HIGHLIGHTS OF PRESCRIBING INFORMATION
TELMISARTAN TABLETS
salely and effectively. See full prescribing information for TELMISARTAN TABLETS.
TELMISARTAN tables USP, fo oral use
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Your doctor will tell you how much telmisartan to take and when to take it.

Take telmisartan tablets exactly as your doctor tells you to take it.
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How should | take telmisartan tablets?

a new medicine.



Digorin

W emsartan it wat oot it o, medn nreases i igorin
and in trough corcen

manitor digoxin levels wm ntaing adlusting, and 1scontinuing tsimisarta

for

Lithium

JGE nnitors s it e deqradaton f by,
ecause o foes not inivit ACE (Kininase I, i does not affect the response 10
bradyiin

than that in Caucasian patients. This has been true for most, but not al, angiotensin 1
ts and AGE nhibitors.

o UM o f ik birl romane oep s ot o chamnlsKrowh o 5 mporn
cardiovascular regulation.

thead
dose-related reduction in blood pressure that was similar in magnitude to the reduction

1 o renin secretion, but the resulting increased plasma renin actvty and angiatensin 1

i g receptor
felmisaran tablet. Therefore, manitor serum

12,

(€0X-2 Innibitors)
Inpatents o a, ey, volume-delte (g those on drec haagy). o it

In ol valunters, s doseof elisaan 80 g nhbed h pressor response o an

efect when added to temisartan.

o et < maine o e 1 41 o o e (s tomaad anbultoy
conventional blood pressure measurern

intravenaus infusion of angiotensin Il by a
ol 45 o pesAng o34 ot

10ugh 10k o or 4010 80 dose o tamiartan vas 70 0 100 for b ystolc
o gastolcboodpessr. The nciance of sympiomalc othatasis e e st dose

compromised renal funcion, co-adminisiraton of KSA 2nhibitors,
wihangiotenin | recptr aniaganiss, nclding erisaran,may e m deatorton

i repeated
agminisiation to hypertensive patients. The once-dally administration of up 1o 80

inallce

b i o i Thers et 10 cargs 1 e et of st i s i oo
Wi Gl s gt A0 s e Gl Tl s ot s
e e
s ARSI ), butat ast one g 05
4 Ramip o e ikt u\ucuss e s i
ot —— al anton s for

ramipil 10 mg once dailyto healthy
sblcs nregessead e Gy 10 AUC o ramit 23 2 10, spestvely, and
C of vzmlﬂmaxzd ha 1.5 0, rspeotvly. n contast, G and ALC of

o tomisaran 80 m ncombination il nydfochrothzid 125 mg. refo wers
no cinicalysignificantchanges from baselin in renal biood flow, lomerular fration ate,

e by 1%, 1 o (v hen co-administ
RO ekpce T b GrEs et ofh sl SHOING pRBTACH RO

123

efects f the combined drugs, and aiso because of P
tlmisartan. ramipil i not

recomnndad
Other Dru

i of 5

o ourafer dosng anl L e s SIS
Inte e et pan corcamrton e civ (ALC) of sbout % s e 400
‘The absoluts bioavaiabilty of telmisartan i dose

Goadminiaton o inisaran didno sl in interaction with

Telmisartan Tablets, USP are avaiabl as:

Telmisartan Tablts USP, 20 mg are white 1o off white, round, fla bevel edged tablts,

debossed with"H on one side and 162" on the ofher sde. They supplied as follows:
Bister Card of 10 unitdose tablts (Al-Alo) C 3172280231
Blster Pack of 250 (25¢10) unit dose tabets NDC 31722-802-32
Blste Cart of 10 it dose tablts (Alu-Peel-Push) NDC 31722-802:33
Bistr Pack of 250 (25¢10) unit dose tabets NDC 31722-802:34
Blister

Telmisartan Tabets USP, 40 mg ae white to off whte oval shaped, biconvex tablts, debossed
NOC 31722-803-31

Blstr Cart of 10 unit dose tablts (Alu-Peel-Push) NDC 31722-803-33

scearimognen S oG, S, Pl S o 0 Gobndon 440 and 180 ma 0 bl vas 4 and S, agpectuy. Tho
Tomearin s o1 ot i cochvome PasD system and had no ifcts i 1o
o ocions P amos et o some nifr o VP30T st s o 1601, g AL 4

i cyochvome P St Wi Icreasing doses. Teimicatan Shows b-exponential decay it wia forminal  th H on on sideand 63" on th othr sid. They supple a5 folows:

ome Sosso mibion teimisatan Bliter Gardof 10 unt dose tablts (Al-Alu)
of themetabalism ofdrugs metaboled by CYP2GS bout 10% 0 25% o Teimisaran Biter Packof 150 (15x10) i dos tabets
& USE IN SPECIFIC POPULATIONS. i 151020pon
8.1 Pregnancy: Teratogenic E Distibution Bister Pack of 150 (15x10) nit dose tabels
S;F::;cyc”wmﬂ See Warings and Precautions (5.1). Toimisatan gy bound 1l prtrs 49955y i and 1 3 Biter Packof 10 (1x10) urt dose tablts
e i
jnancy reduces fetal renal function and increases fetal and neonatal morbidity and o for telmisartan 00 liters. Blister

b e ne o

deformatiors. Pntcmwa\ egatl adverso effects Il skl hypoplasa, anura ypoanson,

renal falue, and 3, disonts emsarn s soon 25

oS T st ot rugs in the

Eocomy i ird vamecer of preanacy. Moe aemoloe gl g
i the frst trim

binding.

Metabolism and Elimination

Following either intravenous or oral administration of'“C-labeled telmisartan, most of the

administered dose (>37%) was eliminated unchanged in feces via biiary excretion: only
pecivel)

Appropit

; v

17
for both nd feus.
In e ynsual cas hat e s 10 agproprit v o terpy il drugssfecing

NDC 31722-803-35
Temsatan Tablts USP, 800 e w0 f i, ol st o s, assed
 on one side and 164" on the other sde. They supplied as follows
Blster Card of 10 unit dose tablts (Al-Aly) 0051722 60431
Blstr Pack of 150 (15x10) unit dose tablets NDC 31722-804-32
Blster Cart of 10 uit dose tablts (Alu-Peel-Push) NDC 31722-804-33
Blster Pack of 150 (15¢10) unit dose tablets NDC 31722-804-34

ihe gucuonde o th arntcompoun i e ol melaolt thai 1 ban denfed i
e

of the measured hed

ittt

Tomisaran.

0 olgonyaramnis s observed, disconine temsaran, unlss considere esaung
forne mthr, o estng e b pprorts, e e vk ofprenancy, atens
unti ater

appear o be independent of dose.

stofesof I atero
ot oo e fo o st ond gt o Use 1 Speare
Popuitions (8.4)).

03 Nursng othrs

11 0t rown et s s et il bt s shown
nursing infat, dcid whethr 1o Sscortinge nursing of iscontinu th drug, tking into
ot e G of the g o h ot

Renal nsutfciency
o dosage adjustment s necessary in patients with decreased renal function. Telmisartan

Blster Pack of 10 (1x10) unit dose tabets NDC 31722-804-36
Bister NDC 31722-804-35

Storage
Store at 20°to 25°C (68° 10 77°F)[see USP Controlld Room Temperature] Tablets should
ot be removed from bisters il immediately before adminisration.
17 PATIENT COUNSELING INFORMATION
ee FOA- aﬂnmvm Paiont Labeling
17.1 Preg
Fema

annAﬂmwslralmﬂ (z .
fepatic Ins
I patents. oy e (niinc. s cucosttins o b 1 e

ale ould be told about
telmisartan during pregnancy. Discuss treatment optons with women planning to becorme
pregnan. Patients should be asked 1o report pregnancies 1o their physicians 25 so0n as
possible [sce Wamings and Precautions (5.1)1.

8.4 Pe “‘ mSpem/mPapula!mm 86 — . .
st i ito of o oxpasre o lisaran o CAMBE] g
sange transfusians or dialysis may be required as a means of reversing P\ismacnncemmmnsune\mlszmnareqsnera\lvzmaﬂmss igher n females than in 5
ot o Subsiuing ot dsodges e ocioh, mles. I clmeal i, howeer. 1o Sanfcant ncrease n blood presure response ot in  Manufacturd fr g
Safety and effectiveness in pediatric patients have not been established [see Clinical  the incidence of orthostatic hypotension were found in women. No dosage adjustment is Camber Pharmaceuticals, Inc.
Pharhacology (12311 Picatay, N 06854
8.5 Geriatric Use Geriatic Patients By: HETERO™
01l e ot et s stugis, 551 Joungerthan  Hetero LabsLimitd, UnitV, Plelly, Jaccherl,
‘ '"y TRl 50 4"/ yh 75 i & i Mahaboob Nagar - 509301, ndi
e cnmnam T JOUGEr QABNS e e e
s, T Teimisaran havs ot bean investigated i patiots <18 years ofage,  Revised: July 2016
uldou ) 13 NONCLINICAL TOXICOLOGY
85 Hepaticnsuficency 181 Carinogeesi, Wt oo of iy
nsuiciency {see Warnings and Precautions (5-4). et ere "“ o the diet 1o
0 c: and rats 'ur up to 2 years. "The highest doses administered to mice mg/kg/day)
“’ VERDOSAGE and rats (100 mg/wuayy are, on a mg/m° basis, about 59 and 13 times, resveclws\y the
hman dosc oin
m overdosage with telmisartan tablets would be hypotension, dizziness and tachycardia; ‘shown to provide average systemic exposures to telmisartan >100 times and >25 times,
Sty oul ccr o prasympathtc (gl SmUaton. sy mptomale poEnion
should accur, Supportive treatment should be instituted. Telmisartan s not removed by~ "éspectively, the systemic exposure in humans receiving the MRHD (80 m
Remodiaysis. oty sy 0 vt v any s et s o e gne o
11 DESCAIPTI lromosom vl gy
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