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Cefazolin for Injection, USP
Rxonly
To reduce the development of drug-resistant bacteria and maintain the
effeciveness of Cefazolin for Injecton, USP and ofher antioacterial cugs,
Gofazoli for Injection, USP shouid bo used only o tret or provent infactions
hat are proven or strongly suspected to be caused by bacteria
DESCRIPTION:

Gefazolin for Injection, USP is a semi-synthetic cephalosporin for parentoral
acmiistraon. 1 ths sockum sl of 3-{{5 Met 1.3 madiazol 2 ymmal—
2

2-ene-2-carboxylc acid.
Structural Formula:
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H of the reconstituted solution s between 4 and 6.
efazoli for Injection, USP i a steile white to cream powder supplied in
vial. Each vial contains, cefazoin sodium equivalent to 500 mg or 1 gram of

The sodium content is approximately 24 mg (1 mEQY500 mg of cefazolin
sodum or mEa)1 gram of
olor of Cefazolin for Injection, USP solutions may range from pale
Jolow o yllow wihcut a changa i potancy:
Cefazolin for Injoction, USP is to be administered by intramuscular or
ntravenous routes.

GLINICAL PHARMACOLOGY:
After intramuscular_administration of Cefazolin for Injection to normal
volunteers, the mean serum concentrations were 37 meg/mL at 1 hour and

3 meg/ml_ at 1 hour and
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Microbiology

Cefazolin s a bactericidal agent that acts by infibition of bacterial cell
wallsyrithesis.

Resistance

Infecti

sted. (Sse DOSAGE AND ADMINISTRATION,)
e develo

‘Cefazolin for Injection, USP should be used only 1o treat or
ihatareproven o stongly suspectd to be cased by susceptbe bacer
When culurs and susceptsty nfomalion ars avaiabe,
e sheciog o Mg aniscors ' heray. n e bsence of
o dat
‘empiric selection of therapy.

soumieohia sty
‘Gefazolin has been shown to be active against most isolates of the following
iersorgima b Iy oA in cliea ectons a5 descnood 1
INDIGATIONS AND USAGE soction

« GramPositive Bacteria

CEFAZOLIN FOR IJECTION 1S CONTRANDIGATED IN PATIENTS WITH
Kt

Wutagenicity studies and long-term studies in animals 1o determine the
i

Taveropenia
Frograney Gategery 8. Reproducion studies have been perormed In rats,

vidence of impaied fertity o ham o heftus cueto Cefazoin fornection
There end welcontoled studes n pregnant
omen Betause. animal epioducion studes are net awvays prede
haman response, IS g should be used duing pregnancy ony If cleary
needed.

Labor and Delivery
" to cassarean section, drug levels

NOWN ALLERGY TO THE CEPHAL

WARNINGS:

BEFORE THERAPY WITH CEFAZOLI FOR INJECTION 15 INSTITUTED,
EFUL INQUIRY SHOULD B

e EV0US “FNPERSERSITITY AEAGTIONS TO

CEFAOLIN, GEPLALOSPORINS, PENIGILLINS, OR OTHER DRUGS. 7
THiS PRODUCT Is GIVEN TO PENICILIN SENSITVE PATENTS, CAUTION

in cord blood have been approximately one quarter to one third of maternal
drug levels. The drug appears to have no adverse effect on the fotus.

Nursing Mothers
Cefazoin for Injection is present in very low concentrations in the milk of
nursing mothers. Gaution should be exercised when Gefazolin for Injection is
administered 1o a nursing woman.

s and over.

e o s SHOULD B EXERCISED GECAUSE CROSS HYPERSENSIIAIY AMONG Sty ana fctuenes o use i remaur s and noonats nave ot
ITED AN been established. See DOSAGE AND ADMINISTRATION for recommended
treptococcus agalactie A OGGUR N UP T0 m% oF PmENrs wm« A msrcm CFPINGILLN oo eiabished, See DOSAGE Ao ADMI
Sueptococeus pneumonia ALLERGY. IF AN ALLER N FOR INJECTON  gorit "o
‘OGCURS, DISCONTIN s TREATVENT W THE DRUS, SLROUS ACUTE  S7
reptococcus pyogerne: 3 O the 520 subjects who received Cefazoiin for Injecton i cirical studies,
RSSO IO MY SEOUEE TEAN I G131 14 1 e 0 o
W FLUIDS, V. X PRESSOR AMINES.
¥ FLue. 1 OO TEOIS, Y aubjocss and younger subjecs, Other reported Cincal experencs has ot

+ Gram-Negative Bacteria
Escherichia coll
Proteus mirabilis

Pseudomembranous_colitis_has. rted with nearly all
antibacterial agents, including cefazolin, and may range in severity from

Spo.,
Morganella morganii, Providencia rettger, Seratia spp. and Pseudomonas
Sp. are resistant o cefazolin.

Susceptibity Testing
For Speci armaton rgaring suscepity tst terprtve et 37d
FDA for

tho
gy losss somc i ot s gouTE,

INDICATIONS AND USA(
efazoin for Inection, USP i indcate for the treatment of the folowing

7megimL ai & hours olowing a 1 gram dose.
o havo shown ha olowing inavenous acmistatin of Cafazoln
for Injection to normal volunteers, mean serum ed a

Respiratory Tract Infections: Dus to S. preumoniae, Klebsiela species,
H.influenzas, S. aureus (penicilin-sensitive and peniclin-resistant), and group.

Coptonimate 163 magimL. and wereapproxtel 4 megmL a 8 houts for &

aram cose.
The serum half-ife for Cefazoli for Injection is approximately 1.8 hours.

folowng . acminsiraion and approximatey 2 ours.foloving. 1.
administratior

' study using rormal volunters)of onstant inavenous infusion with
dosages of &6 mghka for 1 hou approsimalely 250 mg)and 1.6 mg/o the

o o e e of Aot 2
Sucies i patents nospitalzed wih nectons it that Cefazoln for
those

Injectable_benzathine_pencil

is considered the drug of choice in
fections, 9

o fheumtcfover
i for Injection, USP is effective in the eradication of siraptact
rom s rabeEoe howove ot eeabliping e lfcacy of Ceesoin ot
Injection, USP
atproser

Urinary Tract Infections: Due to E. col, P. mirabils, Kiebsialla species,
‘and some sirains of enterobacter and enterococci.

o

B
E

wels in patients without obstructive bilary disease can reach or
o serum ovls by up 0 tmes bowever, v patirs wih cbeiucive

iment with antibacterial agents alers the normal flora of the colon and
may perit overgrowth of costrida. Stuces indicate that a toxin produced by

Afer the diagnosis of pseudomembranous coliis has been established,
herapeutc measures hould be Inaled M cases of

identifed differences in responses between the iderly and younger patients,
of some

19 is known 1o be substantially excreted by the kidney, and th

isk of toxic reactions to this drug may be greater in patients with impaired

fery patients a 0 have decreased

e taken in dose selection, and it may be useful

1o monio vl functon (ss6 PREGAUTIONS, Generai and DOSAGE AND
ADMINISTRATION).

ADVERSE REACTIONS:

ot usualy respond 1 dug discontinuation los. In modeat to sovers

consrdoraion. shoud bo gen 1o, management with s and

Glctolyies, protein supplmentaton, an treaiment wih an oal antbactoral
Grug cicaly sfctve againstC. s cots.

PRECAUTIONS:
Gener

Froonged use of Cetazolin for nfcton may rest In the overrowth of
nonsusceplible organisms. Gareful cinical observation of the patient s
essential.

Vi ezt o fcton I o st with o ebory
output because of impaired renal function, lower dally dosage is required (see.
DOSAGE AND “ADMINISTRATION).

h other [i-lactam antibiotics, seizures may ocour if inappropriately
tigh dosss are amiistore 10 paert wih Tmpded rendl unerin 604
DOSAGE AND ADMINISTRATION)
fazolin for Injection, as with all cephalosporins, should be prescribed with
‘caution in individuals with a history of gastrointestinal disease, particularly
colis.

of streptococe
Billary Tract Infections: Dus to . coll, various srains of streptococe,

bifar . aureus.
o vl foss ha e Bone and Due
tati ol bil
Kiobsilla
the placenta. is pr Septicemia: Due o 5. preumoniae, S. aureus (penicilln-sensitive and
ik ol nrsing mothers P ol

Cefazolin

Those
at risk include patients with renal or hepatic impairment or poor nutrtional

reported:

Gsrintssinal: Dirtea, oul candilasi (ol tush), vomiing,
nausea stom: mps, anorexia, and ps anous colts. Onset
o peoidomembranoss cotis sympioms may oceur aurng o aer antbioti

vomiting
largc: Anaphyies. onopie . o oro. S e, v
sohgon
Nm-wloslc'
thrombocyther
Hepatic: Tarsion fise in SGOT. SGPT, and alkaine phosphatase levels
has been observed. As with other cephalosporins, reports of hepatits have
been receved.
Renal: As wih otter cophalosporins, 9ports of Icreased BUN and
well as renal failure,
cal Reaciions: Rao instances of phiebits have boen reported at sto
ofnfcton. Pan at the e of Iecton afer mramuseuiar adminetraton hes
occured nfrequently. Some induration has occurred.
Other Reactions: Genital and anal pruritus (including vulvar pruritus,
erital monilasis, and vaginits
To report SUSPECTED ADVERSE REACTIONS, contact Fresenius Kabi
USA, LL at 1-800-551-7176 or FDA at 1-800-FDA-1088 or wwwfda.gov.

Neutropenia, leukopenia,  thrombocytopenia,

state,
and patients previously stabilzed on anticoagulant therapy. Prothrombin time
hould be monitored in patients at isk and exogenous vtamin K administered
Gelazolinfo injecton i the absence of a proven or srongly

DOSAGH
Usual Adult Dosage

Type of Infection

Dose.
500mg to 1 gram

Froquency
every 6 10 8 hours

suspacted astaral iocion or a. is unlikely to provide
Dot et e an neretoor e ik of he dovsopment o .
resistant bacteria.

appronimatey B0% 1 e areg s e n e and s Diroases

To/80% witn 24 hous. Cefazoln for Injection achieves peak wine

concentration: kh
following 500 mg and 1 gram inramuscular doses.

T o ot portonel diyss € Ute, oo o cton

o mean seru lovels of or 24 hours

and 150mg/L
Mean pesk ool were 20 g/l (ango 13 R megimty w3 ok
i), and 72 meg. (ango 2910 142 mogimLwih 150 L 0t
lraparanaal admaat s of etazon for Inoction < ceuaty well
tolerated.
Contole stuies on adu normelvaluteors, ecehing f ram 4 imes 8
day for
O st ond s, msciiod no.diicaty saneans Changes
attributed to Cefazolin for Injecton.

just pr
1 hour) to the startof surgery so that adequate antibiotic levels ara present in

and gvoupAbs!a hemolytc streptococci,
rative Prophylaxis: Tho prophylactic administration of Cefazolin
and may

concurrently, resulting in Increased and more prolonged cephalosporin blood
levels.

for Inecton, USP preoperatvely,

ical_procedures which are classified as contaminated or potentially
conaminated (8. vagina frsrscony. and choecystacomy n ghdek
obstnuctive

oo o somamoe ct s Sy

ks postiue reacton for ucose i he une mey cccu with Bencits
solution, Fehling’s solution or with CLINITEST® tablets, but not with enzyme-
Based tsts such as GLINISTIX

ositive direct and indirect antiglobulin (Coombs) tests have ocourrad;
these may also ocour in neonates whose mothers received cephalosporing.
be

jection, USP
in surgical patients in whom Infection at the operative site would present a

The prophylactic administration of Cefazolin for Injection, USP shouid
per n

formation for Patients

Fatata sraid be counsled 1 sntbaciedsl g kg Cettzo

for Injection, should only be used to treat bacteral infoctions. not

et v iections (03, i common <o When atasoin for Iscton
e

of Cfazln o inecion, USP may be contued o 310§ cays folowin the
‘completio of

Single-

For i et 1 droct o) riectonor Y infson ecoratute it

Injection be administered, f necessary, at appropriate ntervals during surgery.
provide sufficient levels of the antibiotic at the anticipated moments of
greatest exposure to infective organiss.

et sugey and proshetc aropiash), the prophylacto
einctaton of Cofasain for Infcion may e contiued Tor 5 o 5 day
following the complatin of surgery.

2 for Patients wit i
Gefazolin for Injection may be used in patients with reduced renal function

{able SHAKE WELL

Aamoumt o oproimats Appro)
VialSize ___Diluent Avola Vatume
500mg 2mL 225 mg/mL. 22mL
1 gram 25mL 330 mg/mL 3mL

Pharmacy Bulk Vials
Add Sterile Water for Injection, Bacteriostatic Water for Injection, or Sodium
Ghiorde Injection according to the table below. SHAKE WELL. Use promptly.
(Discard vial within 4 hours after inial entry:

with the following dosage adjustments: Patients with a creatinine clearance of
55 mLjmin. or great creatning of 15 mg % oresscan bo given Amountof  Approximate ‘Approximate
ull doses. Patients with creatinine clearance rates of 35 to 54 mLjmin. or VialSize __ Diluent Avallable Volume
creatinine of 1.6 to 3.0 mg % can also be given ful ut I 70 grams T T gram5 mL EE
restited to at least 8 hour intervals. Patients with creatinine clearance rates. oL oL oo
o1 1034 mimin or serum cratnineof 8110 .5 g % shoul o gven i ram/10 mt m
s th usual cose overy 12 hurs, Paterts it cetinine laance 20 grams. 87 mL 1 gram/s mL 99 mL
mLminorles orserum retrine of 8 mg % orgrester shoi be aven
t0 24 hours.
app\y aftor an nial Toking doss amproprits o the severly of th infecn. _ Intramuscular Acministration -

Pediatric Dosage

in X 25 10 50 mg p
1010 20 mg per pound) of body welgh, divided into 3 or 4 equal doses, i

travenous Administration

Direct (bolus) infection: Following reconstitution according to the above table,

0o 5 o o ey o o v hr G v oty S St ot o e
ictars S Sl o s I s s and 1 ot o n 10 30t sl over o3 e, Gy rough g (o ptits
oo ciabishe, e 05 of Cozoi fr ecion 1 e patns & ol 1ecoua arnte i oo
Tecommended mitent or contin uto roconsttted Cefazoln for
nechonm 5016 100 mt of ong o m «ouuwm Soluions:
jecton,
Pediatric Dosage Guide 5% or 10% Dextrose \macnen rusp
53% Doxtrose i Lactad Aingers nfect
Weight ___ Divided nto 3 Doses Divided nto 4 Dases 5% Dorose a5 Sodm v wiocten, Usp
Vol. (L) Vol (L) Jum Chionde Injection,
popeinae neckovih Approinate. el mf;;m::g 02% Sodum Ghorde cton. USP
SngeDose diutonof  SingleDose _ diution of Inver Sugar 5% of 10% nStele Water fo necton
s kg myash  iSmymL myasn izsmymi fovert Sugar % o
0 45 domg smL  d0mg | 02smL 55 Sodum Bicarbonate ljection, USP
% s 7mm osml  ssmy  odsmi
% 13s  tisme osmi  @ms  O7ml |  HowSuPPLIED:
W 181 150mg T2ml vema  09mL | Cooinforimeston USP
27 isomg TEmL o T —
- oo tor mpctonvse |
\g/kg/day 50 mg/kg/day 23610 63323-236-10 500 mg per vial
Weight ___Divided nto 3 Dases Divided into 4 Dases e AT (TR
Vol (mL) Vol. (mL)
Approximate  needed with  Approximate  needed with Cetazolin for Injection, USP, is supplied in 500 mg and 1 gram vials. Each vial
SrgeDoss diionol SngeDoss ditonal | contans celazolin sodum quvaent 0 500 mg or 1 gram of ceazoln and s
s kg mgasn  o2smgml myasn 225mymL | packaged 25 per cartor
0 45 smg 0%mL  ssmg  02smL
B 150 mg o7mL 110mg 05mL Preservative Free.
% 13s  22mg Tl wome  omml |,
40 181 300 mg 1.35mL. 225mg 1mL v
L mm WM ZEme ImL | Condions wiln he Hated ecommendations, howeus, produc potency 8

In pediatrc patients with mild to moderate renal impairment (creatinine
leaance of 70 to 40 mi/min, 60 percent of the nonmal daly cose ghen n
caualy ividd doses overy 12 hows shou be ulfcet In aterts i
@ e (restiine Sesrancn of 40t 20 i), 52 percet o
e el Gy coes G n sl Shided doses vy 12 o vl 6o

RECONSTITUTION:
Preparation of Parenteral Solution

Parenteral drug products should be SHAKEN WELL when reconstituted, and
inspected visually for partculate matter prior to administration. f partculate

forIiection s stabl for 24 housat o fmperaureor or Ty 1 srod
igeration (S°C or 41°F). Reconstituted Solutions may range In color
e et 19 yolow it a ange . poney

Before reconstitution protect from light and store at 20° to 25°C (68" to 77°F)
[Soe USP Controled Room Temperature,

The container closure is not made with natural rubber latex.
GLINITEST s a registered trademark of Miles, Inc.
GLINISTIX s a registered trademark of Bayer Corporation.

Manufacturd for:

ﬁ\ FRESENIUS
KABI
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prescribed H
is common to feel better early n the course of therapy, the medication should
1l course

Mid nfactions caused by

o cocci | 250mat0500mg | every 8 hours
Acute, uncomplicated urinary 1 gram every 12 hours
Pneumococcal preumonia 500 mg overy 12 hours

Severs, fe-threatening infections
o enoand > | 1 gram to 1.5 grams

* In rare instances, doses of up to 12 grams of efazoli for Injection per day
have been used.

overy 8 hours

. seplicemie)’

Perioperative Prophylactic Use

suger.ecommendsd dos
T gram 13, or LM admiistered Y+ hour to 1 hour prir o th start of

surgery.

Forlangthy operatve procedures (0, 2 hous o mor), S00 mg to
o L. durng surger (acmiisiratin mocifd Gepending

onng uraon o he gt pocecur

. 500 g 10 1 gram 1V, o L. vy & 0 8 hours for 24 hours

(2)increase the ikelinood that bacteria will develop resistance and wil not be
¥ for Injection o
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