
HIKMA CEFAZOLINe 

lNOICATIOHS 
CefawiniBindicatedinthetret.tmenta/lhelolowwlginf«:llorWduekl~otgar1ia'na; 
AellplratoryTraclInI8CIIons 
Due to S. prI8UfTICriM. S aur_ (lnduding "'-IadamII~ Itl'a.n.) and S. pyogenH. 
Injectable benultUnII perkiIin is ODrlIIidered 10 be the drug ofchok:enlrNtmem:and prevention oIstrepIOt'OCCII 
in~,irlduding1he~oIftw.JrMbe'-
eetazolinileftecll .... in1he .. tIdIcaIIonotstrepklOOCdtromlhenuopt\arynlc;hoWeYiII', dataestabll8hinglheetlicacy 
of (;ejamlin In the I5I.lbsequent preYention of meumalic IeYer are not available 
Uri,.-y Traet 1nt.ctIon1: Doe 10 E. coli, P~. 
Sltln 8nd Skin Structu,. ~.:OueIOS .~tinc:ludlng ~~ Itrlllr.). S pyogenn.and 
other stralm: 01 streptococa. 
BIIIIWY TrKtlnfKtlona:OueIOE. coIi, variouIW"'crlstreptoeOOd Pmirabilit;, endS __ 
Bone IMd JoInt~: Due IOS. ___ 
Genltal lnfKtlone:(I.I. , pro8tItiIIt,epldiCtymltla)dueIOE coII,P.nW'.oIiS 
SeptIctm'a: Due 10 S pneumonIae, S ..... (indl.Jl:jing P-l~ strains). P. mirabih, E. coli. 
Endocwdma: Due 10 S. tilr_ ~ ~ Slrans) and S. pyogenM.Approprietecuttur. and 
...,.;:eptibIiIy.tudiMlhouIcIbepetformeCllOdetem1ioe~oIthecausatiYlorgani8m1OCe!azoIin. 
~Proph~.I.:The~adrrnf"llstrationofCefazollnpreop.tl',lIYely,intreoperatvety,.nd 
postopefativelymayreduoethelncldenoeoloertain~ti-..Infectio!'ae;inpali«lltlundergoing.urgieal 
procedureswtlicn .... duIifIed •• c::ontarrvnMedor~oon....-Ied(.,g"yaginalhysterectlmy, and 
cholecystectomy in hIgh-risll palilnts adI.sltloeeolderthan 70 years, WIth acu1echolecyslitia, obstructrVe;.urdoe, 
or common duct bile atones) 
The perioperaliYe use of Celazolin InIIY 81.:1 be effective in surgical Plltienta in whom infection at the operative ... 
would pr.-u. Mrious rtIk (I_g" dumg open-hHrt surgmy and Pfodletic arthroplasty). 
1'heprophylacticadminlstralionolCetazolinshouldtlall.ltybedilc:onllnueclwithlna24-tKlurpeOOdanertheturgleal 
~,lnsurgery ......... ~otlnlectionmaybepettlcullortydeYa .. tIng( • . g,.optn~artMKgeryand 
prosIheCic.rthroplasty),the~~lIlionofCefazolinlTllybeoonlinuedtor3105dayslollowing1he 

compIebonolsurgery. 
Ifther •• ralignaofinlec:tion,l!p8CWneosforcUtures8hol.*lbeobtAinedforltleidentJflcabOnolf1t..,.e.usative 
organism 8Othar~llte therapy may be instiMed 
To reduce the 08veI0prnent 01 drug-resiNnt t.c1eri11 and mCIintain lheef!~ 01 Ce!azoIin.re other 
antibM:terialdrugl . ~IhouIcIIM~tOytolrNlorprlMW'll~1Nt .. ptOYW\ar.-ongty~ 
toIMe.UMdby-...oeptiblet.clerill.~eulUtllI'Id..::eptibiitylnlormatlor! .. avaiIabIe,1heylhouldbe 
consideredinMlectlngorrnodityinganlibaCteriallherapy. lnlhllabeenceolalChdata.,locaIepkIemIoIogyaod 
~pattemsmayconlrlbutetolhllempiricMlectionollherapj 
DOS ... GE AND ADMINISTR",TION 
Usu.1 Adult eos.g. 

Type 01 Infecbon 

Mildinleclionse.UMdbylUlC8Plibfegr~oooci 

ActRe, uncomplicated umsry tr.ct lnIectIons 

5OOmglOt gtsm 

250mgto500rng ,,,.., 
500"" 

tgtsmlOt5or-n-

'In rare instancetI, doMe 01 up 10 12 gtams 01 Ce!azolin per day I'I8ve t..\ uted. 
~Prophya.cticU .. 
ToprevsnlpollloptlraW.irlf1ICtionlnoontamlnatedorpoteotialIyOOf'lUlmWitedlUrgefy, r~doeetllfll 
.. t gttlm IV or IM administered 112 hourlO 1 hour prior to the star! 01 awger)'. 
b. ForIflngthy~atiYeproeedur" (I.g. , 2 ~or morl), 500 m; 10 1 gtam IV or IM during -vet)' (~ 
modifieddepandingonthecuationoltheoperallveprocedura) 
C. 5OOrnglo 1 gram IV or IM fNfK)'6108hour1for2.ofh0ur8poR1perabll8ly 
ltillimportarotthal(l)thepreopetativack.abegr,.n;.t(ll2lolhol.lr)prior\OtheSlar101lU1"g111fylOlhat~t. 
~~arapreMntlnlhewntmandtJ __ atthatimaollnltlalaJrgicIollnci8lon;and(2)Catazo\lnbe 
adnW'IIsIerecI,ifne09sscuy.alappropriateinlllfViIlIduriogsurgerylOpfl)'tlideltJftlci8nt\ewllsoltheantibloticatf'le 
antiapated moments 01 grealest aiCpCllilft 10 inl8CliYe organisms. 
InlUrgerywheretheOQC:UfftlOCeollnl«:tion"""ylMp.-r1IcuIartydeYallllllling(l.g .• optIfl-MInsurgarylndproathellc 
antvopIatly) , lhIprophyIacticldmiristrationolCellrolinrNylMc:ontnuedlor3to5dayslollowlngltlecomplelion 
oIaJrper)'. 
DoMgrI AdJustn.nt for P.u.nt. With Rltducad RaMI Function 
Celazolin may be wad In palilJfQ with raduI;:ed r_1 function with !ha IoIowing dosage Idjustmanq: Patiente wit! 
a Cfaatinineclaarance 01 55 mlhnin. or greater or I ISef1.II'n creatininaol 1.5 mg %oriess CIIn be given lull doseI 
Patients with creatllllnaclalf&nC8 rlt .. oi 35 to 54 m\ImIn or~CI1NItlnmloll.6to3.0mg%alnatsobegM!!f'l 
IuIIdMnbVt~shouktbe~lOatlea",ehourm.rv.le Patients wiIh crealirona eIeIrarQ rates of 11 10 
34m\1m1n. OfMfum creatininlof 3.1 10 45 mg '!Io lhould beQMWI Il2f11U1U111~fNfK)' t2hour1. PMiInts .... 
creaboina~fII"0I10mlhnin.0I""or..umCHMirww0l4.6"",,'or~lhouIdbeQll\l'tll'lt12" 
\.OIUaIck.afNfK)'181024hours. AlIrecluolddoMge~tloneapplyatteranlnm"~00eeIlppl'Opllte 

IoIhIMYerilyollhlinlection. Palien1s undergoing periIoneaIN/ySII ... _ .,..... 
I~ ~1I'Icp.atlents, .lOtaIdailydoa8Qll 012510 50 m; per kg (approKlmatlly 1010 20 mg pBfpol.lnd) o' bo<ty 'lWJigh\, 
diviOad Inlo 3 or 4 equal doMa, la etllClIw for IOOIt mild to moder.tefy BlMlre lOiectlons. Total dally 00$age may be 
Increased 10 100 mg per kg (45 mg per pound) 01 bodyweigtlt for aeverainlactlons. s.u saletyfor U8IIn prematura 
inlanl$and ... n.ofWneshasnolbeenllllablillhed. IhfIUNoICaI.lOIninlhesepatiantslsnol~ 

w""" 
LOo Kg 

ApproximateSiogII \IoI. (m\)~wi1h 
Doea m;Iq8h dilution 01 125 mgIn'II 

" ..• 40mg O.35m\ 30 .. 

20 15 m; O.60mI 55 .. 

30 13.8 115mg 090mI 85 .. O.70mI 

18.1 150mg 1.20mI 1I5mg O.lIOmI 

'90 .. ,<0"" 

Weight 
50........, 50........, 

--wiflSO to 100 IN 01 SocUn QD1de ~ et ohr IV IOk.II:Ion IiIted ~ ADMINISTRATION. 
Mldingdilulnllollial. *""lirlolk:Bplbyualn;.tmaI.,.,....orby~thesyringe. SHAKE 
AdrninINrwi1hprimaryIVI\uIOs,"I~doee 

nistrltiorl 
ul., Admlnlatrltion 

YWlIwIUlSteneW.tarlorlnjet1ionlC:Cl)l'dlnglO .... cIIutiontabla.tloYe Shaklv.elluntildiSlOlYed. 
IhouIcIbeinjec:tedintollargernu.::leIT\lss. Palnon~"lnIrequantwi1hCe!lU:oIin . 

Admlnietmlon 
(boIla)injecIIonFoIlowtn;reconsliMlon~lOlI'IIlOOYItabla.lurthlrdilutl ....... WlthlPPfOllimlllly 

5 StarIIeWallfforlnjactlon. lnjedll'llaoluliarlliowtyovar3105mlnules,diracllyorthroughIublngIOfpalients 
par __ allkIidI. 

orcontnuousinfulion: Dilute raconstitutedCalazoln on 5010 100 mI oil 0I1he foIowing IOIutionI 
Ct*JriOaInjec1ion. USP 

10% DeKtroea I~, IISP 

~=~~ed~~~, usp 
Ktroeaand 0.45% Sodium Chloride InjacIIon, USP 
~ and 0.2'!Io Sodium Chloride Injadion , USP 

tedAlIlg8I"siojlction, USP 
SUQar5%orl0%lnSterileWalerforlnjeclion 
'slnjection, USP 

. Bicarbooatelnjectlon,USP 
INDICATIONS 
lacontralndlcaled in patients wrItl knoWn a!lefgytolheoephaloeporin group oIanllblotlca. 

INOS 
IlhefIIpywllh '?-tuolln Is inIIMed. careful ift:It,oIry should be madllO oetermlne whaltler Itle patlanl: hu Md 

~reactiOnSlOcelazoIin. capMIo:Iporina.peoic:iIm,Ofotherdrugs. II"produdlsgiYen 
palien1s,caubonsl'lolJdIMexert:isedbecal.ee~lWTlOfl!iIbIta-«tam 

".~dMtIyaowmented and n-.y()C:(U in up 10 10%01 pallentsW\1tl. hIMoryol paniciklallIrgy It 
~IOCIf~oox:un,cIaoonanuelrealmlntWllhlhldrug. SIriouIICUtI~reactIorwJ 

r.quinI trem'Ient WIth ~ and other enwgency meuurea,1nctdng oxygen. Iv fluids, Iv antII/s1anWles, 

pt;F;;;;~' ,......;;;;o:::·=t~~:::::=incUlngoetuolin,andmayrqe 
Iromlrildto~ "flIIrIIIn. iI"lI'\'lPOI'WItlOawaderIhl8Ciagno11tinpabentswhopresa'1l 

diam-1Ubteq.Ient 10 IhI Unioilllration 01 antibIc:lerIaI egenII. 
~an~lriaIagenttaltarslhloormalllorloffleoolonandmay~overorowtholcloetridia. 

IndIcalethalatolOOPf'O(M:ed by Clostridium diflicile is a pnnwye.UlllloI·anti~tldcolitlti·. 
the dlagnoais 01 paaudomembranous colitiS has beeo estabished, f1erapeutic measures IhouId be nltialecl • 

cases 01 pseodornembrano oofIis ua/oIIy respond to drug diacontInualion alone. In modaraltilo __ ca ... 
IionshcUdIMglYenlOmIf\IgIfTIIf'IIwilhfluidsaooalactrolytea,protain~,andlJeetrnent 

orai.-.tibeclenaldrugc:linlcllyIftlcli¥ee;alnstCdltfidlaoolhls. 
AUTlOHS 

denl,:~azoIinmayresultinlheovergrowthofOOOlUllOllPliblaorganlsms.c.reluldinlcalobtietValionol 

C::;::adrninifltenld 10 Pltlantswlth low urinalyoutpul,beelU8e 01 Impaired renal function,lowIfdaily 

~.antil:liolQ. 8Iil: ..... "maYOCCUfiflnapproprialelyhighdoMsarl~edIOPllientlwith 

.~Pe=,:~· lIlou6ctbepraacrlleclwithClutionlnlndlvldulltwithahlMoryol;astroln1astioal 

,maybea~ledwlll'lltaltln prottw~lCtMty. Thoaa at riek IncIuOe patients with renal or 
1Ic~or_rMf*onaIstall.UWlllaspa1ilntsr~aprotradedCOUfaeolantllT'llCfOblallhlf"lpy. 

lIantspra::~=IherIPY~Iime~bemorwtcr8dinpalients"rIek 

cetazoIninll1el~~'PfOY"I'IorSlJongfy~bacIInII""""""Ofaprophy\adlcindk:atlon 
~proWje benefit to !he p8tientand intDases!he rlaka/ ItledaVelopmenl oIdn.Jg-r9Slstant bac1eria. 

E...,. 
ncyCategoryB.ReproducIIonMUdieshaYebeen~lnrall.mioa.andrabbitsatdoaesupto251irM1 

~1Ild have revealad no evIdeooaoflmpaJred fertility or hamllOthe tewsdue lOCe!azolin. There Ire, 
,no.~laandwel-ax'llrollad IIudin in pregnant woman. Because animal reproduction IIudiN arl no! 
:c.-:;-~ human rHpOn", !his drug should be used auring pregnancy tOy" dearly needad. 

celazoIIn has been administered prior 10 caesarean sec:tion, drug levels in oord blood have been approximallly ..;:;.:::third 0I ...... t.tm.1 drug ~ •. The drug appeti.to ........ no aOverMefllICI on theletua. 

:: ::::!~:!, ~ ~w!: in IhfIITliIk 01 nur.ing moIhets. caution ehoukI be allerdMd when 

"'" and IIIec:tIveneR for UN In premature intants and naonatn have noI been establiShad 
~ UM . 
a20 WbjIctswho fIICCIived ~'lolin inctlnieal studiH, 313 (34% ) -.65 yurslll'ld owr, while 138 (15%) 

75 years and over NoCMlfalldl'!'ararlOtIIinaatatyor~wereobllfYed~lhIMlUbjlctland 

~:tu::::"::==-~!':t-=-~n:--bltweln .. 1IOer1y 

1n:'=~bI~:::=~~--:'=':=;:VI~~~:" 
tnt~betakenin«-MIaction, anditmaybeUllfultomonitofrlnallunctlon 

~~~-::"oIcephaIoaparInswhanuaedooncurrantly.resuI1inginIocraaMd 
EFFECTS 

r~ha ... baenrwported 

nteannal:Diarrhea.cnlcandidiasil(oraIflrutIhj ,~. naUIN. stomadlCf~,aoorellia, and 
anouscof/tll .. Onl!lllol~coIitIlt)"I'l1JJtCImImaYOCCUfduringor.lterarrtibiotic 

. NaUMI ~ vomiIIng have beeo reported rafe/y. 

~:~~~:~lOOsyndrome 
; Trlnlienl rtII in SOOT. SGPT. and IIkaiIIne phoapha~ IIIYIIIIs ".~~ ..... wiIh ott... 

,raportaolhepatitlaMoYlllbMn~ 

r= OCheroephalosporlns, repor1s of increased BUN and creatinine levlls, aswelas I1IfIItlaifUfa, have 

~~~~=:r~;r~S::::!:'::=:'lIf1at lNtlitaollojac1ionatter 
s R~IonS; Genital and anal pruritus (Including vulvar pruribls, genItaIll'IOniIalil, and vaginitis). 

~~~~~~. 
~=g~~~~:~~:~: 

Cefazolin (allOdium) USP 500 mg 
Cefuolin (as 1Odu'n) USP 1000 mg 
Clfazolin(ulOdUTljUSP SOOmg 
Catazolin (as ItdumJ USP 1000 mg 

THIS IS A MEDtC 
·Amedlcamenlil.produCIwtlIch.n.ctsyotJ" 
1O~1s~ 

.A.. Manulactured by ' HikmI FIIlTIIOIutica. (PorIugalj 5 ."'. 
..... For: Hikma Pharmaceuticals, Arnrnan - JordWI 

• FoIowtt.doctof'sprwaiptionBlnCtty. 1hI 
~wnotold~madicfI_. 

·Thadoctorandlhepnarmecilll"llpIIftsin 
• Donolby)'OUJ'.ellnlarn4Jllhel*lodoltr 
'Donolrapllllllhe~~withouI 

11111111111 
Keep medicament out a/!he raacttofctW\cl! .'11 

2INHCZL-e~t l 

---------

Susan
Crayon 


