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100 mL MULTIPLE DOSE wiat

NDC 55380-112-01
- Exercise caution to prevent inadvertent cisplatin averdosage.
Sae package inserl.
c l s p | a tl USUAL DOSAGE: Sse package inserl lof camplate prescnbwyg inlormation.
s . Each mi comtamns 1 mg cisplalin and 9 mg sodium chioride in watet foi injection
in jection HC1 and/or sodkum fydroxids added to adjust pH 1o 3.5 10 45.
“ DO NOT REFRIGERATE - Stors at 15° 1o 25°C (59° 10 77°F).
Prolect from light.
1 mg per mi Agueous Manwlactured by, Manulaclured Jor
FOR ¥ USE ONLY Ban Venue Labosatones, Inc m Bediord Laboratones'™
Bedtord, OH 44146 LABORATORIES Bedtord, OH 44146
fAN bodk
"\ 18 VIAL HANGER LABEL - SLIDE HANGER OVER VIAL BASE FOR IV ADMINISTRATION 2]

Format 66533 #075A 2.375" x 5.5"
PMS Black, PMS 688 Purple, PMS 690 Dark Purple




Note: Keyline does not print.

 CiSpluttet deses prester thas 108 mg/ms. | 10C 55300-112-01 100 mi MULTIPLE DOSE VIAL
ula avery3 fo 4 weeks are rarely use® | USUAL DOSAGE: See package insert.
Ses package inzevk. Each mL contains 1 mq cisplatin and 9
:gg;gm ct&lond% "6 wat(ejt' fo& dlghectlon HC
r sodium hydroxide a t
CiSplatin &=
Store at 15° to 25°C (59° to 77°F). :
Protect from light. DO NOT REFRIGERATE.
injection STERILE SOLUTION FOR INTRAVENOUS USE.
Rx ONLY. r
NOV -7 00
[100 mg/100 mi) " s
ord Laboratories™ Ban Vi inc.
FORIVUSEONLY 1 mg/mL Aqueous Bedford OH4d148  TiTetiTT: M"::v“a'?:";gc
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\FDH IV USE ONLY 1 mg/mi Aqueous

NOG 55390-112-00 50 mL MULTIPLE DOSE VIAL

USUAL DOSAGE: See package insert, ?6
Each mL contains 1 mg cisplatin and 9 m ?1
sodium chioride in water for injection. HC
and/or sodlum hydroxide added to adjust
pHt035t045. <
Store at 15° to 25°C (59° to 77°F). ‘
Protect from light. DO NOT REFRIGERATE.
STERILE SOLUTION FOR INTRAVENOUS USE.
Rx ONLY.

Manufactured for: (NOV M.mew

Bedford Laboratories™ Ben Venue Labs, inc.
Bedford, OH 44146 alens Bedford, OH 44148
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CISpiatin

SAFETY
STICKERS

CIS-SS00
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CIS-SS00

SAFETY STICKER

INSTRUCTIONS:
1. Adhere one sirip of three
stickers io the drag contain>y.
2. Pharmacist enter on all
thres stickers the fotal dose
of CiSplatin in the drug
contaiaer.

3. (A) Poel olf botiom stiehar,
(B) nitial, and (C) Apply to
pharmacy record

4. \odorm mursing statl k:

(A) Inital remaining stickers,
%w:uam.u
Unvhodiaiely priorto -

5. Top sicier should sty with
drug container.

CIS-SS00

SAFETY STICKER
INSTRUCTIONS:

1. Adhere one sirip of three
slickers v the drug container.
2. Pharmacist enler on all
three stickers the fotal dose
of CiSplatin In the drug
container.

3. (R) Posi alf botiom sticlier,
(B) Initial, and (C) Apply Yo
pharmacy record.

4. Inlorm nursing stafl to:
(A) Inital stickers,
(B) Peel off middie sicker, and
(C) Apply 1o patient record
immedialaly prior t0
asdminisiration

s.inpslad;wushyulu
drug contalner.

CIS-SS00

SAFETY STICKER
INSTRUCTIONS:

1. Adhers ong strip of three
stickers 0 the drug container.
2. Pharmacist enler on all
three stickers the lotal dose
of CiSplatin in the drug
container.

3. (A) Peel off bollom sticker,
(B) Initial, and (C) Apply 10
pharmacy record.

4. Inform nursing staff lo:
(A) inital remaining stickers,
(B) Poet off middie sticker, and
(C) Apply to patient record
immediately prior 1o
administration.

S. Top sticker should stay with
drug conttainer.

e, *
" CIS-SS00
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NOTE: Removable Safety Stickers

A v o B (i corvee (= w v o
’ mgof ' mg of mgot
CiSplatia CiSpietia CiSpiatia
inied have if drug § dosy initial have i drvg § Gom frittal here ¥ drug § dove
-o-;adud: Py \ -.c?d ) L p.:m:
PATIENT RECORS ) (" PRRENT RECOND ) (" MATIENT RECORD
Thia prapasgtion conlaine Thia pregassiion contmine Thin prenmsaiion conteine
mgol L . mgol
CliSpiatia CiSpistia CiSpiatia
iniied here ¥ dnug & dase iniiad here ¥ drvg & Kove tniinl heve B drug § dose
e @ adered, ) e e ondomd y o eo gujered:
Thie pregaration containe This prapergiion conteing Thia prepespiion cpnieing
mgol , mgd mgd
» GiSpistia CiSpiatla CiSpistia .
uﬁmlmnm iniiad hare ¥ dnyg & dope Wniial have ¥ drug & dose
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s biouD | CISPLATIN INJECTION

WARNINGS
Cispiatin injection shoukl be . under the Super of a qualified physician sxperienced in the use of cancer
k of theragy and comgplications is possible only when adequate diagnos-

agents. Approp
tic and treatment taciities are readily available.
C 1enal 1oxicity d with cisplalin is severe. Other major dose-+elated loxiciiss e MYSOSUPNIESSIOn, nau-
503, 0 vomiting.
Wukiy.-lﬂwmhu:uumnudhcmn.wbwu , and/or loss of high frequency hearing
nd o

Mmu:mwmmm:md Facial sdoma, bx v din, and
may occws within minutes of cisplatin de, and anilh ave been efactively
amployed (0 allevisle symploms (500 WARNINGS ummﬂd‘m;

Exorcise suntion in provent mmmmummfcﬂmmamw
are rarely usad. Care aist 50 taken 10 avoid Inadverient clspiatin overdoss dus te condusk
practicss that fadl 4o difierentiale dally doses ivoe tutal doss par Cycls.

OESCRIPTION
Cisplatin (cis-dlamminedichioroplatioum) is 2 heavy metal complex containing & cantral atom of pletinum surrounded by two chioride aloms and two
ammonia moleculss in the cis poshion. N is a2 white powder with the moleculas Tormda PICIHgN). and 2 molecular weight of 300.05. R is soluble In
wales or saling at 1 mg/mi and I dimetiwyilormemide ot 24 mg/mt. 1 hes 3 malling peiat of 200~C.

H'"\‘\m<m

/ cl

Cisplatin injoction is a siertis squeous sokution, avaitable in 50 and 100 mi multiple doss visls, sach mi contsining 1 mg of Cispiatin and 9 Mg sodium
Cchiorkie in water 40¢ infection. HCH and/or sodium hydeoxide added 10 adjust pH 10 3.5 10 4.5

llIIIIlIIho,/

and 1110 12 U

Due to its unique chemical strectwre, mwmmuwmmowu tions by such as
wales or sulliydry! Oroups, $han (0 enzyme ical pH In ihe pr
species ae cispiatin and m, (W) i noarly oquei concontrations. The tstier, combined with the possi-
unt.awunmmumﬁwumm«mu-.mwumnmhw
matrices. mmdwwwin(ﬂM)MhNMmm“MMmlmml)Slol|
aler 2 doss of 100 mgAw.

Clspistin doss not undergo the instantaneous and raversible binding 10 plasma proleing that is chasactrisiic of normal rwg-protein binding. However,
the platinum Wom cispiain, but A0l cisplatin Ksel, becomes bound 10 several plasime proteing including albumin, iansivrrin, and gemena globulin.
Theoe howrs afles 3 boles injaction and twe howrs alter the end of 3 tree-hows inhusion, 90% of the plasme platinum s protein bownd. The complex-
€3 betweon Jlbumin and the platinurm o Claplatin do not dissociats 10 2 Sigaiicant edent and are Slowly sliminated with » minkmuw half-iie of five
Gays o Moi9.

Following cisplatie dosas of 20 ko 120 mg/ne, the corcentrations of plstinum are highest i liver, prosiate, aad kidney, somewhat lower in bladder, mus-
cle. lesticle, pancreas, and spleer: and lowes! in bowsl, adranal, haart, lung. corebrum, and corsbeliom. Platinum is prasent in lissues for 23 long as
180 days aher the last adwminiktration. Wi Ihe axception of iniracersbral lumers, Pistiauem CORCARIrations in funmors a0 generally Somewhat lower
Han the concont:ations In the o/0an witeie the wmer is lecaled Diflerant metasiatic shes in the Same patient may have diflerent plutinum concenis-
tions. Hepatic metastases huve the highest pistinum concentrations, but thess are Simills 1 the platinum ConConiraNioRs In sormal Bver. Maism
1ed blood cell concantralions of platisum are reached within 90 10 150 minutes aer a 100 mo/ey’ duese of Clsplatin andd decling in 3 bighasic mamner
with & lermingal haié-8s of 38 10 47 days.

Over 2 dose sange of 40 10 140 M clsplatin/m' given a5 3 bolus injection of 25 Ilusions \arying in lengih from 1 howr 40 24 howrs, Wom 10°% o abowt
40% of the adminigterad platinum I3 excreted in the urkas in 24 hours. Over live days fellowing adwinisiration of 40 Io 100 Mo/aY doses Oiven 35 rapid,
210 3 hown, u!ulmm:wus&nsmdhmmhmhhm Sianlier menn wrinery Fscoveriss of pial-
inum of sbout 4% o 30% of the dose &8 feund folk ve dally 0l 20, 30, o1 40 mg/me'/duy. Only 3 sl percentags of the admin-
mmunummnmmummmumdnwmmunmuumummmunu-
howss. Platinum-containing spicies excreted in ihe wiing are the same 5% those found lollowing the incubution of Clsplatin with uring Kom heslthy Sub-
Jocts. sxcept that the propertions e diferent

The pasent compound, cisplalin, is excreted in the uwrine and accounts %0 13% 10 17% of the dose excieled within one hour aRer adminisration of 50
mg/nv'  The mean renal claaaace of cispiatin excesds creaiining clesrance and is 62 and S0 mi/misym’ following adminisiration of 100 mp/m’ 33 2
how of G 10 7 howr infusions, 1espactivaly.

The renal clsacance of tres (ultrafillerabie) a0 excoeds the fitration (s indicating thal cisplatin of othes platinum-containing mol-
acules a8 aCtively secreted by the kidneys. The jenal of es pk [ 3 and vasiable and is dependent on doss. wiing How rale,
and individual variabliity in tihe sxtent of active sacrelion of possible (ubulsr seabsorption.

There is 3 potentisl for accumulation of ullradilerabie p plasma atk cisplatin is on a daily basis but not when
dosed on an intermivtent basis

No significant selationships sxist between the renal clearance of either fies platinum or cisplalin and creatining Clearancs.

ARhough small amounts of platinum are present in the bile and Lirge intesiing aker adminisiration of cisplatin, the lecal sxcietion of plainum appears
to be nsignificam

Rx oMLY, A\aer\\)"to AY.

INDICATIONS AND USAGE
injaction is indicated as therapy o be employed as follows:
T Tumers - In ish ~ therapy with other appsoved chemotherapeutic agents in patients with metastatic lesticulas

umors who kave aready received appropriale swigical and/or radiotherapeutic procedures

Metasiatic Ovarign Temers - mmmmmmmwmmmwmsmwm with metastatic ovarian
fumors who have aready received approgriale surgical and/os An consists of cisplatin and
cyclophosphamide. Cisplatin, as a single agent, Is indicated a3 secondary theragy in patients with metasiatic ovarian twmors refractory 1o Standard
chernotherapy who i1ave nol previously recaived cisplatin therapy.

Advancad Sindder Canver - Cispiatin is indicated a5 a singls agent 1o/ patients with Uansitional cell bladder cancer which is no 10nges amenable lo
focal rsatments Such 33 Surgery andros fadiotheragy.
CONTRAINDICATIONS

Cisplatin is contraindicated in palients. with preexisting renal bmpament. Cisplatin shoukd not be employsd in mysiosupressad patients, or patients
with haaring Impakiment.

Cisplatin is contraladicated in patients with & Nistory 0f allergic fEactions (0 Cispiatin 0r Other plalifuT-CoNtaining COMPOUNds.
WARMINGS :

Claplatin prod iy which is by ide antidiolics. The serum l"ﬂ ad
megnesium, sodiem, potassium, and calcium levels showld be measused prior 1o initiating thecapy. and prior 10 sach subsequent course. Al the rec-

ommended dosage, cisplatin should not be given more Wequently than once svery 3 10 4 wesks (See ADVERSE REALTIONS saction).

lhnuuwlsummwhmmm-muwmmmolm“wwmwmdulm
opathiss Mmay be ible and are seen 33 paresthesias i a stocking-glove distribulion, areflexia, and loss of pro-

Mmmm

1088 of motor fuaction hat aiso been (aporied.

Anaphylactic-ike (eactions (0 cisplatin have been raporied. These raacions have occusrad within minuies of administration to gatients with piio« 8xpo-
s 10 cisplalin, and have been alleviated by of and antih

mmumsmmnmmummmmwmummmmmmmm
drug (300 ABVERSE REACTIONS section).

Clspiatin can cause futal harme when sdministered 10 2 pregrant women. Cisplatin is mutagenic in bacteria and p h akons In
animal cells in Nssue cuwre. 10 mice clsplatin I$ leralogenic and . M this drug s usad dwing praghancy or i the patient becomes prieg-
nant whils taking Shis drug, Wy patisad should be apprised of the potential hazard 10 the fetus. Patients Should be advised 1 avoid becoming piegnant
The carcinogenic sliect 0f cispistin was studied in 80 1X rats. Cisplatin was adminisiered 1.p. 10 50 BD 1X rats 10r 3 weeks, 3 x 1 mg/kg body weight
o0 oak. Four hundred and Bly-five days alier the first appiication, 33 animais disd, 13 of them related 10 makignancies: 12 lsukemias and 1 renal
hosarcons. -

The op of acule ik with the use of cisplatin has jarely been reposied in humans. In these 18ports, Cisplatin was generally
oven In with othar 19 agems.

PRECAUTIONS
Periphecal blood counts should be Mmonikored weeldy. Lives funclion should be i gic should also be pes-

formed reguiarly {909 ADVERSE REACTIONS section).
Oruy Iwloratiions - Plasms lsvels of anticonveisant agents mey become subtherapeutic during chiplatin therapy.
In 3 sandomized Urial in advanced ovarian cancer, response duration was 30versely affected when was used in with
{hexamstivyimelaming) and cispietin.'
Covcinogonssis, Matopaaseis, impnisment 51 Fertilly - soe WARINNGS section.
Progasacy: Tersiagesic Eftects, Propuency Categary B - 30 WARINNGS section.
Noraing Methers - mmmwuuwhwmm«mwﬂmmmumu
Podiairic Uss - Salety and elisctivensss in pedisiric patients have nol been established.
ADVERSE REACTIONS
Nephrataxicily - Dose-related and cumulalive 1enal insuliiciency is the majer Toxicity of cisplatin. Renal loxiclty has been noled in 28%
10 30% of putionts ireuled with a single dose of SO mg/nr’. It is Airst aoled during e wook altes 3 dose and is maniesied by elevations in BUN

and cretining, serum wric 3ckd and/or 2 ducreuse in Creutining Claarance. Reasl lpxiclly Secomes mere prolsaged and sevars with repesiod cours-
o5 0l the drg- Rewel fanction must reter 10 sormat beters anether deee of clspistia con be pives.

Inpaivrunt of renal unciion Ras Been associsted with rensl lbulsr damags. The adminisiation of cispietin using a 6- to 8- hour infusion with inti3-
venous hydestion, and Mennitol ReS been ¥3ed 10 reducs Asphvoloniclly. Howewer, renal toxicity stil can occur aRer wtilizasion of these procedures.

Ototenicily - Olotoxicity kas been observed in up 10 31% of patients irested with a single doss of cisplatin 50 mg/mr'. and is manitesied by tinnltus
and/or hearing foss in the high irequency rangs (4,000 1o 8,000 Hz). Decreased abiily 10 hear nOIMal Conversational Lones Mty ocCIN OCCRSIORANlY.
Dediness after the inkial d0ss of cicplatin Bas besn 1eporied rarely. (80M0xic oitects may be moie Severe in childeen receiving cisplatin. Hearing loss
can be unlistoral or hilstersl and tends 10 becoms more frequent and severs with repsated doses. Otoloxicity may be enhanced with priot o simulta-
Asous cranial inadiation. & ix wnciens whether cisplatin induced 0l0lonicy is reversible. (Rotoxic effocts may be refated 10 the paak plasmy concen-
tration of clepiatin. Corohdl g of audi Y should bs px d prios 10 iitiation of thesagy and prior 10 Subsequent doses of cisplatin

Vestibular ianicity has ais0 been 16p0nied.
Mnhnmmwchmmuwnlwammmmwu

Myslosuppression occwrs 0 25% 10 30% of patients tresied with cisplatin.  The nadir's in ing platelels and occw
Mpbds)ummﬂmummmb’n(rwﬂw&) L and la are mois pro-
myg/nw’). Anemia (decreass ol 2 g hemogiobin/ 100 mi) sccwrs at sly the same and wth the same

Fever and have also been 1eporied in patients with neviropsnta.

nmnmmmmwm.aM'mmmmmmmm in ihe presence of cisplatin hemioyt-
ic anermia, 3 luriver course of may be 77 lysis and this risk should be weighed by the reating physician,

The develop ol acule wilth the use of cispiatin has rarely been reponed in humans  In these reports, cisplalin was Qenerally




given with othes & agents

Gasirslalasiianl - Marked nausea and vOmling 0ccus it akmost all palienis Lrisaled with crsplatin, and a/e occasionally SO sevete thal the diug Must be
Nausea and vomiting usually begin within 110 4 how's aller Usalment and @5l up 10 24 hOWS. Various degiess of vormiting, nausea

aNd/or anoiexia Ay PRrsist 107 up 10 1 wesk aller raatment

Delaysd nawsea and vomiting (beging o parsists 24 how's 0 Mo alter Chamothesagy) has occuired @ palisnts akaning compiels emelic Contiol on

the day of cisplatin Warapy.

Diairhea has also been feporied.

OTHER TOXICITIES
Vascuwwwusmmmusamwnmmumnwmmmnm;wwaww The events ae cln-
ically helerogensous and may include my {HUS). of cesobral anertis
Vaiious isms Nave besn 1o/ 1hese vascull complications. Momdwmmsﬂ“ in patients
Uraaied with the ion of bl 300 with 0f without cisplatin. N has been SugQasiad that hypomagnesefia developing coincident
with the use of cisplatio may be an added. akhough Aot sssential, facior associated with this event. However, & is Culsently wniknown i the cause of

in combinalion thesagy, crsplalin and ¢! e
As 2 single agent, Crsplaln showid be admwusioisd al 2 008 of 100 mg/m’ IV per cycle once every lour weeks
Advanced Blaadas Cancer - Crsplabin should be adawusteiad as a single agent al 2 dose ol 50 10 70 AWK IV per Cycle unce every J 10 4 weshy

depending on the extend of (400 exposuie 10 Jatiakion Werapy and/ol priot
PO1 Cyclo 10psaled Svery four weeks i$ 1ecOmMended.

Protsatment Iydration wih 1 10 2 lers of i idused 104 8 10 12 hows g0f 10 2 CIsplalin 0use 15 1ecommended  Ie diog 15 Then dluled 10 2 kers
of 5% Dextsose in 1/2 of 1/3 nosmial sakine contawning 37.5 @ of maanitol, and Miised over 3 6 10 8- Mow penod 1l dduted solutaod i N0Y 10 be used
wathin § hours, piolect solution irom light. Do Aol diute Cisplatin in just 5% D ingeckion  Adequate hy g WiNdy OLiPUl S D maur
tained duiing the following 24 howss.

A 1006 cowse of cisplatin should not be given unti the Serum Crealunne is below 1.5 My 100 1. 4nd/ur the BUN 1§ delow 25 mag/ 100 il A 1epeat
Cowrse should nol be Qiven wtil ciculating blood afe al an acceplable level 2 100,000/man’, WEC > 4,000 mar’). Subsequent duses
of cispiatin shoukd Aot be given until an audiomelic analysis indicales that audOry aCully is within noinNal ks

As with other polsntially WOIC COMPOUNGS. Caulion should be axarcised m handiing 1he aqueous solulion  Siun 1eactions associaled wilh accidental

For heavily ¢ patents an nsal 4oss of 50 ing/ar

Raynaud's phenomenon in 1hess Cases is he disente, undeiying vascular vinblaging, M ofa
of any of these taciors.
Sorum El D H i omia, and have been sepoited 1o occul

Tatany bas occasionally been /8poriad in those palients with
ulmnumwwmum

mum-ﬂﬂmwwwﬂ:wmm
hypocaicernia and hypomagresemis. Genarally, aoimel serwm sleckaiyte
tinuing claplatin.

has aiso besn Wporied.
Hyporuricomia - H has baen 0 occwr he saaw & e i BUN and secum crsatwine.

W 18 more proRounced alled doses greatar tham 50 mg/n¥, aad paak levelt of wic acid generally occul betwesn 310 5 days altes (he dose. Allopuinol
muummmmuwtwm

Nourstoxicily (300 WARMMNGS sacton) - M icity, usually ized by neuiopathies, has Deen reporied. The newopalhies usual-
Iy occur atler prolonged Weragy (4 10 7 Iomihs); Rowever, mwlmhluuwumwawm ARhough symptoms
and signs of Clapiatin Aewiopattyy usually develop dusing opaiiy may begin 3 10 § weeks sher B ka5l dose of cisplatia,
ahough this is re. Cisplatin thecapy showid be di d whon e e st The Rowsves, May progress hu-
thar oven afer stopping Leaiment. Prelisvinary ovidence Sugorsis peripheral asuropatiy mey B0 keversibie in some palisats.

Unsmitte’s sign, dersal columa seysiopsity, and auionomic Aewropally have aiso been seperied.
Loss of tasie and selrwies have aiso been feporied.

Muscle cramps, defined 33 localized, paintul, svoluntary skeieldl Mmuscie conlractions of sudden 0asel aRd SOt Guakion, have besn 1ap0Iled and
weie usually associaled in pationts receiving a relatively hoh cuswlalive dose of cispiatia and with 3 relatively advanced symptomalic stage of pernph-
oral osucopasiy.

Ocalar Tazicity - Oplic nsuriis, papiliedema, and Carebsal bildness have besn reporied 0 patients secel doses
of cisplatin. andius totad Y usudlly occurs aer discontinuing Cisplatin. Sloroxds wilh of without Aaakol have been used: how-
owar, officacy has net been establiched.

Bluired vision and allered Color percaplion have been (eposted aller the use of (eQinwas with higher doses of cisplain o/ Qrealer 0038 Lrequencies than

hose feconumendad i 1he package insert. The allessd colos paicaplion mandesss a3 a 1063 of color diacrimioation, paricilasly i the biue-yellow axis.

Tha only finding on fundusceplc exasm s Wreguias fetinal pigmentation of the seculsr aes.

Asdphyiaciic-tike Reochions - wﬁ-mmmwuwnmummmmw The tsactions

coasist of facinl edemn, wheering, tachycardia. and lypaleation withia a law minules of diug

mmnammm-w mmmmh“uﬂhmﬁhw
] wd o g mpdication shouldl be avaliable 10 ireat 3uch & complicaion.

Hepatstaziclly - Transiont slovations of iver eazymes, sspucially SGOT, as well 26 bilrubie, hove beos Fap0ried (0 D8 a5S0CiNSG with cisplatin admin-
istation 8 Whe recommmendad denss.

Owes Events - Otes Lanicities saponied 10 ocCur indraquantly a9 casdiac abnormalities, hiccups, sievaled S0uM aMyigse, and (ash. Alopecia, Sulaise,
200 350henin have hoon sepened 86 part of posimarhsting surveillance.

Local soN lissue taxicity hes carsly beon sepociad follewing sxdsas2i00 of cisplatin. Severily of Wes 10Cal lissue Laxicity appears 10 be related to the
concentzatien of the cispistin selulion. inhution of sehuisns with a cisplstin concentation gresier Wm 0.5 mo/mi. may fesall in tgsue coliuiitls, Mbio-

sis, and macrosis.

OVERDOSAGE
Caution shouid b0 entscised is graveat inadveriant sverdesagn wilh olaplulin. Aculs Overdosags with this drup M3y resull in kidney tallue, lives
falure. deainess, ocadar taxicily (inchuding detachevent of the setina), significant syelssuppression, iwractabls Aausea and vonuling andior sewilis. In
addRion, death can occur (oliowing overdatigs.

No proves antidotes have bess established for cisplalin overdosags. Hemodialysis, even when inisiated 10w hOwr's alles the overdosage, appears 0
have linie efiect on remuving platinum (rens the body becauss of Cisplatin's ragid and Ngh degres of prolein binding  Management of overdosags
should inciude genseal 3uppOrive Measusss (0 sustain the palisnt through any pariod of tomiclly Wal may occus.

DOSAGE AND ADMBUSTRATION
Mol Noodies or laravenses sets containing slaminum parts (hal Moy Coms is Contact with clapiatia should set be usad lor proparaiion or admis-
isiraion. Alumingm miacis with cispiolie, Cousing procipitste lormatios sad 2 less of poluncy.

Metastatic Testicalor Tumers - The usudl cisplatin dose lor e ol cances in wilh othes
2gents is 20 mg/m’ IV daily 107 5 days pa Cycle
Motastalic Ovariaa Tumers - The usual clspiatin d03e (o the LEAMEN Of AMLAELILE Ovarian LUMONS I wilth h &

75 10 100 mg/my’ IV per Cycls once every lows weshs (DAY 1)
The dose of cyclophasphasmids when used I Gombination weh cisplatia is 600 ME/AY' IV ance svery low weeks (DAY 1).**
o duections 10+ the adawnisliation of h soles W0 Lo fackage insart.

10 cisplatin mey occwr. The use of 0loves is recommendsd. ¥ cisplalin contacts the skun o MuCosa, iMvnedialely and i0/oughly wash Lhe
shin with 502p and wailer and fush the Mucosa with water.

The aqueous solulion should be used intiavencusly only and should be adiwistersd by IV inlusiun over a 6- 10 8- how perod.

NOTE VO THE PHARMACIST: ExeiCise caution 10 prevent inack Ccrsplasin Prease cal Do # dosa Quaalar than 100 my/ar pu
cycla. Aluminum cap 3ad §ig-olf seal of vial Nave besn iny with the lolowing

CALL DR_ IF DOSE>108 ME/W/CYCLE. [

STABILITY
Cisplatm Ingection & a sierils, Mullidoss vial without preservaines.

Stoce at 15° 10 25°C (59° 0 77°F). Do nal relrigerale. Prolect ssapened contaings irem Sight.
The cisplatin remaneng in the amber vial loNowing inikial enry t5 stable 1or 28 days protected 10 kgt o1 101 7 days undes Huoiescent 1oom hght

mummmmumammucmw Several Quidenes on Ifus Subject have been published ' *
Theed is no general agreamant that 3l of the . in e ae

HOW SUPPLIED

Y Of appiop

Cisplabn ingaction &5 Supphed as tolows
NOC $5390-112-08 - Each amber vial contamns | mg/mi.; 100 mg/100 mL MULTIPLE DOSE wial of cispiatin.
MDC 65398-112-01 - Each amiber vial containg | mgymi.; 50 Mg/S0 mL MULTIPLE DOSE wal of Cispiatin.
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CiSplatin doses greater than
100 mg/m2 once every 3to 4
weeks ars rarsly used.
See package insart.

Each mL contains 1 mg cisplatin and

9 mg sodium chioride in water for
imjection. HC! and/or sodium hydroxide
added to adjust pH 10 3.5 to 4.5.

Store at 15° 10 25°C (58° to 77°F).
Protect from light. DO NOT REFR1G-
ERATE.

Manufactured for:
Bedford Laboratories™
Bedford, OH 44146

Manufactured by:
Ben Venue Laboratories, Inc.
Bedtord, OH 44146

LABORATONIES™

NOC 55390-112-01
100 mL MULTIPLE DOSE VIAL

CiSplatin

Injection

100 mg/100 mL

1 mg/mL Aqueous
FOR IV USE ONLY

CiSplatin doses greater than
100 mg/m2 once avery 310 4
weeks are rarsly used.
Ses package insert:

CiSplatin doses greater than
100 mg/m2 oncs svery 3 to 4
weeks ars rarely used.
See package insert.

USUAL DOSAGE: See package insart
for complate prescribing information.

READ ENCLOSED PACKAGE INSERT.

STERILE SOLUTION FOR
INTRAVENOUS USE.

&
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LAsDRATORIES™

NDC 55380-112-01
100 mL MULTIPLE DOSE VIAL

VERIFY

DRUG NAME

ClSplatin

Injection
100 mg/100 mL

1 mg/mL Aqueous
FOR IV USE ONLY

CiSplatin doses greater than
100 mg/mZ once svery 3 fo 4
weeks are rarely used.
Ses package insert.
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CiSplatin doses greater than
100 mg/m2 onces svery 3to 4
weeks are rarely used.
See package insen.

Each mL contains 1 mg cisplatin and
9 mg sodium chioride in water for
injection. HCI and/or sodium hydroxide
added to adjust pHt0 3.5t0 4.5,

Stare at 15° to 25°C (59° to 77°F).
Protect from light. D0 NOT REFRIG-
ERATE.

Manufactured for:
Bedford Laboratories™
Bedford, OH 44148

Manufactured by:
Ben Venue Laboratories, Inc.
Bedford, OH 44146

CABORATORIESY

NOC 55380-112-00
50 mL MULTIPLE DOSE VIAL

YERIFY

ORUG NAME
& DOSF!

CiSplatin

Injection

1 mg/mL Aqueous
FOR IV USE ONLY

CiSplatin doses greater tham

100 mg/m2 ancs every 3fo 4
wesoks are rarely used.
See package insert.

CiSplatin doses greater than
100 mg/m? once every 3 to 4
weeks are rarsly ussd.
See package insert.

USUAL DOSAGE: See package insert
for complete prescribing information.

READ ENCLOSED PACKAGE INSERT.

STERILE SOLUTION FOR
INTRAVENOUS USE.\

Rx ONLY.

LASORRTORIES™

NDC 55390-112-00
50 mL MULTIPLE DOSE VIAL

VERIFY

DRUG NAME
& DOSE!

CiSplatin..

Injection

1 mg/mL Aqueous
FOR IV USE ONLY

CiSpiatin doses greater than
100 mg/m2 oncs svery 3 to 4
weeks are rarely used.
Sea package insert.

! §390-172-01
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