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VANCOCIN® HCI . ’ ”
{vVancomycin Injection, USP}
in GALAXY Plastic Container (PL 2040) For Intravenous Lise Only

To raduce Jha ugyp\onmem ot drug-rasistan bamrla and grajntaln) &ha zl!afwe'v;‘ss ot vanpr)myc‘r’ am{ qthar
thd J %myuu\ Shouid be used only fo treat of privant mfedl‘onuﬁ"al 310 proven onslmng!y

i r:auserf v DactoFia.

DESER!PTIDH

Vancocin® HC! (Vancomytin Inection, USP) In the GALAXY piaetle sontanar-(PL 2040 contains Vancomye!, USP

as vancomyein hydrochlonde. it 1s a tueyslis glycoveptids antibotic darived fror Ampoolatopss ongntalis

ftormery Nocarda orientalis) The molacuar formula 4s 055H75012N9024 HEH and the molgeGlar weight is

1,485.74 500 mp of the base 15 vquivalont 1o 0.34 m

Vancamycxn nydrochiorids has the followlny mucrufal iormuia

}10 Nit,
9

Vaneeet® HOI (Vancomyon Imsation, USP3 1n the BALAXY plastic cuntiner (PL 2040) 1s & frozen, 50-ssmotic,
sterile, nanpyrogenic pramixed 100 mi or 260 mL solutron contatning 506 mg or 1 ¢ Vancomyc.n, USE reSgectively
as Vanicomyein hydrochlonde, Esch 100 mb. 0f solution comang approximately 5 ¢ of Dextrose Hydrous, GSE- The
pH of the solutien has been adjusted with hydruchlone acid and may have bean atjusted with sodwm hydroxide
Thawed sofstions have & oM 1n the range of 3.0 to 5 B, After thawing to room mmpar:x(ate s soihiog & wtended
oF Intravenous use tly
This GALAXY contaiior 18 fabricated fram u spueially designed muitilayer plaskic. {PL 2040}, Solutions wre Iy sontact
with the palysthylenn layer of tnis containar and can feach out cartain chemizal nomponents of the plastic i very
smali amounts with.i the exmiration perod The sullabilly of the plastis has hesr confirmed in fests m ammals
arsording to USP bwlog\cm 1asis for plastic containers as wall as hy tissie culties toxseity studies
CLINICAL PHARMA
in subjscts with normal k(dney function, multipte miravenous dosmg of 1 ? of vancamycin (1 3 mq/kgy wfysad over
50 mirutes produces mean pasma of
infsion, maan plasma concentrations of approxrmateiy 23 pg/mk é nours aflur 1nfusiost, and maa'x plasma
sonceatiations of approximatey 8 uglmL 11 htours 2831 1he end of the infusion, Multils goxing of SDD g lsfased
over 30 minutes procuces medn plasma concestrations of about 49 pg/ml. at the complation of I4usion, mean
plasing concentrations of about 19 ug/ml. 2 hours alter Infuson arid moan plasina concentrations ot avogt
10 palr;L 8 hiours after Infusign The plagma conzentrations surg ‘multipie doging ars simiiar to thase after a
singie dose
The mean siimination half-lfe of vancarye from plasma is 4 to € hours in subjests with noemal eonai function {n
the first 24 hours, about 75% of an admimstored dose of vancomycin 13 oxcraled [n urice by glomerdlar Hitration
Moan piasma claarance - about 0.0656 Lika/h, and mean renial cleathnce is ahotit 0.048 Lka/n Renal dystunction
stows excrehion of vancomyein In anephinie patients, the averago haif-ifs of ¢limination is 7.5 days The -
distribution coeffclant is from 6,3 to 0,43 Likg. Thera is no apparent matabotism of the drug. A'mm £50% of an
intraper:toneal dope of vansemyctn adawmstered dunng peritoneal dialysis 13 gbuorbed systemically w6 hours
Serum concentrations of aboud 10 ug/mi are achiavsﬂ by Imvaoarupnna’ njection of 30 mg/kg of vancomyes,
Howavir, the safety and sificacy of the use n hias 16t been 1t adequate and
wali-controlied trials (see PRECAUTIDNS),
Tota! systamic and renal clearance of vancomyain may be reduced m the elderly,
Vancomyatn 1 approximataty 56% serum proten bound as measnrnd by ultratifzation at vancomysia serum
cancentrations of 10 1o 100 pg/mi. After IV hditory AcE pragenl o
pleura,, pericardiat, ascltic, and synovial figids, 1 wrive, in r'amansa} dialysis fiefd, ang In atrlat appendage 1issus,
Vancomyain doss not readily ditfuse acrass normal men nges anto the spinal #uid, but, whon the meninges are
wilamed, neaetration into.the spmnas fiuld ocours
Microbiology--Tha bamnmda& xc!!on 01 vancemycin results m:maniy from iiibition of cell-wall bosysthes s in
#her &ne

additign, bantenai 1A synthesis, There Is no nross-resistance
hatwaen arﬂ mhu Is ot active in vitre agast Gram-nagatve bacdh,
mycobactana, or fung ’

Symrg The of and a-\ sids agts & vitro aoa N5t many stramns

ant thie viridans group sitaptoces

Aursus, bovr B
Vancomycm has been shawn to ba active aqa!nstvmosv atraing of thi folfowlng mlcrouruanhms nnm Wl and i

chmcal infeetions s deserlsed w the INDICATIONS ARD USAGE ssstion
Aorghic gram-positive microvrganisms
Biahthorofds

Enterococc 1 (8, g Emmcoca/ls fascalis)

ntt aursus and St {nctuding
moth. ::|Ihn~res!mnf strans)
Streplocoseus bovs
Virldans group streplocosst
The following m vitre data are availagle, hutJheic chinical slonitiance Is unkagun,, -
Vancumycm sxtibits in vitrs MIC's of { uulmL of iess agalnst most (390%) strains of streptococnt lsted below ant
#IC's ol 4 pg/mL. or fess against most (290%) strauis of other listod miCroorgamsms, kawevor, the safety ant
stfoctiveness of vancomycih in treating clinisat infactions hug to thise have 0ot deen
11 agsquate and weli-cpatrolled tlinica, tnals
Berobic gram-positive micrgorganisms
Listaria monogytogenss
Siraptacoceys pyogonss

- Mueller-Hintor broth with 2.to 5% lysed horss bood!

{ineud g penici istant straing)
Streptococeiss: agalﬂc!fae

Acﬂnamycas wecms

Lactobacifius spacies

uascuptlblnly Tasts:

Diiution Tachalguss:

Quantitative methods atk used 19 setarping anmlrcmbna\ minsmo inh titory concamrabons (M(c‘s) Thess

WG’ provids estiaies of the ot Pagtera o The MIE's should de

determy using 2 ditas are hasss on A d*lutxor mnthnw {arpin or
\gary of with noo ant

ou.vdot Tae Ntwames shoutd b luterprmé assording 1 the folfowing eriteda

For testing agrolic microprganisms? othdr thap streptococct

usceptible (5)
’ 8 - 18 !ntsrmedlm He

232 mt (R
4 A S-lantamase tgstasiag an mackiem 3107 m‘ ulm {or dxmci cptany umwm) anda m!mcanwassd suhs(me
shouid be performsd Vo detezt sither ampicifin or psmorin due

production
S,

For testing
3 )
b Interpretatve crlerla apmn‘abm only to st pertormsd ‘by broth
Musiler-Hmton broth with 2 te 5% lysed horse blevdt,
Tha current abisengs of data on resistant smai'ls pveciudsa gehining any catagories ather than “Susceptibie®
Strains yielding MIC rssults suggestive of 4 norsﬁscepﬁbm cutepory stould be sttonutred to a refargnce
taboratery for farther testing.
A report of “Suszuptible™ lmﬂnam !hal tne pamunun ss ‘ikely to e infubited f the antfmicrobial comuound In the
biond raaches ihe T ] " ingicates that the resuit shiould
e consutared equivoral, and, if m i fu fy clinically feasidle
drugs. {he 195t shoud e raoaaxsd Ws Laf}gow emnﬂes “goesiblp cHnical :xpurlcabmty It Body sites where the

rug is wher high dosage uf drag can bs usod, TAis sRteqoTy afso
provides a buifar zune which pruvants sma" gncontrobed technipal.faztors from cgusing major discrepanties .n
ntgrpretation < A iport of "Rosstant” wdig sdtas rlw me pa!hom 1§ 1ot [0 Iwy g b inhuntad o 1is anfomerobat
campound i the blogd raaches the <afner therapy should-be selecied -

165! 8 FogUiLe m u&e of faboratory QDM'OI microprganisms to control the

tacrmlcax aspects of 1he faboratory procedures Standard vahnomyeie powder shuufd grovice the fotipwing MIC

b other than'

metiad using st

Entaracascus 1apcaiy ATCC 29912
S!aphylacacnu@ aure0s ATES 29213 452

reptocavous prsymenta® RTGC-44 « 1204
* inigspratative c:pwriupahwhﬁe mly o t«sls pufmmmﬁ by broth

method usiag cativn-adpested

Blituslon Techniquos—-Quintitatve metaods thal mquire measurbman of 7ong dipmeters also provide
reptoducibie sstimates of the susceptiaily ot bacter'a to Gne such
prozadura? reumma the uss ot ma«oan‘) md maculum :;anwmra!&nm This pxccﬂuuru U85 DEPBY 36k

0-ug
Reports from fne 1abovatory prav mvm rawlu (r' né sfandarg sfnu(a-amk suscspﬂh ity toet with a 30-ug
showld by ¢ to g folowing celsna

s
For tosting asroluc

omzrma f and &
Y usrintibly (9}
~ bitermegiate (1)
- Resigtant Ry

Fot tosting anterosoncr &b,
”
Intgrgeatadon

217 Susceptivle  {S)
151§ infermetiate 1)
o4 Rosistant,  {R)

A dirget nltrocetin-based ﬂ-lammase 1ot using dm:ct cmony growth snould be perturmed to detect eher

a‘w(cmm o penjarily
» Wnon tasting for nteragoce! ws»szanw fa vnnmmycm pla'es shouild be hetd Jor a fuli 24 hours and sxam.ned

using transmitted fight, The prassnce of a Haxe or atly yrowdie within g 2008 of iniblion mdreates resistanse,

Thasa entorpracsl w.th intermediats zonas of mnbiton should ba tested by a standardized procedure bases on a

giubiom mothod! {broth o7 aaar} or uqumlun}

For testing othel

Iwm.slaﬁm

Susespiitle (3§
< imerprutatws crctﬂna applicatie only to tests.perfornned by disk dHfiysion mothod usig Must'er-Hiton agar
with 5% datibraated shoep blosd and Inputiateq s 5% D02,
The cusront absonce of data on reglstant stratas
Stialns vielding viaelsr results ofa

dx;lt'u!m a0y catog: i
category maulﬁ be sun'nlmm toa

-referance :aboratary for forther tosting,

8
interaretation shodld he as stated above Yor results using difuton I
of tha diametor abtained in the disk tost with the WG for vancomyain,
As with standardized dilntion techinques, ditfesion methods raquine e vse of labvratory contres WwieTpargan sms
that are used ta contrat ths tecninical aspents. of tha faboratory propadures. For the diffésion lechnigue, ths .
Sﬂq;y vangomyein disk should provide the follewing zone Samoters ?n these faboratory tyst quakity contror
stralns

involves

Staphylacocous auraus ATEG 25023 - 1721

s:faplococau,s pneumumaeﬁ ATBC AQE?Q ' 20-27

by dk diftusion method using Muelrer-Heton agar
wlt‘\ 6‘/. bl ﬂbrlrrw shaab blm:d md mcnbalad in 6% CO.

Vannomju'l is mdvcmd fuﬂhc treatma'n af sefious of sovers misctions causr.u by suscaphible strains of
resistant {beta-lact duraedl, 1t Is mecatod for pamgibin-alisrgic patisnts, for

pauan(s who cannet reoive of wip have Tailod to respond o otherdrugs, including the peaisiling or

Lok ang for <ausag by That &g fosistant 19 otasr

antlguerobeat drugs, Vancemysin Is inticated for imtlal therapy when methicililn-rasistant staphylococei are

susnected, but after susceptiviity data wie avattabis, herupy showld he adiustad a"Cordmg y

Va’mtrmym 18 offentive m Hhe treatmont of 1ts hag boen n

other Infections dds to Inciuging sept, I, hone infet Tows tract infections,

skie and skt struehico s Whan infoctions are mcanzed and pusuigat, antiblotics are used

as adjiists t appropriate purgical measires,




N

Jnivrmation for Patienis-Fatients should be

Vancomycm fas heen reported to be offective afone or m

Wit 20
caused oy Streplococeus vinglans o1 § havis, Fay endocardils caused by snterocons! (8,g, £ !aecai:s]
vangomyein has beoa reported 1o g effective oniy in combnatian with an aminoglycoside
Vancomycin has been renerted to be eifective for the treatment of v nas besa
used succosuinuy ln combmatlon with mher nfaman, an of both in garly~n valve

Spammens tar bamrloiomc cultires should o8 obtained in ards( o isolate and identrty sausative vrganisms and te

To raduce ma davsmpmem of deug resistant hactez 4 and malntain the affactivenass of vahcomyain and other

antfbacterial drugs, vancomycr should hu used'gnly to treat or provent mfcylons ihat are araven of steongly
to be catsed by cietia  When citure and susccpﬂh* 1ty intoemation are avaiiable, they

shou'd be 4 in selocting of i therapy b tho absancy of such dite, focal

& nx!"ai‘nﬂn% ann stme tioifity patterns may cnntnhu!e to the smping selection of therapy.

‘-'ancomycln is rnnlralndlcmd in patlents with knawn hyparsangitivity to this antibiotic

salgt‘mss g duxtrose may be soatcandicated 4 patients with Known alfergy to cora or core groducts

Rapid bolus admnistration {s ¢ , OVBf sevaral minutas) may be ‘t nctuding
shotk, and, rarsly, cardiac arrast. Vancormycin shouid be adnualstered ovara pevm& of um 1es$. than G0 minutes to
avoid rapig-ifusion-relatad reactions Stopping the Infusion usyally rasuds «i oromat cessation of these reactions
Otoloxicity hes occurred [n patients receiving vancemycin !t may b transient or permaaent, Jt as ueaﬂ 1eported
mostly in pationts who have hean given Excessive doses, who Have an underying Juarng loss, or w

ecowving contomitant tnarapy witt another ctotoxic agent, such as sp amutoglyceside Vansomycin s}mum be used
voith caution in patrents with. reqa! msufficiency bocause the risk of toxiclty 15 appretiably insreasa by high,
prolonged hlood cuacsntration

gn ':'ua é)f vanccmycm must be adjusted for patients with renal dya!uncﬂou {see PRECAUTIONS and BOSAGE AND

(PBR} In managmg tonsider the dasdity of muit.ple drug 3 amang
%u.gs. and ggu;na I!ll L{ruig m’nm YOUF patient.

S308
Vmurg«n@ HCI (Vancomjcm mjer:l‘on HSP) 10 the GALAXY plastie containgr (91 2040) is Intended for intravenous

Vannumvcln ia s GALAXY Lontolaer (PL 2040 Plagtic) (s m!a e administarad orally. An minsion rate of

10 mo/mun or lass %5 assocred w ih Yower Infusionrelaten events (sus ADVERSE REACTIONS) Infuslon raiated
avents may ocour, however, at any raty or goncantrstion.

Fatisnis With Noring! Reng) Funation

Adults<The usiuai daliy intravenods dose 15 2 g dwided eitner as 500 mg every B hours or 1 g every 12 nours, Each
guse shouid ba aﬂmmlstalsu &t more thim 19 mg/min or ovar & perind of at teast 60 minutes, whithaver is
lungor, Cher patignt faclors, sboh ¥ &y OF ehesity, may call  for mumﬂcatwn of the usdal wikravenous dally aose.
Rsdiatric patfants<The ususl Intavenons dosags of vancnmycm 45 11 mydeg ne dose given svary 8 hours, Each
dosp should be adminstered over 2 pered of ot Jpast 80 minutes, Close mamitoring of serum congentralions of
vancomysin may be wartanted o Hhase patiénis,

Noonates-in pediatric nauants up 10 the age of 1 month, the otal da sy intravenons dosags may be lower in
naonates, an indial dose of 15 morky 16 stggesfad, followed by 10 mg/kg every 12 aonrs Yor neorates 1 the 15t
wosk of ife and evaty & hama hareatter up to the ags of 1 moafin, Each dose snolid he administered over

B0 mimutes tn infants, tladrdnce age Therafors,
tengor dosing 1ntarvals may be avcessary in pmmature nfants, . C(osa &nonlmrmq of serum consemrations of
vantomycin is regommended [n ese patignis

Patignts With Inipairad Renat Fupction and Flderly Fatients.

Dosags adjusiment mast ba imad In psmnls umh Imna)red -rangs funchion. in the eidery, greater dosage
reductions than expacter may hoy ucussa ty fons funchon of

serin eaugentrations can be hef;mﬂ i op! mlz!ﬂn tﬂampy e{srvema' y Ih semsusiv i pstwms with ehanging renal
lnncl’nn. Berum d by use 3y,

55
o hlqh mssure uqmd cnroma!ograwlv

Psgudomamheancus colitis has hsan rspor(ad with neariy all umlnmulal agonts, umhldlan i and
may range in soverity lrom mbid is i uns dﬂ' this diag n

tf clearanty can be mbasyred or sstmated acceratoly, Ue dosage 1ot most patioms with renal

patients who prasent with dia rmn ot

Treatment with antibactersal agents afters e nomul tlora of the colun and may pemmnvéxrqmwfﬂ of slostridia,
Studies ndicate that a soxin produced by Clostridivm dithiclle 1s & primary rause of “antibiotic-associated contrs”
Atter the dlagaosts of psmldu’nammanuus solitis has been estabiished, thivapeutic measures should be imtiated
Milg cases of pseadomembtanious tofitis usuaily respond to drug drssontingation gfme, In moderats 10 severs
L4508, consideration skowd be given to management with flalds and electrolytes, protoin suppiemsntation, aid
traatmaat with.; Naém antipastaral tdrug siinicatly effective against &, difficlie colitss,

PRECAUTIO

G’fneraf--i’mlonged use of vansamyca may resuft i1 the avargrowth of nonsusceptibis microorganisms Caretul

obsgrvation of the patient 1s essential if suparinfostion oceurs duning 19erany, appragtiate MBASUTES shouid be

taken. In rare instances, thera have agen reports of pssudomambranaus colitls dus to G. diffiche developlg 1n

patients whoe recelved irtravenous vancomycln

to order 1o minimize the rink of nepmo!oxmty when lrenllnq pationts with uiderlying renal dysfunctxcn o natisnts

rasenving thatapy with an erial monitoring of rgnal function should ba perfarmed and

oarticular care shouid bg faken in following appropriate dosidg seheduies {sep DDS)«BE AHD Amms*mnou)

Sovial tests of auditery function may ba helpful in order to munimizo the risk of stotaxicity.

Revorsible nsptropenia has baen reported in patients recelving vancomysin {see AWERSE AEACTIONS). Patants

who wik ungerge proiongsd therapy with vangomyein or those who ats vaoeiving cancomiant drugs Mot may cduse

neutropema should have periodic montering of the ieukocyte caunl

Vancamyetn is irritating to tigsue and must he glvan by & sacura lmravuous routa of adminjstration, Pain,

tenderness, and NBCrosis uccur with gy peeur, the freduency aund

severty of which can be minimized by siow in(usmn ol the dmg and rry Totatpn of ¥enous accass slbeg.

There have been roports that the fraguency of Hlushig, ervthemd,

urllcaria. and praritus, xnamases with the
ot

of agant:
a5 3 B0-4 m[nuw Infasion priar to pansthetic nduction
,mu(e of by

may dg by
Tha salety aad sfficacy lﬁ ¥ he A
the mtrapentonea route havs not bean ustnbhs}wd hy adequate and we!l«wntrouw tmls
Reports have rovealed that of sterfle hy thi to duviuu
amibuidtory pentoneal didlysts (GAPDY has rasittod i a synd o chem«u;
tas ranged from a cloudy driysate alosa to a eloudy marysam a*cnmpamad by vartahte daﬂ?ees ni andms\mal pain
and fever, This syndrome appsars to b short-lived Jfter
Presoribing vaacomysin i fhe absence of 3 proven of s!:ungly suspected uucmnm infuction of &

5, Infusion-relatad eveats *

using me $o¢!awhq tably, The dosege nfvaucnmycln par day 'r mg is about 15 thres

the 9 omorulll ﬁmaklun ate It ml/mi
QOSﬁGE TM![E FOR VANCOMYCIN
AN PRTIENTS WATH {MPAIRED RENAL FUN(‘TION
(Adaptad Hoin Mositepong ot ah¥

Creatiing Clemrance Vangamygts Dose

190 54
0 1,390
i 1235
b 1,080
60 925
kot n
40 620
3 485
e 310

155
The nstinl dose shoum ha 70 lgss than 15 ma/kg, Bven 1 punenzs with nuld to fmodorate tenal mauihc‘unc*y,
The tabie fs not vahd fof fungicaely anephric patents. Far such patents, 21 inihial dose of 15 my/kg of budy
weightshould be given Y0 acfiievs prompt therapsutic serym consentrations. The 3050 required 16 maintaln stadly
cangentrations s 1.8 mn/kgitd i In patien(s with marked tenal impaitment, 1 may bo more panvenient 1o pree
malnisnance dosss of 250-to 1,000 mg oore every ssveral days ratfar than adimansstering the deug on a datly
basis In anuriz, 4 dose of 1.0(}0 mg svery 7 10 10 days bigs Beesr regoinmonded.
When only tig serum srsatining cancamtragon is known, the fo'towing Yormula (based on'sex, wmqm and 2ge of
thie pationt) may be used to catculate sregtining clearance Cafuniuted creatinng clearances {mumin) arn ony
astenates. The reatiniis alearsnce shot'd ba measured prompty,

Men %
7R x ORI’ Lmﬁlm " concsn{rﬂtmn {mg/il)
% Val

Wamen' 0,88 % aly
ke seruin Lreatime must reprs6unt a gleady state of ronal ﬂmct}an Ttoerwish, the sshimated valus fer sreatime
clearance ls notvald, Sucha c!eavance is an of actoal clearance it patisnts with

gldl{:aﬂiaon 15 salikly to provide benefit to the patient and increases thn tisk of the development of drug-resistant

4181

Drug 4nd anastaetic agents jas been assacited with

erythema and hxstamlna'ﬂka Hushing {see USago m Pemazm,s under mﬂ:numns) and anaphylasteli reections

{soe ADVERSE REACT N32

Concurrent andior sequontizl eystomic or topicat use at ather polewnaﬂy KEBratox: andfor nephrotoxic drugs,
bac.tragin, 8, colistin, viomyein, or cisgiabin, waen indicated,

h as
1oquites carelil monltoing
Pragaancy-Teratogemc Effects -Pregnancy Camgwy C~Amma€ mpmd [asty s¥u1lbs Bave not hven gondusted with
vantomyesn it s rot known whether n aftac capacily. in g con chfeal study
tha potential ototoxic and nepirotoxic effects of vam'orn«ch on. m&ams wm ava uated whan the dmg waﬁ
administerad 1o preguant women for serious drug atuse.
Vancomyetn was found i cord blood No sensarmaura! hadring joss ar t
was notad, One infant whose mother receved vascomyo of thi thrd {nmester experiensed condutbve hearify
loss that was not attnbuted 30 the administration of vancomyein, Becaush the sumbes of paﬂems treatod in this
study wis tmited and vanuomycin was idministered only in'the second and third tmesters, 1t I nof known
whether vansomyeln caises folal harm. Vantomysin shouls be given to 2 pragnant woman oaly i claaf!y nended
Nursing Mothurs-Vancomytn Is excreted 1 human mitk Cantien should be yxergised whan yaucomyeha is
administered 1o & nursing wonan, Because of tna potential for adverso events, a dems. o9 should bs made whather
to disgontinue rursing of tp discontinug the drug, taking into acrount the importante of the diug to The mother
Padlatric Use-in petiatric natwnts, it may bu nppmmme 0 conflem desiad Vancomysin serum cunwmaﬂo'ls
wsthetio agnntg has boen aysogated with er%n aad
mslamlna-llks fiushing in pemazrw oatipnts (sea ADVQRSE AGTIONS) The potential for tox wamm pediatrit
patignis from chemigals that may leach drom the piastit tontambrs into the singlo- dnsa, pmm xed intravenous
pmuammn Irag ot been determined,
Gerigtne Use The natural Ailtration with | 2 inay load ﬂ) elevatad vassomyein
serum consentrations i gosage (s not a(ﬂus(ed‘ Vancamycin dogags schedules 'movkt be adusted v elseny
patianis (see DOSAGE AND ADMINISTRATION),

d that ant) drugs aciuning , $hopld only
e usedl fo trsat barferfal wfactions. They do not traat viral infectians (2.4, the comman cold) Wlaea vancomysin
1s preseribad fo treat @ bacterial infocton, pationts Showil be told thad dmyuuah i1 Is cammton o fuol bitter early I
the course of therapy. the medication should ba taken sxaclly as dwected, Skippwg doses ot a0t complating mn
full course of therapy may (!? docroask the offectivaness of the immsdiaty Jroatment and (2) increase the hketihood
1ha! bar(ar a will develop rasistanca and wiif not 179 Iraatahle by vancomyain of other antfbactarial dmus inthe

ADVERSE REACTIONS

Infuslon-Related Events-During or soon after rapid tmuslon of vancomyci, pallams may develsp anaphyiacigld
reactions, inglutig hypotension (see ANIMAL PHARMACOLOGY), wheezing, dyspnes, urticans, or prostis, Rapnd
infusion may also cause Husiung of the upper body (“rod neck”) ot paln and mussle spasm of tho ehest aud back,
These reactions usually resolva within 20 minutes but may persist for several hours SUsh svants are nfrequent if
vancomyc 1t Is given by & slow Infusion aver 60 minutes, in studies o norma: volutitesrs, mfuslon«ram events
ma not acous when vancomysin was administprad-al 2 rate of 10 mg/min or fass:

s falivre, by increasad serum creatining or BUN concentrations,
sspecially n paﬂ nts g8 doses of has been rpaoried rarely. Cages of intarstial
nephntis: have also been reperted rarely Mos! o! ‘thes haye occeresd In patients wha were given anunaglycostdes

or who had p it Whes was mmm\a Tosotvad
[n most patients
(‘astralm«;‘s‘l'l‘f?k()nsut ot pseudomambranous celitis symptoms may oceyr duning or after ant'vlofic treatment
(s8¢ Wi
Otataxicity-A faw doren cases of haaring Inss associated with vancomyain iave baen reporisd, Most of these
patients hiad krdney dysfusiclion or & presxisting hearing Joss or wete recumng vonceimitant treatmant wath an
ototox.c drup. Verfigo, dzness, snd li’mlius -have Hesn reporteil faraly
usually sterting 1 week or more mw nusat of therapy wath vancn'nycm of

aftar a total dosage of mom than 28 g, has ueen repomari for sevaral duzen patlaots. Neutropama apphirs to be

promplly reversitile wi 1§ g haf razuly beon reprmﬁd
Altnough a nausal mlabonship has nof eer ) has
besn reportid rarely N
Phietutis-|ilammation ut the infection site has heen reporied.
Miscslianeous-Infrequanty, patisnts have been reportsd 10 have had anaphylaxis, drug fever, nayses, ehils,
easinophiba, rashes including exfollative dstmatitis, Stevens-, Johnsan symdroms, and vaseulits in abfeciation wih
administration of vancomyein

Cheilcal pentonitis has been reported Toflawing it ad ign of yoin (Sen PREI}}\UTI\!NS)
Qverdosage X
Supportive care 15 sdvised, with o of tiitrat on. is poovly removed by dalysis

wi Fus il

in have been raported fo waur: fn uroroasad vancomyets
ciearanze The msdlan fatnaf Intravenous oose is-318 eg/kg i rats and 400 ng/kg in mice,

To votain up-to-date information about the troatment of overdosy, a good resaurce is yout certified Regaonal
Poison Controd Genter Telephone numbars of certifies polson contml centers are dsted by the Physicians” Desk

by anal tuncton, such 25 shuck, savore hvat farluts, or ougunia, {25
which a narmal relat sashy detwean musﬁa mass and to1al oty walght is not present, sech as ones\s patients or
toase with hver dissass, edema, ar asciiss, and (3) by tivity,

Tre salsty and otlicacy of n hy the o ) rotes
trave not bwv estebiished. .
fatermyttent infuston 1s the.
Diroctivns for use of Yapeocn® N & mxv pmxlu zontainer (PL 2840}

Vancucxw HOT I BALAXY plastio contalaer {PL.2040) 16 for Intavenous admrnlslramon anly

Swru In a frepzer tapabile of mautainieg a tympuraturs at or Detaw -20°C { {-4°F)
Thawlng of Plastic Sonsatners:
Thaw frazen sontainsrs at raom temperature (26°D77°F) ur undes refnuur@i»on (5*C/41°F) DO NBT FORGE
THAW BY [MMERSION (N WATER'BATHS OR Y SHCROWAYE IRRADIATIOH

2 cnacl'; for mlmﬂe isaks by sguaezing the 93¢ firmiy ¥ Toaks are detacted, dxscard solution becadse steriity
may % I

3 00A0T Mm &UFPLEMEHTM(Y MEDICATION.

4 Visuaily inspsct the sonta.nor for matter and d; of the solution ma,

oratipitals Tn the frozen state antt shoulth disgelve with 1Rfle 0 o ag:tation after thy so:ution has feac

roont temperature Putency fs ot atfectsd. If atfor visual INERBCTION, 1he sowten is discalored or remaing

glundy w msqmu‘e prociniate s noted of a0y sadls or pulie pons are nat intact, the container showd be
istal

The ﬁawed socmlun i GALAXY plastic nwmmer (P( 2040) Jemains chemia'ly stab s for 72 houts at room

temperature (25°G/T7°F) ot for 30 ddys {5°C/41°F)

6. Do ndl tofrouze thewed antiblotey, .

Proparation for Intravenous Adwinistration:

1 Suspend contdesr fromsyelet suppont. .

2. Romove protgctor from nittet port al sattom of contafner

3. Adtach admuaistiation sot. Refer to complets direetions ascompany'ng set

4 Use sterde eqpipment.

Caution: Do 1ot ke plust & contaiaets 1 senes Lonnections, Such yse sound rasult s an ambulst due to rosidual

afr be['nlq drawn i the primary container butore admunistration of the fluld {rom the secondary container is

::omp tie

otly
HOW ﬂFPU
Vancnmnw HGH (Vancomyntn fmestion, USF) s Supplied as a frozen, iso-osmotic, premaed sofution in a 100 mb or
200 mi single dpss GALAXY plastic container (PL 2040) in f1e foliuwmg vancomyeH-eqavaiont doso

o

263551 600 mo/T90-ml. contaner  NDG 0338-3551-48
35&2 . 1 131200 mt coatatner - 4D 0238-3652-18
Stor af or hetow -20° £
Sas DIRECTIONS FOR {)SE B VMCOGIM HET {(Vansumycin infoction, USP) In SALAXY plastic
cunulm {PL. 2848).
HIMAL PHABMACGLOGY

In animel stugies, Gypofension angd vradysardia ooourred in gogs mc&tv‘nu an intravenous wfusion of vassomycin
g&'é Fnéalkg. at & concenitation of 25 mgémb, and an nfusion rate of 13 3 mismin -
1, National Commuue for Ginwal Ldbomtuw Standards  Methods for Difution Antumicromal Susceptinility Tosts
fot Bacteria that Grow Aorobisally — Fourth Edstion  Approved Stasdarg NCOLS Documant M7-A4, Vol, 17,
o.2, NGGLS, Wayne, PA, danvary, 1887,
Natonal Committoe,for Glinicat Labioratory i
Busceptiilty Tests - Suxta Ediion Approvar Standard NGELS Dosument M2~I\B. Vok 17, Ne 1, NCCLS
Wayne, PA Jaouary, 1897,
Motlloriap RD, Krogstad 0, Grseaniptt DI Vinsomyzn therapy w palients with impaired tenst
funchion: A nomogram for 6psage  Ann inter Med 1981;94:343,

(X3
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VANGOCIM 15 & regestered trademudcof € L'l and Compaty,
BAXTER ang GALAXY are tiadomarks of Baxter international ing.
SGopynght 1957, BaxterHealthears Corporation

Al vights rosorved

07+1638- 131

Ravised, May, 2003



