)

kg £ TET D,
(ERARPIEST
FRNESHCBR L Cid, RRESMAK, B RAEREEEUIA /T FOBEIRICEE L, Bk
(595,
(REFE)

SR EREICES L CIIiiRIc i L CHW D,
10



(2) AERUVAEDRTERE - B
MR L

4. AERUVAERICEET IR

7TRZERUVEEICEET 3EE

B EORBERERE BE X, M PEE 2 HENCHE TE 2 WEAIITREGEN 1g/B 2B 20D
(252 L, [9.2.1, 11.1.10, 16.6.1 ]

5. ERERALAE

(1) BERT—2/1\v5—2
MMERR L
(2) EREKZEEFER
MG R R L
(3) AERGERFEAR
MU ERR L
(4) BEEMEER
1) ENEREERR
(FEHK)
17.1.1 ENERERHER
AR ERROMEBMETERABRE 11T H 2RI, EZ7 U7X Y oF M) oA 1g () 210
1 [EFFIRNE G LTIc L EDOFHRITTRDO LB Tho72 9,
ASSH W@%@%ﬁﬁ 1% 4.3% (5/11741) To V., EHERIZHE - IR 2.6% (3/117 ) . TEK
1.7% (2/117 ), FZE, [ AR, S APE L IR Zn i 0.9% (1/117 #l) Th o7z,

@%r Bl BHE (%)
SMEPE SR 17 70.6

HREGE R
- - M o 88 62.5

(MEER - MREAH, PRE#X,. FTEEER, FRARELERS. ERK)
17.1.2 MEEGIEIC OV ik, BN W, IHEE - M8, JRIER. FESEER, BBRANKE
MERBREOEBRICHT 287 MV TRV T b 7 LAOFEIENRE SN TS, KB
% (RIERRK) (KT 28T 99,
2) REMUHE
MR L
(5) BF - WBAHR
Pl v/
(6) :AMMER
1) EARERE (—REARKRE. HECARKRE. CARKLRAE), REFRFRT—4A
—RARE. REFRFTREBRAROAR
MR L
2) RBEHLELTEBEFEOANBRIERE L -AE - AROBME
% L7
(7) 2ot
R L0

ot

11



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
7 = D RGUEME G
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. EE#&A
(1) {ERERL - VEFBFF
TER P IR S R E CTHh D, RKIBE TII_= ) UEEERE D 3 Ik bBMMENRE L, &
T la, 1b, 2 DIETH V| MEMIREE ST F K7 U b VAEER R Z LE L CERENICERT S
10+ 1D~ 14 (7n vitro)
(2) ENZERMTT SRR
OrBEER
18.2.1 77 LG - Pt DAFRMER K OBk KRR IR StEEHZ R~ L. £ OERIZEER TH D
10:13) - (in vitro)
18.2.2 7/ 7 LAMREOKRIGE., v tunNI 2 =g J V7V I|/, mrTuns =g v
FTIE. TuTURE, A TNV YTELKONT T a AT RJBITK L TROWGLE /) 4R 1012,
(in vitro)
18.2.3 7' 7 LAGMEERE O L oV EREJE . MRERE ., ~7 M A R L7 b2y ZJEITxE L TROETE
J1% 7419712 (in vitro)
18.2.4 B0 7 R ERE KT 2 &Z D v — 2713 3.13 u g/mL THh-7= 1, (in vitro)
18.2.5 KB (T L CHVWELE /) 27" 97 19, (in vitro)
18.2.6 £ FEMEE OEA T 5 B -lactamase (2% L TLE TH B 10 12)

@MIC B
MIC #fr 19
7RV T7XY MY U AEEN 1glHET) [lot No.4F102]

fil MIC(u g/mL)
Enterobacter cloacae NBRC 13535 6.25
FEscherichia coli TFO 3972 0.0125
K]ebsze]]a' pneumoniae subsp. IFO13277 0025
pneumoniae
Proteus mirabilis TFO13300 0.00039
Proteus vulgaris TFO 3988 0.00625
Serratia marcescens TFO 12648 0.1
Staphylococcus aureus subsp. aureus IFO12732 6.25
Staphylococcus epidermidis NBRC 12993 1.56
Streptococcus pyogenes IID 712 0.025
Bacteroides fragilis IID 1643 3.13
Haemophilus influenzae 11D 1638 0.00313
MIC #fx 16
7 ) TxY U N U AEER 1gl HE T [lot No.4F102]

i) MIC(u g/mL)
Bacteroides fragillis 1D 1643 3.13
Enterobacter cloacae sudsp. cloacae NBRC 13535 6.25
Staphylococcus epidermidis NBRC 12993 3.13

(3) {ERSETEM - R
DR L

12




VI. EMBEICET HRE

1. MPBEEOHD

(1) ARLEMGmLPRE
Mg R L

(2) BERRRTHEESL-LDEE
16.1 Mg

(A

TERERR AN B 112 1g ZFED 2 WX AT ERE U2 BB ol 2 Ediid 8.1 R A QY 7.1 BRI Th - 7=
5)s 17)

(INRE)

HAE 28 HUNOHAEIZEZ MU T7F Y hU oA 10mgkg (37 #). E7-1X 20mg/kg (68
Bil) 7 BLIEIERE U7 BR oo i H -8 3550 10.9 Refi T o 72 19),
(3) shEiE
MG R R L
(4) BE - ftREOTE
(TVil. 7. MHEAEH) OHEZH)

2. EMEERONTA—4
(1) BifAE
LR L
(2) WRUREEER
AR L
(3) HEREEEHK
MG R R L
(4) PVF3532R
AR L
(5) HHEE
AR L
(6) £t
MER R L

3. B&H (REaL—>av) #H
(1) A&

YR L

(2) NSHA—REHER
B R L

4. R
AERR L

5. 9%

(1) mi%-fxBEFTEiE
B R L

(2) m%-REA%EAMTE B
(TVIl. 6. (5) #Ehw) DOEZH)

13



(3) Eit~DBiTit
(Tvii. 6. (6) #=¥Lhim) DEZM)

(4) HE~NOBITHE
(VI 5. (5)% DAL DKM ~DBATIE] DOIHSH)
(%) 1
HEvER @Y (12 HEs, Kbl : JW R, dbil7 <2 n=6) ZH\, €7 I T7HFV ) U ¥
LEHEM 1gl HEE L% 100mg (1ffi) /kg OEIEG THEAERD? &G L, s L OB
ceftriaxon IR EZJIE L7z, (5% 0.5, 1, 3, 6, 12 REHICFURHRED
ceftriaxon 5% 0.5 Wif#] CILiEH L OBEIR T ceftriaxon BE XY —27 L7720 | ZTOHEX ITK
T L7, #&5#% 12 R B W T H MEF L OMERF ceftriaxon 1 ZIE S 4172,

BN T A —4 ]

it Cmax AUC t1/2 Bz AUC/
(1 g/mL) (1 g hr/mL) (hr) 4% AUC (%)
A 248.0+37.8 711.3£151.7 1.8
2.9+4.3
HEHR 5.2+3.9 27.7+14.1 5.4

(Mean+S.D., n=6)
(5) ZothoB~DRETHE
16.3.1 $HEABIT
7 M7V T MY U APERIZBW T O ARENRERHRHT T 5, 1g #EA 24 Rl 0
Poferk, REAENEVE 131 1 g/mL1®, JEPEPNIR R 11.8 u g/mL20, 5 - GIHLH 3.5~6.8 11 g/g2D,
BRGNS I T 22 1 g/ml22TH - 7=,
Fo. bk 2d, wRE 20 JREERAR 19, REERE 25 SEJK 20 FLOERAGNE 20, BRGNS 28 e
FHA 29, R LR 0O~DOBITHLRD LI, DT DRDB LA 60~OBITHLRD b,
INVRAR T B JS FR A C O BEIR TP R EE 3D 50me/kg HHED D WA EE T, P 7.7 u g/mL
(5 0~6 Fii#%) . V8 6.8 u g/mL (5 6~12 Ff1%) Th -7,
(6) MPEEAKEEE
16.3.2 EEHAE
7 MU TXRY U7 M) U AOEAMKERITMFRERFEHN TS . MFREN 0.5~300 1 g/mL
OFPADOKE, EEAREGFEIL 96.3~83.3% Th 5 32,

6. R

(1) KREBLLRUCRBERE
PRANZIIHETE 26 3 2 ILR O 5T e 89,
(2)&%&@%?6@%(m¢%)wﬁ%ﬁ~§$$
MR L
(3) MEEGBMNROFTERVZTOEE
MBI L
(4) REVOFEOEERUFEELL., FHELE
MR L

7. EEit
7 MU TERYF MU T AEREBGETRS, BRIt S D, @R A B I 0.5, 1g &
BREDH AUVITEEEE L- L& X B 5% 24 A O R P HEERITH 50% T o 7= 39,

14



10.

1.

S U RR—42—IZEAT H1EH#
MR L

. BREICLHBER

(Tvil. 10. #WEHRE] OHESMH)

REDEREFIIBE

16.6.1 BHMeElERBE
TR EE 4 B R OVBHEREREE (Cerl6.4, 19.8ml/%y) OH 5 EilmHEE 2 HlC 1g ik LB

HPER A 2 13,5 FEfE], 21.3 FEf ChH VW IEEDFED b 39, [7., 9.2.1, 11.1.10 ]

20t
LR L

15



VI. £t (EAELOZXESF) CEYHEE

6

. BERBLEDER

BE STV

. ERABLEDHERA

2.BE (ROBEIZIFBELLZIN &)
2.1 ARA| D% LIBBUE DBEERE D & 5 HBE

22 Y LBV IEDOIEIVERER, #iER (9.7 B8]

. PDERIHRICEET HEE L TOER

(TV. 2. ZEESUIZNRICEET SR 22452 L.)

. AERURAEICEEY 5ER L ZTOERA

(TV. 4. HEKXOHEICEET SR 22452 8,)

. BEEGEFNIE L ZOEH

BEELEAXNIE

8.1 AR ORI H Tz > T, THEEOFBFELL 72, FHlE U TR 2R L, HRWHOIER
R RNROBOREICE EDDH L,

82 KK LD av s, THT74T7F L —ORAEZMEIZTIMTE D HENR2NOT, KOFEZ
EHZ &, [11.1.1 8]

8.21 FANIBEFREEICSOWTHuRMR a7 2 L, B, PUEMESICE DT LAX—FEIILT
MBI 52 &,

8.22 HITERL TIE, 4T v a v 7 EICKTHIRENED LD HEE L Tk Z &,

8.2.3 LGN O EM TH E T, BEZLZHFOIREBIRIZE, +ORBIEEZITI 2L, Frio, &
HRMEZITERERBETL L,

8.3 AR ZHHT HLEIE. WU LEGHT 2 HERF IR & FIRFCES LanZ &, EANC
BWT, FAERICARR L BT N EGH T 2 ER AU % R — R SRR G U2
BT, i, BREICAECTZE 7 N TR Y RS E T HREEICE D FEEITE o I ERI D
InTnd, [14.1.2 B8]

8.4 JLimEkjs) . MERPRIERSE, BBk MR . RIS Db 2 E N DHDTE
A ZITY 2 &, [11.1.2 2]

8.5 BUEATREDEE LT/, AST., ALT, v-GTP & EF% %1k TGRS, HEND b
ZERHHOTEHMICREZITY 2 &, [11.1.3 2]

8.6 LML EE, MEAMBANHLDLND Z ENHLOTEMMITREEZITY Z &, [11.1.4 2]

FEDERZHIHBAEICEHT IR

(1) AHHE - BIEESEOHLBHE

9.1 AHHE - IEEFOHLEBH

911 BT ARRBEAR=V ) VERREVEIZH LIABEOREEDHSBE (=FZL. FFI<HL
BBEOREEDHHEECFIBELBENI L)

91.2 FAXEHE. RBICKEXME. 5. ERBFOT7LULX—EREEC LT WEEESR
TEHEE

013 BAFMOARLBERLFEEAREDNEE. £HRBOENESE

BIRETDTATH 2L, EX IV KRZIERBRDHLDOND Z LD D,

16




(2) BHREREERAE

9.2 BEWMREEE RS
9.2 1 EENBEEDHDIBHE
AFDEBENCEET D REMENH 5, [7.. 11.1.10. 16.6.1 ]

(3) HHEEERE
BRE ST R
(4) £HERREHT SE
BEIN TN

(5) Hhw

9.5 ITHF
B h SATAEARE LTV B ATRETED & 2 e MEICIZIE R EOFRERGREZ LR 2 LB S 556
WZCOARBETDHZ L,

(6) R¥LIF

9.6 RELIF
BALALR2NZENREE L, b MR ANMERERITT S Z ERHE I TS, [9.7 2]

(7) INRZF

9.7 NR%E

B E UL E CIEOR I ARER, FrAaNICIEEE L2n b, E7 NI TR Y idhot T 7
0 AR YRR ERBRICIME T VT I ERAELTWAE Y L RilFfE S5 2 L RHRES
NTW5 (invitro), & OIIRHIAEREN, #4238 R e 72 HEHE © ) L e 3k
WABAT LEIEZ B Z978ZN8H 5, (2.2, 9.6 5]

(8) EinE

9.8 BiNE
WORIEEL, HEVNCERGHBICEET AR EBREOREZBE LN LHEEICKRET S
Nl

9.8.1 AEHMERENE T L TWVWAD Z L A3L WY,
982t ¥ IV KRZICEAHIMERDRH HONDZ ENH 5.

7. HE%EHR

(1) BtRERELZTDER
BE I TV

17



(2) FRAFEEZOER

10.2 GEAGEE (BFRICEET S L)

A4 5 BRI R - & H 1k B - falRIK 1
FI RA MHPMbAEY (ot 7 = 5RPUAEBFII R TH 208, FIREEO B
ZutI R % WE) CTOFRIC X 2B FEERRIEKIC K DM PERE D ERSENRE 2
HARHEIN TS, BHEREIZE G,
BIiz L,
8. El{eA
1.8l

ROBERDRH LN ZENHLHOT, BELTHITITV, REPRD NG EICERE %
k9% 70 CIEO R EZIT O 2 &,

(1) EXGEMER & DRER

1.1 EXGEIER
M1123v9., 7FI743F 20— (WTHLHHEARH)
AP, DNERFERE, W, e, (R, W, BT, RIREE, BERES OSER R & b bh
A B ERIE L, EERLEEZITO 2L, [8.2 2]
11.1.2 AOEREA . MPRBRE. BmRFLD, MRS, BFoEEm (30 b HEER)
(8.4 ZMR]
11.1.3 BUERF 2. FFHERERESE. |E (Wb B R
BERF RSO RERNTS.. AST. ALT. y-GTP & LF-%4 ¢ 5 IS, SERH b s =
ENRbD, (8.5 B3]
11.1.4 [ETEE. MEETR (WIh b BEER)
(8.6 ]
11.1.5 RIEMXRRE S BHEZ )
BIEYERIBR SO MEZ LS BEARAKIBRIS LN Z EnH D0 T, EFH., B0 FHRH
LONTHGEITITE LI G 2T 57 ClEU R 0AE A1 2 &,
11.1.6 hEMRRIEIEFERLE (Toxic Epidermal Necrolysis : TEN), REMIZIBIEZEE (Stevens-
Johnson fE{Z#). 2HHAH. [UERRERBEBEE (W Fh bHEEARE)
11.1.7 B E R, FFERERIESEE (PIE EREEHE) (Wb EERE)
SEEN . NZWK, PRURIREE. R X RRELE . MFRRERHN S A 0F O UEMER . ilFReEk#ZE (PIE JE
B RHLbNDIERHLHDOT, ZOLIWIERNS L bISGAIIEESEHIEL, GIF
BB RN o H OGO LEEZITO 2 L,
11.1.8 BR. EENEERY (W HHEEAR)
7 MNIT XY RS ETHIEA, BENEEDRE G H L WVEIHERG®ZICH LD, HEE
K, BER, MREZEZTZLNHL0T, BREOERN S LbNGEICITEE 2L
L., EHONC I T MRS 21T\, WU RLEEZITH 2 &, B, £ < OEMIT/ N O EE
JEGYE~DORKEFRGHI TH LN TN D,
1.1.9 F - RERER (HEAH)
7 MITXRYUERGETOE - REGADEGREDLNEREGRICH LDV, RERD ., HE
PREGEE, MR, FEMREOERSCERESMEBERENEE - L oEARERH 5,

18



10.

11.1.10 FamEER GHZRH)
HWEE N, BRIV RS, REEEGED) (BN T h—E, 34—
XAE) WHHLLNDLZENRHDH, ZNHOERIEL, SERRESEE CORBNZERESNT
W5, [7.. 921, 16.6.1 ZH]

(2) Z0HDEI{EA
11.2 ZDHMDEIEA

1%L E 0.1~ 1%Aifi 0.1% A5 AEEEANBA
W EUE WG IR, BN R|IFEAR. ALEE
FE
1.k AFREKIEZ  (BERL BRI D . B|RE o b o o AR S
i, /R 2% N
T b T e, Wam, R | RACRIR HRAE
B A RUE NN%, vV FE
X IURZ vx Iy K RZIER (K
JiE L N SN N 1| TN w 111
M), B% 3 B BEXRZIER
(ER., ANK, BECRIE,
PHFRAR)
DAt SRR, TEME, LS| ROS GREBE, &M,
PRSI i JENRSE)
. BERERRICRIZTEE

12.ERRERRICRIETIE
121 TAT =T RIGERS R T 1 7 MRR#E, 7 =— U v VI L5 JREER A CldAabitts 29
LIENHLOTEETDZ &,

122 B — A ARABRBEZ 2D 2 BRHLOTEET D 2 L,

123 X/ a7 Va—AF e Rabl b —t (LERM) BEHELEGEZ R - B EE Tl
BIREEZ R T2 L0 HL5OTHEETDHZ L,

BERE

13.BERE

13.1 LE

REREEHT - BT TlIbRE S0,

19




1. BRALOEE

14 ERAEDEE

141 ZFIFENFOIE

1411 IR ITHCCHE AT D 2 &, BT/ NE F AV RIA @IRET 2 BEOMRIC IR L

THEHOLAEIIFEED Z &,

14.1.2 Fd 5254k (R C O BL A RE)

B AEHTIIER AR T — % 25 Z L 3540,

(1) RANI VT T~A v, XA F~A v o, O Y URERE & OFRAIZ L IREEOE
{ERFEDHLNDHDT, BA LN &,

(2) INT T BEEET DEHFUIER & OBELAIZ XV IREEOLENBD bz & OWENH
HOT, BALRWT &, [8.3 ]

14.1.3 JHEEZAT 9 HE L, RN ERIZR B0 HEHAKEHWZRN &,

14.2 EFIREROEER

14.21 HARWKERGIC LY . &, mARrEEHIRE, 1T TR, ER, Wiz 4 28

BHDHOTHEHFNEEITTEEETESTDHI L,

14.2.2 SHEEEIT 30 LA BT TEIRNICTES 35 2 &,

12. TOMODEE

(1) BEFERAICEDSCIESR
BRE ST R

(2) JFERERARRICE D 1FHR
BEIN TN

20




X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHEER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. REX»
7 U7XV F R T A
mo M 0.5g THIE T Ay AV U
7RI TXFRNU TA ) BE-EMECMFZEICIVFEHRTLZ L
A 1g THET)
7R TXVFRY T A
75 AN f- L
BHNRS KF R
2. B
3 4E

3. ARRETORE
R PR AT

4. RIEWEDEER

20.MFVLEDEE
SMEBHER T U CTRFT 2 2 &0 AANTE, BUC Ko TIRAIZEBRT D 2R D D,

5. BEM@ITREM
BEMERSL T AR
<FvoLky : A
Z OO EE T ER B

6. R—H7 - AHE
[Ff—psr - v 7 4 UFHEM 0.5, vt 7 ¢ UEEM 1g

7. ERR4EERAR
EN;

8. WERFTARFARRVREES. RMEXNEEAR. WEFBEAR
(B RU7FVY2FPUDLRERO0S5g THEID

RS RR 78 KGR . SRAG MU AR 7eBR A
/};E:k = a}g\ =
E E&Jh% EHH 7% %577 EHH ﬁzﬂﬁ
ks | &7 4 v — 280 2003 4E 2008 4£ 2003 4F
21500AMZ00209000
BR kA 0.5g 3H12H 7H4H 7H4H
7 TRV T
73 2012 2012 2012
e N U AEREF 0.5g | 92400AMX00072000 i F
B (HET) 1A430H 12 H 14 A 12 H 14 A

22



(B U7XV FMIUDLBER 19 THEID

U AR FE AR . A, I A IR BA LA
B R 5E BER
" e £H A REH S A 1A
ke | 7 4 v —LEEA 2003 4 2003 4 2003 4
21500AMZ00210000
Bi ik 1g 3H12H 7TH4R 7H 4R
7 N TRV F
Sl }\U};{A*%?Eﬂ{; 20125 22400AMX00073000 2012 % 2012
oy i & 14 30H 12 A 14 B 12 14 A
THET)
9. PEEXIIHREM, RAERVCAEEEENEOERABRVUZTOAR
<HBEROHE B>
Wots - 87 v — L8 EM 0.5g, B 7 4 v — A EM 1g
KFRAEH H - 200943 H 10 H
N -
el A
Ok
L#HE., 1H1~2g (Jifli) Z1BIX2MNTo T CERR [, ARAICIZ1I B 1~2g (OOfl) Z 1B 2B 530

B3 G R

S SR 5,

9. VA M S 1 EEE R Y (2 I 3OE IR
() FCcHEL, 2MIC
T 5,

SIMBRYLMEIZ W TIE, TRty 512,

(DUEEA - MEgAe, JREZR., FESEER. B
. 1g OO) 2 HEEER PN S SO0E B i
ET 5,

QB ik (RIZALZ) . BRRNRIENMRE
EHE . 1H1EILg Oifli) % FRRPY RS SO S iR E
45,

O/NR

1i@%, 1H20~60mg (JIfi) /kgZ 1[E] X (F2[HIZ
CTEARNIES LS EFET 5,

9. #E 7A ME S0 I E R YR VS I IR I F“LTIEI%%
120mg (Fh) /kgE THEE L. 20T THIRN
TS UL AR ERET 5,

ORI - AR

1iE%E . A%0~3HEICIX1E20me (Jiffh) /kgZ1H1
B, F7=. £%4ABLRICIZ1EI20meg (1) /kg
%1 A 2[EFF RN A SO X E T 5,

2. VA ME SV L E R E I ITER IS U1 R &
40mg (Jfl) /kgE THEE L. 1H2EFARN S X
IR 5, 7277 L, AEB2EBUNORERIR
HARIZIZIA50mg (Jifl) /kgETET 5,

WS U T1H E4dg
ST TR RN G 33

508

[EFIRPN 5]
ERPIESCER L ik, BREHAK,. BREES
WIRSUI B R Y R UBEESRICER L, ERICRE
15,

L R ]

SRR U IR ISR L TRV DY,

HED) AIEFHEAETT O BAITi. EHAAKRE VRN

THEAIRPTESR UL E3ET D,
ek, HEEME T EIERYLEIC iﬁ% WIS T1IH &%
dg (M) ETHEEL. 2ENIH T TR ST S,
7o, WRBEIRYEIZ DUV T, Tm®@b&@¢éo
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k5844 CEFTRIAXONE SODIUM injection, powder, for solution
FI - Bk | 250mg, 500mg, lg. 2g

INDICATIONS AND USAGE

Before instituting treatment with ceftriaxone, appropriate specimens should be obtained for

isolation of the causative organism and for determination of its susceptibility to the drug. Therapy

may be instituted prior to obtaining results of susceptibility testing.

To reduce the development of drug-resistant bacteria and maintain the effectiveness of ceftriaxone

for injection, USP and other antibacterial drugs, ceftriaxone for injection, USP 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
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selecting or modifying antibacterial therapy. In the absence of such data, local epidemiology and
susceptibility patterns may contribute to the empiric selection of therapy.

Ceftriaxone for injection, USP is indicated for the treatment of the following infections when
caused by susceptible organisms:

Lower Respiratory Tract Infections

Caused by Streptococcus pneumoniae, Staphylococcus aureus, Haemophilus influenzae,
Haemophilus parainfluenzae, Klebsiella pneumoniae, FEscherichia coli, Enterobacter aerogenes,
Proteus mirabilis or Serratia marcescens.

Acute Bacterial Otitis Media
Caused by Streptococcus pneumoniae, Haemophilus influenzae (including beta-lactamase
producing strains) or Moraxella catarrhalis (including beta-lactamase producing strains).

NOTE: In one study lower clinical cure rates were observed with a single dose of ceftriaxone
compared to 10 days of oral therapy. In a second study comparable cure rates were observed
between single dose ceftriaxone and the comparator. The potentially lower clinical cure rate of
ceftriaxone should be balanced against the potential advantages of parenteral therapy.

Skin and Skin Structure Infections

Caused by Staphylococcus aureus, Staphylococcus epidermidis, Streptococcus pyogenes, Viridans
group streptococci, Escherichia coli, Enterobacter cloacae, Klebsiella oxytoca, Klebsiella
pneumoniae, Proteus mirabilis, Morganella morganii*, Pseudomonas aeruginosa, Serratia
marcescens, Acinetobacter calcoaceticus, Bacteroides fragilis* or Peptostreptococcus species.

Urinary Tract Infections (complicated and uncomplicated)
Caused by Escherichia coli, Proteus mirabilis, Proteus vulgaris, Morganella morganii or Klebsiella
pneumoniae.

Uncomplicated Gonorrhea (cervical/urethral and rectal)

Caused by Neisseria gonorrhoeae, including both penicillinase- and nonpenicillinase-producing
strains, and pharyngeal gonorrhea caused by nonpenicillinase-producing strains of MNersseria
gonorrhoeae.

Pelvic Inflammatory Disease

Caused by Neisseria gonorrhoeae. Ceftriaxone sodium, like other cephalosporins, has no activity
against Chlamydia trachomatis. Therefore, when cephalosporins are used in the treatment of
patients with pelvic inflammatory disease and Chlamydia trachomatis is one of the suspected
pathogens, appropriate antichlamydial coverage should be added.

Bacterial Septicemia
Caused by Staphylococcus aureus, Streptococcus pneumoniae, Fscherichia coli, Haemophilus
influenzae or Klebsiella pneumoniae.

Bone and Joint Infections
Caused by Staphylococcus aureus, Streptococcus pneumoniae, Escherichia coli, Proteus mirabilis,
Klebsiella pneumoniae or Enterobacter species.

Intra-abdominal Infections
Caused by Escherichia coli, Klebsiella pneumoniae, Bacteroides fragilis, Clostridium species (Note:
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most strains of Clostridium difficile are resistant) or Peptostreptococcus species.

Meningitis

Caused by Haemophilus influenzae, Neisseria meningitidis or Streptococcus pneumoniae.
Ceftriaxone has also been used successfully in a limited number of cases of meningitis and shunt
infection caused by Staphylococcus epidermidis* and Escherichia coli*.

*Efficacy for this organism in this organ system was studied in fewer than ten infections.

Surgical Prophylaxis

The preoperative administration of a single 1 g dose of ceftriaxone may reduce the incidence of
postoperative infections in patients undergoing surgical procedures classified as contaminated or
potentially contaminated (e.g., vaginal or abdominal hysterectomy or cholecystectomy for chronic
calculous cholecystitis in high-risk patients, such as those over 70 years of age, with acute
cholecystitis not requiring therapeutic antimicrobials, obstructive jaundice or common duct bile
stones) and in surgical patients for whom infection at the operative site would present serious risk
(e.g., during coronary artery bypass surgery). Although ceftriaxone has been shown to have been as
effective as cefazolin in the prevention of infection following coronary artery bypass surgery, no
placebo-controlled trials have been conducted to evaluate any cephalosporin antibiotic in the
prevention of infection following coronary artery bypass surgery.

When administered prior to surgical procedures for which it is indicated, a single 1 g dose of
ceftriaxone provides protection from most infections due to susceptible organisms throughout the
course of the procedure.

DOSAGE AND ADMINISTRATION
Ceftriaxone may be administered intravenously or intramuscularly.

Do not use diluents containing calcium, such as Ringer’s solution or Hartmann’s solution, to
reconstitute ceftriaxone vials or to further dilute a reconstituted vial for IV administration because
a precipitate can form. Precipitation of ceftriaxone-calcium can also occur when ceftriaxone is
mixed with calcium-containing solutions in the same IV administration line.

Ceftriaxone must not be administered simultaneously with calcium-containing IV solutions,
including continuous calcium-containing infusions such as parenteral nutrition via a Y-site.
However, in patients other than neonates, ceftriaxone and calcium-containing solutions may be
administered sequentially of one another if the infusion lines are thoroughly flushed between
infusions with a compatible fluid.

There have been no reports of an interaction between ceftriaxone and oral calcium-containing
products or interaction between intramuscular ceftriaxone and calcium-containing products (IV or
oral).

Neonates
Hyperbilirubinemic neonates, especially prematures, should not be treated with ceftriaxone for
injection. Ceftriaxone is contraindicated in premature neonates.

Ceftriaxone is contraindicated in neonates (< 28 days) if they require (or are expected to require)
treatment with calcium-containing IV solutions, including continuous calcium-containing infusions

such as parenteral nutrition because of the risk of precipitation of ceftriaxone-calcium.

Intravenous doses should be given over 60 minutes in neonates to reduce the risk of bilirubin
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encephalopathy.

Pediatric Patients

For the treatment of skin and skin structure infections, the recommended total daily dose is 50 to
75 mg/kg given once a day (or in equally divided doses twice a day). The total daily dose should not
exceed 2 grams.

For the treatment of acute bacterial otitis media, a single intramuscular dose of 50 mg/kg (not to
exceed 1 gram) is recommended.

For the treatment of serious miscellaneous infections other than meningitis, the recommended
total daily dose 1s 50 to 75 mg/kg, given in divided doses every 12 hours. The total daily dose should
not exceed 2 grams.

In the treatment of meningitis, it is recommended that the initial therapeutic dose be 100 mg/kg
(not to exceed 4 grams). Thereafter, a total daily dose of 100 mg/kg/day (not to exceed 4 grams
daily) is recommended. The daily dose may be administered once a day (or in equally divided doses
every 12 hours). The usual duration of therapy is 7 to 14 days.

Adults
The usual adult daily dose is 1 to 2 grams given once a day (or in equally divided doses twice a day)
depending on the type and severity of infection. The total daily dose should not exceed 4 grams.

If Chlamydia trachomatis is a suspected pathogen, appropriate antichlamydial coverage should be
added, because ceftriaxone sodium has no activity against this organism.

For the treatment of uncomplicated gonococcal infections, a single intramuscular dose of 250 mg is
recommended.

For preoperative use (surgical prophylaxis), a single dose of 1 gram administered intravenously 1/2
to 2 hours before surgery is recommended.

Generally, ceftriaxone therapy should be continued for at least 2 days after the signs and
symptoms of infection have disappeared. The usual duration of therapy is 4 to 14 days; in
complicated infections, longer therapy may be required.

When treating infections caused by Streptococcus pyogenes, therapy should be continued for at
least 10 days.

No dosage adjustment is necessary for patients with impairment of renal or hepatic function.

The dosages recommended for adults require no modification in elderly patients, up to 2 g per day,
provided there is no severe renal and hepatic impairment.

Directions for Use
Intramuscular Administration
Reconstitute ceftriaxone sodium powder with the appropriate diluent.

Inject diluent into vial, shake vial thoroughly to form solution. Withdraw entire contents of vial
into syringe to equal total labeled dose.
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After reconstitution, each 1 mL of solution contains approximately 250 mg or 350 mg equivalent of
ceftriaxone according to the amount of diluent indicated below. If required, more dilute solutions
could be utilized. A 350 mg/mL concentration is not recommended for the 250 mg vial since it may
not be possible to withdraw the entire contents.

As with all intramuscular preparations, ceftriaxone should be injected well within the body of a
relatively large muscle; aspiration helps to avoid unintentional injection into a blood vessel.

Amount of Diluent to be Added
Vial Dosage Size

250 mg/mL 350 mg/mL
250 mg 0.9 mL -
500 mg 1.8 mL 1 mL
lg 3.6 mL 2.1 mL
2g 7.2 mL 4.2 mL

Intravenous Administration

Ceftriaxone should be administered intravenously by infusion over a period of 30 minutes, except
in neonates where administration over 60 minutes is recommended to reduce the risk of bilirubin
encephalopathy. Concentrations between 10 mg/mL and 40 mg/mL are recommended; however,
lower concentrations may be used if desired. Reconstitute vials with an appropriate IV diluent.

Vial Dosage Size Amount (’Afd%iizllent to be
250 mg 2.4 mL
500 mg 4.8 mL
18 9.6 mL
g 19.2 mL

After reconstitution, each 1 mL of solution contains approximately 100 mg equivalent of
ceftriaxone. Withdraw entire contents and dilute to the desired concentration with the appropriate
IV diluent.

Compatibility and Stability

Do not use diluents containing calcium, such as Ringer’s solution or Hartmann’s solution, to
reconstitute ceftriaxone for injection vials or to further dilute a reconstituted vial for IV
administration. Particulate formation can result.

Ceftriaxone has been shown to be compatible with Flagyl® IV (metronidazole hydrochloride). The
concentration should not exceed 5 to 7.5 mg/mL metronidazole hydrochloride with ceftriaxone 10
mg/mL as an admixture. The admixture is stable for 24 hours at room temperature only in 0.9%
sodium chloride injection or 5% dextrose in water (D5W). No compatibility studies have been
conducted with the Flagyl® IV RTU® (metronidazole) formulation or using other diluents.
Metronidazole at concentrations greater than 8 mg/mL will precipitate. Do not refrigerate the
admixture as precipitation will occur.

Vancomycin, amsacrine, aminoglycosides, and fluconazole are incompatible with ceftriaxone in
admixtures. When any of these drugs are to be administered concomitantly with ceftriaxone by
intermittent intravenous infusion, it is recommended that they be given sequentially, with
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thorough flushing of the intravenous lines (with one of the compatible fluids) between the
administrations.

Ceftriaxone for injection solutions should not be physically mixed with or piggybacked into
solutions containing other antimicrobial drugs or into diluent solutions other than those listed
above, due to possible incompatibility.

Ceftriaxone sodium sterile powder should be stored at 20° to 25°C (68° to 77°F) [see USP
Controlled Room Temperature] and protected from light. After reconstitution, protection from
normal light is not necessary. The color of solutions ranges from light yellow to amber, depending
on the length of storage, concentration and diluent used.

Ceftriaxone intramuscular solutions remain stable (loss of potency less than 10%) for the following
time periods:

Concentration | Storage
Diluent §oom Refrigerated
mg/mL emperature
(25°C) (4°C)

Sterile 100 2 days 10 days
Water for
Injection 250, 350 24 hours 3 days
0.9% Sodium | 100 2 days 10 days
Chloride
Solution

250, 350 24 hours 3 days
5% Dextrose | 100 2 days 10 days
Solution 250, 350 24 hours 3 days
Bacteriostati
c Water + 100 24 hours 10 days
0.9% Benzyl
Alcohol

250, 350 24 hours 3 days
1%
Lidocaine 100 24 hours 10 days
Solution
(without
epinephrine)

250, 350 24 hours 3 days

Ceftriaxone intravenous solutions, at concentrations of 10, 20 and 40 mg/mL, remain stable (loss of
potency less than 10%) for the following time periods stored in glass or PVC containers:
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Storage

Room
Diluent Temperatu | Refrigerated
re

(25°C) (4°0)

Sterile
Water
0.9%
Sodium
Chloride
Solution
5%
Dextrose 2 days 10 days
Solution
10%
Dextrose 2 days 10 days
Solution
5%
Dextrose +
0.9%
Sodium
Chloride
Solution
5%
Dextrose +
0.45%
Sodium
Chloride
Solution

2 days 10 days

2 days 10 days

2 days Incompatible

2 days Incompatible

* Data available for 10 to 40 mg/mL concentrations in this diluent in PVC containers only.

The following intravenous ceftriaxone solutions are stable at room temperature (25°C) for 24
hours, at concentrations between 10 mg/mL and 40 mg/mL: Sodium Lactate (PVC container), 10%
Invert Sugar (glass container), 5% Sodium Bicarbonate (glass container), Freamine III (glass
container), Normosol-M in 5% Dextrose (glass and PVC containers), Ionosol-B in 5% Dextrose
(glass container), 5% Mannitol (glass container), 10% Mannitol (glass container).

After the indicated stability time periods, unused portions of solutions should be discarded.

NOTE: Parenteral drug products should be inspected visually for particulate matter before
administration.

Ceftriaxone reconstituted with 5% Dextrose or 0.9% Sodium Chloride solution at concentrations
between 10 mg/mL and 40 mg/mL, and then stored in frozen state (-20°C) in PVC or polyolefin
containers, remains stable for 26 weeks.

Frozen solutions of ceftriaxone for injection should be thawed at room temperature before use.
After thawing, unused portions should be discarded. DO NOT REFREEZE.
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2. BB SBKRZIRESR
ERICET 5BMER (F—X S UTHE)
AFNCHB T HEH EOFEOHOFLHEH E A —A T Y 7 L3RR 5,
(IVIl. 6. FsEOEFAEBTHEEICEHTHEE] OHEEHR)

Drug Name Category
F—ANZ YT DIHE Ceftriaxone B1
(2021 4 4 HRHR)

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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XI. {F&E

1. BR#F - REXIRICERL THREKHRZT S ICH->TOEEHER
(1) #»#

Y LR
(2) HE - BAMRUREREF 1 —JHEBMEHER

Y L7

2. TOMOBEERH

AEDERIZET 5FE

AL, AA OB R EICET HAEHRTH Y . A LA L THEM LI-BEoFM - 222k
[ZOWTOREIIE SN L TR, F72, BLA LA OB L2 Z EMEIC DWW I L Tu/s
VY, AAIZAA S BLE U CTER T 2 BRI, BEAOWRMA CEZMR L, 52 &,

(1) pH Z#hiksR
$0.5g (i) BULAI 1 34 7V & S /K 5mL I
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

g «—0.1mol/L HCI 0.1mol/L NaOH —
! M2 & 7.2mL 4% & 10.0mL
3.90 6.81 12.39

Olg (Ufl) A 131 7 % RS /K 10mL (VA
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

Eh —D @—

4.00 6.76 11.73

D :0.1moVL HCl 4% 14.2mL*  (3%0.1mol/L HCIHE & 10.0mL I, pH4.34)
@ : 0.lmol/LL NaOH {H# & 10.0mL
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(2) BlAZAbitBh
7 U7XV N v AEER 1gl BET ) 2 ESHK 10mL IZEE L, LFORAILEA LT,

<ENHOELET >

M1g (i) 8H) 1 4 7S K 10mL & 8k Oil &

— BRI
N L o o . Aitl & 1% O R IRE A
k! s Bla ) <mlnd %> FRERTE H A T T & 5T 24 5T
KEBRER 5% 4 MO | MEEN | ReEN | meEl | meEn
(500mL) pH 6.20 6.27 6.24 6.30 6.45
<7 RopE> P17 3(%) 100.0 — 102.4 100.5 96.3
</ kA - 10 4 ) MO | MEEE | EEEE | B | GEfihi)
PEE [ (500mL) pH 6.16 6.20 6.17 6.20 6.32
<<V h—RA> A7 2(%) 100.0 — 99.5 98.8 97.8
XV v bE % X MO | MEEN | ReE | meE | meEn
(500mL) pH 6.37 6.49 6.47 6.49 6.50
<H Y b—> A 2:(%) 100.0 — 99.5 99.1 97.7
ZOMD|20%~ > = v b — LVEFHET B AT 4% ) M | MR | MEEEDR | EOAER | AGshRER
TEERER | (500mL) pH 6.32 6.36 6.43 6.46 6.30
f#E |<D-~wr=h—> P17 3(%) 100.0 — 100.4 99.6 98.3
FSAT I 4% ) MR | MR | EEEE | BB | Mot a R
e (500mL) N pH 4.58 4.58 4.57 4.59 4.58
s B <Ko BT URRRAIC b YR > #AF#R(%) | 100.0 — 94.2 88.4 61.2
\%,f 7u57 3 12X i S8 mEAEY | EEEY | BEEF | BEEl | EaE
(200mL) pH 6.17 6.20 6.20 6.24 6.18
KRBT BRI > P17 3(%) 100.0 — 96.0 98.6 92.0
T F v ME SMEL | AEN | R aEN | R aEl | GiaEf) | GEatEe)
(500mL) pH 5.38 5.38 5.38 5.37 5.39
< WERAHERRIR > A 2(%) 100.0 — 99.5 97.7 91.3
EL-3% 4% ) MR | MR | EEEE | Mota s | GEmibi)
(500mL) pH 5.51 5.53 5.51 5.51 5.52
<HEFFIR > A 2:(%) 100.0 — 98.2 96.1 90.7
PR IR S8 M | MERP | REeRE | meEs | MEerH
(500mL) pH 6.32 6.28 6.34 6.42 6.43
st | <R AHg > P17 3(%) 100.0 — 96.1 97.3 92.0
MAE | vV & -T15 4% ) MOTERT | AT | SRR | e aE | GEtE )
(500mL) pH 5.26 5.24 5.25 5.25 5.29
< BRthHIE > A 2:(%) 100.0 — 97.7 94.5 83.4
VUK -T3 5 4% ) MAEN | RAED | MRaEH | MRans | GiaEe)
(500mL) pH 5.26 5.27 5.25 5.27 5.33
<HMEFRRIR > P17 5(%) 100.0 — 100.8 94.0 81.6
T4TF =)L 3 F P45 M | MRy | RERE | meEs | MEerH
(500mL) pH 4.70 4.68 4.68 4.74 4.80
< HERRIR > A7 2(%) 100.0 — 96.2 90.4 68.0
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@1g () HHKI 1 34 T FES K 10mL & EFAIOBLE

—  REBoRIEE
N e NN e Bt & 1% O F%R RE R
x| B A A (Bl A 5 < Wl 4 > s BRIE H RPN T 3 W T 74 5T
K7 kL v 7 AEHK 100mg sl SFi)
LA [ (100mg/5mL) pH 6.33
< K7 & 2 Rt > BT (%) —
Ve a—F7 4 ) O | EEER | EEER | GIae) | BEarE
Al gz (100mg/2mL) pH 7.15 7.15 7.14 7.03 7.10
f—;,rji 5 <tb napF) van)gzazv Na > P17 5(%) 100.0 — 93.1 95.6 94.3
- s |2 A R —/L 500 4% ) EEEN | HAEN | BeEl | GRale) | BEaEH
(500mg/8mL) pH 7.62 7.52 7.50 7.35 7.36
<GP VN 2 evan ERTATY Na> | FRAEER(%) 100.0 — 100.4 100.0 97.7
BED | EHHAT 74 —U 1 500 o1 M)
figf% 3% | (500mg/D.W.5mL) pH 6.72
FHEEH] | < AP — b A VR > FEAFEER(%) —
751 90mg P45 Hi&
(90mg/1.5mL) pH 7.14
ik |< hTo=A2 0> P17 5(%) —
W | =AU S8l WOV | HEEIT | EEAE |GEaBe)* | B aE
(100mg/2mL) pH 7.56 7.87 7.66 7.57 7.68
<UD U URRERYE > A 2:(%) 100.0 — 98.2 112.1 89.8

* : 20°CTHME, 23°CTHEEH

@1g (Offh) BHI 1 31 7 IVRES K 10mL & ESFIOBLE LRI

— Rk
; Bl A SR A (A ) - Bt 1% Ok

ax : ARBRTE —

A <o s> AR e Em T 1 YT CHRI | 24 R
Ha—2r DIE0.1% S8l R | IEEGEN | R AEN | REAEN | RIEAEH
(200mg/200mL) pH 5.68 5.59 5.59 5.62 5.64

- ARG 5 AT (%) 100.0 98.2 97.9 97.0 90.8
Ja—2 2 D 0.83% S48 WIEOVEIR | WM | RSB | REABE | REAER
(600mg/200mL) pH 5.61 5.59 5.58 5.59 5.61
< KX U HEERHT > A7 (%) 100.0 100.5 99.5 99.0 91.8

N e . . . . OO AR .
~ R CRNAN - Y ‘7E-V‘E N ‘7E-V‘E - . R ZE'EE
o I/an//Z ; ;)&%q“«ﬁz 2mg S8 RHEEEN | RHEAEN et B | e B
. H 6.68 6.77 6.70 6.72 6.67
< =W DY R > P
ANLE 1R A7 (%) 100.0 101.1 95.8 95.8 95.3
o s ion v i . . . . R E AN | AN .
~ I/‘ SNy 4 ‘/)< "U‘E ‘/)< ‘;‘QE N N N N N B
(2;1g//118m/L/)£*§1M>‘z 2mg S8 W] | EAEY] Vet ] | etk oy ] B (0 A
C BT R > ‘ pE 6.71 6.56 6.62 6.64 6.72

I AT (%) 100.0 99.5 100.0 97.7 97.4

TAL | e s R OB AL BELEY | BBy | BBy

V7L A 25mg PR | i | o n e | oo | o s s oo R s
(25mg/25mL) H 6.28 6.27 6.37 6.40 6.40
< =BT KR > %g%(% - - -2 - -

. RO I RO AN [ B | B EBILEAN DY | B
ALV E /&%ﬂ“jﬁz 25mg ! STEAEIRE | > AEIEE | >7=AGEE [P yili]
(25mg/125mL)*> H 6.04 6.07 6.17 6.20 6.07
<= WAV R > ?§?§$("/) - - - - -

iz] il
o Ve 1k 2mg il | pememn | pokamn |SO oI RERI e gy
- PRI | R AER

(2mg/EFE AR 6.7mL) 0 6.81 6.79 6.78 6.74 6.91

W | <=a5 o> W ' ' : : :

2] A7 (%) 100.0 99.1 100.7 100.1 97.3
LV ~— ME 48mg S48 WIEOVEIR | WM | RSO | REOBE | REOER
(48mg/ L PR-ATE T 160mL) pH 6.69 6.75 6.71 6.55 6.71
<=aF P> A3 (%) 100.0 99.6 100.7 99.7 99.7
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s
Nk

; LA EAE A E) o Bl & 1% Okt REE

/\;k’g ! 5 I/E:

Gk <pora > PR e T 1 3 R SR | 24 WA
NS A 1000 —_— ey | E GO H AN A GO HIY
(1000 ¢ e A Tomr) | T8 | POREEN | BOREEN | e wmy | wmamy | Saml
<HNRY F RGEIGFHEHR pH 6.51 6.48 6.44 6.52 6.45
Z)> A7 (%) 100.0 99.6 98.3 98.1 97.1

iz) 5]
AL — TR 50 Wi | ekemy | ok [OOSR BB e
(50mg/ = I £ 5mL) WACHED] | RAEEIEN
. - H 6.65 6.58 6.60 6.61 6.80
UL IN 3 P
SEAMT TR o0 | 100.0 98.5 96.2 98.6 96.1
S — NS Vil NS Vil K N3 K NA3 %‘%E@‘i%bu
=3 A ALy =7 50 N RHEAEN | RHEAEN | AR | IREAET ke B
EEUN o O NaR 3]
g | (BOme/EFRERHK 100mL) H 6.40 6.41 6.50 6.48 6.71
<UNTF TV LR > b ' ' ' ' '
A7 (%) 100.0 100.7 100.1 100.1 99.4
" . . . . RRHE I N | AN .
30 — 1 YT | Wk ayEmn | N ) N & i
(\1 11)1;2 ; L)/I/E 1mg/2mL = WHEEEN | RHEAEN et GBI | e B
¢ H 6.91 6.97 7.00 7.05 7.09
<= Jeyr> p
N AT (%) 100.0 101.3 100.0 100.1 97.9
Y RE—)LE N REATH | WEOEHE | REAER | REAEE | REAEH
50mg/100mL pH 6.47 6.56 6.56 6.58 6.61
(50mg/100mL) —
S T RS AFH(%) | 100.0 101.4 102.2 100.0 98.9
3 — 5 K 35k . . . . . . . . 1
Y =7 KR Wl | e | doremn | wEemn | wiemm | Ul
T s B £V
(22.5mg/150mL) pH 5.23 5.23 5.23 5.23 5.26
<INy > A7 (%) 100.0 99.7 98.0 95.6 83.8
= \ Y NS Vil NS 3 K NA3 K A3 %%ﬁ@‘i%j]u
7 ¥ v 7 A# 100mg s WEEEN | REEEN | REaEN | EEEN st
FIFRFA] | (100mg/100mL) *3 % i3
cones k> pH 8.22 8.20 8.01 7.76 7.29
AT (%) 100.0 100.1 101.3 100.4 103.8

* 1 BUH) 2mL (AP RIRTE SmL Nz, ECAIRAIE Lz,

%2 BUF| 25mL I A AR 100mL % . FCAIRAIL Lz,
%3 BUH) 10mL (I EF A 90mL Z Nz, EAKA L L,

« ALy B R 50(50mg/100mL) : 12 R B s i
« LY —F K EFE 22.5mg(22.5mg/150mL) : 12 BE% A S #H @i

« T3y 7 AYE 100mg(100mg/100mL) : 12 BRI 2~ B BN
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