
G 
qtenma~k 
A new way fo r a new wo rld 

DRUG MARKET WITHDRAWAL 
ONDANSETRON ORALLY DISINTEGRATING TABLETS USP 4mg 

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

November 11 , 2025 

Dear Pharmacy, Wholesale and Retail Customer: 

This is to inform you that Glenmark is initiating a Market Withdrawal at the Retail level involving 

the following prescription product: 

Ondansetron Orally Disintegrating Tablets USP 4 mg 

N
Sr. I Product name with Strength I I 

o. 
Batch No. 

Ondansetron Orally 
Disintegrating Tablets USP 4 mg 

19251311 

NDC Code 

68462-157-13 

Pack Size 

3 X lO's 
blister 

Exp. 
date 
April 
2027 

Glenmark is initiating a market withdrawal at the Retail level for the above-identified batch of 

Ondansetron Orally Disintegrating Tablets USP 4 mg as an abundance of caution due to market 

complaint received for blisters not fully sealed and tablets falling out. 

Glenmark received two (2) market complaints for unsealed blisters. Glenmark conducted the 

investigation and identified, 

• Visual inspection performed for the reserve samples of complaint batch # 19251311 and 
other batches of Ondansetron Orally Disintegrating Tablets USP 4, concluded that no 

observations were noted similar to the nature of the complaint sample. 

• The root cause was identified as the 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 # 1925131 1. 

Since the root cause is identified and specific to the complaint batch # 19251311, as an abundance 
of caution, Glenmark is initiating a market withdrawal of Ondansetron Orally Disintegrating 
Tablets USP 4 mg, batch # 19251311. 

Health hazard assessment concluded that the product quality complaint of unsealed blister packs 
for Ondansetron orally disintegrating tablets is unlikely to have an impact on patient health and 
safety. 
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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. 

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 market withdrawal. Your notification 
to your retail customers may be enhanced by including a copy of this market withdrawal 
notification letter. Again, this market withdrawal should be carried out to the retail level only. 
Because this is not a consumer-level market withdrawal, notice to the consumer level is not 
required. 

Glenmark is requesting the batches specified in the above table to be returned to Inmar Rx 
Solutions (address below) using the Postage Paid Product Return label that was provided in your 
Market Withdrawal Return Packet. 

Inmar Rx Solutions 
3845 Grand Lakes Way 
Grand Prairie, TX 75050 

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 market withdrawal return please contact Inmar at 877-
409-4230. 

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

This market withdrawal is being made with the knowledge of the Food and Drug Administration. 
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Thank you for your cooperation, 

Sincerely, 

GLENMARK PHARMACEUTICALS INC., USA 

George 
Oliarnyk 

Thomas Callaghan 

Digitally signed by 
George Oliarnyk 
Date: 2025.11.11 
12:27:39 -05'00' 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 
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Enclosure(s): 

Product Label and Leaflet 

Market Withdrawal Return Response Form 

Product label: 
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Ondansetron Orally Disintegrating Tablets USP 4 mg; 3 X lO's BLISTER PACK 

Page 4 of 4 

r· ··-
IDC6116.1•157-11 

Ondansetron Orally 
Disintegrating 
Tablets , USP 

l4mgl 
Eac~u,1nout11114r11 t141111tr11. USP 

1, I'; .. , 
l§ i 

r..ulE SIZE AIITWOM 
CRT SIZE : 1-41 n N X7!,u1 X Hmt 

~ ~ 
... ..:;'a,;:a;";,;._ .,;z.;.C;,'.,"ff:, D 

- ~ ~ • --- .•-•---- --•- Cl 
S1atl 11 !rt ti U''C (5"- 11 77'fJ 
[tu USPCt1trlldllur1TfflJtr11m). ~ ~ ~ 

n11ybt1uri11: Cu lt iu p,11yl 1lu .i11. i rm ru ~ 
'"'""'''"""'" .... ,................. ~ I ';i:."'iii: .:=~~~-.~::-:. Cl 

h u t, 

Jl.lllllll. i ■ ~ ~ 
bUllflll(ffP17:1·71ll 
._,1u 11 M1:11 h ~1-11 " 11 

6 l if~rir C)l&nnw,k 

n., 

.I j ~ ',='-r:;"!' .:!::.~=:.'::-- ::=!::°::":, Cl. 

l•o 
Jl h Htb ,;,, i 
(J Hid1n 1ri1 IC 
11dmt1i1i.11 J Jl 
11 11w., 1 :1 i; 2 

0 .. 1uelru Or1lty 
0i1i1te1nti11 Ta.lets , US P 

~ 

·1 L n n ,. 
ii 
1 • 
•• 
H 

!i 
- I 

!11 

H. 
'fi" 
hf1 SI Ii 

I ,. 1 I !! 

1H1 
f"II 
alal 

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



May 
Breedlove 

111111111111111 
L·lZLLLZIJ093d 

! 
◄ ~ ffi 

l§ 

NOC 68462-157-13 

Ondansetron Orally 
Disintegrating 
Tablets, USP 

14 mgl 
Each tablet contains 4 mg ondansetron, USP. 

Store at 2o·c to 2s•c (68"F to 77"F) 
[see USP Controlled Room Temperaturej . 

Phenylketonurics: Contains phenylalanine. 

See package insert for Dosage and Administration. 

Jllll~lllll~ll~~llllll 11. 
Questions? 1 (888) 72H115 

www.glenmarllpllarma-us.com 
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G GLENMARK PHARMACEUTICALS LTD. 

PRODUCT NAME: ONDANSETRDN ODT 4 MG 
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PKG . DEV.: 

PHARMACODE: 60427 I RA 
COUNTRY: USA 1--PR_O_D-UC- T-IO_N_: -u------ir--------, 

Regulatory Text 

Machine Suitability Srinibash Pati !':':.~~.~":"· 

LOCATION: COLVALE - GOA 

PACK: CARTON - 30'S 

ACTUAL SIZE: 146 mm x 72 mm x 20 mm 

QA: Entire Tett 

REMARKS: 

ikramDesal 
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er QA 

__ ., __ _ 
--"'""""' 

SPECIFICATION: 350gsm white back board with aqua varnish except for area marked. 

Digiu,llysigr-.dbyM.ly 
llfH<llow 
~te, 2021.11.0615:H:52 
-<OS'OO' Carole 

Capella 

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

Kristin 

FCPDCOOl/01.00 

Digitally signed by 
Kristin OiStefano 

D·st f Date:2021.11.08 
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HIGHLIGHTS OF PRESC RIBING 
INFORMATION 
ThtH hlghllghb clo not lnthldt 
Ill !tie inlorm1t10n lllltdtd lo 
1111 0NDANSETR0N TABLETS 
Ind ONDANSETRON ORALLY 
DISINTEGRATING TABl£TS ultly 
Ind lfltr:tlTely. See lull pre1tr1blng 
lntormallon lor ONDANSETRON 
TABLm and ONDANSEmON ORALLY 
DISINTEGRATING TAILm. 

DNDANSETRONl1bl1b, l0r011lu11 
ONDANSETRON 0r1lly cll1inl19ra1lng 
t1blt11 
lnlti11U.S. Ajlproval: 1H1 

---- RECENT MAJOR CHANGES ••••••• 
WarnlngsandPrecautions, Myocardial 
lschemia(S.4) 10/2021 

·---- INDICATIONS AND USAGE ---­
Ondanseiron is a 5-HT1 recep10, 
antagoniStindieatedto, thepreveotionol: 

nausea and vtmliting associa1ed 
with highly emetogenic cancer 
chemotherapy, including cispiatin 
g1eaterthanorequalt0SOIT9m'. 
(I) 
nausea and V1lmiling associaled 
withlnitialandrepe.atcoursesol 
niodtratefy tmelOQenic cancer 
chemothefapy.(1) 
nauseaandvomitingassociatedwlth 
radiotherapyinpatieotsreceiving 
eithertotalbodyirradiation.sinole 
high-dose traction to the abdomen, 
o,clailylractionstotheabdomen.(1) 
postoperative nausea and/or 
vomiting.(\) 

··- DOSAGE ANO ADMINISTRATION -··· 
See tul! prescribing information tor 
111e1ecommendedOOsageinadults 
andpediatries.(2) 
Patients with severe hepatic 
Impairment: do not exceed a total 
daily00seol8mg.(2.2.8.6) 

••• DOSAGE FORMS AND STRENGTHS •• 
• Tablets:4mgand8mg.(3) 
• Orally Oismtegrating Tablets: 4 mo 

aoo8mo. (3) 

·-··-···· CONTRAINDICATIONS ·-··--· 
Patients known to have hypersensitivity 
(e.g.,anaphylaxis)1oondansetronor.1ny 
componentsoftheformulation. (4) 
• Concomitant use of apomofllhlne. 

(4) 

••••• WARNINGS AND PflECAUTIDNS ··­
Hypecsensjtjyjty Bractians 
lnciudioo AnanflY)a.Kis aoo 
~ : Discontinue 
ondanseuon II suspected. Monitor 
andtreatprontptlyl)efstandard 
of care until Signs and symptoms 
resotw: . (5.1) 

FULL PRESCRIBING INFORMATION; 
COJIITfNTS • 

1 INDICATIDNSANDUSAGE 

2 DOSAGE AND ADMINISTRATION 
2.1 Oosaoe 
2.2 Oosaoe in Hepatic lmpaim1em 
2.3 Administration Instructions 

lor Ondansetron Orally 
OiSintegratingTabiets 

3 OOSAGEFDRMSANDSTRENGTHS 

CONTIWNDICATIONS 

WARNINGSANDPflECAIITIDNS 
5.1 HypersensitivilyReactions 
5.2 OTProtonoa11on 
5.3 Sero!onin$yndrome 
5.4 Myoca1diallschemia 
5.5 Maskirig ol Progressive lieus 

al'(jGastricDistenslon 
5.6 Pheny!ketonuria 

I ADVERSEREACTIDNS 
6.1 C11nicalTrialsExperience 
6.2 Postmarketing uperience 

7 ORUGINTERACTIONS 
7.1 StrotonergicOrugs 
7.2 Orugs Affecting Cytochrome 

P-450Enzymes 
7.3 Tramadol 
7.4 Chemotherapy 
7.5 AHernanllandAtracurlum 

FULL PRESCRIBING INFORMATION 

1 INDICATIONS AND USAGE 

DI lmeml Prnklooalioo aoo 
~ :Avoid inpatients 
with congenital long OT syndrome: 
mollitor with elearocardiOQrams 
(ECGs) if concomitant elect1olyte 
abnormal~ies. cardiac tailure or 
arrhythmias. or use of other QT 
prolongingdruos.(5.2) 
~ : Reported with 
5·HT1 recepto, antagonists ;tlone 
but particularly with concomitant 
useolsetotonergiedrugs.lfsuch 
symptoms occu,. discontin1.1e 
ondansetronand initJatesupportJYe 
treatment. If concomitant use 
ol ondansetron with other 
serotone,gie drugs iS cWnically 
wammed, patients should be made 
awareo!apotential lncreasedrlsk 
lorserotoninsynd10me.(S.3) 
haulial lscbtrnia : Mon~or 
or acivise patients for sioos and 
symptoms ot myocardial ischemia 
aftei oral administration. (5.~) 
MaskiOP ot PrQQ[MSiYC lieus 
and/or GaslCic PifileWn 
FoUowina Abdominal Sumcry or 
Cbemotbe@PY·lOOucmlHauwand 
'iP!niling: Manito, !or decreased 
bowel activity, particularly in 
patients w~h risk tactors tor 
gastroimestinalottstruction.(5.5) 
~ : Patients should 
t>e lnto,med that ondansetron 
oral~ disintegrating tablets contain 
phenylalanine (a component 01 
aspartame). Each 4•mg and 8-mg 
oral~ disintegrating tablet contains 
1.5 moand3mg otphenylalanine, 
respect1vefy.(S.6) 

----··· ADVERSE REACTIONS .. 
The most common adveise reactions in 
adultslorthe: 

prevention or chemotherapy­
induced (:1!: 5"!.) a1e: headache. 
malaise/latiQue. constipation. 
diarrhea.(6.1) 
preventiOn of radiation-Induced 
nausea and vomiting (:l!: 2"1.) 
are: headache, constipation.and 
diarrhea.(6.1) 
p1event10notpostoperativenausea 
and vomiting (:l!:9%) are: headache 
andhypox~.(6.l ) 

Tor.port SUSPECTED ADVERSE 
REACTIONS. conttct Glenmart 
Phlrm1ceullc,l1lnc., USA1t1(811) 
721 •7115orFOA111·8DO·FDA·1D880, 
www.lda.oov/medWltch. 

SH 17 for PATIEHT COUNSELING 
INFORMATION. 

Revlsed: 1112021 

I USEINSPECIFICPOPULATIDNS 
8.t Pregnancy 
8.2 L.acta.tion 
8.4 PediatricU~ 
8.5 GeriatricUse 
8.6 Kepaticlmpairmem 
8.7 Renallmpalrmertt 

I DRUGABUSEANDDEPENOENCE 

1D OVERDOSAGE 

11 DESCRIPTION 

1Z CLINICALPHARMACOLOGY 
12.1 Mechanismo!Action 
12.2Pharmacodynamics 
12.3Pharmacokinetics 

13 NONCLINICALTDXICOLDGY 
13.1 ca1dnooene$1s,Mutagenesis, 

lmpaim1emof Fenility 

1' CLINICAi.STUDiES 
14.1 PreventiOn ot Chemotherapy­

lnducedNauseaandVomiting 
14.2Radiation-lnduced Nausea 

andVomitirig 
14.3PostoperativeNauseaand/or 

Vomitirig 

11 HOW SUPPLIED/STORAGE ANO 
HANOLJNG 

17 PATIEHT COUNSELING 
INFORMATION 

"Sections or subsectioos omitted from 
thetullprescribing lntormat10narenot 
listed. 

Ondansetronisindicatedlorthepreventionotnauseaandvomrtingassociatedwrth· 
hi11htyemetogeniccancerchemotherapy.indlldlngcisplatmgreatertt1anorequal 
toSOmg/m' 

• initial and repeal courses ol moderately emetogenic cancei chemotherapy 
• radiotherapy inpatients receiving either 101al body i1radiation,smgle lligh·OO~ 

lractiontotheabdomen,ordailyfractionstotheabdomen 
Ondansetronisa!soindicatedlorthepreventionofpostoperatrvenauseaand/01vomilirig. 

2 DOSAGE AND ADMINISTRATION 

2.1 D11uge 
The recommerided dosage reoimens tor adult and ped1atrk: patients are described in 
Table1andTable2,respectively. 
Correspond1ngdosesolondansetron1ablets. andondansetronorallydiSinlegrating 
labletsmayt>eusedimercharigeal>ly. 
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Table 1: Adult Retommended 0011111 Regimen 10f Prevention of N1u111 and Vomiting 

lndlcaUon 

Highly 
Emetogenic 
Cancer 
Cllemollltrapy 

Dosage Regimen 

Asirigle 24-mg doseadmioistered 30 mrmnes before the startot 
s1rig!e-<lay highly emetoger-.c chemotherapy, Including cisplatin 
greaterthanorequaltoSOmo,'m'. 

Mod1ralely 18 mo adminiSter.ed .30 minu\es t>etore the start ot chemotherapy, with 
Emetogenlc a wbseQuem 8-mo dose 8 hours after the first dose. 
Cancer Thenadminrster8motwice.1day(every 12hours)lor 1102days 
Chtmollltrapy alter comp~n of ~~~thefapy. 

Radlolherapy I FD£10talboqylrrildial19o·smoadministered1to2hoursbetoreeach 
lractionolradiotherapyeachday. 
For &iook: b1ob-dnse looino radiPtbe@PY 10 ttc abdoran- 8 mo 
administered 1 to 2 hours before radiotherapy, with subsequent 
8•mgclosesevery8 hoursaherthelirstdoselor 1 to2diysahet 
completionotra<!iotherapy. 
Ford.ailyfractlonatCdradiotbe@PYtollJeabdooo·8mgadministered 
1 to2hourst>etoreradlotherapy.witllsubs,equent8-mgdostsevery 
8hoursa1terthelirstdoseloreachdi1L!_adiot~is11ivtn. 

P11st11per1!1Y1 ] 16mgadfnnisterei!1 hourbeto1einductionolanesthesia 

Table 2: Ptdiatrlc Recomm1nded 001191 Regimen IIH" Prn!ntl11n ol Nausn and 
Vomiting 

lndlcatlon DougeReglmen 

Moderately 
Emetogenlc 
Cancer 
Chemotherapy 

12 IA 17 rrao of amr 8 mg administered 30 minu1es before the st.an 
ot chemotherapy, with a subsequent 8-mg dose 8 hours alter the 
tirstdose. 
Thenadmimster8mgtwiceaday(every 12hours)tor 1 to2days 
alter completion ot chemotherapy. 
~4mgadministered30minlltesbeforethestar1 
otchemotherapy,withasubsequent4•mgdose4and8hoursatter 
the !irstdose. 
Then administer 4 mo 1h1ee times a day 101 1 to 2 days aftei 
completion of chemotl'ler~ 

2.2 Douge lnHtpat1clmpalm11nf 
In patients with severe hepillic impairment (Child-Pugh score ol 10 or greater). do 
not exceed a total daily dose of8 mg {Sl!E UseinSpecfflcPot,ula/JOflS (8.6). Clirical 
Pflarmaco/og'j (12.3)1. 

2.3 Administration lnstnidiOl'tl lor Oncl1rt1etron Orally Dlslnhgrallng hblell 
Donotattemp11opushondansetronorallydiSintegratirigtabletslhrough1hefollback1ng. 
Witlldryhands.PEELSACKtheloilbackirigo! 1 bliSterandGENTLYremovethetablet 
IMMEDIATELY place the ondansetron orallydiSin!egratirigtablet ontopolthetong1.1e 
whereitwilld1ssolYe inseconds.thenswallowwithsaliva. AdmmistrationwrthliquidiS 
notnecessary. 

3 DOSAGE FORMS ANO STRENGTHS 
OndansetronTablets,USPareoval.standardcorl'lex.film-coatedtabletsandareavailable 
inthelotlowrngstrenoths: 
• 4mg - whitetablelwith '4'ononesldeand'G1'1ogoonth!otherside 
• B mo -yellow tablet with '8'on one Side and 'Gl' IOQOonthe other side 

OndansetronOrallyOisinteoratirigTablets. USParewhite. crrcutar. l!a1 laced. uncoated 
tabletsandareavailablelnthetollowingstrengths: 
• 4 mo· 'G"engravedononeslde.1nd ·4·on lheothe1srde 
• 8mo·'G"engmedononesideand"B'on 1heotherside 

4 CONTRAINDICATIONS 
Ondansetroniscomraindieatedinpat1ents: 

knowntohavehypersensitivily(e.g.,anaphylaxis)toondaRSetronoranyolthe 
componentsofthetormulation(seeAdverseReacticns(6.2)1 
receivingconcomitan1apomof!1lrined1.1etoth! risk of profound hypotensionand 
losso!consciousness 

5 WARNINGS AND PflECAUTIONS 

5.1 ttype11em:ltlfllyR11dlort1 
Hype~srtivity reactions, Including anaphylaxis and bronchospasm. have been 
reported in patiemswho have exhibited hypersensitiYitytoother~lectiYe5-HT1 receptor 
antagonrsts. !t trypersensitivityreactionsoccur,discominueuseotondansetron:treat 
promptty per standard ol ca1e and monitor until signs and symptoms resolve (see 
Contraindicatiofls(4)}. 

5.2 OTProlongatlon 
Electrocardiogram(ECG)chaoges,inclucling OTinteMI p1olongationhave been seen 
in patients receiving ond.wisetron. In additiOn. postmarketing cases o! Torsar:!e de 
Po1nteshavebeen1epor1ed lnpatien1susingondansetron.Avotdondi1nsetronlnpatients 
with congenital tong OT syndrome. ECG monitoring iS recommended m patients with 
electrolyte abnormalities (e.g .. hypokalemia or trypomagnesemia). congestive heart 
failure,bradyarrllythmias.orpat1entstalringotherme<licrnalproductstha1leadtoOT 
prolongation(seeCt'nicaJPhMrrncology(l2.2)}. 

5.3 S11oloninSynd111m1 
The development ot se<otonin syOOrome has been reported with 5-HT

1 
receptor 

antagonists alone. Most reports have been associated with concomitant use ot 
serotooer11icdntgs(e.g .. selectiveserotoninreuptakelnhibitors(SSRls), serotoninal'(j 
norepinephrinereuptalreinhibitors(SNR!s). monoam1neoxidaselnhibitors, minazapine. 
lentanyl. lithium. tramadol.and intravenous methylene blue). Some ot the reported cases 
were talal . Strotonin syndrome occurririgwith overdoseofoOOanset,onalone has also 
been reported. Themajorilyofreponsotserotoninsyndromerela.tedto5-HT1 receptor 
afllilgonistuseoccurredlnapost·anesthesiacareurwtoranintusloncenter. 
Symptoms associated with strotonin syndrome may include the loHowing combination 
o! signs and symptoms: mental status chariges {e.g .. agitatiOn. hallocina11ons, delirium, 
and coma). au\onomic instability (e.11 .. tachycardia, labile blood pressure, dlzliness, 
diaphoreSis. l!ushirig. hyperthermia). neuromuscular symptoms (e.g., trerl"IOf , rigidity. 
myoclonus. hyperrellf:xia. incoordination). seizu1es. with or withoul gastrointestinal 
symp1oms (e.g .. nausea. vomiting. diarrhea). Patients should be monito,ed tor the 
emergence of serotonin syndrome. especially with concomrtan! use of ondansetron 
and other serotonergic drugs. It symptoms of seiotonin syndrome occur. <!iscontlnue 
ondansetron and initiate supportive treatment. Patients should be infonned of the 
increased risk of serotonin syndrome.especially ltondanset.ronis used concomitantly 
with other serotoner11ic druos {see 01119 lnreractions (7. 1), O\-tf00Sa9t (10)}. 

1

5.4 My0c,11fi1ll1Chtml1 
Myocardial isc~ has ~n r~oned in pall~s treat.ed with ondansetron. In."""' 
cases. predominantly dunno 1ntraveoous admm1stralion, the symptoms appeared 
imme(liatety alter administration but resolved wilfl prompl treatment. Coronary artery 
spasm appears to be the most common undertying cause. Therefore, mol'II01 or adVise 
patients for signs or symptoms of myocardial iscllerrna after oral administration ot 
ondansetron(seeAdverseReactions(6.2)J. 

5.5 M11tlngotPTogres11¥1lleu1andGHtrlc Olslen11on 
Theuseofondanset1onlnpatientstollowingabd0fninalsuroeryorinpat1entswith 
chemothefapy-lnduced nausea and vomiting may mas!( ii p,ogressi'le ~eus and/of 11astric 
d1stenslon. Monitorlordecreasedbowelactivity.parliculartyinpafientswithriskfact01s 
tor;astrolntestinalobstruct1on. 
Ondansetronisnotadrugtha1strmulatesgastricor1ntestinalpenstalsrs. ttshouldnott>e 
usedinsteadotnasogastricsuction 

5.6 Phenyl-elonurla 
Phenylketonuncpatiemsshouldt>eintormedthatondansetronorallydisin1eorating 
lablets contain pherr,,lalanine {a component o! aspartame). Each 4-mg and 8-mg orally 
disintegrating tablet contains 1.5 mg and 3 mg ot phenylalanine, respectively 

6 ADYERSEREACTIONS 
The following clinically srgmficant adverse 1eacti0os are described elsewhere In the 
labelirig• 
• tfypersenSitivityReactionsfs~Wam~andPr«.autions(5. l)J 

OT Pro~iOn {see Wamifios and Precautions (5.2)] 

nl ii 
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Serotonin Syndrome {SM Wam'ngs and PrecautJOnS (5.3)1 
MyocardiaJISCMffN{SHWamingsandPrecautions (5.4)J 

Ii 

Maning ol Progressl~ lle11Sand Gastric Oistension{SH Wammgs and Precautions 
(5.SJJ 

1.1 CIJnlcalTrtals&perlence 
Becausetlinicaltrialsareconductedunderwidetfvaryingconditions, adversereaction 
ratesobservedintheclinic.lltrialsotadrugcanoo1bedi1ectlycomparedwithratesinthe 
tlinicat1rialsofanotherdrugandmaynotrellecttherilesobservedinpractice. 
Thet0Uowirigadversereactiooshavebeenrepor1edincli111Callrialsolpat1entstreated 
withondansetron,theactivelrigredierrt0fondanset1on. Acausal1elalionshiptotherapy 
withondansetronwasunclf:a,inmanycases. 

Pmeotioa ol Cbemotherapv·lndoccd Nausea aoo ¥Pmtt100 
The most common adverse reactions reponed In greatei than or equal to 4% ot 300 
adultsreceiving.1Sirigte24-mgdoseolondansetronoralfyln2trialstorthepreventi<lnot 
nauseaandvomitingassociatedwithhighlyemetogeniccllemotherapy(cisplatingreater 
thanorequa!to50mg/m')were: headache(l1 "t.) anddiarrhea (4%). 
Themostcommon~rse1eactionsrepor1edln41rialsinadultslorthepreventionot 
nausea and vomit1rig associated with moderately emetogenic chemotherapy (pf'imarily 
cyclophosphamide•basedregimens)areshowninTable3. 

T11tf1 3: MOIi Common Adwtm Rndions In AIIMIII' lo, lhe PnHntlon ol N1u111 
and Y1mlllng Allocllltd With Moderately Emetogtnic Chemolherapy !Primul ly 
Cyclopho1phamlde-lll1tdR1glm1111] 

Ond1nstlronlmgTwlceD1lly Pl1callo 
AdwemRnet lon !n • 2421 tn - 262) _,. 58(24"!.) 34(13%) 

Malaise/Fatigue 32(13%) 6(2"1.) 

Constipation 22(9%) 1(<1%) 

Oiarrhea 15 {6%) 10(4%) 

•Reponed lngreaterthan01equaltoS%otpatientst1eatedwithondansetron anda1a 
rate that exceeded placebo. 
LessCommonAdveruRUCDOflS 
Central~rvoosSystern·Extrapyramldal1eactions (less thanl "t. otpatients) 
Hepa.fie.· Aspartate transaminase (AST) and/01 alanine transaminase (ALT) values 
exceeded twice the upper Nmit o! no«nalinapproximatety 1% 10 2"t. or 723 patients 
1ecei"mg ondansetron and ~hosphamide·baud chemotherapy in US clinical trials. 
The increases weie transient and did oot appear to t>e re!ateil to dose or duration of 
therapy. Onrepeatuposu1e,similartransientelevationsintransaminasevaluesoccurred 
in some courses. but symptomatic hepatic disease did not occur. The role ot cancer 
chemotherapyinthesebiochenicalchangesisunclear. 
Liver failure aM death llas been reported in cancei patients receiving concurrenl 
medications. incllldirig potentially hepatoloxic cytotoxic chemotherapy and antibio\JCs 
TheetiOlOQyo!thelive1tailureiSundear. 
lnff9Umentary:Rash(approlClmatelyl "t. olpatiefllS). 
Other(less than2%): Anaphyta.JCls. bronchospasm. tachycardia. arigina, hypokalemia, 
electrocardiograpllic alterations. vascular occlusrve events, and 11rand mal seiz~res. 
Exceptto,bronchospasmandanaphylaxis. tl'lerelationshiplooMansetronisunclear 

PrmntinnPIBMiatklrtlndoccOHauwandVom;t100 
The most common adverse 1eactions (11reater t~n or equal to 2%) reported In patients 
reuiving ondansetron and concurrent radiotherapy weie similar to those reported 
lnpatientsreceivingondanse1ronandC011Curremchemotherapyandwereheadache. 
cooslipation,anddiarrllea 

Pcmolioo 91 P9:»ooe@tNe Nimsea and/or YornWoo 
The mos! common adverse reactions 1epor1ed in adults In trial(s) of preventiOn o! 
postoperativtnauseaandvomitirigareshowninTable4. lnthesetrial(s).patientswere 
receiving multiple concomitant perioperative and postoperative medicatioos In bolh 
treatment groups. 

Tlbl1 4: Moll Common MY1111 Rnetio111 In Adultl 1 forlhe Prn1nllon of POltoperalive 
N1111111nd VomH1ng 

Ond1nset,on1lmgn1SlngleDoH Placebo 
AdwtrseRetction (na550) (n-~1) 

lieadache 49(9%) 27 (5%) 

Hy;ioxia 49 (9%) 35(7%) 

fyfexia 45 (8"1.) 34(6%) 

IXuiness 36 (7%) 34(6%) 

Gynecological disorder 36 (7%) 33 (6%) 

Anxiety/Agitation 33(6%) 29(5%) 

Urinary retention 28(5%) 18(3%) 

PrurilllS 27~7!t_ 20 (4%) 

•Repor1edin11reaterthanorequal105%ofpatiemstreatedwithondansetronandata 
rate that exceeded placebo. 
lnacross0Vefstlldywltll25subiects, headachewas1epor1edin6subjectsadmmistered 
ondansetronoratlydisinteoratirigtabletswithwate1(24%) ascomparedwith2subjects 
administe1edondansetronorallydislntegralirigtabletswithoutwa1er(8%). 

6.2 PostmarhtlngElptrience 
Thelollowingadversereactionshavtbeenidentiliedduririgpostapp,ovaluseol 
ondansetron. Because these reactions are reported voluntarily from a population of 
unclrtainsile.itisnotalwayspossibletoreliablyest1matetheirfrequencyorestablisha 
causalrelationshlptodrugexposure. -Ar,trythmlas (lncludirig ventncula1 and supraventricular tactrycardia, premature 
vefllricular contractions. and atrial fibrillation). bradycardia, electrocarcliographic 
alt&rations (indui:t;ng second-deg,ee heart block. OT/OTc interval prolonoation. and 
ST segment depression). palpitations. and syncope. Rarely and predominantly with 
intravenousondansetron. transientECGchanges.includingOTinteivalprolongatiOnhave 
beenreponed. 
Myocardial ischernia was reported predominately with intra~nous administration /SM 
Wam'ngsandPrecautions (5.4}1. -Flushi(lfJ: Ra1ecasesolhypersensitiYityreaclions. somet1messevere(e.11 .. anaphylaC1ic 
reactions. arigioedema. bfonchospasm. shortness ot b,eath. hypoteosion. laryrigeal 
edema, stridor) have also been reponed. Laryngospasm. shock, and cardiOf)ulmonary 
arresthaveoccu1redduringallergic1eactionsinpatientsreceivinginjflclableondansetron. -Liver enzyme abnormalities 

~ 
Hictups. -Oculogyf'iccrisis.appeanngalone.aswellaswithotherclystonie1eactions 

'"' Urlicari.1, Stevens-Johnsonsyndrome,andtoxicepidermalnecrolysis. 

~ 
cases of transient blindness. preOOminantty duririg intravenous administration, have 
beenrepor1ed. Thesecasesottransrefllblindnesswererepor1ed1oresol'lewithinatew 
minutesupto4800urs. 

7 DRUG INTERACTIONS 

7.l SerolontrglcDrugs 
Se-otonin syndrome (including at1ered mental status. ;iutonomic lnstabilily, and 
neur0muscularsy~1oms)hasbeendescribedlollowingtheconcomitantuseot5-HT

1 
,eceptor antagonists and other serotonergJC drugs, including SSRls and SNRls. Monitor 
!or the emergence ot serotonm syndrome. II symptoms occur. discontinue ondansetron 
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and lmtiate supportive treatmem {see Wafllngs and Precautions (5.3)}. 

7.2 OrugsAHeetlngCytochromeP-450EnzymH 
Ondansetron does not itsel! appear 10 induce or Inhibit the cytochrome P-450 
drug•metaboliling enzyme system ot the liver {see Clinical Phalmacology (12.3)}. 
Because ondansetron is metabolized by hepatic cytochrome P-450 drug-metaboliZirig 
enzymes (CYP3A4,CVP2D6, CVP1A2), IOOucerso1 inhibitors of these enzymes may 
changetheclearancland. hence.lhehalf•liteotondansetron. lnpatiemstreatedwith 
potentinducersofCVP3A4(i.e., phenytoin.carbamazep1ne,andrilampin), theciearance 
ofoOOanset,onwasslgnificandyincreasedandondansetronbloodconcentrationswere 
decreasell. HoW!Yei.onthe basis ol available data, no dosage adJustmem for ondanset1on 
1s recommended tor patients on these dru11s {see CJinkaJ Pharmacok)gy(f2.3JJ. 

7.J Tramadol 
AltOOuoh no pharmacoklnetic d,ug imeraction between ondansetron and tramadol has 
beenobserved, datalrom2smalltrialsindicaletha1whenusell109ethef, ondanset1on 
may lncreasepatien1-controlled administration 0ftr.11m1dot. Mor.tor patients to ensure 
adequatepaincontrolwhenondansetronisadminisleredwithtramaOOI 

7.4 Chemotherapy 
carmust1ne.etoposide.indcisplatindono1atlect thepharmacokineticso!ondansetron. 
In a crosso~er trial in 76 ped1atrie patients. intraveoous ondansetron did not lnc1east 
systemicconcentrationsothigh-dosemetOOtrexa1e 

7.li Altentanll1IIIIIAtr1curlum 
Dndansetron does not aher 1he respiratory depressant etlects pfOduced by alfentan~ or 
thedegreeolneuromuscula1blockadeproducedbyatracurium. lmeractionswithoenera1 
01localallesthelicshavtnotbeenstudied. 

I USEINSPECIFICPOPULATIONS 

1.1 Prtgn1nq -Publishedepidemiologicalstudiesontheassociationbetweenondansetronuseandmajor 
birth defects have repof1.ed inconsistent findings and havt Important methodological 
timitatiOnsthatprecludeconcluslonsat>ou\thesaletyolondansetronuseinpregnancy 
(see Data). Available postmarketing data have not identified a druo·associated rislr of 
miscarriage or ad~em maternal 011tcome:s. ReproductiYe studies in rats and rabbits 
didnots00wevidenceo1harmtoth! letuswhen0ndanset10nwasadministeredduririg 
organogenesls at approximately 6 and 24 times the maximum recommended human oral 
closeol 24mo,'da"j.basedonbodysurfacearea(8SA),respectivety (se,e Data) 
Thebackgroundriskolmaio1bir1hdefectsandmiscarriagef01theindlcatedpopulationis 
uroo10wn. Allp1eonancieshaveabacl!groundfiskofbir1hdefect,miscarf'ialles,orolher 
adverse outcomes. In the US general populatiOn. the estimated bacic11round risk ol ma;or 
biflh defects aoo mrscarriages in dinieally recognized preonancies is 2% to 4% and 15% 
10 20%,respectively. 

a.. 
Human Data 
Available dita on ondansetron use in preonant women horn several published 
epidemiological studies preclude an assessment o! a drug•assoeiated risk ot adverse 
fetal outcomes due lo impon.am methodological limitations. including the uncertainty ot 
whether women who lilied a prescription actually took the medication, the concomitant 
use of other medicatioos or treatments. recall bias. and other unadjusted conlounders. 
Ondansetron e)tpOSurein u\ero has not been associated with overall major congenital 
mallormat1ons in aggregate analyses. One large retrospective cohort study examined 
1970womenwhoreceivedaprescription!orondallSetronduringpregnancyandrepor1ed 
no associatiOn ~n ondansetron exposure and major congenital malformations. 
miscarriage, stillbirth, preterm delivery, infants ot low brr1h weight. o, infants sman tor 
gestational age. 
Two lar11e retrospective coOOn studies and one case-eomrol slu(ly have assessed 
ondansetronexposu1einthelirsttfimesterandriskolca1diovascularde!ectswith 
inconslstem tlndir11JS, Relative risks (RR) ranged from 0.97 {95% Cl 0.86 to 1.10) to 
1.62(95"!. Cll .04, 2.54). Asubsetanatysis inoneo!lhecohortstudiesobservedthat 
ondanset1onwasspecificallyassociatedwithcardiacseplaldefects(RR2.05,95% CI 
1. 19. 3.28); however. this associltion was not confirmed in other studies. 
Severalstudiesllaveassessedondansetronandtheriskotoralcleltswithinconslstent 
llndirigs. Aret,ospectivecohoflsludyol l .8 million pregnanciesintheUSMedicaid 
Databau showed an Increased risk o! oral clefts among 88.467 pregnancies in wl'lich 
oralondansetronwasp1escribedlnthelirsttrimester(RR 1.24.95% CI 1.03, 1.48).but 
nosochassoeiationwasrepor1edwithlntravenousondansetron1n23.866preonancies 
(RR 0.95. 95% Cl D.63, 1.43). In the subg,oup o! women who received both lorms of 
administralion,lhe RR was 1.07(95"1.CI 0.59, l .93). Twocase-rontrol studies. usirig 
datatrombirthdelectssuiveillancep1ograms,repor1edconl~ctirigassoeiationsbetween 
maternal11Se0londansetronandisolatedcleltpalate {OR 1.6195%CI 1.1,2.3Jand0.5 
195% CI0.3.1.0)). ltiSul1o:nownwhetherondansetronexposurelnuterolntllecasesot 
deltpalate01Xurredduringthetimeofpalatelo1mation(1hepalateistonnedbetweentl'le 
6th and9thweekso!preonancy). 
Animal Dara 
lnembryo-fetaldevdopmentstudiesinratsandrabbits. p,egnantanimalsreceivedoral 
doseso! ondansetron upto 15n1Wk',"'llayand30 mg,,l(g/day, respectively,duririgthe 
periodofo111anogenesis.Withthee,:ceptionotasli9hldecreaseinmaternalbodyweigh! 
gain In !he rabbits. there were no significant etlects ot ondansetron on Ille matefnal 
animals0rthedevel0pmentottheoflspring. Aldosesot 15~g/day in rats and 30 
mg,\g/day in rabbits, the maternal exposure margin was approlClmately 6 and 24 ~mes 
the maximum 1ecommencled human oral dose ot 24 mg/day. respective-I)'. based on BSA. 
In ii pre- and poslnalal developmental toxicity study. pregnant rats receiffi:I oral doses 
olondansetronupto15mg/klj/dayfrom0ay17ofpreonancytolittei0ay21 . Wlththe 
exceptionolaslightreductioninmaternalbodyW9ght;ain,therewerenoetleClsupon 
the preonam rats and the pre- and postnalal development ol their offspring, includirig 
reproductive periormance of the mated Fl generatiOn. Al a dose of 15 ~g/day In rats , 
the maternal axposure margin was approximately 6 ~mes the maximum recommended 
humanoralOOseof24mg/day,basedonBSA. 

l .2llcl1llon -II is not known whether ondansetron iS present In human milk. There are no dala on the 
elfectso1ondansetrononthebreastledinlantortheetlectsonmilkproducti0n. However. 
it has been demonstrated that ondansetron Is present In the milk of rats. When a drug is 
present In animal milk. it is likely that the drug will be presenl in human milk. 
The developmental and llealth benefits ot breastteedlng should be consldered alorig 
withthemother'sciinicalneedlorondansetronandanypotent~ladvemetlectsonthe 
breastfed infant from ondansetron or from the undertying maternal condition. 

UPtdl1lrkUst 
Thesafetyandelfectivenessolorallyadministeredondansetronhavt been established 
in pediatric patients 4 years aM older tor the preventiOnol nausea and vomiting 
associated with moderately emetogenic cancer chemotherapy. Use ot ondansetron in 
these age-groups is supported by evidence lromadequateand well-eomrolledstudles 
otondansetroninadultswithaddltionalda1alrom30f)en-label,uncontro"ed.non-US 
tria!sin 182pedlatricpatientsaged4to 18yearswithcancerwhoweregivenavarietyol 
crsplatinor noncisplalin reoimens(Sl!E{Josageand.Adm'trsrration (2.2). Cllrica/Sludies 
(14.1)). 
Additional lnfo,mation on the useot ondansetron in ped~trk: patients may t>e tound in 
ondansetroninjectionprescribiriginformation. 
Thesaletyandellecti~nessotorallyadministeredondansetronhaveootbeenestablished 
1npediatricpatientsfor: 
• pievention o! nausea and vomiting associated with highly emetogeniC cancer 

chemotherapy 
• p!"eventionolnauseaand1omitingassoeiatedwithradiotherapy 
• p1eventiono!postoperatrvenauseaand/orvomiting 

1.5 Gerl1tricUH 
OI the total number ol subjects enrolled in cancer chemotherapy-Induced and 
postoperativenauseaandvomitiriglnUS-andto,eign-cont,otledclinicaltlials.forwhich 
thereweresubg,oupanalyses.938(19%)wefeageil65yearsandolder 
Nooveralldilferencesinsateiyo,ettectivenesswereobserved betweensubjects65 years 
olageandolderandyoungersubjects.Areduction lndearanceandinc1ease lnefimination 
hall-Mewereseeninpatientsolderthan75yearscomparedwithyoungersubjects{Sl!E 
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CJinica/Pharmacolo(Jy(l2.3JJ. Therewereaninsul1icientlll.lmbero1pi!!iemsolde1than 
75yearsolageandolder inthecWnicaltrialslopermitsa1etyorel1icacyconcl11slons 
in tlws aoe group. Other reported clinical experienct has not identified differences in 
responsesbetweentlleeldertyandyoungerpatients, butgreatersensilivityo1someolder 
individualscannotberuledout. Nodosageadjustmemisneeded ineldertypalients. 

I .I Htp1Uclmpalrm1nt 
No dosage adjustment is nee<ied in patients with mild or moderate hepatic impairment. 
In patients with severe hepatic Impairment, clearaoce is reduced and the apparent 
volumeoldistribllliontsincreased, resultinoinaslgnilicamincreaselnthehalHlteot 
ondansetron. Tllerefore, dooo1exceedatotaldailydoseof8mginpatientswi1hsevere 
hepatic impairment (Child-Pugh score of 10 or greate,) ls« Dosage and MITJristration 
(2.2), Clinic.JPharmacokxJy(l2.3)J. 

1.7 Rtnlllntpalnnln1 
No dosage adjustment is recommended lor patiems with any deoree of renal iffll)airmeot 
(mild.mode111e.orsevere). Thefe isnoe~iencebeyond lirst·clayadministrationot 
ondansetron{s«Clifwca/PhMmacology(l2.3)1. 

9 DRUGMIUSEAND DEPENDENCE 
Animalstudieshaveshownthalondansetronlsnotcliscrimlnatedasabenzodiazepinenor 
doesitsubslitutetorbenzooiazepines lndirectaddictionstudies. 

111 OYERDDSAGE 
Thereisoospecilicantidotelorondansetronoverdose. Patients should bemanagedwrth 
appropriate supportive therapy. 
lnadditiontotheadversereactlonslis!edabove. thetoHowingadvei-sereactionshave 
beendescribedinlhesettinoolondansetronove,dose: ·Suddenblindness"(amauroSis) 
ol 2 to 3 minutes· duration plus severe co11Stipation occurred in Olle patient that was 
administered 72mg o!ondansetronintravenously•a Single dose. Hypotenslon (and 
falmness)occurredinapatiemthi!llook48mgofondansetrontablets. Followinginfusion 
ot32mgovei-o~a4•minuteperiod,avasovagal"isodewithtransiemsecond·degree 
heartblockwasobserved. lnallinstances. theadversereactio11Sresolvedcompletely. 
Pediatric cases cons.stem wtlh serotonin syndrome have been reported atter lnaclvertenl 
oraloverdoseso!ondansetron(exceedingestimatedlngestionof5mgperkg)inyoung 
ctiMdren. Reported symptoms included somnolence. agitation, tachycardia. tachypnea. 
hypertension. flushing, mydriasis, d~horesis, myoclonic movemems. horizontal 
nystagmus. hyperreOexia. and seizure. Patients required supportive care. including 
intubationinsomecases, withcompleterecoverywithoutsequelaewithin1to2days. 

11 DESCRIPTION 
TheacliYeingredientinOndaflse\fOnTablets,USPlsondansetronhydrocijorlde. USP 
asthedihydrate.lheracemiclormotondansetronandaselectiveblockingagenlofthe 
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hasthelollowmgs1111C1uraltormula: 

~ -3-lJl) U ·HCl·2H,O 

I 
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The empirical tormula is C,.H,.N10-HCl-2H,O. 1tpresenting a molecular weight ot 
365.8511/mol. 
Ondansetron hydrochloride, USP (dihydrate) is a white to 011-white powder that Is 
siraringlysolublelnwaterandinalcohol: solubleinmelhanol. slighdysolubleinlsopropyt 
alcohol, andlndichloromethalle:veryslight!ysolub!einacetolle, inchlofotormandin 
ethylacetate 
Theactive lngrechentinOndansetronOrally DislmegfatingTablets. USPisondansetron 
base. theracemiclormofoodansetron, andaselectivtblockingagemoflheserotonin 
S-HT1 receptorty?e. Cllemicallytlis(1)1 . 2. 3. 9·tetrahydro-9-methyt-3-[(2-met~-
1H·imIdazol·1-yl)methytl-4H-carbalol-4•ooe. ti has the tollowing structural to1mula 

0 CH3 

O=Jcrc-
1 

CH, 
TheempiricallormulaisC,1H,1N10representingamolecularweigllto1293.4g/mol. 
Eacti 4-mg Ondansetron Tablet, USP for oral administration contains ondansetron 
hydrochloride. USP (dihydra1e) equivalent to 4 mg ol ondansetron. Each 8-mo 
OndansetronTablet,USPlororaladministrationcontalnsondansetronhydrochloride. 
USP(dihydrate)eciuivaleot108mgolondansetron. Eachtabletalsocontainstheinact1ve 
ingredientscolloidalsilicondioxide, hyprome!lose. lronoxideye!low(8mgtabletonfy). 
lactose monohydme. magnesium stearate, microcrystallille cellulose. pregelalinized 
starch.titaniumdioxideandtriacetm. 
Each 4-mg Oridansetran Orally DiSinlegrating Tablet . USP tor oral administration 
contains 4 mg ondansetron base. EactJ 8-mg Ondansetron Oralty Olsintegratlng Tablet. 
USPtororaladmin1strationcomains8 mgondansetron base. EachOndanset1onOrally 
Disintegrating Tablet, USP also contains the inactive ingredients aS11artame, colloidal 
silicon diolide. crospovidone, magnesium stearate, mannHol. sodium steary1 lumarate 
and strawberry ttavo,. Ondansetron Orally Disintegrating Tablets. USP aie an orally 
administeredtormulationotondansetronwhichrapidlydisintegra1esonthelor"9ueand 
does not requiiewatei- to aid dissolution or swallowing. This product disimegrates in 
ai:,proximately60seconds. 
Ondansetron0rally0is.nlegratingTablets, USPmeetUSP01S1ntegrati0nTest2. 

12 CLINICAi. PHARMACOLOGY 

12.1 Mechanllmo!Aclkm 
Ondansetron is a selective 5-HT1 receptor antagonist. While Hs mechanism o! action 
has not been fully charac!enzed, ondansetron 1s not a dopamille·rete!)tor antagoniSt. 
Serotor.nreaptorsottheS-HT1 iypearepresentbo1hperipherallyOl'lvagalnerve 
terminals and centrally in the chemo1eceptor trigoer zone ot tile area post1ema. II is oot 
certain whethtr ondansetron's amiemetic action is mediated centrally , peripherally. or 
in both sHes. However. Gylotoxic chemotherapy appears 10 be associated with release 
ol serotonin from tile emei-ochromaffin cells ot the small inlestille. In humans. urin,uy 
S-hydro,:yindoleaceticaeid(S-H!AA) txc1etionioaeasesatlerei5!1lat1nadministration in 
pa11lle!withtheonsetofemesis. Thereleasedserotoninmaystimulatethevagalal1erems 
th1ough1he5-HT1 1~1orsand initia1e1hevomitingreflex. 

12.2 Pllarmacodynamlcs 
lnhe.atlhysubjects, Singltintravenousdosesof0.15fll0/kgotondansetronhadno 
ellect on esophageal motility, gastrie motility, lower esophageal sphincter pressure, or 
small Imeslinal transH time. Multiday administration of ondansetron has been shown to 
slow colonic !ransit In healthy subjects. Ondansetron has no eNect on plasma-pro!actin 
concemrations. 

Ca.aliacEICCICPPhrullogy 
OTclmervalprolongationwasstud1edinadouble-blind. single-imravenousdose,placet>o­
and positive-comrolled. crossover trial in 58 healthy subjects. TIie maximum mean (95% 
Ul)per confidenct bound) difference In Olcf from placebo ahe,- baselille conection was 
19.5(21 .8)n'Wlltsecondsand5.6 (7.4Jmillisecondsaher1S-mlnutemtravenousinfus.ons 
of 32 mg and 8 mg ot ondansetron injection, respectively. A significant exposure• 
response,elationshipwasidentiliedbetWeenoridansetronconcentrationandMOlcF. 
Using tile establiSlled exposure-response relationship, 24 mg infused imravenously 
over15minuteshadameanpredicted(95% uwerpredictionin!erval) M0Tcfof14 
(16.3) milMseconds. lncontliS1.16mginlusedimravenouslyover15minutesusingthe 
same model had a mean predictl!1l {95% upper prediction interval) .uOTcF ot 9.1 (11 .2) 
mt!liseconds. lnthisstudy. the8-mgdose1ntusedover 15minutesdidnotprolongthe 
OT!ntervaltoanycknicallyrelevamextent. 

12.3 Phlrmacoklnella -Ondansetron is abso1bed trom the gastrolmestinal tract and undergoes some first-pass 
metabolism. Meanlioavailabllity lnheafthysubjfCls, !ollowingadministrationofaSingle 
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8·mgtablet. isapproximately56o/o 
Ondanselron systemic exposure does not !nc1ease propollionately to dose. The area 
under cum (AUC) !rom a 16-mg tablet was 24% greater than predlCled !rom an 8-mg 
tablet dose. This may reflect some reduction ol hrst-pass metabolism at higher oral 

'""' FoodEfltcts:Bioava1labilnyisalso$1ighllyenhancedb-/thepresenceottood. 

.Dmri.llll!ill. 
Plasma protein binding ot ondansetion as measured in vttro was 70% to 76% over 
the concentratiOn range of 10 to 500 ng/ml. Circulating drug also distributes Imo 
erythrocytes. -~bolism and Excretion: Ondansetron is einensively metaboliZed in humans, with 
approximately 5% of a radlolabeled dose 1ecov11ed as the parent compound lrom 
the urine. The metabolites are observed in the urine. The primary metabolic pathway 
is hydroxylation on the lnoole ring loBowed by subseQuenl glucuronide or sulfate 
conjugation 
In vttro metaboHsm studies have shown that ondansetron is a substrate lor human 
hepatic Gyloctirome P-450 enzymes. including CYP1A2, CYP206, and CYP3A4. In terms 
otoverallondansetronturnover. CYP3A4playedtllepredominanlrole. Becauseottlle 
m111tipUcily o! metabolic enzymes taf)able of metaboliling ondansetron. ~ is likely tha! 
inhibitionorlossotoneenzyme(e.g .. CYP206geneticdeliciency) willbecompensatedby 
othersaridmayresun lnlittlechangeinoverallratesotondanselronelimnation 
Although some oonconjugated metabolHes have pharmacologic actrVity, these are 1101 
lound in plasma at concentrations likely to signilicamly comribute lo tile biological acti't'lty 
o!ondansetron --­•Geriatril:Papu@ffM:Areductioninclearanceandincrease lnellminationha!Hi1eare 
seeninpaUentsolderthan75yearscomparedtoyounoersubjecls{SttU~ in Sp«ilic 
/>opulatkJns(8.5)J. 
Sex: Genderd1fferenceswereshownin1hedisposHionofondansetrongivenasas.nolt 
dose. The extern and rate of absorption are greater In w<imen than men. Slower clearana! 
In women. a smaller api,arent volume ot distribution (adjustl!1l tor weigh!). and higher 
absolute bioavailabilily resulted in higher plasma ondansetron conctntrations. These 
higherplasmaconcem11110nsmayinpartbeexplainedb-fdilferencesinbodyweigltt 
between men and women. ti Is not known whether these sex•re!atl!1l differences were 
clmically lmportam. More detailed pharmacokinetic inlormatron is contained in Tables 
5••d6 
Tlble5: l'tl1rmacoklneticsln M1t11nd F1m1leH11llllySub]ects Atter 1 Slngle Dou 
ol a O!MllnH lronl-mgTlbltl 

Age-group Mean Peak Plnma Peak Pluma Ellmln1Uon Plasma Abloh1te 
Tlmeot I M11n !Systemic 

(-,e111) IWel;hl l lCollCllllf111onl concenlratlon Hatt-Ille Clearancej 11omH• 
Sex (IIIJf) (kg) N ("Wffll) (h) (~)- _ ~g lbll_!!Y 

26.2 
42.7 

24.1 
52.4 

37 
46.\ 

2 
1.7 

2.1 
1.9 

2.2 
2.1 

t~ I i:: Ii:: 
::~ I ~:~~ l i:: 
::~ I i:m I i:~!~ 

hbl1 I : l'tlannacoklnetlcs In Male and Female Hnltlly Subjects Atter I Slnglt Dou 
al1Dnd1m:e1ron24•mgl1blel 

Tlmeot Mun 
AQt•gfOup Mun Pe1kP111m1 Pe1kP!asm1 Ellmin1Uon 

(J9111) Welphl Concemmlon Concentr1Uon HIH•Hte 
Sn {MJ'F) (kp) N (nWmL) (hi lhl 

18to43 " 84.1 8 125.8 1.9 4.7 
f 71 .8 8 194.4 1.6 5.8 

Rena/ll'Tf)ainr«1t: Reoalinl)airmentisnotupected !osignilicantlyinlluencethe1otal 
clearanceofondansetronasrenalclearancerepresentsonly5o/o oftheoveral!cleara/'la! 
However, tile mean plasma clearance ot ondansetron was reduced by about SO% in 
patients with severe renal impairmeni (creatinille clearance less than 30 munun). The 
reductioninctearanctwasvanableandnotcoosistentwithan1ncreaseinhalt-litefw 
U~inSpecificPopulalions (B.l)J. 
Hepatic lfff)ainr«1t: In patiems with mild-to-moderate hepatic 1ffll)airmen1. clearance is 
reduced 2-told and mean l'la!Hte is Increased to 11 .6 hours compared with 5.7 hours 
inheatthysubjects.lnpatientswithseverehepaticimpairment(Chlld-Pughscoreof10 
01grea1er). clearanceisreduced2-loldto3-loldandapparentvolumeoldlslributionis 
increasedwitharesultanl lnc1easeinhalt-lileto 20 hours{SH[)os.geandAdlTJnistration 
(2.2). UUinSp«ificPopu/1/ions(B.6}1. 

DruulnteracliooStudies 
CYP .144 Inducers: Ondansetron elimination may be allected by Gy1och1ome P-450 
inducers. In a pharmacolunetic trial ol 16epile;,tic patients maimained chronically on 
CYPJA-4 lnductrs, caibamazepllle, o, phenytoln. a_reductiOn in Al.IC. c_. and t,. ot 
ondansetron was observed. This resulted In a slgn~icant tnciease in the clearance ot 
ondansetron. However, thisincreaseisnotthougltttobecijnicaJlyrelevam(wD,uo 
lnteradions(72)J. 
Ch!fnorhmpeutk Agents: Carmustine, et:oposlde, and cisplatin do not allect the 
pharmacokineticsolondansetron(s«Oruglnteractions (7.4)1. 
Antacids: Concomitam administration of antacids does not a!ler the absorption ot 
ondansetron. 

13 NONCLINICAi. TOXICOLOGY 

13.1 C1~I110gene111. Mutaoene111. lmpalrmenl otflrt ll1ty 
Careinooenieeffectswerenotseenin2-yearstudiesinratsandmicewithoratondansetron 
dosesupto10mg/kgperdayand30mg/kgperday. res!)ecl1Ydy (a119roximately4and 
6 times tile maximum recommeridl!1l human oral dose of 24 mg per day, based on BSA) 
Ondansetronwasnotmutaoenicinslandardtes1sto1mutageniclty. 
Oral administratiOn ot ondansetron up to 15 mg/kg pe,- day (approximately 6 bmes the 
maximum recommended human oral dose ot 24 mo per day, based on BSA) did no! affect 
!ertilityo1oenera1 reproductIvepertormanceofmaleandlemalerats. 

14 CLINICAi.STUDiES 

14.1 Prevantlan olChemolheBP"t·lnducedN1use11nd Vomltlng 

HiuhlYEIDCJooeoicCnemotbcranv 
In 2 11ndomized. double-blind, monotherapy trials. a single 24-mg oral dose of 
ondansetronwassuperiortoarelevanthistoricalplaceboconlrollllthepreventionof 
nausea and vomiting associated with highly emetogenic cancer chemothe~. inc!udirYJ 
C15!1latingrea1erthanorequal 10SOmg/ml. Steroid administmionwasexduded trom 
these clinical trials. More than 90'\iolpatients receiving acisplat1ndosegreatei-than 
orequaltoSOmg/m'inthehistorical-ptacebocomparator, uperiencedvomitinginlhe 
absenceolantiemetictherapy. 
Thelirsttrialcoffll)arl!1loraldosesotond.1nse1ron24mgasasingledose, 8mgevery 
Bhoursfor2doses.and32mgasasir"9Jedosein357aduttcancerpatients1eceiY1ng 
chemothefapyregimenscontaininoeisplatingreaterthanorequat10SOmg/ml. Thelirst 
or s.ngle dose was admiristered 30 miootes prior to chemotherapy. A total ol 66% ot 
patients in the Ondansetron 24-mg once-a-day group, 55% In the ondansetron 8-mg 
twice-a-daygroup,arid55o/o intlleondansetron32-mgonce-a-daygroup, completedthe 
24-hour trial period with OemeTic episodes and no rescue amiemetIc medications, the 
primary endpoint ot efficacy. Each ol the 3 lleatmem groups was shown to be statistically 
significamlysuperiortoah1Storicalplacebocom101. 
In thesametria!. 56"/o otpatients receiving a sinole 24-mgoral dose otondansetron 
experiencednonauseaduringthe24-hour trialperlod, comparedwith36% olpatients 
in the oral ondansetron B-mg twice-a-day group (P . 0.001 ) and SO% In the oral 
ondansetron 32-mg once-a-day group. Oosaoe regimens ot ondansetron 8 mg twice daily 
and 32 mg once daity are not recommended lor the prevention ot nausea and vomiting 
asSOC1atl!1l with highly emetogernc chemotherapy f ~ Dosage and Adtrinistn/1()(1 (2. , )J. 
lnasecondtrial,efflcacyofasingle24-mgoraldoseotondansetronlo1thepreventiono! 

nauseaandvomitingassociatedwithhighlyemetogenic:cancerchemothe~, including 
cisplatingreater thanorequalto!iOmg/ml, wasconhrmed. 

MOOeratetvEme,ooeoicCberootnerapy 
Arandomized, plactbo•contro!led.do11ble•blindtrialwasconductedintheUSin 
67 patients receivirYJ a cyciophosphamidt-based chemotherapy 1egImen comamino 
doxorubicin. Thelirst8-mgdoseolondansetronwasadministered JO minutes before 
lhestartofcllemolherapy, withasubseQuentdose8hoursaherthellrstdose, followed 
by 8 mo of ondanstlron twice a day for 2 days atter the completion of chemothe11py 
Ondansetron was Signilicantty mo.-e effectivt than placebo in preventing vomHino. 
TreatmentresponsewasbaSedon the totat numberot emetic'9isodesover1he3-<lay 
lrialpenod. Theresutlsot thistriata1esummarizedlnTable7 

Table l : Emetic Episodes • Trntmenl Rtsponu In P1Uerlfl R&ee lflng Modtrat1ly 
Emelogenlc Cllemotherapy (CyclophCl1phamldt-b1Hd R1gimen Containing 
Doiorubltln) 

Dnd1nsetron ~!•:-~, I 1'-WIIH {n-33) 

Treatmentresponse 
0Emeric'91sodes 20(61"/o) 2(6%) 1<0.001 
1to2Emeticepisodes 6 (18%) 8(24%) 
Mofethan2emeticepisodes/withdrawn 7(21 "4) 24(71 %) <0.001 

Mediannumberotemeticepisodes 0 Undelined' 

Mediantimetolirstemetic'9iso6e (hours) Undelined1 6.5 
• Median undefined Since at least SO% or the patients W!re withdrawn or had more than 
2emeticep1Sodes 
• Media'! undelined since at ltaSl SO% ot patients did not have arr, emetic episodes. 
lnadouble-bl1nd, UStrialin336patientsreceivingacyclophosphamide-based 
chemothe~ regimen coruining either methotrexate or doxorubicin. ondansetron 8 mg 
administered lwice a day, was as ellectivt as ondansetron B mg administered 3 times 
a day in preventino nausea and vomiting. Ondansetron 8 mg three times daily is no! a 
recommended regimen lor the treatmem of moderately emetogenic chemotherapy Is« 
~e iltld Adrrinistmion (2.1 )J. 
Treatmentresponsewasbasedonlhtlotalnumbero!emeticepisodesoverthe3·d'6'ftria! 
period. SeeTable8torthedetailsofthedosageregimenssludiedandresultso!thistrial. 

Table I : Emetic Eplsod11 - Tre1tm1nt R11pom:e Aller Dndansetran Tablets 
Adminll1er1dTwicea Day1ndThr1eTlm111 Day 

Treatmenlresponse 
OEmeticepisodes 
1to2EmeticepiSOdeS 
Morethan2emetk:ep1sodes/Withdrawn 

MediannumberolemeTiceplsodes 

MedianNmetolirstemeTicepisode (h) 

Mediannauseascores(Oto 100)" 

Ond1nulronT1bletl 

amgThrtt Tim11 
lmgTwlceOally' I .O'Y' 

(n- 155) (n• 171 ) 

101(61%) 
16 {10%) 
48 {29%) 

Undefined< 

99(58%) 
17(10%) 
55(32%) 

Undefined' 

• The lirs1 8-mg dose was administered 30 minutes before the start o! emetogenic 
cllemotllerapy, withasubsequent8-mgdose8hoursahertheflrstdose. tolowedby8 
mo admmIstered twice a day tor 2 days after the completion ot cllemotherapy. 
1 The !irst 8-mg dose was adminlsteied 30 minutes before tile start o! emetogenic 
chemotherapy, with subseciueot 8-mg doses at 4 hours and 8 hours atter the tirst 
dose, lolowed i,, 8 mg administered 3 times a day lor 2 days atter the completion ol 
chemotherapy. 
' Median undefined slncea1 least SO% ot patiems did not have any emetic tpisodes. 
1Visualanatogscaleassessment: O• nonausea, 100•nauseaasbadasllcanbe. -lnsir,,ile-armllials, 148pa1ientsreceiY1ngcyclophosphamide-basedchemotherapywere 
re-treated with ondansetron 8 mg three ~mes daily during subsequem chemotherapy 
to, a totlll ol 396 re-treatment courses. No emetic episodes occurred In 314 (79%) ol 
lhert-treatmemcourses. andonly1 ta2emeticepisodtsoccurred in43 (11%) ol the 
1e•treatmentcourses. -Tllleeopen-label, single-arm, non-UStnals have been performed with 182 pediatric 
patients ;iged 4 to 18 years with cal'la!r who we1e given a variety ot cisplatin or 
nonc,splatin regimens. The Initial dose o! ondansetron injection ranged lrom 0.04 to 
0.87 mg pe,- kg (total dose ot 2.16 mg to 12 mg) loUowed i,, the administration ot 0111 
dosesolondansetronranglngfrom4to24 mgdailylor3days. lnthesetnals.S8% ol 
tlle170evat11ablepatientshadacompleteresponse(noemeticepisodes)on0ay1.ln2 
trials. the response ra1es to ondanset1on 4 mg three times a day in patiems younger than 
12 years was similar to ondansetron 8 mg three times daily in patients 1210 18 years. 
PTevention ot emesis in these pediatric patients was essentially the same as !or adults 

14.2 R1dl11ion-lnducad Nause11ndVomlllng 

ImalBodvlrrattiatiUO 
lnarandomiZed,placebo-controlled.doub!e-blind!rial in20patiems.8mgolondansetron 
administered1.5hoursbetoreeachlractionolradiotherapylor4dayswasslgni!icantly 
moreellectivethanplaceboinpreventingvomrtinginducedb-/totalbody lrradiation. Total 
bodyim1diationconslstedol111r3Clions (120cGyper1raction)over4daystora 10talot 
1.320cGy. Patientsreceived31ractionslor3days.then2fractionsonDay4. 

SinacH19h-DoseErac6PORadio!heraPY 
lnanactive-controlled.double-blindtrial ln105patientsreceivirY,!s1nglehigh-dose 
radi0therapy(800tol ,OOOcGy) ove1anameriororpostefio1 lieldSizeotgreaterthan 
01equalto80cml1otheabdomen, ondansetronwasSigniticanttymoreeffectivethan 
metoclopramidewithrespecrtocomp!etecontrolo!emesis(Oemeticepisodes). Pa!ienls 
reclh'9dthefirstdoseolondansetron /8mg) ormetoclopramide (10mg) 1 to2hou1s 
before radiotherapy. II radiotherapy was given in the morning, 8 mg ol ondansetron 01 10 
mo of metoclOflramide was administered in the late atlemoon and repeatl!1l again belore 
bed1ime. U radiotherapy was gIttn in the ahemoon. patients took 8 mg ol ondansetron or 
10 mg ol metoclopramide only once be!ore bedtime. Patients commued the doses ot oral 
medicationlllleetimesd.ilytor3days. 

PiiNFrac6onatedRiKliottle1JPY 
In an active-controlled, double-blind trial In 135 patients receiving a 1· to 4• week 
courseollractionatedradiothm!>Y (180cGycloses) overalieldsil:eolg1eate11han 
or eciual to 100 cml to the abdomen, ondansetron was significanlly mo1e effective than 
prochlorperazille with respect 10 complete comrol ot emeSis (0 emetic tpisodes). Patients 
receivedthelirstcloseotoridansetron (Bmg)orprochlorperazine(\Omg) 1 to2hours 
befo,e the first dai~ radlolherapy fract10n. with subsequent 8-mg doses approxima1ely 
every8hoursoneachdayofradiO{herapy 

14.3 Polloperat1¥eN111s111nd/or Vomlllng 
ln2place00-controlled, double-blindtrials (oneconducted ln!heUSandtheother 
outsidetheUS)in8651emalesuridergolnginpatiemsurgica!procl!1lures.ondansetron 
16 mo as a single dose or placebo was administered one hour before the indl!Ction of 
general balanced antsthesla (barbitural!. Ol)iokl. nitrous o~de. neuromuscular blockade. 
andsuwlemental lsotluraneo1 enlluralle), ondansetron tabletswassignittant!ymore 
effectivethanplacebolnpreventingpostoperativenauseaandvomitirYJ. 
Notrialshavebeenperlormedinmates 

16 HOW SUPPUEO,STORAGE AND HANDLING 

OndaWlmniallk:l§USf 
4 mg (ondansetron hydrochloride. USP (dIhydrate) eciuivalent to 4 mg ot 
ondanset1on), arewhile. oval. standardconvex. lilm-coatl!1ltabletswllh '4" onone 
side and'G1 ' kll1oontlleolhersidein-
Bottlesot30tablets(NOC68462-105-30). 
Cartonol3tablets(contains1cardof3unit-ol-useb!isters) NOC68462-105·33. 

8 mg {ondanset1on hydrochloride, USP (d1hydrate) equivalem to 8 mg of 
ondansetron). areyellow, ovaj , standardconvex, film-coatedtabletswith'8' onone 
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sldeand'G1 ' ~ontheothersideln: 
Bottlesof30tablets(NOC66462·106-30). 
CartonofJlablets (contains1cardol3unit-ot-useblisters)NDC66462-106-33 

Bott Ill: Store I I 211"C to 25'C (61"f lo 77"F) IHI USP Controlled Room Temper1tu11]. 
Prot1cttromllot,1. Dl1p1m:1 ln1tlght, llght-reslst1ntcom1Iner11dellned ln thlUSP. 

Cartons: Sto111120'C tom (Wfto 77"F) (111 USP Canlrolled Room T1mper11ur1J. 
Protect lromUghl. Sto11bll1t1rlncarton. 

OndaWl[DD OraHy Pisimeuratioo IablC')§ LISP 
4 mg (as 4 mg ondanset1on base) are white. Circular. lla1 faced. uncoa1ed tablets 
with'G' engravedononeSideand '4' ontheotherside in: 
Cartonol30tablets(contains3cardsot1Dunil-of-usebl1sters) NOC66462-t57-13 

8mg (as8mgondansetronbase)are white.circular. lla1laced. uncoa11!1ltablets 
with'G' engravedononeSideand '8'ontheothe1Sioein: 
cartonot 10tablets(contains 1 cardof10unit-<if-useblisters) NOC68462-158-11 
Cartonol30tablets(comalns3cardsof10unit-<it·useblistei-s) NOC66462·158-l3 

Stor11120"Cto25'C(61'flo77"F)f1u USPConlrolledR00mT1mp1r.tu11] . 

17 PATIENTCDUNSELINGINFDRMATION 

ltYPerseosrtootvRMctlDO$ 
lntormpatiemsthatondanse1ronmaycausehypersenSi!Mtyreactions.someassevere 
as af131)~axis and bronchosirasm. Instruct patiems 10 immediately report any signs 
and symptoms ol hypersensitivity reactions, Including fever. chiNs. rash. or bleathing 
problems to their healthcare provider (s« Wammgs and Precautions (5.1)}. 

~ 
lntormpatieotsthatoridansetronmaycauseseriouscardiacarrtrythmias.suchasOT 
prolOngation. lnstroctpatientsto teil thelrhealthcareproviderrighlawayiftheyperceive 
achangelnlhei1 heirtrate. iltheyleel~glttheacled, oril!hey haveasyncOl)a!episode Is« 
WamingsandPrBCautions (5.2)J . -Instruct !he patient to report the use at all medications, especially apomorph1ne, to 

their healthcare provide,-. Concomitant ~se ol apomorphlne arid ondansetron may 
causeasigniticantdropinbloodpressureandlossofconsciousness. 
Advise patients ot the posSibitity ol sei-otonin syndrome with concomitant use 
ol Dndansetron arid another serotonergic agent. such as medications to treat 
depression and migraines. Advise patients lo seek immediate medical attention ~ 
the lollowing symptoms occur: changes in mental status, autonomic instability, 
neuromuscular symptoms with or without '1iStrolmestina! symptoms {Stt 
WamingsandPrecautions(S.3)1. 

Mvocardiillscbcmia 
tn!orm patients that ondansetron may cause myocardial ischemia. Advise pa!ie!'ls 10 ~ 
Immediate medical help if any syml)toms suggestive o! a myocardial ischemia occur. 
such as sudden chesl pain or chest tiglttness/Sff Wam'ngs and Precautions (5.4)}. 

Masking of Prooce:Wve neus and GaSIOC OiMeosian 
Inform patiems lollowing abdominal surgery or those with chemotherapy-induced nausea 
and vomiting that ondansetron may mask signs and symptoms of bowel obstruction. 
Instruct patiems to immediately report any signs or symptoms consistent with a potential 
bowelobstructiontotheirheallhcareprovidei-[wWamings,ndPfP!Cautions('-SJl . 

Maioi:i!ration ol Ondansetmn Oraltt Pisimeamioo Jablei§ 
lnstructpalientsnottoremoveondansetronorallydismtegratingtabletslromtheblister 
untHjustpriortodosing. 

Oonotattemp1 topushondansetronorallydisintegratingtabletsthroughlhetoll 
backing. 
With dry hands. peel back the !Oil backing ol 1 blister and gently 1emove the tablet 
lmmediate!yplacetheondansetronorallydiSimegratingtableton!opofthe tongue 
whereltwilldissolvtinseconds. thenswallowwithsaliva. 
Administrationwithliquidisnotnecessary. 
Peelable illustrated stickers are affl~ed to the product carton that can be provided 
wHhtheprescriptiontoensureproperuseandhand\ingo1tlleproduct. 

Manulacturedb-f: 
Gl1nm1fltl'tl1nnac1utic1l1Llmlletl 
India 

Manufacturedlor: 

_q__ 
GleM11fltl'tl1rm1ceu1lcal1lnc., USA 
Mahwah. NJ07430 

Ouestions?1(88B) nl-7115 
www.glenmarkpharma-us.com 

November2021 

Kristin 
DiStefano 

Digitally signed by 
Kristin DiStefano 
Date: 202 1.11 .18 
15:13:09 -05'00' 

i 
► 1 
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MARKET WITHDRAW AL RETURN RESPONSE FORM 
ONDANSETRON ORALLY DISINTEGRATING TABLETS USP 4mg 

3 X l0's blister Pack 
(NDC 68462-157-13) 

Retail Level 
11/11/2025 

Please fill out this form completely. By doing so, this will acknowledge that you have read and understand the 
withdrawal 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: 

Cit1: I State: ~: 

Contact Name (Please Print): 

Telephone#: Email: 

Contact Signature: Date: 

DEBIT MEMO# (If unsure, leave blank): 

Wholesaler Information if not directlv purchased from Glenmark Pharmaceuticals Inc.: 

Wholesaler Name: I DEA#: 

Citv: State: I Zip: 

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) 

□ I do not have any stock of the market withdrawn items. OR 

□ I have quarantined and listed in the box below the quantity of market withdrawn 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 ----

Market Withdrawal Event ID N131405 RCL297-25 



Ondansetron Orally Disintegrating Tablets USP 4 mg 

Total Full/ Sealed 
Sr. I Product name with Batch 

NDC Code Pack Size Exp. date and Partial/ Open No. Strength No. 
Bottle Count 

Ondansetron Orally 
3 X l0's 

I April 2027 1 I Disintegrating Tablets 19251311 68462-157-13 
blister 

USP4m 

If you have any questions regarding this form 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 

Market Withdrawal Event ID N131405 RCL297-25 

Market Withdrawal Event ID N131405 RCL297-25 


