This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

HIGHLIGHTS OF PRESCRIBING INFORMATION
all e information needed 1o use
SARTAN Taets D3P sty nd effect vely See full prescr
narmaton o URLSARTAN Toblgs U5P
VALSARTAN Tablets USP for oral use
Initial U Approval: 1996

WARNING: FETAL TOXICITY
See full prescribing information for complete boxed warning
* When pregnatcy is deectsd disconinu valsartan s soon a3
passible (5 1)
« Drugs t
injury ant

ct directly on the renin angiotensin sys em can cause
th o the develop ng fe us (5 1)

INDICATIONS AND USAGE
Vasar an'tablets USP are an ang otens n  recep or b ocker (ARB) ndicated or:
«Treatment of hypertension 1o lower blood pressure Lower ng blood
pressure reduces the risk of fatal and nonfatal cardiovascu ar events
pr mariy strokes and myocard al ifa ct ons (
« Treatment of heart fa lure (NYHA class II V); Va\sarlan tablets USP
signif can Iy reduced hospitalization or heart a lure (12)

DOSAGE AND

Target

Ind cation SaringDose | Dose Range Maintenance
Dose”

AU Bor160mg 8010320 Mg

Hyper ension (2.1) | once daly onca daiy.

ediatr o Imgkg 3 027 mgkg

Hyper ension (610 e ﬂa \y(unw once daiy (up o

16years) (22) 40t0 160 mg total)

anm m w80 a0y wee
Heat aiure (23) | iy e daly "

as tolerated by patint
DOSAGE FORMS AND STRENGTHS
Tablets (mg): 40 (scored) 80 160 320

VALSARTAN
Tablets, USP
0000000

%m

CONTRAINDICATIONS
Known hypersensit vy o any component; Do not coadminis er alisiren
with va sartan n patents i h iabetes (4)

WARNINGS AND PRECAUTIONS
+ Observe for signs and symptoms of hypotens on (5.2)
+ Monitor renal function and potass um in susceptible patien's (53 54)

ADVERSE REACTIONS
Hyper ension: Most common adverse reacions are headache d 2z ness
vt on e s s )
3 imon adverse reactions are d 2z ness hypotension
d armea arlhm V\a back pan fa igue and hyperkalemia (6 1)
To report SUSPECTED ADVERSE REACTIONS contact Ranbaxy
Pharmaceuticals nc at 1 888 Ranbary (126 2299)or FDA al 1 800 FOA
1088 or wuw ta gov/medwatch

b tor group (7 9%)than inthe groups who rece ved valsartan (2 6%) or
placebo (15%) 2 129 patient trial imited o patien s who had dry cough
wihen they had previousiy received ACE in b tors the incidences of cough
1 s Who rce el an HCTZ o snopr vee 20% 19% and
69% respectively (p <

Dose related orthos m nm:cts were seen 1 less han 1% of patnts An
ncrease in the incidence of d 2z ness was observed in pat ents treated with
valsatan 320 mg (8%) compared 10 10 1o 160 mg (2% 10 4%)

Vasartan has been used concom tantly with hydrochiorothiaz de vithout
evidence of clnicaly Important adverse nteract ons

0 her adverse reactions that occurred n controled c ncaluias of patents
t Itcannot

be determ ned whether these events were causaly elated o valsartan
Body as a Whole: Al ergic reaction and asthenia

Cardiovascular: Palpitations

Dermatologic: Pruius and rash

DRUG

« Potassium sparing diure ics po assium supp ements or salt substitutes
may lead to increase in serum potassium and in heart failure pa ients
increase n serum creatinine (7)

« NSAID use may lead to_noreased risk of renal impairment and oss of
ant nyuenenwe ef ect (7)

« Dual inhibition of the vennangmt!nsm syslem Increased risk of renal

\mnawmznl hypotension and hyperkal

« Lthum: Increases n serum lthium r:um:enlra fons and |th um toxicity
@

USE IN SPECIFIC POPULATIONS
Nursing Mothers: Nurs ng or drug shoulg be discon inued (8 3): Pediatr cs:
Eficacy and safoty data support use in 6 to 16 year old patients; use is not
recommended i patients < 6 years 0. (61 84)
See 17 for PAT ENT COUNSELING INFORMATION and FDA approved
patient abeling
Revised: 03/2014

FULL PRESCRIBING INFORMATION: CONTENTS'’
WARNING: FETAL TOXICITY
INDICATIONS AND USAGE
11 Hypertension
12 Heart Faiure
DOSAGE AND ADMINIS’IRATION
21 Adut Hyper
22 Pedaric Hylmlensmn 61016 years of age
23 Heart Faiure
DOSAGE FORMS AND STRENGTHS
CCONTRAINDICATIONS
WARNINGS AND PRECAUTIONS
51 Feal Toxiciy
otension
53 Impaired Renal Func ion
54 Hyperka emia
ADVERSE REACTIONS
61 Gincal Studies Experience
62 Pos market ng Experience

~

o s

USE IN SPECIFIC POPULATIONS
Pregran

83 Nursing Mo hers
84 Peditric Use
85 GeratrcUse
86 Renal Impairment
87 Hepa ic Impairment
10 OVERDOSAGE
11 DESCRIPTION
12 CLINICAL PHARMACOLOGY
12 1 Mechanism of Action
122 Pharmacodynam cs
123 Pharmacokine ics
13 NONCLINICAL TOXICOLOGY
131 Carc nogenes s Mutagenesis. Impairment of Feti ty
132 An mal To cology andior Pharmaco ogy
14 CLINICAL STUDIES
141 Hyper ens on
142 Heart Faiure
16 HOW SUPPLIED/STORAGE AND HANDLING

fon dry mouth dyspeps a and flatu ence
Musculoskeletal: Back pain muscle cramps and myalgia
insomnia paresthesia

Respiratory: Dysprea
Special Senses: Vertigo

Urogenital: Impotence

0 her reported events seen ess frequenty n clnical tials included chest
pan syncope anorexia vom ing and angioedema

Pediatric Hypertension

Vasartan has boe oaluated o sae 1 aver 400 pad tr  atent aged

vea
R re vt evnees ettt o8 oebeen the anverse ouetence

PATIENT INFORMATION
VALSARTAN TABLETS, USP
Rx only

Read he Pa ient Info ma ion hat comes wi h valsa tan
tablets, USP befo e you take it and each ime you get
are ll. The e may be new info mation. This | a let does
not take he place of talking wi h your doctor about
your medical condition or treatment. If you have any
questions about valsartan tablets, USP, ask your doctor
or pharmacist.
What is the most important information | should
know about valsartan tablets, USP?
Valsartan tablets, USP can cause harm or death to
an unborn baby. Talk to your doctor about other ways
to lower your blood pressure if you plan to become
pregnant. If you get pregnant while taking valsartan
tablets, USP, tell your doctor right away.
What are valsartan tablets, USP?
Valsartan tablets, USP are p esc ip ion medicine called

prof e for pedia
for sl patins. Hezdach and ypaia sma wite the mos comman
adverss events suspec ed o be study drug re ated in o derch ldren (610 17
years old) and younger children (6 months to 5 years old) respective y

Neurocogniive and developmental assessment of ped a ric patients aged 6

to 16 years revealed no overall clinica Iy relevant adverse impact after

treatment with va sartan for up o 1 year

Va sartan is not recommended for pediatr ¢ patien s under 6 years of age In

a study (= 90) of pediatric pat ents (1 10 5 years) two deaths and three

cases of on trea ment transaminase elevat ons were seen i the one year
pop

morbidites.
tovalsartan has not been establ shed Ina second study nwhich 75 ch ldren
aged 1 10 6 years were random zed o deaths and one case of marked lver
transaminase e evations occurred during a 1 year open abel ex ens on
Heart Failure

dverse exper ence profie of valsar an n heart failure pat ents was
conistent with the pharmco agy of the druand the health s tus o the
paents Tral
doses up to 320 mg (n =2 506) to p acebo (n =2 494) 10% of i
pa ents discon inued for adverse react ons vs 7% of placebo patien s
“The tab e shows adverse reac fons in doube bl nd short erm heart faure
tras including the {rst  months of the Valsartan Heart Falure Trial wi han
ncidence of a east 2% that were more frequent n valsar an treated pat ens
than n placebo treated pa ients All paten s rece ved standard drug-herapy
for heart falure_frequenty as mu tiple med cations which cou d nclude
diure ics digtalis beta b ockers About 3% of pat ets rece ved concomitant
ACE inhibitors

17 PATIENT COUNSELING Valsartan (n = 3 282) | Placebo (n = 2 740)
7 DRUG INTERACTIONS “Sect ons or subsections omited from the fu | presor bing informaton are [ Dizzngss. i e
71 Gincal Laboraory TestFindings ot sted Rnsersor = =
FULL INFORMATION (below 30°C/86°F) o up o 75 days atr rigerated condi ons (2 8°C/35 46°F) g:;;:”:a ;‘L ;./“
- inth gess bo e with ach d resistant srew cap dosure Shake the bole 2 3
WARNING: FETAL TOXICITY we (atleast 10 seconds) prior o d spensing. he suspens on Fat gue 3% 2%
« When prognancy is dstected. discontinue valsartan as so0n 35| ~0ra Sueet SF° and Ora Plus® are regitered rademarks of Pagdock | BackPaD B 7
possible (51) Laboratories Inc Diziness_postural 2% 1%
« Drugs that act directy on therenin angiotensin sys em can cause | 2 3 HeartFa lure TiporialR 7 =
infury and death toth dovelop ngfous (5 1) The racommended stating dose of va saran tabe s 5 40 mg e daly | Fypotension postra % %

1 INDICATIONS AND USAGE
11 Hypertension
Vasaran bl USP ro e o the reamentof pertens on 1o

Up itration to 80 mg and 160 mg tw ce da y should be done to_he h ghest

dose as tolera ed by he patent Cons dera 0n shou d b g ven 0 reducing

he dose of concom tant duretcs The maxmum daiy dose adm n stered
n divided doses

over blood pressure Lower of fatalang
ol cardovascular events primar b srokesand myocard nfa cons
These benefits have been seen  controlled trials of antinypertensive drugs
from a w de var ety of pharmacologic classes nclud ng the class to which
vlsartan gl bl Thare s nocontroled s pernsve
n \ems demuns -a‘ o tisk reduction with msanan tabe

d pressure should be ol comprehensive
s T manaqemem including as aDDmDnat: 1 pid con ol
anti exercise

and to
i 000 prossuto b Fotapoi v 1 on g and maragemnt
the Nat

3 DOSAGE FORMS AND STRENGTHS
40 mg are yellow colored fIm coa ed oua\ snapeu ablets debossed wi h
nxm n one side and break | ne on the

mg are yellowish brown co ored mm cualed oval shaped tab ets
dzbnssen with RX124' on one side and plain on the other side
160 g are pink colored fim coated oval shaped tablets debossed wi h
RX125' on one side and plain on the other s de
320 mg are brown colored ilm coated oval shaped tab e s debossed wi h
RX126 on one side and plain on the other s d

Education Program s Joint National Committee on Prevent on Detection
Evaluation and Treatment of High 8 00d Pressure (JNC)

4

Do not use in pat ents with known hypersensit vty to any component

m a variety of
and with d ferent mechanisms of action have been shown in random zed
controlled rials to reduce cardiovascular morbidity and mortall y and tcan
be conc uded that it s b ood pressure reduction and not some 0 her
pharmaco ogic property of the drugs. that s arge y responsib e for those
benefits The largest and most cons stent card ovascu ar outcome benefit
has been a reduction in the risk of s roke but reduc fons n myocard al
nfarction and cardiovascular mortaly also have been seen regu ary

and the absolute risk increase per mmHg S grealer at higher blood
pressures so that even modest reductions of Severe hypertension can
provide substant al benefit Relatve risk reduction from biood pressure
reduc ion is sim lar across populations ith vary ng absolute sk o the
absolu e benefit s grea er n patients who are at h gher sk ndependent of
their hypertension (Tor examp e patients w th diabetes o hyper ip dem a)
and such patients woud be expected to benefit rom more aggressive
treatment to a lower blood pressure goal

Some antihyper ens ve drugs have smaller blood pressure effects (as
monatherapy) i black patien s and many antiypertensive drugs have
addit onal approved ind cations and effects (e g on angina heartfalure or
diabeic kidney disease) These cons derat ons may gu de se ection of

Vasaran alts USP may b use aone or in combinaton v h o fer
an inypertensive agent

12 Heart Failure

Va sartan tablets USP are indicated for the treatment of hear failure (NYHA
class | IV) Ina contro led cln caltral va sartan tablets USP signif can Iy
reduced hospi aza ions for hear fai ure There s no evidence that valsartan
tablets USP prov de added benef ts when 1is used with an adequate dose
of an AGE inhibitor [See Clnical Stud es (14 2)]

2 DOSAGE AND ADMINISTRATION

21 Adult Hypertension

“The recommended starting dose of valsartan ablets s 80 mg or 160 mg
once daly when used as monotherapy in patients who are not volume
depleted Patients reuiring grea er reductions may be started a the higher
dose Valsartan tab e s may be used over a dose range of 80 g to 320 mg
daly administered once a day

The antinypertensive effect S substan ia y present wi hin 2 weeks and
maximal regucton is generally attained af er 4 weeks If addit onal
an inypertensive effect is requ red over he starting dose range the dose
may bencreased to a maximum of 320 mg or a d uretic may be added

No i ia dosage adjustment s required for elderly patients for patien s with
mid or modera e renal mparment or or pat ents with m Id or moderate
iver nsu ficiency Care should be exerc sed with dosing of va sartan tablets
1 pa fents wi h hepac or severe renal mpa ment

Vasartan ablet ther

Do not coadmin's er alskiren wth valsar an in patien s wth diabetes [See
Drug 0

5 WARNINGS AND PRECAUTIONS

51 Fetal Toxicity

Pregnancy Category D

Use of drugs that act on the renin ang otensin system during he second
and thrd rimesters of pregnancy reduces fetal renal function and ncreases
fetal and neona al morb di y and death Resul ing o igohydramn os can be
associated wi h fetal ung hypoplas a and skeletal deformat ons ~ Potential
‘neonatal adverse effec s include skull hypoplas a anura hypotension renal
failure and death When pregnancy is detec ed d scontinue valsartan as
soon as possible [see Use in Specif ¢ Popu at ons (8 1)]

5 2 Hypotens on

Excessve hypotension was rarely seen (01%) in paients wih

D scontinuat ons accurred in 0 5% of valsartan trea ed patien s and 0 1%
of; atac paluts s of ol hsrs I oaliin s
elevat ons in pot
O b aharse eons wih e greater than 1% and greater than
placebo included headache NOS nausea renal impairment NOS syncope
blurred vision upper abdominal pain and vertigo' (NOS = not otherwise
specifed)
From the ong term data n the Valsartan Heart Fa lure Trial there did not
appear o be any s gnificant adverse reac ions nat previously denti ied
62 Postmarket ng Experience

e folowng additional adverse reactons have been reported in
postmarketing experience:
Hypersensitivity: There are rare reports of angioedema Some of thse

hother

ahib tors
angioedema
ﬂlye:ftvz Eevated iver enzymes and very rare reports of hepat tis
 renal function renal fai ure

:/m/m mem Tests: Hyperkalem a

logic: Alopecia bul ous dermati is
mm and Lymnn:l 3
Vascular: Vasculits
Rare cases of thabdomyolys s have been reported in patients rece v ng
angiotensin Il receptor blockers
Because these reactions are reported vo untar ly from a population of
uncerta n size itis not always poss b e to reliabl estimate their requency
or establish a causal elationsh p to drug exposure
7 DRUG INTERACTIONS

No sy s gufant parmacaie i nestons e csred
aten

notbe re

here are very rare reports of thrombocytopenia

actvated ren n angiotens n system such as vo ume. and/or salt depleted
patien s receiving high doses of d uretics symptomatic hypotension may
occur This condition should be correc ed prior to administra ion of valsar an

cmetidine digoxn
Tt s ghuride hychoeh o hiids ofndometrain Tholsanan
atenolol combination was more antihypertens ve_han e ther component but
tddnotlover the mn ate more than a eno ol a one.

orthe trea under close
Caut on should be observed when nita ing therapy in patien s wth heart
tailure_Patents w th heart failure given valsartan commonly have some
reduction in blood pressurebut discontinua ion of therapy because of
con inving usual

instruc ions are fo lovied In contro led trals in heart fa lure patents the
inc dence of hypotension in va sartan treated patents was 5 5% compared
to.18%in placebo treated pa ients

If excess ve hypotens on occurs the patient should be placed n he supine
pos onand i necescary gfenan nravencus nfusion of normal ave A
it usualy ca be comt ued wihoutd iy nce e blood pressure
has stabized

5 3 Impaired Renal Function

valsartan and warfarn did not change the

emacckingica m lsaran or he e course of the antcoaguant

propert es of w

P 450 noractons: nvtro sl sm st it tat OYP 450

mediated drug nteract ons between valsartan and coadministered drugs

are unlikey because of the low extent of metaboism [see Clinical

Pharmacology (12 3)]

Transporters: The results from an  vitro study with human | ver tissue

nd catehat valsartan s a substrate of the hepatic up ake transporter
of

an receptor blocker (ARB). It is used in

adults to:

« lower high blood p essure (hypertension) in adults
and child en, 6 to 16 years of age.

e teat heart failue in adults. In hese paients,
valsartan tablets, USP may lower he need for
hospitali ation hat happens from heart failu e.

Valsa tan tablets, USP are not for children under 6

years of age or child en wi h certain kidney problems.

High Blood Pressure (Hypertension). Blood p essu e

is “he force in your blood vessels when your heart

beats and when your heart rests. You have high blood

p essu ewhen he force is too much. Valsa tan tablets,

USP can help your blood vessels relax so your blood

p essure is lower. Medicines hat lower your blood

p essu e lower your chance of having a st oke or heart

attack.

High blood p essure makes he heart wo k ha der to

pump blood hroughout he body and causes damage

to he blood vessels. If high blood p essure is not

t eated, it can lead to stroke, heart attack, heart failu e,

kidney failu e and vision p oblems.

Heart Failure occurs when he heart is weak and

cannot pump enough blood to your lungs and he est

of your body Just walking or moving can make you
short of b ea h, so you may have to esta lot.

What should I tell my doctor before taking valsartan

fablets, USP?

Tell your doctor about all your me

including whether you:

« have any allergies. See he end of his leaflet fo a
complete list of ingredients in valsa tan tablets, USP.

* have a heart condition

+ have liver p oblems

+ have kidney p oblems

+ are pregnant or planning to become pregnant. See
“What is he most important informa ion | should
know about valsa tan tablets, USP?”

« are b east-feeding. It is not known if valsartan passes
into your b east milk. You and your doctor should
decide if you will take valsartan tablets, USP or
breast-feed, but not bo h. Talk wi hyour docto about
the best way to feed your baby if you take valsa tan
tablets, USP.

« have ever had a reac ion called angioedema, to
ano her blood pressu e medicine. Angioedema
causes swelling of he face, lips, tongue and/or
th oat, and may cause difficulty b ea hing.

Tell your doctor about all the medicines you take

including prescrip ion and nonp escrip ion medicines,

vitamins and he bal supplements. Especially tell your
doctor if you take:

* 0 her medicines for high blood pressu e 0 a heart
p oblem

« water pills (also called “diuretics”)

* potassium Your doctor may check he

al conditions

OATP181 and the hepat ¢ efflux transporter MRP2
b tors of the uptake transporter (rilampin ¢y osporine) or eflux
transporter (1i onavir) may increase the systemic exposure to va sartan

Potassium: Concomitant use of va sartan w th other agents that block the
en n angiotensin system potassium spar ng d uretis (e g spironolactone
tramterene amiloride) potassium supp ements or salt subst utes

amount of potassium in your blood periodically
« a salt substitute. Your doctor may check he amount
of potassium in your blood periodically

. an i-in lammatory d ugs (like ibup ofen

thatinh bt the renn
function may depend in part on he act vy of he renin angiotensin system
patents wth renal artery stenos s chronc kidney d sease severe
congest ve heart falure_or vo ume depletion) may be at part cular risk of

10 ncreases n
faiure pat ents to increases in serum creat nine If co med cation is
considered necessary momitor ng of serum po assium is advisab e

Non S eroidal ~ Anti nflammatory  Agents  including S ective

i these paten s Conside i hhoding or iscot g therapy 1 patens
Who deveopa o caly s grfcantderease i renal functon o vlsrian
[SeeOrugItratans 7]

5 4 Hyperalemia

Some aten 0assum These

2lnhibitors (COX 2 Inh bi ors): I pat ents who are elderly
o ume dep eted (inc uding hose on diuretc therapy) o with comprom sed
renal func ion coadm nistration of NSA Ds inc uding select ve COX 2
i tors with angio ens n | receptor antagonists  ncluding valsartan may
esultin de er oration of renal function including possible acute renal fa lure
Tnese effec s are usually reversib e Mon tor renal function periodica ly in

efects are usualy minor and rans ent and they are more | ely to occur n
patients vith pre existng renal impairment Dosage reduct on and or
dscont

i and NSA D thera
Troan Ipertrshe fctof angtersi 1 ecepor rtagonats g
2inni

be required

s e
Vasartan ablets may be administered with or without food
22 Pedia ric Hypertension 6 1o 16 years of age
Fra ing dose
(up t0 40 mg ota)
AR 1 to blood pressure response Dosss higher than 2 7 mg/kg (up to
have not been stud ed in

old

For chidren who cannot swallow tablets or chidren for whorm the calcu aed

dosage (mglkq) does ot correspond to_he availab  tab et strengths of
valsar an the use of a suspens on is recommended Fo low the suspens on

prepara on

taar g s sispesco Wien e suspens onls replaced by a tablet the

suspanion 1 tmesgrtr i ho et
Table n pedatrc

gmmemav fitration rate < 30 mUm n/1 73 m? [See Pediatr ¢ Use (8 4)/

Va sartan tablets are not recommended for pa ien s < 6 years 0 d [See Adverse.

Reac ons (6 1) Gl calStues (14 1)]

Preparation of Suspension (for 160 mL of a 4 mg mL suspension)

\dd 80 mL of Ora Plus®* oral suspend ng veh c & to an amber glass bot le
containing 8 valsartan 80 mg tablets and shake for a min mum of 2 m nutes
Alow the suspens on o s and for a mn mum of 1 hour Af er the s and ng
tme shake he suspens an fora minimum of 1 adeitonal minute Add 80 mL
of Ora Sweet SF** oral sweetening veh c e to the bot le and shake the
suspension for at east 10 seconds o disperse the ingred ens The suspens on

r

6 ADVERSE

61l nical Studies Experience

Because ¢ n cal studies are conduc ed under w dely vary ng conditions
adverse reaction rates observed 1 the ¢ n cal stud es of a drug cannot be

hibiors.

the
RAS with angiotens n receptor blockers ACE inhibitors or aliskiren is
assoc ated with increased risks of hypotens on hyperkalemia and changes
1 renal uncton (includ ng acute renal f lure) compared to monotherapy
Cosely monor bood resure renal uncon and ecroy e ate s on

re lect the rates observed in prac ice
Amm Hypertension

rtan has been evaluated for safety n more than 4000 patients
e udmn over 00 et for over 6 monts snd oo ran 160 o ove |

agents that affect the RAS

npa Avoid
use of alskiren wi h valsartan in pationts wi h renal mpairment (GFR < 60

Lithiom: Increases in serum lithium concentrations and ithium oxicity have

Vv only itequety roquved 4 scontnuaion of horapy The avea
nc dence of adverse reac ions vith va sartan was s m ar to p acebo

The overall frequency of adverse reactions was neither dose related nor
02 ed to gender age race of regimen Discont nuat an of therapy due o
s de effects was required in 2 3% of va sartan pa ents and 2% of placebo
patients The most common reasons for discontina ion of herapy wi h
valsartan were headache and diziness

been reported dur

I receptor antagonists  includ ng valsar an Mon tor serum Ii hiumevels

durng concomi ant use

71 Clinical Laboratory Test Findings

In controlled clinical ials l icaly mportant changes n standard aboratory.
e ers were arely assoc a ed wi h administration of valsar an

Creatinine: Minar o evaions i crea i ne occurred n 0 8% of patien s tak ng

The adverse reactions that t
least 1% of patents reated with valsartan and at a h gher inc dence n
valsartan (n =2 316) han placebo (n = 838) pat entsinc uded viral nfection
(3% vs 2%) fatigue (2% vs 1%) and abdominal pan (2% vs 1%)

Headache dizziness upper respiratory infect on cough diarhea. rhin tis
snustis nausea pharyngiis edema and arthralgia occurred at a more than
19% rate but at about the same inc dence in p acebo and valsar an pat ents
In rials nwhich valsartan vas compared an ACE nhibitor with or without
pacebo the ino dence of dry cough was signif canty greater n the ACE

Litrature Size : 273 x 470 mm (10.75” x 18.5”)
Folded Size : 35 x 35 mm (1.375” x 1.375”)

Font Size : 6 Pt.
Color : Black
Track : A20/03/2014
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reater han 50% ncreases n crea i ne were
Dhanid D39 dvaan et patenscompte 00 % 01 26690
treated pa i

H!maylanm .m: "Hematocrit: Greater han 20°% decreases in hemog obin
and hematocrit were abserved in 0 4% and 0 8% respect vely of valsartan
pa ients compared vith 0 1% and 0 1% in placebo treated patients One
valsartan patient d scontinued treatment. or microcytic anem a

Liver Function Tests: Occas onal eleval ons (greater than 150%) of iver
chemistriss occurred in va sartan treated pat ents Three patients (< 0 1%)

or naproxen)

« certain an ibiotics (rifamycin group), a d ug used to
p otect against t ansplant rejection (cyclospo in) or
anan iret oviral drug used totr a HIV/AIDS infec ion
(ritonavir). These d ugs may inc ease the effect of
valsartan

« Lihium, a medicine used in some types of
dep ession

Know he medicines you take. Keep a list of your
medicines with you to show to your doctor and
pha macist when a new medicine is p esc ibed. Talk to
your doctor or pharmacist befo e you start taking any
new medicine. Your doctor or pha macist will know
what medicines a e safe to take together.

How should | take valsartan tablets, USP?

* Take valsa tan tablets, USP exac ly as presc ibed by
your doctor.

« For treatment of high blood pressu e, take valsa tan
tablet, USP one ime each day, at he same ime ach
day.

+ If your child cannot swallow tablets, or if tablets a e
not available in he prescibed stengh, your
pharmacist will mix valsartan tablets, USP as a liquid
suspension for your child. If your child switches
between taking the tablet and the suspension, your
doctor will adjust he dose as needed. Shake he bottle



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

of suspension well for at least 10 seconds befo e
pouring he dose of medicine to give to your child.
« For adult pa ients wi h heart failu e, take valsartan
{ablets, USP two imes each day, at he same fime
each day. Your doctor may start you on a low dose of
valsa tan tablets, USP and may incr ase he doss

during your t eatment.
*Valsartan tablets, USP can be taken wi h or wi hout
food.

" reaiment 1 IW erskn ACE ihibtrs 2k Inhki -lllllhll-
shserwd i 1 9% of nEa 010 160 3
wmnnummmmnm 0B EACE (dukasa 1)t dses nat afuct e response 0 haAdEn || mnmuw:r
s gk o Whether is @ Merenca has ¢ n ol rekwancs ks oot yui kaswn Valsr 1 mgresa td n: H “m_"'ﬂ"ﬂﬂ' r} l‘ﬂsllsﬂulu%ﬂm‘”
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PATIENT INFORMATION
VALSARTAN TABLETS, USP
Rx only

Read the Patient Information that comes with valsartan tablets, USP before you take it and each time

you get a refill. There may be new information. This leaflet does not take the place of talking with your

doctor about your medical condition or treatment. If you have any questions about valsartan tablets,

USP, ask your doctor or pharmacist.

What is the most important information | should know about valsartan tablets, USP?

Valsartan tablets, USP can cause harm or death to an unborn baby. Talk to your doctor about other

ways to lower your blood pressure if you plan to become pregnant. If you get pregnant while taking

valsartan tablets, USP, tell your doctor right away.

What are valsartan tablets, USP?

Valsartan tablets, USP are prescription medicine called an angiotensin receptor blocker (ARB). It is

used in adults to:

« lower high blood pressure (hypertension) in adults and children, 6 to 16 years of age.

e treat heart failure in adults. In these patients, valsartan tablets, USP may lower the need for
hospitalization that happens from heart failure.

Valsartan tablets, USP are not for children under 6 years of age or children with certain kidney problems.

High Blood Pressure (Hypertension). Blood pressure is the force in your blood vessels when your

heart beats and when your heart rests. You have high blood pressure when the force is too much.

Valsartan tablets, USP can help your blood vessels relax so your blood pressure is lower. Medicines

that lower your blood pressure lower your chance of having a stroke or heart attack.

High blood pressure makes the heart work harder to pump blood throughout the body and causes

damage to the blood vessels. If high blood pressure is not treated, it can lead to stroke, heart attack,

heart failure, kidney failure and vision problems.

Heart Failure occurs when the heart is weak and cannot pump enough blood to your lungs and the rest

of your body. Just walking or moving can make you short of breath, so you may have to rest a lot.

What should I tell my doctor before taking valsartan tablets, USP?

Tell your doctor about all your medical conditions including whether you:

« have any allergies. See the end of this leaflet for a complete list of ingredients in valsartan tablets, USP.

« have a heart condition

« have liver problems

« have kidney problems

« are pregnant or planning to become pregnant. See “What is the most important information | should
know about valsartan tablets, USP?”

e are breast-feeding. It is not known if valsartan passes into your breast milk. You and your doctor
should decide if you will take valsartan tablets, USP or breast-feed, but not both. Talk with your doctor
about the best way to feed your baby if you take valsartan tablets, USP.

« have ever had a reaction called angioedema, to another blood pressure medicine. Angioedema causes
swelling of the face, lips, tongue and/or throat, and may cause difficulty breathing.

Tell your doctor about all the medicines you take including prescription and nonprescription

medicines, vitamins and herbal supplements. Especially tell your doctor if you take:

« other medicines for high blood pressure or a heart problem

« water pills (also called “diuretics”)

« potassium supplements. Your doctor may check the amount of potassium in your blood periodically

« a salt substitute. Your doctor may check the amount of potassium in your blood periodically

« Nonsteroidal anti-inflammatory drugs (like ibuprofen or naproxen)

« certain antibiotics (rifamycin group), a drug used to protect against transplant rejection (cyclosporin)
or an antiretroviral drug used to treat HIV/AIDS infection (ritonavir). These drugs may increase the
effect of valsartan.

« Lithium, a medicine used in some types of depression

Know the medicines you take. Keep a list of your medicines with you to show to your doctor and

pharmacist when a new medicine is prescribed. Talk to your doctor or pharmacist before you start

taking any new medicine. Your doctor or pharmacist will know what medicines are safe to take together.

How should | take valsartan tablets, USP?

« Take valsartan tablets, USP exactly as prescribed by your doctor.

« For treatment of high blood pressure, take valsartan tablet, USP one time each day, at the same time
each day.

« |f your child cannot swallow tablets, or if tablets are not available in the prescribed strength, your
pharmacist will mix valsartan tablets, USP as a liquid suspension for your child. If your child switches
between taking the tablet and the suspension, your doctor will adjust the dose as needed. Shake the bottle
of suspension well for at least 10 seconds before pouring the dose of medicine to give to your child.

« For adult patients with heart failure, take valsartan tablets, USP two times each day, at the same time
each day. Your doctor may start you on a low dose of valsartan tablets, USP and may increase the dose
during your treatment.

« Valsartan tablets, USP can be taken with or without food.
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« If you miss a dose, take it as soon as you remember. If it is close to your next dose, do not take the
missed dose. Take the next dose at your regular time.

« If you take too much valsartan tablets, USP, call your doctor or Poison Control Genter, or go to the
nearest hospital emergency room.

What are the possible side effects of valsartan tablets, USP?

Valsartan tablets, USP may cause the following serious side effects:

Injury or death to an unborn baby. See “What is the most important information | should know about

valsartan tablets, USP?”

Low Blood Pressure (Hypotension). Low blood pressure is most likely to happen if you also take water

pills, are on a low-salt diet, get dialysis treatments, have heart problems, or get sick with vomiting or

diarrhea. Lie down, if you feel faint or dizzy. Call your doctor right away.

Kidney problems. Kidney problems may get worse if you already have kidney disease. Some patients

will have changes on blood tests for kidney function and may need a lower dose of valsartan tablets,

USP. Call your doctor if you get swelling in your feet, ankles, or hands, or unexplained weight gain. If

you have heart failure, your doctor should check your kidney function before prescribing valsartan

tablets, USP.

The most common side effects of valsartan tablets, USP used to treat people with high blood

pressure include:

« headache

« dizziness

« flu symptoms

« tiredness

* stomach (abdominal) pain

Side effects were generally mild and brief. They generally have not caused patients to stop taking

valsartan tablets, USP.

The most common side effects of valsartan tablets, USP used to treat people with heart failure

include:

* dizziness

low blood pressure

« diarrhea

«joint and back pain

« tiredness

« high blood potassium

Tell your doctor if you get any side effect that bothers you or that does not go away.

These are not all the possible side effects of valsartan tablets, USP. For a complete list, ask your doctor

or pharmacist.

Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-

1088

How do | store valsartan tablets, USP?

« Store valsartan tablets, USP at room temperature between 68° - 77°F (20° - 25°C).

« Keep valsartan tablets, USP in a closed container in a dry place.

« Store bottles of valsartan suspension at room temperature less than 86°F (30°C) for up to
30 days, or refrigerate between 35°F - 46°F (2°C - 8°C) for up to 75 days.

« Keep valsartan tablets, USP and all medicines out of the reach of children.

General information about valsartan tablets, USP

Medicines are sometimes prescribed for conditions that are not mentioned in patient information

leaflets. Do not use valsartan tablets, USP for a condition for which it was not prescribed. Do not give

valsartan tablets, USP to other people, even if they have the same symptoms you have. It may harm

them.

This leaflet summarizes the most important information about valsartan tablets, USP. If you would like

more information, talk with your doctor. You can ask your doctor or pharmacist for information about

valsartan tablets, USP that is written for health professionals.

For more information about valsartan tablets, USP, ask your pharmacist or doctor, or call 1-888-

Ranbaxy (726-2299).

What are the ingredients in valsartan tablets, USP?

Active ingredient: valsartan, USP

Inactive ingredients: colloidal silicon dioxide, crospovidone, hypromellose, ferric oxide black (in 160

mg and 320 mg strength), ferric oxide red (in 80 mg, 160 mg, and 320 mg strength), ferric oxide

yellow (in 40 mg, 80 mg, and 320 mg strength), magnesium stearate, microcrystalline cellulose,

pregelatinized starch, polyethylene glycol, talc, and titanium dioxide.

Manufactured for:

Ranbaxy Pharmaceuticals Inc.
Jacksonville, FL 32257 USA

by: Ohm Laboratories Inc.

North Brunswick, NJ 08902 USA
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