
Glenmark Pharmaceuticals Inc. 
RECALL RETURN RESPONSE FORl\l 

G 
ql€nma~k 
A nt•w w.t y for a nt'W \\orld 

(UPDATED: PREVIOUSLY MARKET WITHDRAWAL) 
ONDANSETRON ORALLY DISINTEGRATING TABLETS USP 4mg 

3 X lO's blister Pack 
(NOC 68462-157-13) 

Retail Level 
12/29/2025 

Please fill out this form completely, By doing so, this will acknowledge that you have read and understood the 
recall instructions and have taken the appropriate action. 

Customer Name: I DEA#: 
DEA# is required, ifit is not provided, the processing of your form will be delayed. 

Address: 

Ci!Y: ) State: ~: 

Contact Name (Please Print): 

Telephone#: Email: 

Contact Signature: Date: 

DEBIT MEMO# (If unsure, leave blank): 

Wholesaler Information if not directl urchased from Glenmark Pharmaceuticals Inc.: 

Wholesaler Name: DEA#: 

Citv: State: Zi 

I have checked my stock and communicated to my customers at the appropriate level: 

□ I confirm that all locations that received the impacted products have been notified to the Retail level 

_ _______ _ _ _____ (Initial and date) 

o I do not have any stock of the recalled items. OR 

o I have quarantined and listed in the box below the quantity of recalled units and I will be returning to Inmar, 

as soon as possible. Upon receipt of this Response Form, Inmar, will issue return authorization label(s) Please 

indicate the # of needed box labels 
- ---

Recall Event ID N131405 RCL297-25 



Ondansetron Orally Disintegrating Tablets USP 4 mg 

Total Full/ Sealed and 
Sr.No. NDC Batch Number Pack Size Expiry Date Partial/ Open Bottle 

Count 

1 68462-157-13 19251311 3 X !O' s blister April 2027 

If you have any questions regarding this fom1 or product return please contact Inmar at 877-409-4230 Office 
hours 9am to 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.com 

Recall Event ID N131361/ RCL233-25 

Recall Event ID N131405 RCL297-25 
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URGENT: DRUG RECALL •• 

(UPDATED: PREVIOUSLY MARKET WITHDRAWAL) 
ONDANSETRON ORALLY DISINTEGRATING TABLE TS USP 4mg 

3 X !O's blister Pack 
(NDC 68462-157-13) 

December 29, 2025 

Dear Pharmacy, Wholesale and Retail Customer: 

This is to inform you that Glenmark is initiating a voluntary recall at the Retail level involving the 

following prescription product: 

Ondansetron Orally Disintegrating Tablets USP 4 mg 

Sr. 
Product name with Strength Batch No. NDC Code Pack Size 

Exp. 
No. date 

1 
Ondansetron Orally 

19251311 68462-157-13 
3 X l0 ' s April 

Disintegrating Tablets USP 4 mg blister 2027 

The recall to the retail level of the above-identified Ondansetron Orally Disintegrating Tablets 

USP 4 mg batch is being initiated due to Market complaints received for the blisters that were not 

fully sealed and tablets falling out. 

The investigation conducted identified the root cause as a portion of Heat Seal Lacquer (HSL) 

found missing from the printed lidding foil supplied by the lidding foil supplier. The root cause is 

specific to one batch of lidding foil roll, which was only used for the packing of the complaint 

batch # 19251311. Since the defect was applicable to a limited portion of the batch, Glenmark 

initiated a market withdrawal of Ondansetron Orally Disintegrating Tab.lets USP 4 mg, batch # 

19251311, effective from November 11 , 2025. 

Page 1 of 4 Glenmark Phannaceuticals Inc. USA 619 River Drive, Elmwood Park, NJ 07407 
T: I 20 I 684 8000 F: I 20 I 83 1 0080 www.glenmarkpharma.com/usa 



G 
qlenma~k 
A new w,1y for ,1 new wo rl d 

Further, Glenmark received communication from the FDA on December 23, 2025 , stating, 

··considering the nature of the tablet and the defect in packaging, CDER recommends that the firm 

initiate a recall." Hence, it is proposed to initiate market recall for the complaint batch # 1925131 l . 

Health hazard assessment concluded that the product quali ty complaint of unsealed blister packs 

for Ondansetron orally disintegrating tablets is unlikely to have an impact on patient health and 

safety. 

Please see the details of product batches listed in the above table and refer to the enclosed product 

labels for ease in identifying the product. 

Please examine your inventory, and if you have any inventory available for the batches specified 

in the above table, you should quarantine such product immediately and not dispense any further 

product from these lots. Glenmark Pharmaceuticals Inc., USA initiated shipment of this product 

on July 29, 2025. 

In addition, if you are a wholesaler/ distributor, who has further distributed this product, please 

identify those retail customers and notify them at once of this Product recall. Your notification to 

your retail customers may be enhanced by including a copy of this recall notification letter. Again, 

this recall should be carried out to the retail level only. Because this is not a consumer level recall , 

notice to the consumer level is not required. 

Glenmark is requesting the batches specified in the above table to be returned to lnmar Rx 

Solutions (address below) using the Postage Paid Product Return label that was provided in your 

Recall Return Packet. 

Page 2 of 4 

Inmar Rx Solutions 
3845 Grand Lakes Way 

Grand Prairie, TX 75050 

Glenmark Pharmaceuticals Inc. USA 619 River Drive, Elmwood Park, NJ 07407 
T: I 201 684 8000 F: I 201 83 I 0080 www.glenmarkpharma.com/usa 
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Please complete and return the enclosed response form preferably within 72 hours of receipt of 
this notification. Please either fax your response to 817-868-5362 or email to 
Rxrecalls@Inmar.com. 

If you have any questions regarding your recall return please contact Inmar at 877-409-4230 

Inmar office hours are Monday through Friday, from 9 am to 5 pm EST. 

This recall is being made with the knowledge of the Food and Drug Administration. 

Thank you for your cooperation, 

Sincerely, 

GLENMARK PHARMACEUTICALS INC., USA 

George 
Oliarnyk 

Thomas Callaghan 

Dig ita lly signed by 
George Ol iarnyk 
Date: 2025.1 2.29 
1 5:46:28 -05'00' 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 

Enclosure(s): 

Product Labels 

Recall Return Response Form 

Page 3 of 4 Glenmark Pham1aceuticals Inc. USA 619 River Drive, Elmwood Park, NJ 07407 
T: I 2016848000 F: I 20 1 83 1 0080 www.glenmarkpharma.com/usa 
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Product label: 

Ondansetron Orally Disintegrating Tablets USP 4 mg; 3 X l0's BLISTER PACK 

l 

Page 4 of 4 

11 111 11111 11111 
M: lu :tttii 

IUC 6148Z -157-1 l 

Ondansetron Orally 
Disintegrating 
Tablets , USP 

14 mgl 
Each idlt-1 CH\llH 4 ,.,, oduu1rn, 1a,. 

Stm ti ?t'C ti U'C {'M= n 1rfl 
[tu USP Cutrelld Rttn Ttr1 pmt1rt) 

Pb1yt.tt1 u i11: C11b iu f h1fl1ll1i 1e. 

Sn p,oo,, inert ft1 Dts ,gt ••• Adr1i1atmi11. 

hnty 

Jl.lllWllll. 
1umtu11 (n,r;n -n11 
•-. jill!ll~ l1: ,1•l1.C.A 

G 
qlenmak 

n ,,,. 

lllaUtft 
(l Uit:t«t1111 
Htlut11i.1i·11 
1l ld l111~ 

i 
$, 
;, 

i 
~ 

-~ 

I 
.id~ 

I 
;::o 
~i 
Iii ai, 

3" i.; ~ 

SI.JAE SIZE ARTWORK 
CRT Sil£ l4ti ,.,.. '172 r-. ni X 10 r.n: § 

~~ 
.::.::~;aE"-E--..... ":~'i:~ g 

- ·- ---------··-----.. - -- -· - ·- ··- - ·- ··- ·- ··- - ··- - ·- · - - -- --- . 

·~----- ~ ~ ..=.:"~" .•-•1•~::,;:-••- ... .. - .... ,. ..... .,.. c:! 
- ·- · -·-··-·-.. ----- · - •- •-- --·-·-·-· -·-·· - -·- - - ·· - - -- -- --

~ ~ 
• .. :'r':l,~t:'.r.=.. ..::i:;~:-.. -:;... C 

_ ,_ ., ___ ,,_ ,_, , _____ ·-·-··-·- ----·-··-·-.. -·-··-·- _ ,, _ - ··- ·- ·· 

~~-~~- .~ ~ ,_, .. ,.,__ .. .... ",......,. ... "_ . ,,.,. •--•• ~ C 
-·-------- -·------·- ··-·-··--------------·--·-·--·-•-•· - --- -·-·· 

~~ ... =.~~~=-r-.: ..:~~:;:.::: .. ~ ... g 

Otiuselru Orally 
0isi1le1nli11 r.•tels , USP 

~ 

\ 11111 11111 11111 /
1 

n :; ., 
I. 
H 
Ii 
ll .• 

H 

" I 

i!l.!I 

ii, 
e'ij ~ 
s1.1 
h 11 
~'"'lf !5:j u.~ 
!1 1! 
~ll ll • 

i j; ! 
e:•I 
:ill 

---,:--,,1 
:0,111: 

! 

Glenmark Pharmaceuticals Inc. USA 6 19 River Drive, Elmwood Park, NJ 07407 
T: I 20 I 684 8000 F: I 20 I 83 1 0080 www.glenmarkphamia.com/usa 



May 
Breedlove 

_,,,/ 

I 
1/ ITJITITllillTU 

l ·lZlL.!ZKl9:ld 

---\ 
\, ! 

NDC 68462 --157-13 

Ondansetron Orally 
Disintegrating 
Tablets, USP 

l4mgl 
Each tablet contains 4 mo ondansetron. USP. 

Store at 20°c to 2s0 c (68°F to 77'FI 
[see USP Controlled Room Temperaturej . 

Pheny lketonurics: Contains phenylalan ine. 

See package insert for Dosage and Administration 

Rx only 

Jll,!~ll~ll~l,ll~Jl,!;~1!. 
0ues1ioM?1 /888)721·7115 

WYNtQltin1T'a1 kpflarma•us com 
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DATE: 29.10.2021 
VERSION: 03 

6 GLENMARK PHARMACEUTICALS LTD. DATE: PANTONE SHADE NO: - -8lACI( 186C -""""'"'1.-.g 
C<,io,·, 

PRODUCT NAME: ONDANSETRON ODT 4 MG I PKG . DEV.: I ~;~,';~;i::;;,",~?.~~;;<;' Pradnya ~;;~:~;:>.;:"' 
ITEM CODE: PE60427 VERSION· 1121--1 I '"' ~""""""'"'"' Kadam 

0

""

10

" " " · l 1 ◄;40:29..(IS' JO' 

PHARMACODE: _6_04~27 ________ Ul~ '.._ __ _J[_::::'.:_ _ _J RA ~~ilu·a:c·v!cm 

COUNTRY: USA PRODUCTION: Macn,oeswia,,,,fy Srinibash Pati :;-::~~~.~~~; 

LOCATION: COL VALE -- GOA QA: "'"' ,,., =·-·~·• 
PACK : CARTON -- 30'S ,wo, 

ACTUAL SIZE: 146 mm x 72 mm x 20 mm REMARKS: 

SPECIFICATION: 350gsm white back board with aQua varnish except for area marked . 
FCPDCOOl/01.00 

~=~nNlbyMiy 

Carole 
Capella 

Digitally signed by 
Carole Capel la 
Date: 2021 .11 .08 
16:18:53 --05'00' 

Kristin Digitally signed by 
Kristin DiStefano 

C4t ... · J01111 .08151 ◄.S2 .... 
. f Date: 2021.1 1.08 D1Ste ano 16:42:s3 -os·oo· 
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HIOHUO HTS OF PRESCRIBING 
INFORMATION 
Ut11 •11hli1~l1 d11 • ct l• cl~dl 
111 ttu l~larrnti01 u1ded Ill 

0NDANSITR0N uetm 
t d ONOANSOAON ORAlLV 
DISINTEGR ATING TABlflS u t1ly 
u d t ll1cl lvlly. Su 1111 prncrl~l•I 
inl~rm1Uo1 tor ONOANSETRON 
TABl ETSndONDANSElllONORAlLY 
DISINTEGRATING TABLETS. 

ONOANSF.TRON llbl.ts . l or cr,111, 
ONOANSITROlt or,lly disl1l11r1b1 
10111s 
!~ il l1I U.S. Approql. 1991 

········ RE CENTMAJOR CHANGfS -­
WArnin~s Jnd /'f&C<!U?iCIIS, Myocaid~I 
l~herrla /54) 10/2021 

•·····•• INOICATIONSANOUSAGE ·-·· .... 
oooanuirron 1, J 5-HT, receptot 
1ntagonlstlnd!Qtt(ltoi:t11c;reven:ion o1· 

~UlU Ind vomllin~ USOCli'.ed 
Wllh t,ioh~/ emetOQelllC e.vicer 
clllmothtnpy, IIICludinQ ckpb:in 
g1eattrlllanorequal10 SOrrrq.'WI" 
,,1 
nilU$.e3 Jlld vo,11ning .usoclited 
wi1h inHial ilfld reptal courses of 
n1ooeratety eme1aoenlc canctf 
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ruuw~ ,oo ~0M1:l11<,1 anoci.1.1ed w,th 
r.1.d!o!llef.111)' In J)llienl5 receM!IQ 
thl'llf 10U1 1Jody l11adia1icn. slngle 
hlQIMlost tucticn !D me abdomen 
ori:Lai.,ohacdons1ot11ealldon1en (1) 
p0stoperatn1e nausea ilnd!or 
vomlt11g. (I ) 

···· DOSAGEANOADMINISTR ATION ••·· 
Stetullprescrll:lingln1ormatlontor 
Ille recom!Nndtll dosage In a!llllll 
~nd l)fdl.Jlncs. (2) 
PaJlflntS wl:h Se'l&lt l\tp.iht 
hnpillrr>ent do no! exceed• lot.I 
{l;ily:louoT8mg.(22 861 

•· OOU GEfDRMS ANOSTRfNGTHS •· 
Tablel:.. 4 mgllldtml). (ll 
O,alt/ Dkln1t~rating Tablet\ 4 11,g 
lnd8mo \3) 

......... coNTRAINOICATlDNS •·· 
Patiellts~110wn to'Y._. hypemntllMly 
(IO JNpnyl.t.dsJ 10 Oll&l'IUIIIJII or any 
compMtnts ot lheFormW!lo11 (4) 
• C.Jneomh.lnl UH ol ap~101phlnt 

,,1 
·· WAflN!NGSANOPRECAUT10NS ·· -111Mud,nn An l:Dh.Url) i1D1 
~ OISCOnliooe 
OIKlms.tlrOII ,f s.uspected MonitOI 
lnd tlU! promptly i:er ~!andMd 
U tai!I Uf!1~ ~!Ill$ and sy~IOll"'S 
rtsot.-e (ST) 

FULl PRESCRIBING INfDRMATIDN; 
CONTENTS· 

INDICATIONS ANO USAGE 

DOSAGE ANO ADMINISTRATION 
21 Dosaoe 
22 Oosaoelnlifpatoclrrp,11frien1 
2 J Aam111,st1.tion 1nmuc11ons 

101 OndJnsetron Or31y 
Oklnteoratmg labltts 

3 OOSAGE FORMSANDSTRENGTIIS 

CONTRAIHOICATIONS 

WARNINGS AMO PRECAUTIONS 
SI HyperseMiivr!yRnrllcns 
52 OTProlo~t!on 
5.3 Serotonin Syndronit 
54 M'fl)Caidiallschemia 
.S.S Masking 01 Pr00,uslve ll&us 

JndGastrM: DlstensJon 
5.6 Plltnyt~eton1,1rla 

8 ADYERSEAEACTIOMS 
6.1 cr111ta1 T,Ws£,pe11ente 
6.2 PM!111.ir~e;lngExperilnce 

7 DRUG INTEAACTIOIU 
7 1 Seloton!lfolc o,uo~ 
72 Drugs A!tecting Cytochrome 

P-.l~O En:ymM. 
7.3 l ramadol 
7 4 ClltmothellPY 

,\lle11tin~and AtJacurillm 

FUl L PRESCAIBINGIHFORMATION 

1 INOICATIONSAND USAGE 
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.,;tllto11geri11~lonqOT syl!d1ol'lt . 
rnonl!or wf:11 elecuoc.wdlogr;w,s 
(fCGs) II toncorutu.m e1earor,1e 
abnormJt.les urdkc !.lllu1e or 
afmyllwl•ias or u~ ol o!tier OT 
prolongl11g drugs. (52) 
~ Repor.edwl!II 
S-HT1 1ecep1or antagonk ts atone 
llu1 rwtlcu!arty with ooncoml:ant 
lht!0fst1011)Mf01cdfU;s.Usucft 
svn1ptoms occu, . dlscom,nue 
orid-f!1onillldi1111ia1esu11i,on,,1e 
IINlfllfflt II COIIC!,lllllilnt l/U 
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Ph~fng QT P£99[]$Sti1; /IC\!$ 
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f plpwjng AM,uniMI SYIQUY QI 
CbtmPJhtraQy•l ftdtJcftd N3USH ild 
~ . Mon"..ir rordeer6lsed 
bowel ac11vtty, panlculJr.,. in 
patients whh rls~ !actors fer 
iµsuointestinll otslluction f5.fil 
~ Pitlena should 
be lntormtd tllat ondAnsttron 
ori~ diSln:egutlngta~tsttn:ail 
phell}'b!MMrwr (• c:0mpo11tnt cl 
aSllarQme) Eac:ll 4•mo a11a 8·n1g 
ora1.,. d.slnieo1a!l1'1Q tab1etconuins 
1 5 11,garid lmg o! ptM!ny!aL'lnine 
ie~ectivtt,' (56) 

--· - ·· AOYERSEAEACTIONS· ·-
The mos1 c:on>mon ai,,.,erse 1e.ct:lons:lfl 
adlltisrortM 

pievtntic11 o1 c11en,01lwapy­
·~~'f.l (<i: 5•,.1 ar!· ~e n ,•.~~ 
mat.:rlst/latlQUI!. con~l ,palion. 
diarrhl!a (61) 
p,e.,.n1,on o! r:idbTlon•lrlduced 
~~J! ~J aid ~or~H1~~ f<! 2=..1 
¥& 1163d~M cons!~ation. and 
dialrhu.(6 1) 
p1t~nTlono1postopera:i";e~~1 
l-~4 •·e~1?1~1 t~ i"I J·e ~•~act.I! 

and hypo, i.1(6.1) 

To rt port SUSPECTED ADVER SE 
REACTIONS. con11ct Gleu111 11i 
Ph1rma1;ntle11, Inc .. USA 111 tl U ) 
721•71TS orfOA al1 -ffl·fDA·1oa3 or 
· - 1:1a., ~l/lHdwatch. 

Stt 17 for PATIENT COUNSELING 
INFORMATION . 
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& USEIN SPECIFICPOPULATtONS 
8. 1 Preon,,.ncy 
8.2 Lac:tatlon 
8.4 Plidia:rlcUH 
8.5 GffU!licUse 
86 HepatKlll'p:llrmtnT 
t7 R!t1alln'lpaln11~,l 

i ORUGABUSEAND DEPENOENCE 

10 DVERDOSAGE 

11 DESCRIPTION 

12 CU NICAL PHARMACOlOGY 
121 ~«llanisl"IOIAl':1t0fi 
122 PhmnJCodyna111lcs 
123 Pllarn1,1,oi-mt:lcs 

13 NOHCllNICAl TDXJCOLOGY 
13 1 CaiclnogMesls. Muucenesis 

lmp~ilment 01 FertUil~ 

14 Cl lNICALSTUDIES 
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142 RadiillorHnduced Ni1115U 

3ndVoml11nu 
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Vomiting 

18 HOW SUPPUED/STORAGE AND 
HANDLING 

11 PATIENT COUNSELING 
INFORMrnON 
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!-'SOn>Oim 

• irlr:bl ,nd repeat courses 01 mode!l!ert eniet~;enlc unce, cllemolherlf!Y 
• rJdio:tierapy ln ~3tient:. receiving el111tr to!lt bod',' lrmllJ!lcn slnQle l!IQl'l•do:.e 

traction to tile abdomtn or d,J~• hac~ons to the abdomtn 
On<1.1.nse11on l$also lndk:a:&d t01tlie p1 eventlon o1pc,stoperatlvenause:rand/) rvcmit!ng 

2 OOSAGEANOAOMIN!STRATION 

2.1 Don11 
The raeofl1f!leMed Gos.ioe ltQIIMl1$ IOI .>dull :md oed~t<lt l)ltien!S art ~c,ibed in 
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Digitally signed by May 

d I Breedlove 
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hble 1: A dull F11t cmmud1d Done• R1g!mu l~r P1uu\lu~ ot Nau.au and Vo111 itl11 

Dou _t •~!_!IIH ~ 

Hl1• 1J I A ~inQI& 2~-fl'IO dose ldministered JO r>1inu:as t,eiore tile ,1.111 o1 
( mr1DtBNIC HIQle-day highly enitlo~ic Chel'lOtltfUIJY l11ell,dlrl;i Cispl;rhn 
Cunr gmttrt11Mro1e'l!J3ltcSOin9,'f'1 
Ch 11ot•erapy 

Modr ra te lJ 18 mg ad1ninlsttrtd 30 mlnlllfl$ te!.Oll lhoi $\Ml C! ch1n10tller,lfly, Yrilll 
Enr1to9u ic ! s~tit(q~••·1 11-m9 ;roH S ~Ju•t i!'er me i,r;l ,J .• ~ 
Canu r Then ~mlnlstN8mg !wlt4! 3 "-'V(9Vei) l ?hour\)lor 1 102days 
Cft t l'IIOthtu pJ alterCO!l>pletk:motchemotl16r;rtiy 

R1dlollr1r19y I for 10•~1 nsd·J,rr¥ti-rf9n R n>o a~fll:.tu&d 1 t~ 2110 U1s bt'ort eao:h 
fl.ictiono1radl01tMWapyurhl1:lt 
Fpt 11nott b!Ph:«tUlfilCtirn•a!li~'twiCY!Slt!r.!bdQl'tO 21119 
~(hi,onls!eil!I 1 10 2 "'111 •~ t,elo11 ra.11~:111:iipy. wit/I subsequenl 
fl..'"'I; d ::m •·"!') e ~•~'l i',r, ..,, '·"' dJ:.• •~• 1 1• 1 ;'!l,., a'·t 
con•~llttiOtlolrai:llotlitrapy 
&.IHllx.1!.llil~JSiJ.1Q.lllUMofilt1,8mgadmlnlste1ed 
1 t02hours1>ero" 1adlotherapywlth i ut>s1111t1tnr8•inQdosuevery 
~ ~cur, i '1tr ,~~ !,ui d·l1i• fr.r •~~~ ~•·: ,,.J:• t~,;•ac, :i ':""~ 

Po1to!_•_~e- ~ Wllnlstered lhourtetortinduct!Ol1clw~1hesia 

TO lt 2: Pdillrlc R1eo111mudd Douga R1gi111U lar P1n111t lo1 ol NHSII Hd 
Vo111ili•t 

ld lc:atiOR I Oon,1R111,.e, 

Mod,rat,lJ I PIA Jl YtiU1Qtagc. '11ngaarr,in1s1e1e.j?Qm.,ututt10rethtstin 
E1111toguic 01 chemot~e1apy. with 3 sub$t~ue11t 8-111g do<.e 8 hours aner 1111 
Canetr 1:r~t•~~.e. . 
Che111 01berapf Then admlnlstei 8 mg iwace a aay {evsry 1 ~ hours) fQ1 1 to 2 !t. l'S 

aner COl"flletloll<,!ctie,notht1.li,y 
~~o,9allflllnlstt1edJOrr11ultisht!Ne111t~.Y1 
0tthtmcithtrapywl:h1sut,sequ11114-mgdose ~ and8houn.ltctr 
tr•;~!C~U 
Then adrnllllsttr 4 mg three 111res a <U)' ~, I To? cla"5 iher 
comple~M 01 cllemolfltran: 

Z 2 Don;el• tf1pa!lc:l111~1irrnut 
In p.1tltn!s v.lth swm lltpatlc impai'ment (CMH'uoh scr;re 01 10 01 great11t). do 
not e• ceed a to~I daily dose or S mt; (1£'!' l'sr ,r S:;u ,1;.; i'J;1~:~•'CP"1 186) C~Jt•c,: 
~~-r,,,!M'J:;/(12 3.'/. 
2 3 A6111ilrillratic1 IDJ1111ctlou lor o~~nu1,01 Orally o,,1~1,111ll11 Ta~lt'ls 
Do flOI attt111p1 to push 0nd~rue1,on 01~·diSin:eQ1atino ta01e:s mrouoti Ola 10• b.lct~ 
Wi:h dry" 11.!.llds PECL BA.Ck me loll NC~llij ol 1 blls!er 111d GHITl Y remcr,e !hi !.llllle• 
IMMEO!ATH Y pl,1c.e the oncla11~11011 o,ally d•sS!t•cmmq !Xllet on t~ll 01 tile tenQtH 
whtri h wiM d!ssclvt 1ft :IICOnO\ 1hl!fl \WJl()W wl'.ti s.alo Aiolrifrrs'1a11011 w!:h ~'!Utd Is 
nolneces\."iry 

3 DDSAGE FOflMSAHD STAfNGTHS 
Q,.~1~src·• T:;~l!:=-1 tJ S" art c·:.d ti J~Ja•d ,c~.-,. !•!"'l-c:~nd iatleL. n:a•r lll'!J~I• 
in the 1o!lowtna st•enalh~ 
• 4mg•whhttiblet\lrlth '4 on0flesidtand 'G1 log0on 1tot 0tht!$kk 
• 8 mg• }'ellOW Utlltl w!'h '8 011 ant Silk: Jl'ld 'G1 logo on tht cthtr sill.? 

O•.;i~~:,:,,,r Or;Af, o,, ' hgr1:,~ :; r.i:11:::. L Si> a•t ~,1, "~•:al' "•' (.11:tj J'~,in d 
!3blets and a1t in.ilii~le In Ult toDowinQ :tWIQil\l. 
• 4Mg• •G't!llOravedonon11s.lcleaM 4·0ntheotht1s-.1t 
• 8 mg• ·G· @ngraved en 0114 &Ide ~nd '8 on tht 0~1 ~k!e 

4 CONTFIAINOICATIONS 
Ond,:inse:,onlstonualndiraledi~pat,e11ts 

known 10 hlVI hypfll,ensltlvily (I g an.aph!'l3,i~l 10 olldan:;e:tOII 01 ~ ol lM 
COO\Q&llllnls or !ht IOIJt'Ull~Ofl !•~• 1,Jc! '"I,' 'u,. r• .. •c, (6 2)1 
r&oeMno concr,ni,n1 ~pornurhlne due ra 1ht rls~ ol ~ratound hV~Oltflslon ind 
lossolronsr.lo11SlleS$ 

5 WASIIC!NGSANDPRE CAUTJONS 

5.1 Hr~111usllivity Ruell~u 
Hyper~8fl\lt,l'ity ruthons. illcllllling am;phyb.ds aM bror1eho~p,,s1n h~vt lletn 
1epot1edlnp,111tn1swhoh.l'lte•hihhedhyl)l.ilSl!MftMt/!OOtheistlll(:lr"8S•HT, 16Ctf)tOt 
anugorlists. II hypersensitMty ructions occur 01S.t:011tln.H1 u~ ol 0nd.1Metr0n 1ua1 
p1omptly per ~tand.ird o! care ;iild mool:or un:~ !ilgM irid $YlllfllOO,s reso~~ {SH 
:;.,r;,.;:,::J:.:'.•(J.'J/4}} 

5.2 OT P,clc1g.1Tfo• 
[lfletroc;m;lioi;r.&nl (ECGi cllanges il'lciuding OJ in:t,~'it rrotrniµtion 11.:1~ l!et!fl seen 
In patltn1s 1ecetm1g011ctanset1011 In addi:lon pos•Hlaf~tt1t1g i;.1~ 01 T01s.a<le at 
Polntts ha..e Deen repor.ed 1n p.:rt,ents using on:Jlnsenun A'-'Old 0n::l3n~tnon In 113:1lenis 
1111h ton~eni1.il Iona OT svnd•on•e ECG 111:ini:01111Q I~ 1rc&mn,ended In pa11t1115 wllh 
t~wol11e a~norn1,11h1ts (e .g h)'llol<.llemia 01 h,'llOfl'itJMstl'•ial. cong~!lvt titan 
!Jlkllf t,a.1y-Jnh·,'Thr~1.U. O< pltialts :ai,.lng O!l\er r~ll"ln.;,I ptl'duc.ls tllat lead Iii OT 
piol,:mga11on ;1u :;.-•,i;,:, !>1-~.~· )~ •·>;.~ 11::11 

53 hrotolll • Sydronu 
The dtveiopmt~t er w010n111 s~11dro,,·t !>ls teen ,eponed w,th S·HT •fUIJTO! 
a11111Q011ists alont l.4 oss rfl)orts h,,..e WJ, assoc.at;j(j wt:h tori.:0<ni~r1 U$ll of 
s!llotonei-ok: drugs (6 o . ,t1ec1,.,e \er..it.:,n!n 1eup1~~t lnM,llors (<;S'llsJ. se1ot~11t11 Jrid 
nortplntph11ne reupcake Inhibitors (SNRls) m~noatr>Wlt ~,kUse lnllili ito1s min.uaplne 
ienta11yl, l!U'llum.tram.ld01. and in1ravenous methylentb lli t) Someof ihe reporte~tasts 
wtre fatal. Ser~tomn syndrom• occuHlrlQ with 01-e1 d0$f of 0nl1:lnse11on alone l1u Jlso 
btl!fl rerorttd The r.ajorhy 01 reports of ~roionin syfll:lrmne related!<> 5·HT. 11eep:or 
an1aoof!lsTuseoccurrednapo11•¥1ts:he'ilaweunllmirikllusioncen,e1 

S',11·Pt01TsaS$0cia'.ed~ithstro1r,nin~ylldlomtriay~lllefolk,"1ihQcol'lb,i111011 
o! ~gn, ill!d ~yn·,p10n1s r1enlil stirus chit119es (e Q. agl.itlon I\Jluein;i:rons. clelriuln 
and cOfl\11). autoflOmk: lfrsTlhllhy (e Q. t,1ehyt11~. 1.>tk blood ~•MS.Utt din11t,;s 
~,~p~~'l'!I:\ 1c.l!~,~~ l'-1~trr-,!rma! ~"•'( r:'l ~~·~l.!r ,,,..;,•o..,.. : ,,.g. :,vr.-r. r-r:<1:,,. 
'1'1;QfJ;,,"'· n:1M'rt:r:r.,1 'l ·C~~l·:!•••3!· Cl•j. ~''"•'f ,.,,:~ 0' ·,;·•~:u= ,;ast:Q1~:r;l1n1l 
syn1p1oms (e.g . nausea. vomi:Slg. d...rrhea). Patients should tie monitored !01 the 
tn1troenceo1 sero:oninsynd10,,,e e~ecia!fy'Hlth co11com!tan1 un o!ondanw.:Jon 
31111 Olhel :;!l/C!OnlllO,Cdrugs II $Vl"lO!OrJS olse•~tonrntyndloi~occu, discon:1noe 
Qndall$et1on and 111111.,tt wppo"lvt t1eatr1tnt. P!titnts should be ln!orme!l o! the 
illC!Ustd11!.kOl§efOl01'1in s)'fl!lron,t~lall)' HOlld,m:;et11,nisur.td e!illf.Of'litan!lj· 
wltholfllll :lel (il011<11"9lt df\11)\ !Ut !.h:1;.•:,,;.·~,1~1 !i ,, c~•.:?•1/f (t:,U 

1

5.4 Myocudl1Jbchn1 l1 
Myoca,ojlal is(llemlir llu beHr 1epon«1 ,i ~atiellcs trwt«I .,,,;•11 ~nd.lMfn ~n tn """e 
cises p1edomlnan1.,. clurllQ l1l'rav,inous at1mlrllstr~tl"Jn Ill, sy1•1plll111, apre,arlld 
ln11111!1talel)'Jfl.,tr adrnlrnwatlon bu\ 1esQ.•ed with p,omf)t !11N.Ut1f'll Coron.aryartel'f 
spasmappu1stobfthemos1com,nonunaertyfngc.1use Tt1t1e!o11.rnonltoior3dvlse 
palltn~ 101 sw;rns or sympton•s o! ,ryocardbl bcheoTil<I alter oral admS!t11,11lon or 
ond,1nseu on /$~s ~.,, c ,r r.~,, 1 J~s /6 :ii 
5.5 Masll•1 ol Progru,rl', 11,u ad Gulrlc Ols teu lo• 
i Nusec!ood.wlsnool!lr,alll!fl'lloNo ... ,ng;it!dolnln.llSUl!lftY Olinpa'.,en\\W1!1l 
c/lemo'lle<Joy-ind11Ced nauSN Jlld o10tri1i11<,1 rr>ll n,~~ a progrenh;e dtllS ~Of g.stoc 
cilsTen~n 1.-lonilllr ror decreased bowel ac1M1v PJrltCul.!rry In p.1titn:s l"lllh ,w.- !actors 
to r g~tto.,:es~n.alobsuuetion 

OndJnst1ro~ Is not a arug Iha! s!imul.'.ltes oa~tnt or m1es1,na1 per1~talsis t s.l!~uld not be 
usedlnsteado!n.»ogastrk:sutllon 

5.6 Ph11Jlkttonri1 
Phell',IL,t!011urit pl:lent& should be hllorrl&d Illa\ ond~ll$e!lon Oflly disln'tQla\~ 
utilels c:~n1i si Pllel'l~'blallln11 (a tOl'l"pooen1 ol ~•lai'l!IJ. r a.:..h 4·rr>g and B•mo CH"aly 
d1Sin1egraTl11g tablet to'llaim 1 ~ 111g Ind 3 ~ 01 ~htfli'lal;inl11e <MD«!Ntly 

6 AOYIRSEREACTIONS 
=r: 'JH~,-=~~ c1.~,•d·.1 ,.,,~. t, : J~! .l:!-.erie · •'3:'•~'ll 1·• ,i,~,,•~ 11-:,t,'11·• ,~ ,,, 
labeling· 
• Hypersen~l:,vliv flut~ons tu ~ l!•~·.-,,~ .rJ 0 ·rc;~.'·-'f'i ,~ i1; 

OT Prolongatlon {~n l\'1•• ··!:~·~ d·iJ l'!t,1,,,..:."l (51.'l 

i • ·• § 
111, 

iW • I 

Seiotonll'I Syndrome (i~ ,,-..,~.~~• J~ >1~:,,., ,,.,s I J Jj! 
;:, a:a,,:; . .J $1:~rm,1 /5te ;.<;,.w.,,, 0 1 ••1 "ttN~•:;1•1 ( 5 .:)/ 

ij 
; _i 

h g ,. 

~ lling o1 Prnorn\t,.,p lleu~ and GMtrlc Ol\tf'lsion I.If~ =,;~~.r,iJ JI'.: ;,,'If" 
•:55fi 

I 1 CH~lul Trials b ptrluc:e 
Btt,111secll111C1t ul.tlsa11condur.!edllllde1\llioei'/ varyirr~c.ond••ions 3,t.e,~erearlion 
!l!H ollselVld !II !ht dlnical !rials Ol i drug r~nol be di111ct.,, COffl(l,lrtd w1tb 1a•n b 1M 
cl·••cal tr:11:. ~r H ~;~r Jr~,; a'ld f"•l\' ~~11tf1t:· ~• ,, ;u ctu• .. e; ,._ ~,,, 1•·.t 

The tomowing advttse 1tactlons !lave llffl1 rlP()lltd In dniul !1ials of pa'ienlS t1e~1r.1 
wrth 1)11(),Jn~ tr on, the ac:Tive lng1edlen1 or oridame-tro" A c.auloil reLition~h•p r, 1her~ry 
w,1h ond.ansellon wu unclear ,n many raus 

PmeoUpn Q! CbOOJOU!tPPY: 1nOO:ffi f:iiJIIW ill'1 Vpm•t!M 
The nust comn1011 ad1erse r,.teli~ns 1ep0111>d in oru:ei thM> ill eooMI 10 ~•. 01 JOO 
~ rtceo.il191\lnglt24·fil>;doseo:ond,n:;e11r 11ora,..,rn2ni.:ilslJrthl'~•~1t,, .n Jr 
nausea and vcmll!nil ilSSOCi.'l!ed "'ith ~ftl"'ttoqenic chfflio:ht1~y 1~~:.nn ~m1e1 
lh,n or rnial I~ 50 ll'g'ni") wt1e f!ta1artlt (1 1• .. 1 ilhd dlanhe.t (4 ~\ 
The most c.omn1or, ad.e1se ,aac~or, s repcned in .i trwl, in a,:lu!\s fOf int p1,y1en•ion o! 
nausea and vomh.,g usoclilHtd .-~h r-1~dtrJtet, eril\!t~gtnlc rllamotlw>,J~py {rflrwi!y 
tYtlo~hl:,~~11.>mrcle•h,lsed 1eQimens1 ai• $110\'ifl In T~blt J 

Ta-11 I : Mesi Co11111101 Adverse Aeai;tlou i i Ad• ll• ' !or th Prtvulio• ot Nau.a 
od Yont illl t A"IIC:11\l d Witt! Modtrllt! J E1111 !011n>C Ch l'IOl hrapy JPrinnrity 
C't'Clop•oipka111ldt ·hnd R11i111i .. l 

Adn1t1R1KtlU 

""""'" 
Malaiset'Fadiue 

C0f1$!lpatlon 

Diarmta 

01d111$1t101l1111 Tw1uOa1ly 
, • • 2,21 

58(24 ... j 

32 1_!£.!! 
l2(9',) 

1516',1 

l'tau-t 
1• • 262) 

3~ (13",) 

6.!2'i 

l { d "-l 

10(J .... ) 

•Rei:ort!"d In Q!Ultr !ti.Ill UI eq!YI 1'1 5'- or padtnts ueated wi:h 011d~11SP.1ron ~nd JI a 
rateth.lte>cetdedplacetro 
~ISJ (;,J,?./'"J~,l,~•;t'$4' .-?tJ.."!;,Jf.$ 

r:tr:::l! A-,,.,,,:~s t:;-1tt"' £x11ap)'la1i, ffiit r&act10ns (!en ltliln I ~, 01 pi!l!'n1~1 

•·rr11•e Asp.u tatt trans.aminne (45T) and/or al.l 11~tf t13nsan,inase (,'J. T) ,all.Ifs 
excttded 1-11k:1 Ille upper Hmh or no11nl in ~ppro~n1a1ely 1 .. , to 2--. of '23 ~atlenls 
1ectNlngond.\nseuon andcyclophoS{lham1<11!•basedc~n'OTh!r31lyinUScllnical1rtals 
TIit lneruses war, trlllsltnt ~ did Mt ll)l)Ut to bl 1ela1ed to dow OJ dura~on o1 
1neia~Cn 1ef)ta1upc1,Ure. $111'Llr11ansienit1ev.111ortsll'luans.anllriasevi1ues occurred 
In some COUIHS but syrrp1onu:ic htpitlc disuse Oi.1 flOl OCCUI Tht IC~ Cl c.ir.ce, 
tlltr'rot~apylnlhmbtocllenucaltllanQISisun&..3t 
L"-'tl' :a~u1e .md dN!h llu b;i,en rep,lfled ,n canctr p.\!itnts recet,1111; co11c1111tf\t 
111edirnicns. 11c!u<F111Q p0:ent1ato, hep.ito:oxlc cyto:Mlc c hemtlht1ap► .1111Jn!1tit!lcs 
The ttioloOYOrtl16INer!ailurelsundea1 
,111~,rv.'T't,1:1')· Rash (atcr0•1Mately 1•. ot PJTltnt:). 
fo•~r ft» l~M ;,•,) Ar.aFll'f!a>Js blonchosrnm lachyrndia. ilhgirla hyrc~Ale1•11.i . 
11ectroca1dlogra~hlc Ntetiuons vasc!.llal occJus,._.e event$ .ind orand ~ia l stlzures 
hce,ii 101 broncllOspasm J.nd anavh~la.•ls the rela1lon.flll) to onJ,m!.etro11is undeill' 

Prcnntioo gt Aldbti91HDdltk!d NiMN and Vmrtm 
Th! mostcominon»1erseructlor,.s(grea1e.lhill'lc1111UJ1:02'•lrt&1cNd!np.i!le11ts 
receflillg ond;mset1on •!Id ro11C1.1111r11 1illllotl16r:apy were sir.nl;i1 to diose i,ported 
lnpilie111s1tcelvl11ij Olldansmonan.1concu11en1clltJ110:Mrapyandw1111lle.lclache 
t()(IS!iµtlon.ariddiafrhea 

Prmntion 01 PAUOAMUNI NJUSQ ,JOO(Q{ YPmblOY 
TIit most comrn0n actverse react,c r s 1ef)011ed In aouns in 111al(s) of pm-entlon ct 
l)OStoperativ111ause~ 1nd\/OlllitiA1JiltUIOWnlnTatile4 ln!MStlrlal(s) pa!i,.n!SWtlt 
1eceMPQ n1t1~lplt c~ncori~nl periope,atiole 111d FOSM~ll!l'I! fl'e!licU10llS 111 ~011 
!l~lrr.enlQJOIJP' 

TO It 4: Most Cor11110• Altvtfll RuclioH l1 Ad~1tS•lo1!h P,nulio~ ctP0110,11atlvt 
N111u111d Vot11 lll•t 

01d.aul1on U m1 H 1 Sln1l1 0ij11 Pl.ico o 
Advt rs t lhnlion ln • 5~1 1- • SJt ) 

H!:iidache 49(~,! 27(5".) 

H'fllOlia J9(9"· ) 3S(7't ) 

Pyreria. 45!8'•) 3-1 (6•,) 

Dt::zlne:;s 36 (7",,,J 34 (6 ... ) 

G:;necotoyuldisorde, 36W•) 13(t;'o) 

Afl~it1VIAQft~110n 33(6.._ I 2ci 1s--., 

U11flary 1e1ent1on 28WO) 111(1'•) 

Prurhu~ 27 (5'•1 20 W •l 

Repol18d In greit• than <,r t~ual To 5', ~1 r~tl,<,nt:. Ht.a!td wi'tl 01•dxiz•r1on .>nd ar ~ 
13lttlla!a>.Cffj)tdl)l.1clbo 

lnJtr~e, stu.t; ~.,ii~ ~15 116~chew.>\rept'lrt"ll 1n6 5Utt"(.1\311!~k11.'ite•o,! 
Ofldansetr011 r,n.ly ch~n•tg1Jt11g ,a.ie•s with watt• (:'.J" •I l~ comp.ut'1 1'11:ll 2 $<J~lfio'.1\ 

31tr1fnistt<ed cn&ntetrono1~d•lin1&0r~trngrablltts"'r11<tu1wd!"'(B') 

6.2 Pos1!111rbli19 E1pulo n 

!~t !~H~•"1~v au·,11H ,,.,,,i~, ~a,e t.<e~ 1d~~•-!"~ u~n~~ ~~t!~Vi:· ,-- ~1 ~,e ~f 
ondanse11on Because tlltse ,e<!tliOll> Jrt reoonlld w,lun11r~v Hom 3 popub'lon ot 
UflCt1Uir1 size. II ls not at,,,ay, pcssillt to rdi.allll estl1 ,1a:t tllelr trtQUeocy or es~1ttlsll ~ 
c~usalreblion~hl,i toGr119 11pos1u 

~ 
Anhythriia.s {lndud.,g veriulcul3t and sup,aventlitul.ll t.Kh~ l rdla. p1em1:u,e 
1-t.r!r:tl•l.lr c~~"i..-t,~~,. ;::,~ ;,;r;~; 1-c•~L;: ~~) ~'a.!',":a•~cl •i!~1.1.;·.ittlf~;•~~~,-. 
ar.eiali011s (lndudillo second·M~ru M.ln tll)f~ QTIOTc in•tt~a• piolotll),ltion. ~nd 
ST seomtnl dt~ruslo11) i:alplt.itiOM .ind syni;ope Ra1ely and r,redontlllilni.,. wull 
lnuavt!flousondansetron lfJnsoemrCGchar>gt\ includinijOT11t~r,atprolon~ ticnhl vt 
1>1111repot1al 
Myocardial lsclltrn111 wu reooned p,edol'llllltltv w~.h lntr.WMO!I!. .adr~1rws1r. 1,011 /5;M 
Ll".:.••.:.,.i,rJ :i.-.:;,~:-,,.·si-~J): 

lionwl 
f;, p ,1;. Ra1~c,ws0l hyp,istnSill ,1'}'rea~uons s,.n1tt,me5se.icere (t g i1n41hylar,11C 
raacrklfls. i1,11gloe-ier,11. ~1oncllC'spasn1. l.hol!ntss ol bre.1~1 ll','JIO!Msi,,11 ll:1V111Jeal 
eaema. s11 1do1) have als.o be!lll reported hrynga;p.ism shock and mdlopu~Mnary 
ar rest hl,-e occurred '1u1111~ aler~ rtac!i.:rns 111 p~11tn1s re.:el11n~ m,ec!~~lt 011'1.ln,etr~n -l i'ierenzy~~abno,malitles 

~ 
Hlcrups -Otuiogyot c1isls arpe.u11g 11Cr.e u 11,ell as 1wh o:~er (l;";:Onil: reacT•l'.lM 

SI, 
Urticaria. Slewns-Johnso11 sy,io1ornt.and1odcepkHl11nal oecrnl','Sis -Casu or 1,~nslent blindll'!r.s. p111do1,.inandy d01,11g lnt1iwnous 1dm1n1watlon h.l"' 
bMn ltl)Oftid. Thest uses o! llilllSilfr1 blln~nes, \\'flt llll)~lltd :o re<.oCvt .,,ltllln i 'NI 
rr.lntr.esup10 48 haurs 

7 DRUGJNT( AACTl<HIS 

7.1 S1rnlcat11ic O r■ g1 
Serntorm synd,omt OndUdillg al'.t1td r-ental ~t.llu~ aU1onon,lc IM.taMty. a:id 
neuromuscular symp:oms) ll.n biltn dt!scrlbtd loll<JWlng the to001m11.in1 use cl ~•HT, 
1tceptoran:ago111!;\~31'1do·l'lel\l!ro1011e1gic drugs lilclud,ng SSR 1sand SNR s Monitor 
!or tilt en~ 1oenct ot si-rotoni~ Sif!d1ome 11 syn,p-om~ c«ur 11istcnt,nvt onotinsetrun 

G GLENMARK PHARMACEUTICALS LTD. DATE: 1a 11 2ri21 PANTONf SHAOE NO Siad 

PRODUCT NAME: '°""'"'"°'·""'"'°""'"'"',..'"' I . II '."··'" ""•· ''""• I Pradnya :::;_-;:::;:~ 
ITEM CODE: PE&04s1 VERSION: 1121-1 PKG . DEV.. ;~~;-;,·::,-".".:·t,1~~:u Kadam ?:':. ":;:;,::; 

PHARMACODE:-"---BARCODE:~ I RA II "'• ·•···••'-' ' I 

COUNTRY: us PRODUCTI ON: 11 ,,.,,., . .,,.s, II Pat, .• , 

LOCATION: Go, II II:"'="'~ -· ..... -QA: Er.,•tf1·• (900))6.l315, 

PACK : FOLOE0.180X40MM 01r, • ., 0,1, 

5nn1basl'I 

ACTUAL SIZE: 355XJ20 MM REMARKS: I 

SPECIFICATION: '° GSM BIBLfPAPER I 
f CPDCOOl/ 01.00 

T• mpl• Packagin g P vt. U d. F'Ql'lt HNl'flt,ca COl!densed s,:e 6p1 Sat;Coc:lf': 30Ul001aJS8 F1le·f,9935 Ver.01 : sa~.av 

alld ir.1t ,a1, supportive !u~1men1 : , f( •'A .'11~"'-;, ,·,i; P.-e . . •~ :·o~, t'.• Ji/ 

7.2 D1ijgi; Al1eclint Cyl oc:hrnn1 e P450 h l '(lntl 
OndanS!itran do,e\ oot ltseff ap~ta1 tr lll1uc~ er l11h~~1 l~e i:;1,xh,,-r·, P•J5(l 
drU'1"111!1Jbo~z,n~ ~n,_;,mt i)'S!tn• 01 rM 1,~~ 'sN ~• • • .! ,i~,._., .. J.·: .. ·,, •l,'j1/ 

86t.lU\I! ondansetron k metrboli.--ed bv tiei1:Tic t)~cchr;,'le P-J~O dru!fn e!~ll,,Jri"r, 
en.'y111es (CYPJA4 C(P;()6 C\.P1A1). 1110\1!;~$ 01 in~l:lil'.'IS ,, lhest t ll y.l\l,\ 111) 
ehan~e tilt ~ •ante .uid ~ 111t IWHrt• 01 opd.Jn~:ron In ptr~r•~ 1re1t-1 ,V11h 
P'l't!fl! lndl!Cill ~ ~1 C~PJA.t (, e ph,myiolll r~•t¥t1D"r~lnt. ~iv! rlhl~pll) !~ tlt~l~IIN' 
~• ~~•~nner,:~ ,-;d; :-• l -J;;:J,!J,, .rc,~J,•·~ ti·~ ~-.,!~'l~'l•~r l-1~.;, ~::, •.i;•, :-·:1~ ·.••;, 
Geer used fl o-,,.e.er. ~" !tie bASIS 01 aVJ•lablt d.,u. o~ do1,;1q~ ~!!1u~11,1 Cflt to• GndJ~5'-' t'<'" 
Is recol'1nl"'l!l&d rcr ~Jllefl!S on tr,e/,1' dru1'· -, ... ,.;. ~•~-<- ~ ·' >tJ•.:;, ::3!.' 

7 3 Tr,1111d ol 
Alt!V~u~h no 1it1.;, m .;.;:1Jklne:lf dm~ 111tt1~cr,,n t•t·.,,.n 1Jn1.,n,r,tr.•~ ,11'1(11.in.-~.·l t 1, 
been ot;.,,1ved ,t,it,1lr:,11•~sm.i11~1.1l.:1n1'< )'.f\l>.J\ ,.tvn•1selll' . .)l!'h-J •1 IJhY'' n 
m:)lr ine1tl -t pa:len·~~:r.ll'Jd ~dfe.,1':•1:•l(.n o• lrar'~•"k>I f,' ·•'l•'rr r•:i,>nt~ 1 >'l~•J'• 
:MquJ•e p.an con :1GI wh<-<I ondJllse•r-•n I'!: .,1r>ll'~tn"'1 .,r., ·•Jn •;:1,1 

14 C•emo1h,r1PJ 
C.u,rustln! ttJfr<Jj,, in1 fispb•l'I d<' n,,1 .1'1 1111.'1 :Iii' 1,Mnr:v,1,~\1i,,'lr\ ,,i "'l•1J11\~'.,(1'l 

In J Cl •'S\~Vlt trill ir. 7f, ~dnt!II' Pd''"n:.: •Mr~v•ll,~U\ .1n<1,1nserr. n ~Kl Ml in,,t•..1"' 
t)'St!llll': ~tllll'en'1~:1on.~ of hll}ll•dO ... 111,·11,.1,e,a't 

7.5 Allu 1uilud A!r tciri l111 
Ono.lni,tl!On dot~ Mt ai•er me lt:.flffatr,v <kcr•<.sam e"eclG r,D<lu<ed t, .i11~n• 1r.~ 01 
the rt~rtt C! n~(IITIUSCula! hl«~irl<' J)l()dl)CO',:I I!'/ ;t1·•"1JIIUl1' ln '"l~tlicf•~ •• ,,,, !.'~'le'.11 
or1ot.alanesthetics'Yveno1t)e1111\Tod,.:l 

a USEIN SPf Clf lC POPUlATlONS 

8.1 PrtgHncJ 

~ 
Publl$1lo,J e1wie11~ol0Qk,ll ~to(M~ 011 NW' ~S~11ci,,•lcn t•t,1·o,en 011Vl'.SJ'l,Jll lf~e :.~d f':J,,/ 
~,r!t, Jt'!'¼ 'll· i tt~~•!!d •. ,:;~o,;!•11 ',•.~,·•r i•.,• ,, .• _ ,•~r~·•,· • ··,c•.r~JI.•~· .- .•! 
llrl"i\.a:lon$ !1Ut r,"~ to11tkJsJ0~~ atov! ·h~ ~•"1, ct ~noi.ln~e••on u•.e 1n ~,nr,,,n,v 

11,t 0~1,11. ; .o.i.tl• r;•!"\1·••t·• l 1.i'i r ~ ;1 ~~· ·:i•,~··•~ a J· l-~. • , ~.~·• 1 , •• ~• 

111iSl .. m~oe or a(l>fl$1J rrateinal lltl'.COl .. <!S Rtpodll(;,lf S!U•l"I" n I ti Jf'1 l!tl"J'• 
did not show tvklM\fe ot lllfl"I to l~ re1u, wlle<l cll<lJn.Wron 1·,~· .JI!, 'l'll.;'trP~ OOnn) 
organogen,,s1> a: ~r~1o•"r2,...., 6 and 2J t•ws •J-e r•~~ir:wi w.•>1•111 t,,,i.,,1 ~t~•~n ~• ,t 
!lo~• o124m!)day. ~ ~e.jon body :;u!IJttart.i (BSA\ •~~e<"lr.etv •,r• ,'l.• .. ; 
TM IJM:k(l1ound risk O! m:11~r b11W !l~!~tlS ~nd 1•,lsc;uriag·< !or th~ ·11,Jk.Jlr,,J ~,,~u!,11K,n i 
un~nOYm ~I! pu•,;nancles llave a hi,ckgr~uml 1lt! c' Nr-~ J~•e-1 i, ,1.,.·, 11 l.1'l1'; " ' c•h•• 
adver;.e CU'COflle!, 111 1/leU', r,Jtntlal POIHIL.•lfoll. me ,..,,~rJll(I b-ci'~u·una II!.~~· r *' 
bl"hde'ects ilMd r.,i~n~ lnclYli':~t/ ,eecg"i.tJP-r",fnan,ies r.; ;-•. :o 1•, ,n.1 ,~ 
i, 20';. . r~',('6Ctr.oly 

""' ;,. lf'J!: /J.!.'~ 

Av:111.>bl,, clat; o" rn.1:m~:rcn u;.e ,n ~1t;~Jn: r,cpw1 .,.,,. :,...;e,.,I ruM~I'''' 
erldi!IIT'iol..iqlal stud:e~ p l!(;IIJM ~n a::ses.s•nent (I! a o1,ug-,~~~c,.,1 e.1 u~• ,r 1,1,••~6 

fetal 1rn1,0111es dJe !n ~l'c>°".1"1 m~1hod1lo~IC:ll llr1~~110ns Ir! 1w1in,11~~ 1w . ...-1.1m\f ~• 
,,,~t~fr · ·r,,.,r ,·.~( '::k1 a ;,,ui.<•p!1(1 ,1:·~11t, t(L • 1'1! '."'.f~::J:'~." ''· :l:'· ,,-,.:.1, 

IISf otother l~~dltilh~lll, QI uearmen!S r~ca~ b~ ,1nd Mh .. lln.Jd:u.s"PI (, 'f%~n ,.,,\ 
0fldln$1laon ,,powr• In u-ero has Ml h"11 assoOll•~ .,111> Ov!'U~ ri·,1; r 1.1•wtni!jl 
ni.allJ•nwtkms i1 i.ogter;•:e anY/\M l1tv l.l•~ ,~tr(JSJ't'' i.,e xt>rrt , :udt ~•t;• Ir~~ 
1910w~nen •lffl'I r,ctNl!'la prtSCJl!l'l,;n ht ornl,•nstlron du!lll',l flf~!l.>iKt ar1 '~!"",:"! 
'10 Juor:ia:i~n 'H::ween cnrunsetrcn tiq:ow,~ Jn1 r1.lf'l! c,:.n 1~rr ,1 l"'a.~N,•...,:~n-~ 
ffi'!>t.ll!!a~ G1o!l~•'11l. p•elem> del:,-er, IMantl ~i low bJ'~ ,,~11;n1 N lfr,n,, ,,~-.Ii t•;1 
9eM,1t10na1ir~ 
f "lo ~,rg, rt1rns~eet,~e cohc1t Mu(!!r,s ;ind on c~:-.e--:011•101 siudv 11.1 e JS~~~,-r 
~·~~l"'·f~~- t)t·~J~!" ·!•r 1-W IN~•,Si'I ~,·,,! r,., ~; :,\•~.~-.,,: .1.1 .•~f,:· 
~: ;"~•11-N !,r~,~~-· ::\:I;;·· ,fr l~S (<:Ill.) r~••)'!O (•tr~ \I.,• 1•,·. , fJ (111~ •.;•,, ·: 
1 62 (~•• C! 11}~ ~ 54) A sub~!' .vi.ilv\1$ SI Ont c· ;fl-, toh >r! r.'•l~•t:". r,~•,•~"1 :~' 
.;•-~nsi"•:•, .. u a>•·•'.:.al·; .1~:,,;·< •!t•! • ,~ ~I a,_ ;-~·a' u••· :~ ;:'{•t, o·:, •~· ·'.:: 
1.1~ 1.2iJ ~:-,,.ir :'1·•.~;t:,~'T~,.,Ji •~1•.-.1~,··•o""~·•• .;.!·•· 
S.,,t,',\J s•uclles h;r,e ,~wsad <)lld~n'>'!b.J<l .1nd the ri~• 01 rnll cll-l'b wi't• 1~('·1'".l.•:M! 
t.-.j,c r,: . ~ 'f~'~:~r:~·-• ~O~'" :;•~:1, l' 1.~ •T,!:-er ;,,;y;••,·~s , ,, •. ,;: 1.rJ:;•: 
Datallua Showta ~n rttfe~ 11$1 o! orJI , w·ts ai•·-r.o 8~·lt,l flr,g11.:nck-< "1 "1hict'< 
.:,JI :c,~ao,,:r~r• ·,~; ~- rq ~r,t.,J'" ~~ I, •:.: t·rre•H·•· , ~~ l /4 ~•,· .• Ci !.ll1 ' ·!S; ~,1 
flO M..;:h UMlf.lJ\1.)11 WJt rerct1td ,··•th inu a,•nr;o, 1r«l.ln!,ttOll 1'12J.8Sf, lllf'J1~•1f~ 
(RR 095 95~, Cl 0.63. 1 •IJ) In ltM! s,ub~roup r t 1~r,,ren ~ri~ ,e,;~•~<t'I h~th •~1111: er 
ad1r ints!Wlon 11\tFll'I Wi!!. !07(%-.(:1059. lC!Jl "!".,.,.Citst~·lltr11&1u0.es u<lr1,1 
-.ll'.a !r;•rr, ::r,t .!i't ,U ·.~~ -.. • ~-· ., ~•~T''"'•I ,,~~·•· ! ~ _.-•-,r!."·J •1: • r· .. ~~ ~., ·~• • 
11'-'lein.\l use 111o~iise:•ona,,'11$$:edtltt1 pabte {Off 1 61%',; • 1 1 :.' J: Jn~ o.~ 
1%•,cao 3. 1.01) I! rs un•llO"n ~.11e:11e, or1bns,·, ~~ l)l'Jl,Clll ,n ,rr,r" in tl!tus-~01 
de:, palJ:e ocrnued cluung ttlt tll""e c! i!?l.l't lt,rr -~,n {tri~ r•Jl.<Tij,. '•·r ·••1 ~~--. ·e,,1 ;i,, 
51h ~nd9!11-~s ,,l Pltqrr,,-;nryl 

r:1~~:o.•:,• 

In e1nhr,, o-1eta l d"'l·eloP•"l'n1 stud•e~ If' r.,t~ ind ,.,tt, i•. ~,~on,,~: an.,~,i~ ,,~ci,~~ ~,.'.! 
~oses 01 011d ,n~:ron up 10 15 m(l,·•o ,1.lv .-11 !C .,,3-1-c:• J:,1 ,~~r ~ (~.•I; ,1u1iur :r.e 
perlc,~(11010:,llcqtl!C.'.;•~ W:lh •lie ~•CtJ)'l'n :ia :;11gh1'1ee•~xe,1,,1:itt11•! hd·: ,•;• i;h· 
~J.~ • ·re ·J•~···~- "-••: .,-e • ,·,•·c~ '•'·.-.:,! !' ,·,::c, -•,c· ~ • -,•~•, 
aiw!l41s. or lht d'l",ttopr:en1 fl'. 1M J~, 1 ui: I\J •1~'4'\ ,,1 , ~ r•11 •o d~, ., r ,1, an1 W 
rn~t~,Jay in r>bl ~\ rt,,, 11•J:nn,>1 t'll',;;ur~ ".J'-tltl .•,.•~ 1~p••,,ltlT""· r 1r.il ft·:,.,, 
tlla n;1<irr·uf.l fl'<'',trll''tn!l/!1 ~Ufl'~n ",!~! d,1.> ,•f lJ f'l(\iJ~~ le\jl'"tll••T, t~-.e.i : 11 jl.~:, 

ln a pre• and l)(",Sm;tt.d de11e1tp1n,n1,1.110.i;1!\• ~lull/ fl&<J™nl t-tt, w-i,..,1 %11 ~<1;,'s 
or ~M.losetron up To 15 1u9'kg.'d;w 'ror, Cay 1 i o! c1rt,1n~!'fv 1c ;,n,., 1'lJ1 21 ·N;1!; rh.­
e, ceptlon orJ slqnt red11tt1'lfl In m31er n,1 to-ry ~,t iQnt 01Jn t!\ere 1'<tlt ,~ e1"e, t5 u~on 
!hepreQn.llltrats 3nd rrie p1e•and poitn;113l ()ev,olopmen1 o! 1hl'i• oti~prinQ 1nclc:!11g 
rep,oductfl't p!r'Crl'l,ln,r;e ot 1M 111;r,ed fl ge,,e,~tion ;1.1 ;i. dc,e 01 1~ lflc·\g ,1~•, ift ,~,~ 
lhe 1n1!eina! t~powr~ n1a1gin wu appro\ir,a'P't 6 :irr.es t/lf' r,3\Jr,,u'"1 rtr<•r·r•,,j~,t 
hun1~n111.11'1ilse ot 141r9,day llastd on BS,,:; 

l .llilttallc• 

~,.w 
11 i:: not know11 v,l>e!he• 011dan5e11on is pr,sen! in hur.1,Jn n11I~ fhH~ art IHJ d~t.1 ~~ :tit 
eltec:s of ondJnwtron on l!loJ h endM l111art 11 'lle Pl'oc~ on ••• ii~ rro'1••~111n Hrv.wi,. 
It hu been il&mcn~1weo1 in.it orn>an\~arn ,~ tr t\rnl ,., m~ 1•1~~ ot ra1; W!Mln a oru~ 1~ 
pre:.tnt In :,nln1~I milk It"' Jl,-elythat tllo! !l>ugwll tt 01e2~1 in nuo>•n 1•·1"'. 

T•: J~,•~~:,rreo ~i ~·,J ~:;;!~- t,~:f,r, ~: l"r,~!· 1!•!crJ ·,~"~i-~ :;, 1.-~'i'•:.J c:l 
wi"h lllll. me111er·s tliniCdl ll"lld 11'1 ~lldans,,,11 .,n .,M an1· pfl1"'1U·~ ill!.1t1'-'I ,r., ·, :-,: th 
brusred ln•~11t rr·1>1 ondanscircn er lr,'r tl1t llfll:lerlyr<l,l Pd"tm~I • cl>d,:i ·" 

, .,P1dia!flcUu 
The s.i'efland et'ei:11'-tnes~ 01 c1JII), ~11,1,in"i,re,:1 u1(1.?n~M1~1, h.11·~ t,,,en '-S1@1 11-1 
Ill pedf.ltrlc p;ule111s 4 y&.11s a11d c~11l1 •er :1'11 ~r,dn:1,n J' nJ,,~~~ ~r,d v,,f"il:I\J 
J~OClil(ed W•1h fr,0.1'!1attly M>!tlO(Ji!"lc. C, MM ~11,muhM,n lJst Of ,,n,J:,r.e:,·n ill 
thl!!.e a~•o,cups Is <uppor,tt bv e11d,once tm,,. .ldc~•IJti: ar.d ·,~If., ~nrue,1 \tuo,.,, 
o! onlbn:;ttron In ldo"s wi•h ;t(!(!ftlcn.11 dJ!o floin 3 ~Jl•r>·bl'd u11<on·,o•P~ Q'fl-lJ' 
!fbls In 18~ ~dia111c patie11•s a9t,1 4 I•• 1 ~ y~n:. ~,;:~ rar~, ,,h,J ••r• ~•-tn ~ ,41,.,, ri• 
c1>rl.1hfl 01 non,:,spl.11111 rP/li!'lert\,$'< i.,;.•Jr ·,r!J .• , .. ,,•.-.-._, •• /·or, 'l: :,.~.: i .~·, :-··\ 

''" 'JI 
S.d;Ji!IOn.il in•o, ~·•M~ " " th! UM: Cl (lll(l.ti•e·,,n jQ r,t,11.thl!: CU1•t,•, M,h ~e I "'1d in 
0ndll'ISttr,niniec11011 p1t itrlll>n~i11'n1 1>i:til'ln 
The s.aieiy~fll1 ett«'i'l!ll"SS 0! o•a~ ,,nrninosrered on.'l.lns!tro11 h.l ,! nm ~•'" .,,.,t ~-.t, ... 1 
in pedbtuc r ~tlft>L; ro, 

p1e,t n1 ton cl f\l u..ea Jud \'~mit,~y aswr,,11M ,•,it~ hl11n!;• tr1P1'•(!1'1•t unt~, 
Cl<fnlOthel~py 

• pre--tmt10n o' /lilu~a ano v~11•1ring ~:.6CIJ1ed ~,r.h ,.,111)thera_~·, 
• p1ever;lft11eipo~•~t1<1'.1VtflilU1,ni,nJ01 1(ll'tting 

1.5 G1ri11rieUu 
or 1M 10~1 nun1be' 'l' sub,tu~ trwaN'"1 in W'l:.tr ch- 11~:t...rJl'i"''~tvr,J .1 .. 1 
oo;,toP"fJ:l•t rou~.a 3M .-crr,!lr g m US· n1t1 to,ei~,i.tcn•r'l!lea ci.;.:,;t 1,L•t.. f~, ,·~..-!i 
th Ne ,.,tie sutQr~up a~Jly;.115 93~ (19",) w;,,e 'O'!~ 65 ye3rs and ok!, r 
110 O'/erJII d1tttrences m ~ •~ty or ertec<l',l'l•Us \\ere cb~C11'!'.! h•l\·r·en w~)" ts.,~ ,"I!~ 

ol l~~ncl olJer ~n/Jtouro~ ~ub1'ltt'- A •edoctl~r. ,nci~aM,ct ~n~ 1ncre.,i,,, 1~ ,,11,, in•tlM 
na~•li1a -~&<, •.e~n In p;i!•~nJ\ older lllJn 7~ v,.115 r.O!!•pai ffl w,\~ V' un!lo'1 <uMi-l•l\ /.'? 
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r,:.,.,;~ t>r,~:,nc.,;,~;1 (12.3)/. T~t't w,1, ar: 111i"!!~:tnt r.,m·-~r; cl r-i!,~:1;; cl:le: ;~;i,1 
;-, l'~J;~ ~! :~ a~d elaer ,:1 1~, d-~r.:J! ~iJh !c ~1:~ ,: ,~,,~ c, ~flot:i:.t ,enclHicri 
,~ !~,~ ~,;t ,;10~~- O!t=t: rs•ijnto c!:r.1ea! 1xpe::t~,t ~-JS r:~; ,d1r.;1!a:~ ~••ft•t~,,~i 1•1 
1e~nsesbetwe,inmeeld111t1andyoungerp.itltnts.~ut'lraJ.ter$1!ns.hlvll',' ofsc~okler 
ll'Kli"Mualsonno1beruledou1. t.odosaqead)1tStmtntisneed&0lneldertvPatient5 

8.6 H,patlelnip1trment 
No do~~e adjustment is needed In pa:len!s with rnikl or moderate hepatic lmpalrm111'11 
In 1mients willl se,ere hep.tti.:: llnpalmieot. clwante I~ redU(Ald aM the appa1en1 
·,c1i~r:-~ ~1 ~1s1:,~u!;~r- 1~ "11.1u~tj ,es~I~~:; ,r. ; ~•:;n:!e:J~l ,~~r~iv :r. ?~@ ~al:-!:!\- ~, 
ond.tns,uon.Thefelo1e.do no1ut:f@d atotal dallj,'dose o18mginpatlentswl1hsevere 
hepa1i, i,11paum,m1 (CM!d-Pugh scn,e ot 10 01 g1ta1erl 1,,~ O:,n;~ a~d A~,-,:,m/,'Jt,ir 
(2 ZJ. ;::,,.·;.:.!."-i:.:.r..,.;,,,·>Jr.•;;1 r12J)l 

t.7 R1na11r,,palrmu! 
No dOS,'ll,e adj11i.tn1e11t Ii. 1Kommeootd tor p;itiems wilh anv d~Qiet 01 rel\J.I lmpainnerl\ 
(,T.,;:i' 1~, ~t'l" ,,r H ~It) 1Mre :; ::~ nnir:r~ct ~'l''r,~ l:~·;t-~.1; ;i.~m•~·:,:r;i1,en ~r 
ondansetron !;!r;l!r.,:;r/ Pr.;rm2~.,!,,~•i•1123JJ 

9 DRUllABUSE AND OEPENDENU 
Anim.ll sM!ies have $1\own tllat oMan~non ls not dlr.::rimlnaw:I as~ benwdiaiepine no, 
do~slt~bs\!Me!orb61ll0diazeplnesindirectaddictionstudies 

10 OVEROOSAGE 
Chet Ii r-a ;pm!,: 3r-~"!/Cit fer ~:::U~Ht·~~ 'i\tl~Cit. P!•:t~,S ~~~~I,;~~ i"llfJrje~ ;,:['l 
JpproprLltesupportWelhmP"/ 
In aad~ion 10 lhe adve15,e reactiollS listed abovt. 1he iollowl11g adve1!.'!•eac1i0ns ~ .. lVt 
11tendesc1!bedinttitse1tlngotonda11se1ronoverdose."Suddentilindness" (amaurosls) 
~f 2 to 3 m-,1.11es· duration phis seve,~ constipation occurred in one patiel'l1 1M1 was 
admlnls;ered 72 mo ol ond.anseuon innve110usly as a sin;le dose. Hypotension (and 
!Jintn;m)occu11!dlnapatient ttia1took4Smgo!ondlnse1rontabletsfollowing10111slo11 
ot 3i mg ovu only a 4-minu;e period. a visovaoal episode whh 1tJ11Slen1 \econd-dt~ree 
lle~r1 blQck was observed. 111 all lnstaf!Cl!!> I™ allveru reacMns ra:;ol11td compkl1ely 
Pedi.ttriccasesconsisten1whhs.6roioninsyndramehavebee11reporte(lanerlnai1v1mtnl 
oral ovtntoses 01 ond,o.ns.e?ron (e~ceedln~ u t-11~1td ln~stion or 5 m9 ter ~g) In young 
ch~driw Reported symptoms Included somnottnct. aQita1!011 tachyuidla. taehypnea. 
,.,.~,,r;e~,,~~ k!•,=~~- rt1;•dr,Jsos. ~,~:•,c:n,~. r.,,•:l-llcr,1c :r•O'•~:i,,,,-,. t•c•ir~:al 
r.•,>!la·,1~·.~~. ~-~·~~ltt!;o.J. 1•"~ sn~,, . P~t,n?!. •t~~,,,~ $~~?C!~•t .:tie lf',C!l.!l~J 
imub.alion ii somf cases. witti co,nJlltte re1:011try v.-~hou1 sequelae wi:tli> 110 2 days 

11 DESCRIPTIDN 
Theactiveingredieii1lnOn11ans.&tronTablets.USPisondansetronhydrochlo1ideUSP 
as ttie dihydrate. the =mlc fo,m ot onaanse11on and a selectl11t bloci<!ng agent ct the 
sero1onl11S-HT, 1t-ce(l!Ortype.Chernlc.illyltls(:)1.2 3.9-te:rahvdro-!r~!!wl-3-!(2-
meth}1·1H-!mida.zol-1-yl)mtthy1HH•carbazol-4-one. nionohydrochlorkle, d:ihyd1ate It 
hasttieronowlng1>truc1ura!ro1mull 

0 .,,l 
~bi" L..,Jl)(_) i 

I o;, 

•Hr! · '"10 

The empirk:.11 formula Is C,,H,.N O•HCl•2H.O. representin9 a mo1ec11l.a1 weight cf 
355.85 g/rnol 
Onl!Jn.ttron hydroclllorlOe. USP (dihydrate) ls a v,nhe to ort-wlli'..e powder :tm is 
sl),llln9ly>olublelnwa1erandlnakohol.solut lelnmelhJnol.sliQMysohlbleiniMlpr,w11 
aieohGI and in dicM,mme1h.lne ver1 slightly soluble in aettont. ln chlorolo1m Mid in 
elhyl~~t.:rte 
Tutx!Ntingredl&r11 inOndansttron Ora.lly01'.in:eorating Table1$, USPi~ond.ansetron 
base theracfl!llk:to1,notondanserrnn andaselectfl•tblocklngagemofthes~rotonin 
5•HT, r._-:tptcr l:IJKI. Chemical!¥ it is (,) 1. 2 3 !rie1ral'ly,l1c,-9-me1hyl-3-[(2-mettiyl-
1H-lmloozo1+11)cnethyll•4H-carllalol-4-one 11 hM tll8 lol~wln~ suuuural 10,mula: 

(tJYO N~O 

I !< . ~ 
I 

CH;i 

Tt,.e empirical tor~1uta is C,.H,.N,O rep,e5-en:lng a mole<:ulJr weight ot 293 4 gln·ol 
Each 4-mg Ondansetron Tablet. USP tor oral adminlsrratlon contains ond.nsetron 
hydrr,clllo1ide. USP (dihydr.l!e) equivalent 10 4 mg of on!lansetion hc.11 B-mg 
Ond.lns.etron Tablet. USP tor oral adminls1ra~on con:ains cnd.JM.etron ht'(l1ochloride 
USP (d!hyd13te) ~uivAlent 10 8 mg o! ooi:1"1n5-etro11 Each table1 altQ cDn1ains the Inactive 
ing,edlMTS colloidal silcon dioxidt hy~romdose. i,on oxide yello# (8 m; !al:let ~nfy) 
l.:lctose nionohydrdte ml9ntsiurn sturaie mlcrocrfStarnrie cellulose. pregel.ltinlted 
tta.rc11.:it.mlumdio,.ldea11duoacetin 
flr.ll 4•n1Q Ondanseuon Orally Oisll'lteg,atl11g Tablet. USi' !oi oral adm111lstratlon 
conu in> 4 moondJnr;etrnn base Each8-r1g OndJnse1tonOul!yOlslntegrat1ngTable1, 
USP !or orat admlnisuadon cont11lns 8 mg ondanseuon ba.s.e Eacll Clldanmron Orally 
Cisinttgratlng Tablet. USP also co n1al11S :he inactive lngredlwts aspartame cololdal 
s~icon dioxide. aospo\ido11e. ma911t1slum stumt. 111annltol sodium str.ar,,1 fun1arate 
J~li ~:ra·~~u11, fla·.c,. Ondl,~utrg~ 0111;, 01s1~;e~ra;:ng h~le:; !JS' 1:~ ~·~ crJi~1 
Jdmln1ste1o?<ll~rmulationotondl11seno11whlch1apldlyd!!>lnt&9ratesootl'letong1111and 
doh not req~ire water to aid dis$olution or swalowlng, This product disln:egrJtes in 
l0PIO~!rnattly 60 seconds 
Oodanset1onOrallyOISin1egratinQTablets.USPmeet USPDlsintegratlonTestt, 

12 CUNICAl PHARMACOl OGY 

12.1 Meehanls1110IAdion 
Ondanse11011 Is a seltctt.le ~·HT i~t~•oi ~nragonist. WhH Its mechJnlcm o1 ac1ion 
tiasna1beentutycharacterlzfd ondansttro11ls11o!adopamine-receptorantag o111st 
Seioton~ ,ec&ptors 01 111e 5-HT, fy'pe m present bom peripherally on vlQ.l.l nerve 
1em1lnalsandcenuallyintl!eth11trnoreceptortriQl)trzoneolthearupostrerua.ltisno! 
eenaln v,hett\er ondansetion's 3.11tle111etlc attlon Is mediattd ~entrall:y perlpl!enilly. 01 
In both sltn However. cyioio.d,: rhtmolhel:.py appears to be associaled with release 
r.! s,i~!'-~:r. in•'TI !~-, ~~;,i,:,-:ni,1r.:1"!:~ r•II; ~! t:lt $:"!~!i :~!'t!l!c~t. !n ~~~t~!. Jc:r.a~1 
~·h)·dro~i11do1tace1lc acid (5-HIAA) e..mtlon lncieasK al!er c!Sl)IJtin ;J!lmlnls.trat,on in 
parallel with me onset of eniesls The released serotonin may stimu~1tethe va(µ! al1erents 
throllgh 1118 5-HT, it:~~;01,i ,-,r.~ :1,,),;lt 1!~ ·;,:r,1~~:j r~!II' , 

12.2 Ph1rm1tody11amln 
In llellthy s11bjec1s. single lniravenous doses or 0.15 mgl\g of ond.anseuon had no 
eltec1 on eso~hageal n101li1y. oawk: mctiily. lower e~phage.al SJ1hi11C1ef pressure. 01 
:;mal intesllnal transit tin1e. M~ltiday admlniWJtlon of ondans.etron hJs bee~ shown to 
slowcolonietranshinhealthysublKts.Ondanse·ronh.lsnoe1fe1:lonc1asma•c10L:lctln 
concentratlMS 

C;uqac.fl!lWPPhvSiolOCJ 
OTcin1ervalp1olon9~1lonwus1udiedinaoo11blt·b!lnd.t1<1Qle-in11avenousdose. placebo­
Jnd posit1~e-controllfd. crossover trial !n 58 healthy subleCt$ Tlli! maxl,r.um mean (95~• 
ijp~~' ;c-,f·:i!~,e ~ ~~•·~) Jif!tre~,:t i:, Ckr fro,,. tk,ce~o ,1(,e1 ~&st!-n, ~er:1,:: .. ;;- w~; 
19.5 (21.81 •nllli5econds and 5 6 (7 4) mil~seconds an&1 15-ir.lnult int1a~enous 1111~sions 
t0! 3l i"li l•'d 6 ~.g c! C·~l:,;~!'01: tr.)';~!'C'· r~!~~:~•·~t,• . .I, ,;·;:a,!:t?~! t•C~>u:t­
/\ •? J~>t !'ilt= -or, i!"~ ,, a~ ,~e~l•''i ~ t~ !v,ftr• ¢~.J~:i~rtior, ,: or,.:er ~ l"un I~J , 1Q; cC. 
U'tlng lhe ettabbhed excosuie-1tf,j)onse ie1.J1,on:l,hip, 24 mg int11sed imr~VB!lously 
~,'fr 1~ m,r.u=1~ ~.t~ a r.~~a~ cc,,J,.;d (~S',, ~ ~~ii ~:to \t•-:~. •~11!•,al/ ..... ,ocv ~! 14 
(16 3) miUISti::onds. 111 cc"11ast Hi ma mt11:s.ed lmravwously ov&1 15 mlnutts using me 
w"~ f'!" .. '~!! h~d l ~~~~ ~'"~"!Cd ts~• .. ~r~cr ~,a~,..tu" 1r.i~r~an \\O T~f ~!~. t ,,1u1 
millis«onds In rl!ls studv. the 8-mg dcse in1used over 15 minutes did no1 prolong the 
OT inter.al to anyelin1cal~i 1elevante'(lent 

12.l Phr1Aacoklnetlcs 

&.1.5.RUllil.!J. 
0PCl~}f:,~r- ,. ;;~~,r~td frcr,i ~~ jl$ir•J i',lMlr•J! lt]CI ar•d ~-,~!r~;.,<!i ·~•r.~ l;•~l-pa~, 
me1abo~~m Mean hloavallJDllty in l!~lthy subjws. 10Howin9 adn,inlstralion 01 a slnQle 
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8•1119!Jbletlsapp1oxima1ely56 '1 •. 
Ond.:lnsetron SY$'.lllllc e~posure does not lnc1eJse propo111011:11ely to dose The a,r,a 
und(!t c~1v11 (AUC) from J 16•1ng !able! was 21"', gr~ter th.an p1&!1 lr.te<I lfon1 an 8•m~ 
1~tiiot J•H, I~•~ r.-.i. ,~•~ci ~~t:i~ :~d~c::GI\ ~f 1~,•-.~•~~ '!l~1a:i~;-,~ l' ~,~~tr Jra.l 
dos,r.; 
(,,:;,: [!/~~·$ Bioa"ail~b~lty ~ 3lsO sli~Mly Hlh..nced by Ille Pl~f!CfJ or tood -Plasma pro!eln b1Mill9 of ondansetron as !llflasurad :,, ,w~ wu 70', tu 16'½ 011er 
1hecofltenr,a11onranl)to! 10to~n~mt Gircolatirn;drugalsod!S1r1t u1esinto 
el}1n1oc;1es 

[hmm,iti9n 
:;1,:ii:-,-·i ,r, i r.:: :,c,"l!M,, OndaMet,on Is eite11sively r1etabollad in hurn~ 11s. whh 
approvimately 5~, ot a rad1olallele!I dost rtcovered as !he pMtn! compound 110111 
the urine. The nie!Jboll!es are observtll in !he urlnt The p1imaiy mellbOli;: pathw;i,y 
I~ hydro,ybti~11 on :tie lndole r,nQ followed by wbuquent gluwronkh 01 sur.att 
conjl!(lotmn. 
,!, ,,i,~ met.1bol•~m s1ud!es have sno.vn tt,~1 and3~setrcn Ir; a so~stratt tor human 
hepatic cytochrome P-450 llfl~mes. inct11d111q C~ Pl Al CW206 and C'1'~3A4 tn terms 
afoveratlcndanseuonwrno,er CYP3A4plav!d1hepr!donrinan1role 8e<,.111seo1the 
multi~llcil',· o1 me.abollc enzymes c1pable o1 1118t.1bolitln9 olldal'lsetron. ~ 1s like!;· tha1 
:,~1~::,~~ ~• le~; r•I : ~r r~r,rr.r \t.g .. C ,?';l;J;; gr Ht,: (!,)!it•~,~)') ,1,H ~~ :,i,r,~n~.Wd ~f 
ot~!!S and may rt!tult In lin~ change In ovenll rates al ondansetron tllmlna:lon 
Ar.t.ouoh some nooconjuQ.11ed 1nt1abolltes ha~& ph:un1Jcologle actr.ity th&se a,e not 
1~~~1,r. pla,rr~ ~; ,:~~-.~~t:;!:~~t 1",tl) \~ l1 ;=1,r,;~~,!I-. =:cr.t<:~df !c• u., ~•,l~~:;.Jl JC~~.,~; 
o!ond.l/lseuon 

S~t~.~a~:.. 
Ii -;! :J~r!:;,,, P;::,-.;!J'·r. ·A reduction In ciuraMe a11d looeJSt In ~lminalion ha11·Hfe are 
seM In pa!Wlti ok!er 1han IS years compa,ed to )'Oun~r r.ubfe(: ts /;;af :;,~ m 5:lf<:t ... 
i',:,:Ju!•!::;P.~ /J.$/J 
S,1rGeriderdit1ereneesv,eieshownintt\edisposrtlono1011dan>'ltron9lvenasasinylll 
dost Thee,;ten1andratij olabsor~1looareg1ea1e1inwome-nlhJnnll!n Slo¥.trde..1anr.t 
In women. ~ sni~l,r app:iren: volume ot distribution (a1ju~tfd tor weight). and h1Qh8! 
absolute bloal'Jil.lbillty resu~@o.1 in hloher plasm3 ondanst11on cofltenuatioru. These 
higher pi3sma con,cent1ations may iri part t.e er~blntd by 1itferences ,n bO!l)" wei~t•t 
between men and wol"l'!n It !s no1 ~no,~n v.rhethtr these se~-rela:lld dttfijrencas we,e 
dinlc.tlly ll1porun1. tlo,e oeu~ed pll.lrrnaco~1rtt1lc into1111a,ion i~ co~iaint<I In Tables 
5bnd6 

Table 5: Pharmato~lnetln I~ Male and Female liul!ny SubJ1,1S Alltr a Single Dose 
ol10nd1nn1rcn8·mgT1.i1t 

Hf I 

Tim,of I " "" l ''"'m" A9 e-g10up Mu Puk Pluma Peak Ptasmit Elimlnalion Plasma AbsoMe 
tyuis) IW.el~. Concutra1iow Co11tulralicn li l!l·li le C!urance j e101nn-

Sn IM1f l 1kt) N _ (ng/111l ) 1~1 l~J lJllf,,:11 Olllly 

181040~116~97 

611o?4~ll ~.~ 

.::75 ;115~\ 

161 

"' "' 124 

37 

"' 

1 
17 

11 

" 11 
11 

~~ l g;~! I ~~ 
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hbl1 6: Pharm1c0~!•tlltt In Male an~ Female linllby Su•leds .1.1111 a Sfagl1 Ocie 
ol a0n~anselron24·mgh~lll 

Age·groMp 
jyUfSI 

Su(M/F) 

1810 43 M 
f 

Mun 
W,i9bt 

t)gl IN 

"' 718 

Pu kP!nma 
Caoculrall,n 

(nt/ml l 

1258 
19H 

l ime ot I Men 
PeakPluma Elimlntlon 
Cc•curt,ation HaU•lile 

lb) {ft) 

19 J7 
16 58 

Rc~11,· /~fJ iJ,F'T'f,"! ' R~'ll :r1;.aer:ri~n' 'l ~ ~l ~'"''·'fd IC 1,~i!,;:n~;, •'l'"!~tt I~! l•ital 
clr!aranceoronGansetrnnasr4rial clearancerep11sentsonl'15'4oltl!ecvt1a1tcleara11n 
Howe~er the me.1n plasm3 cle31ance of ondanse\fon was rtdilCt,d by 3bOU1 SO'!, in 
pat,entswlthSt\lll!e 11nal irnpalintent (crtJt•nine c1ta1,111Celesstr.J11 3/J 1'1U111!n) lhe 
reduction In cle,1ua11ce was variable and n~1 consl~!tn\ with dll 1nc1tase In ha~-llfe ,'see 
tJ,!,ft S,e•rf~P<iP~t.,:;.:r,,; (87)/ 
u~:Ht•• /"'Jf'U:~s;,: In patief\t~ wl:h nllkl-1o•mode1a1e hl'patk; lmpJi1111ent. cltJrJIICe Is 
raduced 2·10ld and mtln halt·lite Is Increased 10 11 6 hour~ tof'll),lHll wi!h 5 7 hours 
lnnear.hysubjects lnpwents-,.·-11severehepatielrnpalrmen1(Ch,1d-Pughsco1eot10 
or 9reate1). clea,Jn.:elsreduced Mold io3•!oldandapp~rlllltvoturntofdistrlbutlonis 
Ina eased wr.ha resul1an1 ifltrease in tialHi!e io 20 hours H< iJ111o<.!:e~.J ~ff,...,,"1$/r~r:<Y 
(2 21, i..'sr;., Sp!,"•:,r F,;,~:J1:Jt$ (86/l • 

Prn9 10tl!r:lctl90StuW!l\ 
:.:: P y.;4 1~,•~,·t:s Cn&nsen~n elimination may bt J'1e1:1ed by c.vtochrome P-4~0 
lllduci,s !n a ~llarlf'acoklnEllc !rfal ot 16 e~llep!ic patlems maimai11ed thr0nlc;llly on 
CYP3A4 inducers. c.ullaniazepine or phenytoln. a reducllon in AUC. c..,.. and t o! 
:~•~::.rsi;r;i •1;~ ~~;~r,,~. l f:• w-,li~~ ,~ J i.,3.,,,., v1 .,,:,-int•~ ;~r r.~a1ar,~ t i:1 
olldans.e1ro11 Howe~1. this lncreast i1 not thou~hl to~ ciinkally relevant !-;~r :Jr~-; 
1,"/!"4:r:,,:~ tl2)/ 
';r.f"'<J!r.s:J~~r:~ ,;~,:(i. Carn1ust1ne. ttoposio&. Jnd crf,j)latln do Ml at!&ct lhe 
pllarmacokinehcs 01 ondmsetron f,;~ Or,,, ,;:~/tr~'.•~.,, /l 4}/ 
.l,,:;,1~.:J· Cnnccmitant adminis1ra11011 ot antacids dot$ not at:er tl'le /lbsorphOn ot 
ondarisetron 

13 NONCUNICAL TOXICOlOGY 

ll.1 Cait l"Cl80liE. Mul.1g1nuis, lmpal1menl ol Fellil!ly 
t.vcrn0Qi'nlcet1tctswe11 no1 seen In 2-ri!a, stijdie~,n ratsaoo micew~h or31,milMsetrnn 
rtoses up•~ 10 nigi,:;g p111 day ar.!I JO r,1111'k~ pe1 day rtspec!IY":ly (appro.dma:ety ~ all'! 
6 t,mes tl'le mannllm recommended huma11 oia1 do5e 0124 mg pu day IJ.ased on BSA) 
Ondansenonwas110tn1u1agenicillsrandara1estsror111olagenle,ty 
Oral adtnlni~u~!loo ot onda11setron up 10 15 lllQ."'11 PIii Gay (apprnxlmat&ly 6 :in>~ 1M 
n1a~b11um ,eccmmended human 01al d~~ 01 24 mQ pt, 1ly. t.ised on BS:0./ dill not 1f!tct 
1enli!yo19en1ralr•crodur.tiveperto,111J.nctofmlltandlen,ale1a,s 

1' CUNICALSTIIDIES 

14.1 PrevenUonolChunotheupy-lRduc.ad NaouaandVornlttqg 

Hmhtvfme10Btnk ChtrmthttaPY 
tn 2 randcmlz&d double-b~nd monott1e1;py 1rlals. a slllgle 24-,ng oral do~ of 
ondansetronwassupt1io11oare1&vanthlstorlcalp1.t,r;t1;ocontro1inthepre-,entkmol 
nauseaandvonittmQassocia1edwithhl~hlyen1etog-enl>::canc.erct1en10:t1erapy.lncluding 
clsplating1eaterthanorequal10SOIT\Qlm'. Ster0ldadnunlshatloriwase1cludedho111 
thest dnical UIJI~ Mort than 90"'- o! pJtl&llts receiving a e1splatk! dose g1eatei man 
or equal 10 50 mgilro ,n me nl.ltodc~l·pbcebo comp ara1or eJpeuenctd von1itir1Q ln thi 
~bsePce o: an1ielretictheupy 
~~, lc:it tnal i;r-r~--~~,,d .;:J! •!nc c,( ~~,:~~se•ic~ l4 '"'9 ,~ l ,=~1tt ,,H e ::i1 •r:t1:: 
Bhourstor2!1oses. and32mg as a s-,g!edosein3S73duneance1paticn1srtcell'mg 
c~emc"l\e,JP)' r~lrl1tns contJlnln; d5pla1in g,eater th.ln er ~ouat to 50 mqlli'I'. 1~,f i,r,! 
c1 cing~ dos.e w~s adminl~te<td JO minu1es prior 10 cl!e!~,ottlerapv. A tollll 01 66'!, of 
pat~l'S In tile o!>!lanseuon 2-'•mo onu-a-day q1oup. 5:>~, in the onaanse110n 8-ma 
!>.~k't-,o.•dJ\'1/rOup Jnd5S'. 111tlleon,lanse!lon32 ·r•gonce•a•d3\•group. completed1he 
N-hwr trial period whll O tflletic ep!sndes ~nrf no re;uu, am~metit m&rl,caMns lt,e 
~ru,. r 1 :=,d~~-•t ( i 4/1,~ ..,..,, f. :~,, :,l 1~r 'I i,r~,..,rq t=L~~ ,;~s ;>,~"-ii I.J ~ s:.1:,:;t':,I·; 
:ll~~·!i:::~~df ~~PH•e: I·: ;, r.,; !: r;...i! ;;.,. e,I: ~ :: ,i~;rcl. 
1n1t1ts.im111rl.!l.56.,_olpatlelltsreceMnglsingle24-mgo1alrfMet'1on!l;lnS,P,;,M 
e~periencfd nonJusead11ting1he24-hour1nalp,rlo:J.comparedwl'.h 31;,._ D!patoen!s 
In lfle oral ondansrnon 8-mg twice-a~y group P• 0.001) JIHl 50~;. In the oral 
ondanse1ro11 J2•mg once-a-day group. Oo~ge 1egi111tPS 01 olldansttron 8 mg twice dily 
and 32 mg onee daily aie n~t recomm&n!lt!I tos the p1evention ol 11.1usea a/Id vomiting 
associattd with highl~ erntlil!lenic cfltu1ctheracy [:iti ,J'J~.•,;~ ,.,c ,1;1,,.,.,,., .-rii-o:: {2 J}I 

1'I a ~,c·.~:1 ~,al. 1fl:co,:v ,.r a •=~il'~ ;!4-r~•i ~•at J '·>~ ,;! ,_,,da1,lt;,,;.~ f~, ,~! ~~t..-<:=:t•~r. ~; 

nausea anll vom~ing associatM with high~ 11M1ogenic canm chell'o\lltrapy including 
cisplaHngreate1thanorequa!t050n>i.,'n1 ·,, Js •.0°!,,:,1~:1 

t,JpgerilttlY Emmaenk Ch@rnaJl)erapy 
A 1JMomlztd. placebo-controlled. 1outle-bhnd trt3l was conducted I~ the US In 
67 p;itieflts recefl·ing a cyclophosprumtde-based ctlemothe1ap:1 ,egl111w :ontainll'lil 
J<:~~'!ih•~. !½ k>t d-'T'', ~•:St cf ~~d.:rs.:1~~ ·,- I! ~-~1~ ,r,s:~:~J ~ :r,:, ,:lsi Xl:••t 
t•.t sun~! c~cr.,ot~tran w:,r. a t~~-~~,n: ~n; t 6 ~:~,s ,1!,~r !it k ;I d~,r. foil: td 
Dy B mg n1 olldaoseuon twice a !Uy ror 2 G.l)'S a'tei 1he compl~:ion nt rnemnlhera11y 
\hdar.~~:,~~ ;•,~~ !.•Wt .. 11-a~;~; ~,=~ ,=!!ttr.~ ;~ .•• 1 pkntc "' ~-~ .. ~~l'I~ •.~i,i,t.~"j. 
Trea11nen1 response w~s bastd 0111he totJI nurrbe1 ot emttk: epl:odes ove• 1~e 3•day 
tnal period The result~ or this ma! are wmni.ari1ed ,n TJble 7 

Tabl, 7: Emetic Epl,cdee • Trn1ment R15ponu In Pali u 1s Receiving /llodtralel, 
E111etogule Cbemolher1py ICyclophospbarnldr-•1ud At1imen Contalnln; 
Ocxanr,leln) 

Tr~a11TH;nt response 
Oflf'eticepisooes 
1102Emetieeplso!les 
Morethan 2emtllcepiSodes/Wfrhdr3WA 

PJedlannun'beio!en1e1ieepisl>dts 

o~:n•:s;~;on ! ~~a:;~~ I P.v1lue 

20 (61 ... ) 
6(18°~) 
7 {21~0) 

2w·,; 1<0001 
8 (24 •• ) 
24(71'") <0001 

IJnd~',r•l~ 

~~J,11 \Ill'~ ,c i,~1! .: rHt:. ~~,1.~d~ \,~~r1; I clr,d*!1r.1J' ,., 
•~ltJ,a~ ~r-Je;,M~ 1,r-,:~ a: lu~l ~C'\ ~• 1~, pt-'~;s .,eie ., ,1,10,•.~~ ~, ~~'l ,r,i, 1~a~ 
2emetic.tplSOlles 
'M,-!10~ ~M•!•~~.! ~:~(i l t ~n! !!-Y.. ~I ~a1,,r,1s a•o rot nl,' l~Y ~l!'l'.•" •c•~~~~, 
In a double·b~nd. US tiial ., 336 pa~ents reotMng a cyciophcsphlni•de·llasal 
cntrnolhtr~py regimen contllnin!I Milar me1houe~ate 01 do ,orublco11. ond3nseacn 8 mg 
ldmin,ste1ed !wlce a da~. was as ettectlve as 011dJn:.tHcfl a mo Jdmin1$1~red 3 iir.1M 
a day 111 p111'1entlng /\3usea and vom11i11g Ondanset,on 8 mg m,tt 111,es d~~Y Is nnt a 
1ewn1mended reglnie11 ro, the utatment ol mor1eiately en1e1oatoic chemo:t1e1apy /stt 
!J:i1111~ 1M: ~C . ..,.,!r.,;.:r;r-~n fJ ' )!. 

lreaunentr11Spo11sewasllasedonll\etotalnumber o!e1ne1iceplsO!lijs·o"' ' tl!eJ-d.ayuia1 
pt1lod.S&eTable8l01tl'ltd.?Uilsolthtd~s.agere~'leASS!UOieilalldmull.'.ot1hlst11~I 

T1bl, t: Emetie Episodes • T1u1mut Rupo"n Alter Ondanntr0n hblett 
Adminiduad Twke I 01y In~ ThrH Times I Day 

Odansetronhble1s 

tmgniruTlmu 

s mo
1
::i~~~•lly' I ,: .o!~; 

Trea1men1resp0nie 
OEme!lci!POSodt!. 
1 I~ 2 Et11t1icepisodes 
l.lorethan?enie:lceplsade~lt!\dtJwn 

Mediannurnbero•tmeticee'sO!k!. 

•-~~,J~ ~•M :~ • r<-T Prrt,~ ';Vitdi •"l 
Med1JnnaustJscores(Otc100)" 

101(61 °<, 
16110•,1 
16/29·•) 

,1,•,i1r,~•e 

911(58°,) 
1~ {10'•) 
~ ~ (32"0) 

::::! ;:;:1,i;!;,~!/~t!r M~~.;::t:!~t ~~~~ ::~•~~~ ~~:;~:,~, ~ir: 1\~~!1 ~;t::/;~ }~; .. ~ 
mg ildmlnlsttred twice a d.ay for 2 d.a/S ah&1 tile c01T1J1letio11 ct cMmolhWP1 
•T~a l1r;! 8•!!'~ ~~se ·:,l!. i'l,.,,r.,~\tr~~, .$ll ,.,,r.•tt~ ~1!~r• t:•e s!ar; ,,! •r..,t,:·qt~·: 
t•1em~tt,11ra~,- ,.,!r. s~~i:1.:er.t ~-r.-o JG>1s ll 4 ~,~,~ ~~:t .I! r:~~ ~, a!~. e,~ 1,..,1 
dai;e.toHowedbI8mgadminiSte1ed3thnesadJyfQ12dJ)'\anet thico11•plet,ono1 
therno1h&1Jp~ 
/,lril:a,, ,,r.:ie!,Md s,r . .:t at k!!i: !iu"':: a! rl: ,,,ets ,1'~ r. ", M.,., a~, f'M;,· ~~ ,;,cit~ 

'Visual analog sca!t asseSS111tfll: o • no n.Josea. 100 . nJusea as t>ad ~sh CJn t>e 

~ 
In single•arin !rials 148 patlell!s rtceiv111g cyclophosphamide ·baSi!tl chen•ottle1apy wer~ 
re•treate:I wtth onda11:;et1on 8 mg lhrei: tln•es dally during s~tsequent ctu.rr1otherap~ 
!or a !OUI Ol 396 re-ueatmtn l cour:.e$ No emetic episodes occurred In 314 (79•,) cl 
the re-ueatrnen! couius 11nd only 1 io 1 enietlc tpisod!!~ occuued Inn (11 ~,) ot th~ 
re-ueatmenl cou1ses 

~ 
n ,1M open-label. ~lnQle-arm. no:,-US ula!s ha~e ll«o perlormtd wtn 182 pedla1rlc 
pJ!ients age!l 4 IO 18 years w!m c::ncer who wete 9t1en a lr.!riety o1 cispla'ill or 
ntontlSJ11.llinragin1ens Thtlnililldcseorondans&troninjec1Jon1a11gedho11,0.04tc 
0.87 n,q p~1 ~Q (total dcse of 2 16 nig to 12 111 9) !olowe<i ~Y iM adn1111istration ot 01al 
doses or olldanse11on ran;illQ rrcm 4 to 2~ mQ da1~ l01 J d.a)'\ In lhtst :ti!!JS. ~8~~ o! 
tht 170tl'Jl!Jlble patients had~ complett 1espo11se (n, emetic episodes) en Day 1 In 2 
Uials 11\e respOMi ra:es to ond.UISftron 4 ,ng tl!roM time!. J dJv ill p~tloo1s yoongt'r thlll 
12 ~r.ars wn sl1113a110 oflG,;nsetron 8 11".Q 111re~ times darly ,n p~tltn!s 12 1, 18 ye~,~ 
Prevention o, emnls 111 t~e pe111.11,1c patients was es.:s.en:i;!tt, the san.e as 10, adults 

14.2 Radiatlo•-lndueed NawinandVcmiting 

TPIJIIIMvlrol\Ji,JhpO 
1na ,andomi.ed ptacebo-<:ontrol1~d doo~lt-bbnd1lialifl20patienl$ 8r.,go!ollJaoseMn 
,dm,~:51t1eJ 1.5 h~~~ ~~!:;•r ,ar. ~ !r3:,,u~ d •Y.J.,,~erie ,· 'c• ~ Ja•1:; 1•l ~ :-1~~.1',;u,:i-j 
moreetfec1r1tthan~laceboillp1eve-n,ingvon'l:in~inducedby101.i!bod111radl.lt,?n Total 
bWy Jla<:li.tdon c.o11slst!d or 11 tractions {120 ;;Gy p,ir fra,:~011) o~tr 4days !or~ 101.110! 
1,320tGy Pa1ien1srecei\oed3trx11011Sto1 .ldar,. 1ht1121ra<":11011s onC~y4 

5,ng1t;H!Qh-Qg;efmtiaof1JdioJheFIPY 
In an actt;e-conholled, double-blind trial In 105 pa1iell1s 1ecervlng sl11qlt hirJh-dose 
ra~ •~ =t-.Hae·: 1600 tJ 1 tl\l{j ~fr,'l 0··H ~" a~'~t,~f ,, t ~11,r,c: 1'(!d ~:.r~ ~! 1r~~'~' :r.~~ 
or equal to 80 cm' t~ ~~ 3~~,r.~r.. ~r.~,J•.:;etc,.~ ·a; ,,~e,! ,:3i::t,, re•;•e fff,,ht :t:J~ 
m~oc1oc1arnl0t wHh respect !ti c~mple!e contr~t o! ~n111sis {0 w,~;ic epl5.0'ltS) Patltn•s 
r~;e•·r~ !l',t !:/It r.Ju d ~~dJnsWJ~• 1a ~~t er <1'!11~,1~~!!,l',or \10 "'•il/ , ,~ 2 ~, • .,,~ 
be!01e1adiolflerapyllraolotl'lerapyWJsgiven1nrht\mornin; 8r.igo!ond.1Pse11011or 10 
mg ol me1oclopran11d~ was a<101i"lsttrl!'d In the btt a1t~r11oon and rer.Mted ag~in be!ore 
bedtime. H radiotheraiiy was gll'tn In tM a1tt,~oon. patients 100k Po o,g o! o~~an51!UOn or 
10 mg of nie,oclorramide o~ly ooce bt'ort ~~dlir1t. Pa:ifws cort-,utd me l\ose:; o! 01al 
r>e!lica110nthre6t~nesdaiiy!orJda)'\ 

Pa•lvFmilanaJedBad!Plhr@DY 
In an acti'le•co~rrotled. do11ble-lltlnd tnal in 135 patiel:1s ctr.tilling a 1· to ~- wtt~ 
~~~'~! ~! m,.:~,in~tnl <M,ct~tr1r·; n&l rG1• ~~,r~1 c·,,r ~ !:fl,i K• c' gr-,a:•r t~,a~ 
or equal lo 100 cm' I•: l~t ;.~~~,itr er•d~~sn:cr• ~, .11 ; ·~•~J,:,11 ~ .. ~~rr 1i1r.~··( :t,~,1 
p,ochlorptrazine 1·1itll 1espect to compteteco111rol ot arnt'sls (0 ,r1•~1ic61)isodesl Patk!ms 
1t~~ ~ e~ ;I.~!.:\,,~~~ Q! e1,,~~>ftro1, (d rr;: c~ r-r,;:l·ly,er,J<.:~f (1(/ '"')) 1 [,: 2 n~,ri 
l:!fore t~t h: ; -~1·f1 ,aJt. tt,;ta:,,, fri,,t,~i ,. ,r., ;n~! i~e~• ~- "'~ -~ ,, s•~ n~rr ,,·,11t l·, 
every6hoursoneachdiyo!rJl1iOtll!rapy • 

14.3 P~dop1nrlhr1 Nnna •Rd/ 01 llomilin1 
In 2 pl.acebo-conuolh!d, doutle•bhnJ trials (o~e t()nducled In m~ l!S Jn:t the ~!l'lt1 
outside 111.! US) 111 865 !tm~le:; u~dtrgoif1a ,npaM11t Sll1g ,cal p1ocedu1es omlanre:,on 
1& mg as a single dose or Pl.lcebo ms Jdr>lnlswej one h~u, ti,,l~•e 1~e Induction of 
Qeneralbalanr.edanes!hesi3(~1biturate, OJ,ioid.11hrou~n,l(ltneL1rowusr.ui.l• o!or~ade 
M\! s~prlem!,1!.;! ,,~=:~•n; ~, 11!,;nMl a~ i,,,w~~ ,~tl;r:; .. ,,r, ~-!.1"'1o~ay m,,,, 
e11er.!h"t than pL:ictbo ln crO"lenllng poJ.!op~r~t1ve nJU\.<ia an<! vor,itillg 
No11ialsha·111bttnperfou,ied i"1>1al6& 

1G HOWSU PPllEO/STOflAGEANOHANOUNG 

OJ!.~.11:noo..t~J.!~ 
4 mg (ofld;mse1to11 ny,:i1ocn!o114e. USP (dihyd131&) eaul,.t1en1 to 4 mg of 
c~Ja~Hltcr,J. i'! 1 ·~,:ii. :..,dt ~tar.~d'J r ~'l':t - !,1~-;~~1!•; ta~l<'.i ·r•'~ ·4 ~r ,,~! 

sldellld 'Gl'IOgoonth!Olhtrsidaln. 
flot1feso1301ablets \NOC68462·105·30) 
C.1ut0no1J1abltts{con1.-ns1 rndot3uM•Ol•useblistero\lJOC6B462-105-33 

B mg (ondal'\Selron hydH1Chlo1idfl, USP (dihvd•ait) eq11r1,o.H!fl1 lo S mg QT 
cr,~~~~~1•cr,I. ~re ,~li:..w. ,1•,1; ~•~"~.J arJ .;:i~·."I' i~rr--.~ttW ia~klJ. .,.~, S "~ t•r.• 
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sk!eaM 'G1'1oc~on1he G111f'rside,n 
Bott~ol3QtaN&•s !taOC68i61-t06<JO). 
Canoo or 3 tatlt-s (cont~,ns , tJrd 01 J uoit-oT us, l,!Mr,s\ J\'IJ Cf'.ll l~~•!06•3.l 

8ot!les: SIOft 31 2G'C to 2S'C [e.B'F lo 71'F) Int USP CDntrc!le~ R00rn T1mpulll1,~1. 
PrQIUI !r11rn llght. Oiipenu In a 1!9M ti91tl-!~ i11•nt cont~l11tr U d!ll~ed I,, lht USf'. 

Car1on,: Sl01eal?ll'Clo15'C(61'flo 77'F) lsu USf>Con1rolld R0omlemp,r•lu11] 
Proteci rr0111 light. S10•1 -llilerln c~rlon. 

.Q!'Jl.mti!.an.0rir.l!Y..Dj;l'litQfllll.l11.W!~1;..U.S£ 
4 ,.,; (~> I,-.. ,. cr••~~'l$'iC¢r, t JH • )~~ .,.,;,.\!. :·•:' i)• i,;,• ra:., ,a c ,:. -~·d 1,~1,11 
with ·c;· eogravtd on one side a11d \' on lhe P~1~r stde m 
Carto+1 ot 30 tablet\ \rontams 3 c~ids Gf 10 un11-01-u,1 t~~1~,,, 1snr: 68 l!i?-1~.' 1 i 

• JJ ,..., (~., 8 ~-; e:,._!a,iu··~c, :-lsr11:~ ,,-,.,,. ~ ':,,ia• •·~• ·~:.,~ .,·:::"ll •~:!(•~ 
wi!h'G'e11g,3vtdo11ones!deJnd a·onr11eo1ners,1em 
ca11on ,}1 lOtahlet~ (cnntai~$ 1 r, r~ ,1r 10 un,•-~l•nY bH$l~!~1 t10!; 684"'~-1:;11.11 
Ci1110ll Ill JO tJbl-!s (com~nt. 3tdrd~ JI 10 u~il-of-uSI! tiiS1!!$) /,i,,~ 6il1i''·, (~- 1 l 

Stcre al21t'Ctn2S'C (S&'Ftc 77' FI lsee USP Controlled Room ft1np~1a1urel 

17 PATIENTCOllNSWNGtNFORMATION 

~ 
1ntorn1pa1i!l11ts1h.J!olld.tn~1,on,:n)Cau\@hyp&1stn~tw~y reac!1l•ll\ 
as anapnyf.ixis a1id b1onch~W~\m r~s~uct p~1ien1\ i'J l1•·med13:o>t1 ,~r·. ,· 
and sympt~ms ot h~oersen5i1Mty r~actlons. inc!ud,119 !o;e1 c~•H~ , ,sh 01 
prctilCJl'S to 1hel1 ~ea~hcar~ p•~vlller /~£E ; , •• ~.,. Jl ,;~-:; ~,r,:zJc·J~s ,5 • ;, 

~ 
1n!o1m p~tlents that ondan,euon niJy ~us.e st1!ous caidi;ic 311h)'lt1mlJ$ sl!"t1 J~ 01 
prolonqation lnstrucl patient~ to 1d their Mal:hcar" p, .:,,,!dei 1i9h, aw~·,~ tlli,1 ~~~r-:eiva 
a change in lflel hf~n !ate. IT they 1eel hQ~theall~d 01 tt th~~ hHe ~ ~:m· Of)~I •ols"!I• 1~.,,. 
>1.;:• .. ~;5 .J-"lft '•t•:a~1.•.1'i :5.'.'tl 

~ 
11'\str\lCI the cati<Jnt to ltl)~!I !Ill! IJSil o· ;di 111l'!d~'.~l1ons ~,;~clJ!l:1 .1(10!'1',llh,n~ t· 
me,, hul11'1ea•t PHWld~: r:Nicor1it.>.nt Ur.I! ol 1ocr1~1phl11~ dml ,• rioa~Y!ll ,m n,~~ 
,a,~t J ~'~r:,!:.cJ~; :ir~" .i, ~I·~-• ,.,..,Su'\ l"J !•:•·- •_1;1~;•,·. •~-·~a, 

Advise panems o' the po~slt-lity 01 :i,o:oni:-, S,'ll(Jl~rie wtth c, no on1t,~nt u~e 
of onda~setron a"d ,,nothl;r se,01011e101,:- :;pem s•lfh ~\ r,!f!k:1•ir.ns tr, ,,.~\ 
de~ressieon 2"d mlQiaines A.d~t,, p.1tients 1,. setll inr.1e<lla te ir~,1~.J! .,:ten•ia" rt 
1b~ tollnwlo9 ~ymp1oms occ ~1 cti,,n~,s Ill n·ental ,1.11u~ awnn-ir ,ic io\~•h~•~ 
neuron·u~mlar ,y,,.r,ro .. 1s. wi;t, 01 •'li lhou\ ,J-'!\UCintt~!in~t ~!"1('!.""" /:,., 
:!·Jr: .. ,~,, ]~~ ?•t~ J;.••:i•~· (; ,1)! 

~Ii. 
l11!orm pal1~ts 1ha1 ondanse:ron rl.l/ r.-.u~• r•~tr.:~r~IJt ist~~rnid Ad>i'e ~ai.e"'5 t~ Ye~ 
lmm~diate 1re!1,c;,I heir ,t any s,n•p!oJl'S S•l~Qe~ll,P 01 ~ llljUl(W~lli •il.h•·!·,l1 'I( •II 
w1.h as surl.V.n ~lles1 p.:1ln m tlle\ l r~h1ne,s ,:1,,,. ,;,,.,~,.-;:-• ,1,,.: .~.-~;~,·· ,,.- : ~ .·,' 

M,JskiOQQl PromsstJplh:rnn1fol'lili..~Jl.'!lln 
l11'orm pa'.113nls 'ol!o,"mO ~odon1mal SJ! ;)'-'\' ~f 1t,o\~ ,,~h d1erno1h~!lp1·-1n~w.~.1 ;,~w ~; 
~nd ~0111itin~ thal un~~n,,,.uon n.~)' ma~• ,:ir,"s ;,nd <\m10:or11\ ,,: tc:,rl ' " \l!l!".'i~•1 
1n;11 1K.t p.1tler,1,; 10 it1;1•1e~,;,1tl~ ,~11<,rt Jo~ '>ign~ 0t ~in rto,•~ tM~•S'tm ,·.-1t, 3 ~i>h·~•~,1 
b•,wel 11bs:ruc11on rn tlleif ht,>~hU16 crnvidt• (;~. ,,.1crr ,r.~ /' .. ~;.•:. •,;,; ,:, >11 

Mu:.l!l.!1'cltiGno1onrtmnonOr.lltiD~l.!fl.~ 
ln~1rur.1ptie'll~no110 ,..move oMAn~e-,,,n NJl~1l11;in1eo1.••mr 1Jcol~:: •1·1" 11>, ~1,-.-~r 
until]usr r,rior t~ l\05,11g 

o~ Ml ,o.r.e,i1~1 1,_. push ~111!l!l~t1c,n u 1 a1►, O<\ln•~m;•in9 !~~lr'5 illrc,u~~ 1!\,> •~•I 
IJatking. 
Wi1h,1cyhands ~!el bit~ tht fu~ tJC',IIIQ ot 1 U~'.~l lP:I ~"f\tlv •el"OV~ tnt •~bl., 
tmmedb:ely ~lace tht on!IJnsetron 01~11y dlsil'lt'ilrat"'~ tah:et on !Dr o! th<> to1191JP 
wlltre it .,,111 di~sot,e In second~. •t"'n ~wallo~ Wl\h sal\ta. 
Adrnktlst,a,ion wl11 liquid Is nor ne~rssaf'I 
o>~t1at.1e ,fl,ntr,!'f,' st••=-~':!. a•i a!l-..~•= :>l 1r1 ~:~1.c• .• 1•·c., :1 ?.. ~.• ·• ~r r-- .1, ,1 
wi,h the presetlpt"ln to ijnwr~ prooe, ~!;e ~nd h~OOlin,J ol !~~ pmducl 
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