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

anctaial drugs,ceiaxone ol shoud b used any 1 reat o et nfections that ar provan of Stongly
ected to be caused by bacteria

DESCRIPTION: Cmnaxuna Inection, USP s a strls, semlsymnmc broad-spectrum cephalosporin antibigtic for

ntravenous administratio is (6A,

2

acid, 7°-(2)-{0-methyloxime),disodiu sal, sesqmmyam
The chemical formula of cefiaxane sodium is GyghgNgap07Sg+ 5 Hp0. It has a calculated molecular weight
of 661,60 and the following stuctural formuiz

mt omHp

Catipone Sodum, USP i 3wl to yelouistyorange crystaline powder which i feadiy solale in water,spaigly
Soluble in methanol and very slighty solube in th:

Cetriaxone Injection, USP contains approximately P mg (3.6 mEa) of sodium per gram of ceftraxone actvity.
Ceftriaxone Injction, USP is supplied as a frozen, iso-osmotic, sterle, nonpyrogenc Solution premixed n a dextrose
diluent, Dextrose has been added to adjust the osmolaly. The pH may be adjusted with sodium hydroxide andor
hydrochloric acid. Solutions of premixed Ceftriaxone Injection, USP may range from light yellow to amber in color
After thawing, the solution is intended for ntravenous use.  The pH of thavied solutions may range from 6.0 to B.0.
See HOW SUPPLIED for package description

is fabricated from a sp ic,PL 2040. Solutions
WA poheiens I o s Conar AR i ot o Shemcal Comsts f the pase
in very small amounts within the expiratin period. The suitabilty of the plastic has been confirmed in tsts in animals
according o the USP biologica tests for plstic containers as well s by tiste culture toxiity studies.
CLINICAL PHARMACOLOGY: Avrage laita concenaions of efrrons olouing & ingle 0-ninte navenous
(1) infusion of a 0.5, 1 or 2 gm dose in healthy Subjects are presented in Table
TABLE 1 Gorsons Atter Single Dose Adminisrati

DosefRoute Average Plasma Concentrations (meg/mL)

05h i __2h__4h_ 6hr_ 8hr_ i2hr _i6hr 24N
05gm IV & s 48 3 29 28 15 10 5
Tomiv: 11 88 &7 53 4 28 18 3
2gm V* 257 1% 154 117 8 74 4% 31 15
71V doses were infused al a constant rate over 30 minutes,
Maltipl IV doses ranging from 0.5 to 2 g at 12- to 24-hour inervals resulted in 15% to 36% accumulation of
ceftriaxone above single dose valles,
Cetriaxone concentrations in urine are high, as shown in Table 2

Uring Cefiaxone After Single Dose Administration
DoselRoute Average Uﬂnary Concntators ey

020 Za0n a—wz 1zzw 248
v 525 366

v 905 855 1% W
m IV 2692 1976 757 274

15
] 32
198 a

Thiyhes porent 0 67 of a cfviasonedosg s excreed 1 he e s unchinged g and e raindt vas
secrte n th b and uimately found n 1 ecs as mcobiologialy nacivecompound. e 1 om I dose
s conconaian o oo, Geimage Fany T 1s.3 oo s b ware BT e 1 1 gl
Bl TS5 M e oo Guc e, 895 MCGTL 1 16 (Y% Bk b 753 meg g 8 Gal e wa ana

Overa 0.510 3 g dose ange el adu sujets, he values ofsiinato e ranged rom 5810 7 howrs
apparent volume of distributi 78 10 135 L; plasma clearance from 0.58 to 1.45 Linour; and renal clearance
ifom 032 0 073 Lnour Eiono . ey e 1 o et proine. 1 i dobssod o
value of s conenraions f <25 e/ 1. value o 8% bndat $00 gL Gfrirne
eaSeshe Wood pacara b
werage values of maximum plasma_cancentration, elimination halt-life, plasma_clearance and volume of
distrbution after a 50 mg/ko IV dose and ater a 75 m jose in pediafric palients sufering from bacterial
meningls are Shown i Tobl 3. Catiaxons penetrald the named meninges of i ang gemamc patints; CSF
creetaions aummm kg IV dose and after a 75 mg/kg IV dose are also shown in Tab
ABLE 3

Maximum Plasma Concentrations (meg/mL) 216
imnaton it (1) ) 16
)

2 (ML 19 60
Vame o! Ditouton (L 338 73
CSF Concentaion- famed eringes (mogrm) 56 64

Rango (mogim 13-185 1344

L ey 37(:16) 33(14)
Compared to that in healthy adult subjects, the pharmacokinetics of cefriaxone were only minimally altered in elderly
Subjects and in patients wih renal impairmient or hepaic dysfunction (Table 4); herefore, dosage adjustments are not
hecessry o hes patent il cfraxone d0sags upfo g per G, Ceiaons wias ot reoued 1o ay signfant
extent from the plasma by hemodialysis. In 6 of 26 dialysis patiens, the eliminalion rate of cefriaxone was markedly
reduced, suggesting tnat plasma concentrations of cefiriaxone should be monitored in these patients to determine if
dosage adjusiments are necessan

TABLE 4 Average Parameters of Ceflriaxone in Humans
Elmination fosn joume
Subject al-ife Clearance Distribution
() ) [
Heallhy Subjects 5837 058145 55135
ery Summs (mean age, 705 1) 89 8 107
nal Impairment
femodaysis Paents (05 mLimin)* 17 085 17
evere (5-15 mmin 157 056 125
Moderate (16-30 mUJmin) 14 07 bit]
i (3160 mLimin) 124 070 133
Patients With Liver Disease 83 i) 136
*Creatinine clearance;
Mirobiology: Geftraxone has ahigh
degree of stabilfy n the presence of . both of

+posilive bactera
Ctriprone s bean show 1o bs ate againt most s f h folowing microorgansms, bth n viro and in
clinial nfections described i the INDICATIONS AND USAGE section

semophis nfenzze fincluing ampicilns-esistantand bea-actamase produinsrains)
semaphius parainfuen:

lbsiella 0

lebsiela pneum

foraxell calarma/rs including beta-acamase producing stains)

forganela morgani

penicillnase- and
isseria meningiis

Catmons 3 t many strins of P
NOTE Mary. st o e sbve gt ol Tedan 1o ot snbiics, e, peniils,
cephalosporins, and aminoglycosides, are susceptible o Cefiraxons

erobc gram-positve microorgariss

Staphyiococcus aureus (incluing peniclinase-producing srins)

Staphylococcus epidermids

Streptococcus preumonias

Strptacoccus
Viidans group streptococci
NOTE rosistnt Most strans of Group D
rep  enterococci, 6.0 Taecal, ae resstan.

nacrobic microorganisms:

Bt fagls

Gosindum spc
ireplococessspecies
NETE ok st o ot i st
The olowing i virgat i valal: bt therclnical igiance I nkawn, Caixone extivts i virg il
iy Concentratons (MICs) of <8 megimorlossagan!msi st of ¢ g mictoorganisms, et

d el cetriaxone in treating clinical infectons Gue 10 these microorganisms have not beer

CoaBISnAd I sGeqteand el contoled s e
Aerobic gram-negatve microorganisms:

Girobacer drsis

Girobacter

Provdencaspeces including Providercia rafgeri)

Soimonliaspecis (niuing Samorli o)

Shigel spe
Aerobic grant+ uosmvem\cvoavqamsms

Streptosoccus agalac

Anaerobic microorganism

Prvotells (Bcterodes) buius

Porphyromonas (Bacteroides) melaninogenicus

Susceptibilty Tests:
Diuton Tetniges: Quaitatve metods re used o deermine anmerobil il otory concertrtions
(NICs). These NICs of of bact WiICs should

rized d (ot o agan)

o St s o sonanaiobe e Siarasas sapemyalone 1 SHRon. povc

The MIC values should be inerpreted according to the following crteriz: fo agrabic organisms other than Haemophilus
] i

E ant including
MIC (meg/mL Interpretation
<8 s)
1632  omedots
Resistant
e follouing inerpreie it should be used hen testing Haamophius specis using Haemophius Tost Media
(HTM).
MIC (meg/mL) Interpretation
(5) Susceptible

The absence of resistant strains precludes defining any calegories other Strains yielding resuits
SUQQESINE af 2 “NONSUScepl” Clegay SHOUI be SLOMAISS 1 a rfeence abraioy o urher tsing

The following interpretive criteria’ should be used when testing Neisseria gonorrhosae when using GC agar base and
1% defined growth supplement

MIC (meg/mL) Interpretation
<025 (5) Susceptible

Th absnce of rstant saln prcutes defiing ay caagrss ot han ‘Suscepl” Sirans i rsuts
SO0 1 NaTSUs IR oGy Shou b SUBTIES 0 a eeenc aboratoy ot et e
o Tolloing it crtor should b sa when eing Steptocooussp ncting Seplocorcusprouroiss
e o o i o o] o
i
<05 (8) Sus
1 1) Imermemate
Ao S s it he pthogen By o e e e il o e o
aher o oy ik Setonoass
i o e oy ot il Sexapbla o s, el skl oz . (5 S o
fit
Sl e st e i e el iy S i e v ks
S Rocmant hocas

e 0 b e oo e e comatons
iy A Sty o s e

Standardized niol e tehnical

s e oo pocotres, Seniained canaion poershou provi o mnnwmu MIC values
Microorganism (meg/mL)
Escherichia coll 25922 0 03-0.12
Saptyococcus aureus 29213 18

s aeruginosa 27853 8-32

e e 9047 0.06-025
Neisseria gonorrhoeae 49226 0,004-0015
Streptococcus pneumoniae 003-0.12

49619
*A bimodal distibution of MICs results at the exiremes of the acceptable range should be suspect and control validiy
should be verified vith data from other control s

Diffusion Techniques: Quaniitative methods that require measurement of zone diameters also provide reproducible
estimates of the susceptbity of bactera to antimicrobial compounds. One such standardized procedure’ requires the
use of standardized inoculum concentrations. This procedure uses paper diScs impregnated with 30 meg of ceftriaxone
1o test the susceptibilty of microorganisms to ceftraxon

Bepors fromth abratory providg rsuts fthe standrd sigle-is suscptby et with 230 mog cefiasone
dis shold be interoeted acoring t th folouing crea for aerobc organisms ier than AGemophis <pp
Neisseria gonorrhoeae, and Streptacoceus spp:

Zone Diametr () Mergrmlmn

221 ) su

14-20 1) Imzrmzmatz

<13 R) Resistant
The following interpretive criteria’ should be used when testing Haemophilus species when using Haemophilus Test
Media (HTM).

Zone Diamete (). Inerpretation
226 (S) Susceptible

The absence of resistant strains precludes defining any categories other than *Susceptble”. Strains yielding results
suggestive of a“Nonsuscepible” category should be submited 10 a rference laboratory for further testing
Th folowng interortve ricrsshod be used when tstng Neisera gonorosaswhen using GO agr baseand
1% defined growt su

o b ) Interpretation
s» Suscewb\u

The absence of resistant stains precludes defning any categories other than “Susceptive”. Strains vilding resuits
sinstvas Norsacplle” caleqry shol e iitg o e bty o e st
The following n
when using Muelle-Hinton agar supplemented with 5% sheep blood incubated n 5% C0p
Zone Diameter (mm) Interpretation

227 (5) Susceptvle

2526 (1} Intermediate

<24 (R) Resistant

Irprtation shoud e s sald above o e usin dlon tehniques, Inerrtation involes cartlato o the

diameter obtained in the disc test with the MIC for ceftraxone

Disc diffusion interpretive critia for cefiriaxone discs against Streptococcus pneumonize are not avaiable, however,

Isolates of pneumacocci with oxacilin zone diameters of >20 mm are susceptible (MIC <0.06 meg/m) to pericilin and

can be considered suscetie (0 celiaxone, Sreptococcus preumonia solies SHou o be reportas pnicil
o<

be determined for those isolates vith oxacillin zone diameters <19 m.
it stangrdzo guon eiqus, i mehods requrs e use o aboratry cotel miroarganiss tat
are used 1o control the technical asrems of the Iaboratory procedures. For the diffusion technique. meg
ceftriaxone msc should provide the following zone diameters in tese aortory s aalty oo e

Microorgani ATC ‘Zone Diameter Ranges (mm)
Escherichia w! 25922 2935
Saptylococcus aureus 25923 228

monas aeruginosa 27853 1723
Naemopmlus influenzae. 9047 3139
Neisseria gonorrhoeae 49226 3351

Stepocotcus preumonie 49619 3035
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Anaerobic Techniques: For_anasrobic bacteria, the susceptbilty to ceftriaxone as MICs can be determined by
Standaroizd tet ethods Th WGl otine shouid e nerrted <06 [0 10 lingcrera
m(ergrmlwan
<18 S) Su
3  madots
264 istan
As ith other susceptivilty techniques, the use of ired
aspects o h aboratory stancardzed procedurs. Stancardzad cefrirons ot ol s e olow i
values for the indicated standardized anaerobic diltion‘ testing metho

Method Microorganism ATDC’W MIC (meg/mL)

Agar Sacteroigs fagils 25285 32128
teroi 20741 54256

Broth Beceranes emoromon 29741 3128

ATGC? is a registered trademark of the American Type Culture Collection

INDICATIONS AND USAGE: T fducsth deteloptent of crug-eistant tacters and it te fctaness of
i ne inject

that are proven o sirongly suspected to be caused by susceptible bacteria. When culture and susceptiilty information

are avaiable, they should be considered in selecting or modifying antibacteral therapy. In the absence of Such data, local

epidemiology and susceptibilty patterns may contribute o the empiric selection of herapy.

Cetriaxone injectionis indicated for the treatment of th folloving nfections vihen caused by susceptibe organisms:

LOWER RESPIRATORY TRACT INFECTIONS caused by Streptococcus pneumonias, Staphylococcus aurous,

Haemophilus nfluenzae, Haemophilus parainfluenzae, Klebsilia pneumoniae, Escherichia col, Enterobacter aerogenss,

Proteus mirabils or Serratia marcescens.

{GUTE BACTERIAL OTITIS MEDIA caved by Srplococus proumonia, Heemophlus influncae (nchuing

NOTE. I o0 Sy et il e o s s vih 3 single dose of cfiraxone infection compared to
10 day of ol heray. In  secod sy comparal e rlevere osered betveen sl dos cefrnone
injection and the comparator. The potentially ower cinical cure rate of eftriaxone injction should be balanced against
e et tartaes ofprona herpy s CLNICALSTUDES)

I AND. SKIV STRUCTURE INFECTIONS caused by Sapnyococeus aureus, Stapylococeus opierids,

idans group streptococsi, Escherichia coll, Enterobacter loacae, Kiebsiela oxytoca,

o Bt ionaa o i, sgamla- gt - Pssslotonss Souginocs St Tarcanons,
Acinetobactr calcoaceticus, Bacteroides fragils* o Peptostyeptococcus Speces.
UBINARY TRACT INECTIONS (cmplctedand unconpicte) cavsed by Esherici co, rtess mials, Protes
lgans Worganella morga o Kebsils
UNCONPLICATED GONORRHER (cosesral 47 reca) cavse by s ganorosse. cuing bt
penicilinase- and nonpenicilinase-producing strins, and pharyngeal gonorthea caused by nonpenicilinase-producing
stains of Neisseria gonorhoeae.
PELVIC INFLAMMATORY DISEASE caused by Neisseria gonorrhoeae. Ceftriaxone iniection, ke other cephalospori,
a0 iy aganst Gy frahomats Thrfoe, when caprlosprinsar used i e tatment o patn's
with peiic inflammatory disease and Chamydia trachomais 1s. one.of the  suspected pathogens, appropriate
e rago Dok e g

TERIAL "Haemophilus
influenzae or Kiebsiella preumoniae.

Escherichia col, Proteus

JOINT by

mitabis, Kebsiela preumoniaeor Enterobacter speces
INTRA-ABDOMINAL INFECTIONS cause by Eschricia coll Kty proumoiz, Bacoraie fagis, Gostndim
specis (Note: most stains o ant) or

ENIGIT cusd b Hoemophius iena, ke g or teplcocss reumonie. Cetrione
infcton s also been used successfuly i a lmited number of cases of meningts and shurt ifecton caused by
Staphylocaccus epidermids* and Eschericha col.”

*Efficacy for this organism i tis organ system vas studied n fewer than ten nections.

SURGIGAL PROPHYLAXIS: The preoperative agmirisration of a single 1 gm dose of ceftriaxone injecton may reduce
ihe incidence of postoperative fections in patints ndergoing Surica procedures clasifed 2 contaminated or

(eg
70 years of age. equiting
n duct bil at the operative ste viould
DGt Serous ik (0., dUing Coronary artary bypass Surgery. Athough cafrixone ection s been shown to
B Bean e ot o coaroin v ravenon o iocion iowine oty sty b
ol il e beenConduct to vl Ay cephlspon ot 't prevention of fecion folowing
coronary artery bypa
When adminstored Dnur m suvglna\ procedures for whic i ndicata, a il 1 om dose of ceticne necton
e Course of the procedure.
smm instituting (lealmem i cafnons Injection, appropriate specimens snuum be obtained for isoltion of the
sative organism and for determination of it Susceptibiity 1o the drug. Therapy may be insttuted prior o obtaning
results of susceptibilty testin
CONTRAINDICATIONS: Cefiaxonejecon s cotindcate ngatientswith ko alerg o te ceptlospor lass
antibiotics.  Solutions containing dextrose may be contraindicated in patiens with known alergy to cor or corn

WARNINGS: BEFORE THERAPY WITH CEFTEIAYONE INJEGTION 1S ISTITUTED, CAREFUL INQUIRY SHOULD BE
MADE TO DETERMINE WHETHER THE PATIENT HAS HAD PREVIOUS HVPERSENS\TWIW BEACTIONS 10

ERGY SERI
AERCTIONS MAY REQUIRE TH USE OF SUSCUTANEOLS EFINEPHRINE AND OTHER EMERGENG! MEASURES.
Fudomembraneus clts fas bean reporad il neary l anbacoril agont,incudngceiaxne, and may
present with diarrhea subsequent 1o the adminisiration of antbacteial agens.

Toament with anectorial agnt s he norma foa of the colon and may pert ovrgroth of st
Stuties ndicate that a toxn pr

e e dagnoss ofpseudomeanous o
iniated. Mid cases of

has been established. aj:propna!e therapeutic measures should be
ol minuation alone.

wmn an ammadena\ drug clnicall effective against Clostridium dificl colits.
CAUTIONS: General: Pres ub\nvwlmmn:\ryeuwnlnlh»abswwulanmvennrslvunu\ysnsnzueﬂhauenal
mm:mm manmunwacnu indication s uniikely tothe patient the isk of of

mmaugn onsn o o BUN and srum cretinine tave been oberved,a the acommended dosages, the

nephrotoxic potental of cefriaxone njection is similar 1o thatof other cephalospori

Coftriaxone is excreted via both bilary and renal excretion (see CLINICAL PnAnMAcumsn Therefore, patients vith

fena alure normal equie o acjustmen in dosage e usual doses of cefrixane nfecion are admisteed, ut
i

be decreased accordingly

in patients with both hepatic
dysfunction and significant renal disease, ceftriaxone njection dosage should not exceed 2 gm dally without close
‘monitoring of serum concentrations.

Alterations in prothrombin times have occurred rarely in patients treated with ceftriaxone injecton. Patients with
impaired vitamin K synthesis or low vitamin K stores (2.9, chronic hepatic disease and mainutrtion) may require
menforing ofprofiomoin ime during e necton feamrt. Vamin K agminsiaton (10 mg week) may
be essry if the prothrombin time is pmmnqea before or during therapy.

Prolonged use of the
alnt s essenlal. I superneclion occurs curing herapy. pPIGBTLE ME3SUTes hould b aken.

peciall
cn\ms

have been reports of sonographic abormalities in the gallbladder of patients treated with ceftriaxone
In]mlnn some of thse petenis sl hod simptoms of geldisr dssss. Tsse srcemalles ppes on

ma as
io bo preomianiy o coone.caum sall, The condion appears lo bo ransient and rverie wpon

should be disninued in atens wio Geveop sign and symplors suggesve of galladcer sease andlor the
soncgrapic s e

formation for atets: Pans should b counseld at anacterial g nlutingceftianne ffecion ahoud
Farn el nctons, hey do ot st il ons (0 the o). hencfiione
{icetion s preserie o et & acterl mecon. patents Shoud ba 03t hauoh 15 comman e oater
sty 1 coute o ey, e st ol o en ot s et Skpngdoss o ot cummsﬂnﬂ
e full course of decr f R (2) mreas
Tielhood that pecea il Goelo resstance and il ot b ratabe b ceiraxons necton o oivr ntbacteria

gsin
Careogarei. Mg s, Impsimet of Frilty: Corogeness Consaring o maxmun cuton o
teimentand e o of e compound wih have not

i curaton of anal 1ol Sudes v & monirs

ftagenesis: Genati toxicology tests included the Ames test, @ micronucleus test and a tat for chromosomal
abertations I human BNy es Cukurd In i ilh alrbone.  Cfribons showed 1o poental fo mutagenic
actiiy n these tudes.
Ipaimentof ety Cfane ratud o mglmentof ity when gt inanouly ot t aly doses
wio 535 g, gl 2 e e ecommedad clnca s of £

Proganey. Tiogeic Efecis: Prognancy Caegay B, Reproducive sudes v b grcemed n e v s
1 o3 1 to 20 imes e usal hfvan dos and R no evdenc of embrytoxicty. Aaloxcty of eatogeiy.
In primtes, u demonstrated at 3 times the human dose

However no adeguate and wel-controlled studies in pregnant viomen. Because animal reproductive studies
are not aiways predictive of human response, this drug should be used during pregnancy only i clearl needed.
Hontatogani; fcs n s, i he Sogment | (fertity and general seproducton) and Segmant Il periatl and
stnatal) tudies with intravenously administered coftrizxons, no adverse oted on vari ive
i on rooautive iy o the

offspring, at doses of 586 mg/kgiday o less
Mursi concentrations of ceftriaxons are excreted in human milk. Caution should be exercised when
celmzxnne injection is administered 1o a nursing woman.

tic Use: Safety and effectiveness of cefiriaxone injection in neonates, infants and pediatic patients have been
eslanusmd for th dosages described n the DOSAGE AND ADMINISTRATION secton. 1 viro studies have shown tat

is o In il tas,
which 0 be related to therapy or of were observed:
LOCAL REACTIONS — pain, induration and tenderness was 1% overal.Phlebits was reported in <1% after IV
adminisraton
HYPERSENSITIVITY — rash (1.7%). Less frequenty reported (<1%) were pruius,fever or chils
HEMATOLOGIC — eosinophila (6%). thrombocytosis (5.1%) and leukopenia (2.1%). - Less frequently reported
(<I%) were anemia, hemolyc anemi, neutropenia, lymphopenia, thrombocyiopenia and prolongation of the

GASTROINTESTINAL — diarthea (2.7%). Less fraquently reported (<1%) were nausea or vomiting, and dysgausia.
Theoret o putamemtranas ot Symploms iy oger g o e antactr etmen (e WARNIGS)
— elevations of SGOT (3.1%) or SGPT (3.3%). Less frequently reported (<1%) were elevations of alkaline
Dhcapnaass Do
RENAL —elations o tho BUN (1.2%). Lossfaquenty rported (<1%) wero lvatons o reatine and the rasence
of casts n
CENTRAL NERVOUS SYSTEM — headache or izzness were reported occasionally (<1%).
GENITOURINARY — moniliasi or vagints were reported occasionally (<1%).
sy (<1%).

Other rarely observed adverse reactions (<0.1%) include leukocylosis, ymphocylosis, monocytosis, basophila,
a terease i the rohrombin tme undics, albdder sldge, gheosura hematr,avapyirs, brorhospas.

m sicines,abdominal g, cots, fatfence, dysepsa. plpiaons, epsass, By inass, agraniooytoss,
{enalprcipiaons, and nephrass
OV In e e of aerdosage,dug concetaon woul ot b reduced by hemodilysts o prtared
dilysis. Thers is no specific anidote. Treatment of overdos
DORAGE 40 ADMUSTRATI: Ceonts tonls amisaed muavennusw
ADULTS: T 1 depend
on the type b severiy of infection. The total daily dose should not exceed 4 grams.
It Ghlamydia trachomatis is a suspected pathogen, appropriate antichlamydial coverage should be added, because
ceftakane sodm has 1o acity againt s organsm
For prsaperaie uso (surica Propai). a singe dos f 1 gram admiistered iavnously 172 10 2 hours befors
surgery s recomment
FEpARIC Pmmrs Fndv e et of ks a0 s gt e scommented o ey dis 50

kg given
Forh Tstmant of e miclneus o ot mzmnums i recommendod total daly dose 1 5010
malg, gen n dided dose evry 12 nours. Tha al Gl coss Shid nt x
Iyt eatmentof meningts, s econmenced tal e i herpeui cos b o, mg/kg mauu e 4 gae)
Theratea ol daly dose o 100 mafaicy (ot o e §grams daly) s reconmend, T caly ose my be
ey o iy S does vy 13 ) ool Soraho o oty

Garraly celons micton melaw hout e connod ot t a2 dys e he s and eymptoms o acion
flave diappeaed. he usualduration f therapy s 4 0 14 days: 1 complcated iectons onger ety may b
requir

When treating infections caused by Streptococcus pyogenes, therapy should be confinued for at least 10 days.
Mo dosage adusent s ncsssry for patents withImplrment of el o hepato unclon: v, blod vl
should be (eg renal ang
hepatic dysfunctions.
DIRECTIONS FOR injection i for nt dministration using
Storage: Store in a freezer capable of maintaining a temperature of -20°C/-4°F.
Thawing of Plastc Container: Thaw frozen container a room temperature (25°C/77°F) or under refrigeraton (5°C/41°F).
(DO NOT FORCE THAW BY IMMERSION IN WATER BATHS OR BY MICROWAVE IRRADIATION.]

11 leaks are detected, imp

Do ot addsuppementary ediation.
shouid be visual nspectad. Components of the solyton may precigts i th fozen stateand il

dissoe upon racing oo tempeaurs it e of o apation. Polncy s ot affecte, Agate e sl hias

reacad room lampgrature, I afr visal nspecion (o Soluion remais lowy or i an nsoluleprecipae s noted

G anySels o Gute port are not st 1 conaner shou 5 s

Th hoves slton s e for 21 ﬂays under efigeration (5°C/41°F) or 72 st com temperature (25°C/77°F).

D0 not refreeze thavied antbiotcs

Gaution: Do ot use plastic containers in series connections. Such use could resultn air embolism due to residual air

being drawn from the primary container before adminisiration of the flud from the secondary container is complete.

Preparation for Intravenous Administation

1. Suspend container rom eyelet support,

2 Romoveprfclorrom out ot t bt of i

Reer

AHIMAI. PHARMACOLOGY: inthe
gallbadder bil of dogs and baboons treated with cefiriaxone.
These appeared as a gty seciment in dogs that received 100 ma/ky/day for 4 weeks. A similar phenomenon has been

more).

Ihe lkeinood of ths ccurence n humans is considere to be low, since ceftriaxone has a greater plasma hat-fe in
salt of ceftraxone is more soluble in human gallladder bile and the caicium content of human

Galladder le s rlively ov

HOW SUPPLIED: Ceftriaxone Injecton, USP i supplied premixed as a frozen, iso-osmotic, steile, nonpyrogenic

soluton of cftriaxons sodium ina carton of 24 x 50 mLsingle dose GALAXY containers (PL 2040 piastic. The folowng

strengths are avaiable:

1 1 UsP,
3 1 Usp.

NOTE: Store Ceftriaxone Injection, USP in the frozen state ator below -20°C/-4°F. See DIRECTIONS FOR USE:
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