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CIAPOTHECON

MYERS SQUSS C!

NAFCILLIN SODIUM FOR INJECTION, USP

For intramuscular or Intravenous injection

OESCRIPTION
Natethin Sogwum For Imection USP 1s 3 samisynthetic antdionc subsiance cerved irom 5-amuno- pencil-
RAIC ACIE 1145 The Sodium Saft i a parenteral dosage form

NAFCILLIM SODHIM

CODNa
H.Y
N CH’

‘r"“r—{—\r T
cen

My, NyN20,S H,0 454 47 [CAS 7177-50-6]
4-Trua-1-azabicycio {3 2 Ojheptane-2-cardoxykc acio. 6{1(2-ethoxy- 1-naphihatenyl} carbonyij aminal-3.3-
thyi-7-0x0 san, yarate [25(20. 5a. 681
CLINICAL PHARMACOLOSY
MICROBIOLOGY. Periciinase-cesistant pemiciiing exsnt 3 DAIBNCIGA! achon against pencilin-suscaptidie
M ro0rgantsms Cunng the state of active plication AR D inhibe the ¥ o! the DacIerial
cell wak
The arugs in this class am Nighly resistant 1o Mnactivahon Dy S1aphyiococcal paniciliinase ana are acuve
against h pr ng and -0t Q Strains o Saplryincactus duceus.
The pemcilinase-resisiam penciling are active in vilyS 3Qainst a varety of GTher bacierna.
Susceptibiity Plate Testiag® O methods of su: ity feSuNg That nequire Measurement of Zone
of | y quens {MIC s} grve the MOSI precise osHmaies of antiouc suscept-
Drity One such pracequre has Deen recOmmendad 10¢ use wil Gi5CS 10 test SUSCHPUDility 10 this class of
drugs interpre1anons correldte diameters on the disc 185t with MiIC vaiyes. A penicillinase-r esisiant Class disc
May be ysed o satermine mucrabial 3usceptibinty 10 Cloxaculin, dicoxaciin. mettuciin, natciin, and oxaci-
n With this procadure, employing 3 S MICTOQram meshiCIIN Sodism (SC. 3 report from the borawry of
"susceptibie (Tone of 21 IaaSt 14 MUN) ICICIIES that the vecung 18 likgly 10 respond 10 therapy A
report of "resislamt  (2one of less than 10 mmj INCGICRES 3t the i i) O/Ganism (3 noi Lkaly 10 Fespond 10
tharapy A report of “intermedhate suscoptibeity (2008 of 10 to 13 mm) suQpests that the organism might be
susceptible if igh doses of the INLDIOUC are LSS, OF If (he 1NTECTION 15 CONHNEG 10 LISUPS ANd fuwds (eg.
unne} in which lgh amibond ieveis are 3ttamned
1n general, ali SLIPhYIOCOCE! SHouit De 165180 against 1he DeNiCiln G Gi3C 3n0 agaNIt the metincithn disc.
Routine mahoas of antibotc suscegtibdity lasting may 1ai lo detect strans of Brganisms resistam 1o the
pemeitinase-resistant pemcitiins For this 182300, the uSe of 1arge 1nocuta ang 48-hour Incubiston Penods may
De necessary (o ablan accuraie Suscepldaity Studms with these antibiohcs Bactenal strains which are resist-
3Nt 1o one of the pamCii > shoulc be ed 10 8 Of the drugs o the
class

PHARMACOKINETICS

, of in Sodym, USP 1 gram proouced peak serum levets in 0 5 to 1 hour of
7 57 ug/mL The Gegree of provein inding reportec has been 89 9 + /- 1 5% With normai doses Naftifim s
tound in thergpeutic concentrations in the pleural bile ang fluiss gt are
found in the carebrospinal flyid 3nd aqueous humer Blong concentralions may De 1MDISC Dy the COnCurent use
of prodenecid Chrucal stucis with nafeilin sodism in nfants unoer three 8ays 0f 308 ano pramatures have
revealed higher DIOOG levels ang Stower raies Of ufinary EXCTELON than in Dloer Cluloren ana Jduns A tigh
concentraton ot natciiin sodum 1s excrated via the bile ADOUT 30% GLan iramUSCUIar 0088 IS BXCTBted in the
unne

IMDICATIONS ANB USAGE ‘

The perucff ! p are inGicated in the reaimant of inlections Caused Dy penicilinase-
progucing Siaphylococc: which have demonsirated susceptibiidy to e grugs Culures and susceptibbty
tasts shouig be perfarmed inivially to determing the causanve 010anism and their sensitivaty (¢ the Ofug {See
LI AL P COLONY- ey Piste Tosung)

The penigiiinase-resistant pamciliing May be used 10 witate therapyn suspected C3ses of resistant saphy-
tococcal infections prior 1o the avadatihty of laboratory jest resufts  The pemciiinase-resistant pemciiing
should not De used i 1ntections caused by orgamisms suscepuible to penicitin G f the susceptibiinty tesis
ingicave that the wlection 15 dus ta an crgamsm othar than 2 phylococtus apy shouid not be
continued with 2 pemcithngse-resiSian! peniciim

CONTRAINDICATIONS
A husiory of 2 hypersenstivity (anaphylachic) raactan 10 any penicilin 15 2 contraindaton

WARNINGS

S g y (ZUad hyDer y {anaphylactic shock with collapsa) reactions have occurree
n patents recenang penicitn  The incioence of anaphylactc shack i 3l pemicillin-treaied DIUBIS 1S DITween
0 015 and (0 D4 percent Anaphylactic snack rasultmg mn oeath has pccurred in approxsmanely 0 002 percent
o) the patients traated  Although anaphyiaus 1s more frequent foliowing 2 paremaral agmmistraion. A 6as
DCLUTTEE 1A PINBME NICIVING o731 Damciling. )

When pemciiin therapy 1s ingicates, a Shoulo be inrtiataa caly 2fier @ Combrehansive patwsmt drug ano aier-
Oy tusory has desn obiained i an aliergac reaCUioR ocCurs, the drug Should be discontinued ana the patent
shoulg recerve supponive traztment a0 arivhcial mamtsnance of ventuations, Pressor amines, aninisia-
MINES and COrUCOSIErcids indmnduals with 3 Nistory of peniciiin hyDersensitrty May 3150 8Xpenenca aile!-
G reactions when (raatec wih 3 cephalosponn

PRECAUTIONS

GENERAL. Penicifiinase-resistant pensciliins should generatly not be admvnisterad 1o patients with 3 mstory
of sensivty to any pemciiin

Penciiiin should be used wrh caution 1n individuals with hisio7ies 91 signihcant aliergses ana/or asthma
Whenever atiergic 1 occur should be with untess. in the opimen of the physician, the
LONGHICN DEIRg treated IS hie-1hraatening aRC amenabie only 19 pemcuin therapy

The orat route of administration shauid not be relied Lpon in patients wih severs Hingss. OF with nausea
vomming. gastric duation, cardiospasm or intestinal hypermauiny Occasonalty panents wil not 3030rD thera-
peutic of orally pemcithn

The use of anidiofics may feSull in overgrowth of nonsusceptidle orgamsms 1t cew infections dus 10 bacte-
ra of Jungi 0CCur the orug Shouid be iISCONtNUea and appropridle MeEasures Aken




_Ceneva Pharmaceutic 4/23/2002 11:28 PAGE 2/3 RightFax

Labermtery Tasts. Bactenolagic studhes (0 getermine the Causative org ang thew Y 10 the
peniCiinase-re istant peniciling showl0 be pertormed (See CLINICAL PHARMACOLOGY— Micrebiahagy) in
the ot e suphy therapy snould de Changaed 1o another active agent
cuiture 1e5tS 1240 10 damonstrate the presence of SIaphyiococt

Penooic assensmant of organ system Junchon inciuding renal hepatic and hematoportie should be made

duning prolonged thatapy with the per

v Riooa cultures, whits Dioo¢ Cefl and difieramial cail coums should be pnor 1o ot Y
and at isast waeily Quning therapy with penme:i i
Perndic urinaysis, bioog yrea orogen and £ dete should he performed dunng therapy

weih 1he peniciihnase-rasistam pemCiing ang 40Sage aneranans should de CORSICered 1 1hess values become
eievated 1t anty wnparmant of renal luncuon ¢ SUSPected oF knawh 10 axiSt 2 reducusn i the 1nal oom-
should be COnSitered ant LICO lsvels MONMOrEd 10 avoid POSSIdiE NEUrTIoNC reactions {See DOSAGE AND
ADMMISTRATION)

SGOT and SGPT values shouid be otrtasned penodically dunng therapy 10 monntor tor possibie iver funcrian
bnermaimes

intoractinns: Totiacycting 2 baclenosiati amivotic. may anagonize the bactercidal eftect of penicr-
hin and concurrem yse of hese drugs should be avmded

Cucinogenesis. Mutagenesis, impaivment of Fortiity: No jong-term animat studes have been conducted
with thess grugs

Studes on reRrOOUCHIon inatoiling i £31S Ind rabbdn's reveal no feal or maternal abnormalites betore con~
ception ang continuously through waaning (one genaranon)

Pragnancy Catagery §: Reprodutnion Studies Derformed in the mouse, rat and rabbn have ravealed no
evioence of impaired fertity ot harm to the fetus due 10 the pemciliinase-rasisiant peniciiling Human experi-
ence with the penscitiing during pregnancy has Not SNOWR 3Ny POSAIVE BvICNCE Of 20verss si1ects on the fetus
Trace are, b ne or weil Heo SudNS it pregnant women showsng conclusively that
harmiut etfecis of these drugs on the (etus can be excluded Bacause anumal reproduction studhes are not
abways at human thus drug should be used duting nregnrancy anly  Clearly neaded

Nursing Mathers: Penicuins are SxL7e180 I Dreast mitk  Caution Should be axerCised when panciing ars
acrministared 10 3 NUISING worman

Padistric Uss: B ot i iy 0ped renal INCHIvN 11t AEWDOINS, DemCHiNASL-123IStaAN Den-
QLN tespecially methiciiin) may not be compietely excreted with abnormally igh BIOOG lvels resulting
Freguent biood levels are aovisabie n 1ws group with Qosage a0 ns when y Al
trgated with peniciling should be monfored cClosely far chmical and [30Cratory #vioence of taxic or agverse
stiacts (See DOSAGE AND ADM BitSTRATION)

ADVERBE REACTIONS
Bety a3 3 Whole The reported incidence of ailergic reactions to pemsciins ranges trom 0 7 to 10 percent
{See WARNINGS Sensimzation is usually the result of but some ndviduals have hag

r3Chans 1o pemtiin when first tréated in Such cases. 1t 3s thought that the patiems may have had pnor
#xposyre 10 the drug wia trace amounts present in Mk IN0 vaccings

Two tyes at allergic reactions 1@ pemcillin are noted chimcally, immediate ans dsiayed

mmeaiaie reactions usually OCTUr within 20 MINUtES 0f ZBMINISITIULN and FaNP 1n Severtly frOM uricary
and oryntys 10 aNgIOTIEUIOUC ecema. laryngospasm  bronchaspasm. hypowension, vascular colapse and

death Such /mmeiata anaphylactic teactions ars very rare { Ses WARNINGS) and ::m accul s paren-

1eral therapy DUl NAVE DCLUrred 1 PInAnty recennng o3l iherapy yoe . a
ar :ﬁumog Y . Mmay accur Nnnn 48 hOuTY ARET AAMUTTTTIGON and May 1hClute urti-
cana peuritus Jng lever ARnough laryngesl easma Qiyng ans hy y ocTus fa-

taifty 1 uncommon
Delayed aiiergic 1eactions 1o penicithn 1herapy usually occur after 48 Nours ang sometimes as e as 2104

weeks Jfter imitiation of therapy. Mamfestauons of this type 6 reaction inClude serum SiICkness-ike Symptoms
f1e fever malarse urhtana. myahgd. arthraigia, abauminal pain) and various skon rashes  Nausea vomiting,
diarrhea stomautis. DIack of hairy tongue. and other SYmpioms of QasIrGINEStnGl IrMaton may aCeur, espe-
Crasty Quiing aral DEMICHID therapy
Norvous Jystem Reactiens: NeurotoxiC reactions simiiar to those observed with pemvciiin G may occur wip
-arge i/ svengus coses of ihe penillinase-resistant panicilling especially  patients with renal nsufficrancy
Uregenital Raactions: Renal tubular 0amage and intersLigl nephitis nave been associatsd with the admm-
sstranion of methicithn sodium and infrequentiy with the atwon ot ang . M3nsfestatons
ol this reaction may mclues rash, fever. easinophilid. hematuria. proteinuria, 3 renal insutt y Methici-
AN-INGUCEd NEphropathy Joe3 Not 3ppear 10 De J03Se-1Lialed Ina IS generally 1evarsibie ugon aIscon-
tinuation of therapy.
Metabolic Reactions: Agranuiocylos!s. neutropema. and bone marrow depressian have Deen associated
with the use of methciin sodnem  nafcdln, oxacihn, ang Cloxacifin  Hepatoipancty, characierizeo Dy fever,
" { hvar funct mamy eveis been
::&.\:t:u" e«m e e ot nncmm':l\z c\onm\mmr ests sevatea S50T s
DOSAGE AND ADMINISTRATION
The pemciiinase-resis1am peniciiling are availabis for oral adminisir.
anon ang o7 intram -
venous injection The-sodium salts of methucilin, oxaciln. and nafculin may be m.mstm!gf:a&:t:&:::“;n&
the sodium sits of cioxaciikn dicioxacsiin, oxacin, and natcithin are avaiabie far oral yse.
Bac:‘wmswmmm fhe causative orgarisms and thewr sensitiviy to the pemiclinase-resistam
. penicitiing shouid arways be pertormed Duratien of therapy varies with the type and seventy of infection as
well 25 the Gwecal condiion of the patient therefors 11 should be astarmMined Dy 1he chmcal and bacienologied)
s:.-;no'gsa of the patignt In severs naph‘ylecncw infechons therapy wnth pemicilithasa-resistant pencitling
aec:me n:’cezf;;;:u;: ;;‘r D? teast “a‘n:v; "h’vravv 30U e :nrm»rmc o7 at ieast 43 DOUTS alter the patre has
omate, ultures are
o n:;qwe Y pirtostily negative. The traatment of encocaraitis and osteomyeiitis
urrent agministration of the pesic Sistant thns ang 19 o
ese: £ B fncreases and
Ys,;;ug; m‘km mtlsmmmm s‘c:: ;2aé,m volu!;;w ‘:“e distributon and siows the rate gf excre-
petithrely geniCilin  Pencithin-prode ganer;
Inme: o those IM'::?:\; where very high serum jevela of pemscilhin are necnsgavy recid therany ¥y
prep o reSIStamt penicibng shouid not be used as wibial ther Senoys
m;:rwemnq niecuons (See PRECAUTIONS —Gamoral) Orai thrarapy with the uemc-llmase-avg:o::anl -
¢ !me O used 10 10low-up 1he previous use of 3 parenteral agent as $00n a8 the chincal CONGRION war-
ams For imramuscular gluteal imections  Care shoukd be 1aken 10 avoKd SCIatic nerve mpury With intrgvenous
4QMIMSITAnON, particuldrly n siderly patients, care should be taken decauss of the posSibiity of thrombophie-

brtws
AECOMMENDED DOSARES FOR MAFTILLIM SUDIUM FOR MUECTION. USP
r intants and Chadren Oter
Dreg Adulty < 40 kg (88 e} facommandations
Nafcin 500 my IM 406hrs 25 mg/kg IM twice dai Neanates 10 mg/kg IM
s ”:;Ml mg/kg ly me& mq/kg
T.gram IM of IV gvery 4 hrs
{severe (nfections)
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OIRECTIONS FOR USE

Fo intymunculer Lise: Reconsutue with Signie Water for imechon USP D 9% Sodium Chionae ingaction USP
of Bactenosianc Waner for imecnon USP fwith benzyt aiconot or parabens; a0d 1 8 mi, o 1he SO0 mg vial for 2 i
resuiung soiunon 3 4 mL iy the + g vial for 4 ML resufling soluton: 6 6 ML 10 the 2 ¢ wval for 8 mL resulng
soluton AR rec vials have 3 of 250 mg per m.

The cisar SORICN SNOUIC DE JOTUMSTENDG by GORE (MTIGHITES INACTION ETAMeO el

Reconstitutng Stybiity: Aaconstnuts with the required SMount of Stenie Warer 1o inmction USP G 9% Sogwm
Chionde iracnon. USP or Bactenosiatic Water for Imection. USP (with denzyt aicohol or parabens) The resuming
S0IUT0NS 319 STaDIe for 3 days 21 room MEerALe O 7 G2yS UNder ref and 90 days frozen .

Fir Dimct Yse: The d Imoum of arug should be Guuted 1 1516 30 mi of Stenie Water for
smpection. USP or Sogrm Chionde imsction, USP and mpected over a 5- 1o 10~mnute penod This may e actom-
DISPEC through 1he Tuding of an MIraverous infusion i gasirabie

For Adminssiration Dy itroveness Dnp: Reconstitute as Grectsd above (FOr imramuscular Usa) por 10 dhaming
writh Imiravenous Sowhon

STAMILITY PERIDOS FOR NAFCILLIN SO0IUM FOR INJECTION. USP

after reconsinution

Convmirs- Shorfls tsomaie M/6 Matee | 9% D 5% Oam. 18% Lactam
Benmg/ml | WOl Sotium Sadhen [, 1] el 8 i~ant Ringery
Ingmction Chimtde Lartate Ko 0 48% Sugee Saiwtan
Sabulion LT+
ROOM TEMPERATUAE (25" £)
*0-200 24 Hrs 24 Hrg T
3 24 Hns
b3 )] 24 Nrs 24 M3
16-30 24 trs. 24 trs
REFAIBERATION (4 C)
B
*6-200 7 Days 7 Days T i }
10-30 7 Days I ? ays 1 7 Days 1 7 Qays ? ays
FROZEN (-13°C)
2% Whays | %00Days T [ !
10-250 90 Cavs 90 Davs 90 Days ] 90 Cays 1 90 ays

Only those solubons iisted ZDove should De used for the mravenous ntusion of Nalcdkn Sodium USP The
concentration of the antiiionc Should falt wathin the rangs specrhed  The grug conceniranon and the raie ang voi-
me 0f the infusion Shoulo de adjusied S0 that the tatal dose of natcilin s admumsiamd betors the drug oses nts
S120AY 1 the SOlUTION 1N uSe

Thert 18 7o ChmCat PBnence 2varbie Of the use o This AGBMT In AEGRTIES OF INTaNS fOF WS POTS OF 20MHMSTER-
ton

This route of a0munisiravon should be usad for relatvety shori-lanm therapy (24 10 48 hours) bacause of the
QCtasional occurrence of ¢ Darvculdnty in eloesly panents

 another ggent is usead i conpuAChon with nafciln therapy & shewid At be plwysicelly mixest with naiCiihn but
Shoull be acministeren sepafately

Pharmacy Boik Package: This glass vial contams 10 grams Nafciin Sogwum For inection. USP and 1s designed
for USE 1 the DRAFTACY 1 DIVPIRNG | \& aticrives - ABd 93 mi. Stenie- Water for inection. USP o O 3% Sotum
Chignde imection, USP The resulting solytion wikt comtain 100 mg nafCiiha activity per mi Solutions i 3 concen-
tration of 10 mg fo 200 mg per ML are stabés 1or 24 hours 31 FOOM teMPErZIUre Of 7 GIYS NGl rSTNGRIILON
Solyians in 3 concenranon of 250 mg per M. ans Stable for 3 cays at room tamperature o 7 days under (¥INgery
rign and 30 days frozen

CAUTION: NOT TU DE DISPENSED AS A UNIT.

FOR SFORMATION ONLY

- " 1.¥. Peckage. This giass vl contars the labeled g yof andis
ous admmistranon. The tiuent ana volume are specshed on the (abei of each paciage

When the “pggyback ™ vial 1S reconsiiutec with enher Stenie Warer for Injection USP or 0 9% Sodrum Chionas
Imection USP and the rasuiting Solutions e in 3 cONCeNTa0Nn of 10 to 200 Mg/ ML, INe Sokutions are S1aDis for 24
NOuFS 2t FOOM HEMPerature oF 7 GAYS unger refngeranon ana 3G days kozen

HOW SUPPLIED
Natcithin Sodium For injection, USP Nafcdiin sodwim equivalent 1o S00 mg, 1gram. 2 grams. or 10 grams natci-

Ian per Vi3,
NDC 0015-7224-20—500 mg vial packaged in 105
NOC 0015-7225-20—1 gram wat packaged in 108
NDC 0015-7226-20-~2 gram vial packagea i 105
NOC 0015-7101-28-- 10 gram Pharmacy Butk Package pacikaged v 10s

aiso
gram "Piggyback” packaged in 10s

et

for

Avasable
NDC 0015-7195-28—1
NOC 00'15-7196- 28~ 2 gram ~Prggyback ™ packaged in 10s
For on ge sizet ip, reter 1D current pnce scheduie

(ssued October 1990
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