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avalable data, ts unclear fisk for CV. for all NSAIDs, serious CV/

tobe similarin known CV disease or

A subpopulation of patients with asthma may have aspirin-sensitive asthma which may include chronic rhinosinusitis

nsk factors for CV disease. H isease or
ious CV/

intoleranc NSAIDs. Because

WARNING: RISK OF ARAND EVENT
Cardiovascular Thrombotic Events

senws CV thrombotic events hegzn as ezr\y as the first weeks of treatment. The increase in CV thrombotic risk has been
observed most consistentlyathigher doses.

NSAID:
tablets are contraindicated in patients with this form of aspirin sensitvity (see CONTRAINDICATIONS). When diciofenac

Nonsteroidal anti-inflammatory drugs (NSAIDs) cause an increased risk of serious

ly

Tominimize
Guration possible. Physicians and patients should remain alert for the deve\wmem of such events, mmugncm me enire

reatment course, even n the absence of previous CV symptoms.

+ Diclofenac Potassium Tablets are contraindicated in the sefting of coronary artery bypass graft (CABG) | CV eventsandhe sepstotake fthey occur
surgery (see CONTRAINDICATIONS, WARNINGS). There is no consistent evidence that concurrent use of aspirin miigates the increased risk of serious CV thrombotic events
Uiceration, sl wil NSAD s, Tho concurnt s o s snd  NSAD, scha difna, ncreses ek of s
" NSHDs causean esed il of seious gusneathal (O atrs evnts nlung bedng raton, oraon)
ulceration, the stomach or intestin accur atany
with aprior history ofpeptic | 7o e contalod
] g8, con painin hefirst 1010
IL (see WARNINGS). o ‘myocardial NSAID: the setting of CABG
DESCRIPTION (see CONTRAINDICATIONS)

Diclofenac potassium tablels, USP are a benzeneacetic acid derivaive. Diclofenac potassium tablets are available as

Pos( MiPatients

or slightly yellowish crystaline powder, slihty hygroscopic and is freely soluble in methanol; soluble in alcohol; sparingly
soluble in wler slighy scubke in aoeone. The chemical name is 2{(26 dchlomphenylamino] berzencacetic acd

Danish National R
vos1 MI period were at increased risk of reinfarction, C\-related death, and aHﬁuse mcnalwy beginning in Ihe fsty week 07
er

NSAIDS, mcludlng d:c\e!euac, gan cause serous sin adverse reactons such as exfolatve dermats, Stevens-Jornson
T

FDE may vresem a5 @ more severe variant known as generalized o e dug evupﬂcn (GBFDE), which can be lfe-
threatening. These serious events may occur without waming, Inform patients about th signs and symptoms of serious skin
reactions, and to discontinue the use tablets at the first skin rash or any other sign of

Diclofenac potassium tablets in patients with previous sefious skin reactons to NSAIDs
(see CONTRAINDICATIONS)

Drug Reaction with Eosinophiia and Systemic Symptoms (DRESS) has been reported in patients taking NSAID, such as
diclofenac potassium tablefs. Some of these events have been fatal or ife-threatening. DRESS typically, although not
exclusively, presents with fever, rash, lymphadenopathy, and/or facial swelling. Other ciical manifestations may include
hepalts, nephits, hematological abnormalies, myocardits, or myosis. Sometimes symptoms of DRESS may resemble an

treatment. In this same cohort the incidence of death i th firstyear post:MI was

morpoasinsl P mlocuar woighis 33425 s moecufrormials O, H,CLAK
form: CH,CO0 K

1o 12 per 100 person years in Aougn
Somewha afterthe first year post-MI, of death in NSAID
years offollow-up.

atleast the next four

 here may be involved. It is mporant o ncte that eary manfesatons of hypersensiiiy, such as feter
Iymphadenopamy, may be present even though rash s not evident. If such signs or symploms are present, Geconinie

Fetal Toxicity
NH recurrentCV1
cardiacischemia.
cl cl ort 7 NSAIDs,
NSAID: bleeding, ulceration,
tomach,smallinestine, or -
canocour atany time, IDs. O who develop
sodiuml Use of NSAIDs, fater
ulphat hypromeliose, ta NSAIDs occurred in approximately 19% of patients treated lovamsmmths anmnmm 29% to 4% treated for one in some n
CLINICALPHARMACOLOGY year. However,even shorttermtherapy s notwithoutrisk. average, afferdays toweeks of reatmen, 48 hours aft
butnot
Mechanism of Action Risk Factors for Gl Bleeding. Ulceration. and Perforation oligohydramnios may, for example, include limb contractures and delayed lung maturation. In some postmarketing cases of
i than
ke that of other NSAIDS, is not compl butinvolves rfacks, Ot acrs Pl s e kol Glbesdgin s the
inhibitionofcycloorygenase (COX-1 and COX-2). atients teated wih NSADS nclude fonge duraion of NSAD fhrapy,concomiart ! coroserds, aspn, Inesfcivedose ad shores dtton possis.Coner st moniing o a1 enacitssm
use of alcohol, olderag and pe
Diclofenac is a potent inhibitor of prostaglandin synthess in vitro. Diclfenac concentrations reached during therapy have tablets i low up
produced in vivo effects. Pmslag\zndm:gsensmzeyz«em\lnewes and potentiate the acton of bradykinin m'ﬁauungp ;am I o E“if":umdemmw s s, atrs v  Pregnancy).
of its Hematologic Toxicity
Phamasainet . y ddretenti
larmacokinetics . ‘Avoid administration of more than one NSAID at described effect upon erythropolesis. If a patient treated with diclofenac potassium tablets have any signs or symptoms of
Absorption . Avmd use in patnts at higher risk unless henens e expected to outweigh the mcreased nsk of bleeding. For such  2hemia monitorhemoglobinor hematocrit.
Diclofenac is 100% absorbed after oral administration compared to intravenous (IV) administration as measuved by urine NSAIDs, including diclofenac potassium tablets, may increase the risk of bleeding events. Co-morbid condiions such as
recovery. However, Tabet).ln * coagulation disorders, concomitant use of warfarin and other anticoagulants, antiplatelet agents (e.q., aspirin), serotonin
e + Ifaserious Gl adverse eventis suspected, promplly iniiate evaluation and treatment, and discontinue diclofenac  reuptake inibitors (SSRIs) and sefotonin norepinephrine reuptake nhibitors (SNRIs) may increase this risk. Monior these
13102 hours. Foodhas "
significant effect on the extent of diciofenac absmpﬂcn However, there is usually a delay n the onset of absorption e il '8 pRECAUTIONS
educionin poak iasma evels o approsimatal 30% of Gl bleeding(see PRECAUTIONS; Drug nteraciions).
i General
Table 1. Pharmacokinetic Parameters for Diclofenac. Hepatotoxicity
Normal Fealthy Adults more than 3t o oase it camnt e cpeckd o subste o ccoserds oo el crosterd
PK Parameter (2010 52 years) of asparale aminolransferase (AST) (also known as SGOT) were observed in about 2% of appr 700 patients at  Insufficien acerbation. Pal d corticosteroid
therapy should have their therapy tapered slowly if a d
Coeffcient of
Mean Variation (%) In a large, open-iabel, controlled trial of 3,700 patients treated with oral diclofenac sodium for 2 to 6 months, patients were
o ‘monitored first at 8 weeks and 1,200 patients were monitored again at 24 weeks. Meaningful elevations of ALT andlor AST
m’iﬂ{i'ﬂ Bioavaiabilty (%) % o occured n abut 5 ofpallents and e marked clvators (st ban s e ULN) n abut 1% o e 3700
[ fimes th N), Patients
[TNw’ 12‘% 10 7% and marked (greater than 8 umes the ULN) elevations of ALT or AST was observed in patients receiving diciofenac when
Oral Clearance (CLJF; mLimin) 622 2 withheumatoidarthiis. famile
N=61] and periodically during the course of ongoing therapy.
. Almost all meaningful elevations in transaminases were detected before patients became symptomatic. Abnormal tests i
;Le«a;]clealance (% unchanged drug in urine) <t - occurred during the frst 2 months of therapy with diclofenac in 42 of the 51 patients in all tials who developed marked  Cardiovascular ThromboticEvents
Vs T 3 Advise patients to be alert for the symptoms of cardiovascular thrombofic events, including chest pain, shoriness of breath,
m’z’m folume of Distribution (VIF; Likg) 13 3 In postmarketing reports, cases of drug-induced hepatotoxicity have been lepoﬂed inthe first month, and in some cases, the  weakn i 3
first 2 months of therapy, but can dicl
[T&T\Ln;]\ Halife (r) 9 % 250 fseershepat reacions,nclding e ncrosi, e, o Repatts i and ihou jaundice,and et GastrointestnalBleecing, Usraton, and Peroraion
dyspepsia,
Distribution In a European retospeive population-based, case-contraled sudy, 10 cases of icofenac associated drug-induced ver 1y i melena,
13U m”“wm‘wy y, p , e .;creasea risk for the signs and symptoms of Gl bleeding (see WARNINGS; Gastrointestinal Bleeding, Ulceration, and
Dt the P erforation).
Hepatotoxicty
synovial fluid than those in me  nausea, fatigue, lethargy, pruritus, diarrhea, jaundice,
e synovial i, after which ' recas reveses and synoilful el rc figherhan plasma el i o Known i ightupper and “flu-ke” symptoms). I these occu, i
whether ransaminases shouid be monitored within 4 10 8 weeks afte iitating treatment with diclofenac. However, severe hepatic 3
Elimination Heart Failureand Edema
Metabolism abnormalertet orsist rworsen, iicl sign andlr syt corstent wit et s devlo, rfsstemic o

(e.9. eosinophilia, Giarthea, dark urine, etc.) tablets should

hydmxy- #5-dhydroxy- and 3"hydroxy-4-methoxy-diofenac. The mz}md\dohnac melabol, 4. hydmxy dclfenac, has

. nausea, faligue letharay, diatthea, prurius, jaundice,

AnaphylacticReactions

its oxidative metabolites undergo glucuronidation or suwanon followed by biliry excretion. Acy\glucurm\mnon mediated by
UGT2B7 and oxidation mediated by CYPZCBmay 5o play a ol in diloenac metabolism. CYP3A4 i respansidle for the

fightupper d"flolie” symptoms).
orif systemic manifestations occur(eg eosinophilia, rash, etc.), discontinue diclofenac potassium tablets immediately, and
performa cinical evaluation ofthe pafent.

throat),

1 melabols,-hydro
boltes ¢-hycroxy- and 50% and 4% of the parent compound afer single oral  To minimize the potential ik for an adverse liver related event n patiens treated with diciofenac potassium tables, use the
and 1 i lowest fon when i tablets with  Advise patients (o siop potassium tablets immediately f they develop any type of rash or fever and contact their
ot
Excretion pilep
i Fomale Fertity
Diclofenac is eliminated through metabolism urinary and billry excretion of thesufate  HYPertension .
Litte or the urine thedoseis  NSAID: ofrep potential who desire pregnancy that NSAIDS, including diclfenac potassium tablets, may be
ither © £) u
elmination is not & significant pathway of elimination for unchanged dilofenac, dosing adjustment in patients with mid o inhibiors, waudes Gureics ot koo durlcs may hve mpared 1 respanse 10 these therapies when taking NSAIDs (see I Toxi
PRECAUTION:
§ tartingat
Special Populations Monitor Pt i 0 ediore
Pediatrc i i os,
;Fotal Toxicty, . Pregnancy).
ace: The Coxib and taditional NSAID Trilists' Colaboration meta-analysis of randomized controlled trials demonsirated an oot
D-
almost o
anish Nz P NSAID nform patents that the concomitant use of diclofenac potassium tablets with other NSAIDs or salicylates (e.q., difunisal,
i . . salsalate) is not recommended due o the increased sk of gastroinestinal toxicty, and lte or no increase in efficacy (see
Additonally, NSAIDs. L : Bleeding, Ulceration, IDs may be
phamacokinetics of diclofenac have been detected in studies of patients wilh renal imesimert I glent with renal 1% retcs AGE mbitor. o angitonain  presentin overthecouner'medications orreatmentofcold, ever,ornsomnia,
impeirment (inulin clearance 60090, 3 to 60, and less than 30 miLmin; et
‘were comparable tothose in healthy subjects. nor UseofNSAIDS and Low-Dose Aspirin
Druginteractions Studies Avold the use of failure o {0OUWIGN  |nform patients not o use low-dose aspirin concomitantly with diciofenac potassium tablets unti they talk to their healthcare.
lur patients

Voriconazole: When co-admiistered with voriconazole (inhibitor of CYP2CS, 2C19 and 3A4 enzyme), the C., and AUC of

Aspirin: When
ffoo NSAD was o atere, Th ciiclsgifcance o his teaction s ot nown. See Table 2 or chmcany significant drug

INDICATIONS AND USAGE

Carefully consider the potental benefis and risks of diclofenac potassium immediate-release tablets and other treatment
Use the st efctive dos forth shotet duraton consistent
ration, o).

Diclofenac potassium tablets areindicated:
+ Fortreatmentof primary dysmenorrhea
« Foreliefof mildto moderate pain
« Forreliefofthe signs and symptoms of ostecarthitis

CONTRAINDICATIONS
o
. i i serious

y ,uricara, or aller ther NSAIDS. Sever
anaphylactic reactions to NSAIDs have been reported in such patients (see WARNINGS; Anaphylactic Reactions,
ExacerbalionofAsthmaRelated toAspirin Sensiivi).

forsignsof worseningheartfaure.
Renal Toxicity and Hyperkalemia
Renal Toxicity

r

Renal toxicity has also been seen in patients in whor renal inthe
renal perfusion. In these patients, administraton of an NSAID may cause a s doss dependent rcton n prostaglandin
formation and, secondarily, in renal blood flow, which may atent

provider (see Pl
Masking of Inflammation and Fever

The phamacological actvty of diclofenac potassium tablets i reducing fever and inflammation, and possbly fever, may

Laboratory Moritoring
y

tis reaton ae hose i Impatedrena ncion, denycatn, hypovri, heart e, er ysinclion,those taking

‘monitoring
patients on long-term NSAID treatment with a CBC and a chemistry profie periodically (see WARNINGS; Gastrointestinal
Bleeding,

and the elderly 3 t
Dveneatmem s1a\e

No information is available lmm cnmmlled clica tudis regacing the use of dicofenac potassium tables n panems with
advanced renal disease. The fe 1s may hasten of

See

Table 2: Clinically Significant Drug Interactions with Diclofenac

etintswihprecusing el dase

Correct volume status in dehycrated or hypovolemic patients prior to niiaing diclofenac potassium tablets. Monitor renal
function in patients with renal or hepatic impaiment, heart faure, dehydration, or hypovolemia during use of diciofenac
potassium tables (see PRECAUTIONS; Drug Interactons). Avoid the use of diciofenac potassium tablets in patients with
advanced renal disease unless the benefis are expected to outweigh the risk of worsening renal function. If iclofenac

Hyperkalemia

Increases in serum potassium concentration, including hyperkalemia, have been reported with use of NSAIDS, even in some

WARNINGS

Cardiovascular Thrombotic Events

hypoaldosteronismstate
Anaphylactic Reactions

Diclofenac has been associated with anaphylacti reactions in patients with and without known hypersensitty to diclofenac
andin patients with WARNINGS; Exacerbation of Asthma Related to

Basedon

Drugs That Interfere with Hemostasis
[+ Diclofenac and anticoagulants such as wararin have a synergistc effect on bleeding. The
concomitant use of diclofenac and anticoagulants have an increased rsk of serious bleeding

. Serotonin release by platelets pl Case-control and cohort]
pemicogilsudesshowed it concoitant use of drgs tht nerfere wih serotonn

Wonitor with
Intsrvention: warfarin), znnplatelelagems (e.g. aspirin), selective serotonin reuplake inhiitors (SSRI), and
g serotonin norepinephrine reuptake inhibitors (SNRIs) for signs of bleeding (see WARNINGS;
Hematologic Toriciy).
Aspirin
(Controlled clnical studies showed that the concomtant use of NSAIDs and analgesic doses of|
ISAIDS alone. In a dlinical
Clinical Impact. d

stucy, anNs/
incidence of Gl adverse reactions as compared (o use of the NSAID alone (see WARNINGS;
Ulceration, and Perforation)

28 mm
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Felofanas potassium Ghis aspirn s not generaly

Published studies and postmarketing reports describe matermal NSAID use at about 20 weeks gestation o later in pregnancy

extended-release tablets); diclofenac potassium immediate release tablets] are not necessarily bioequivalent even if the

Tc
Intsvention: ;:c::\mended because of the increased risk ol bleeding (see WARNINGS;

ACE Inhibitors, Angiotensin Ruuptnr Blockers, and Beta-Blockers

it onaverage, D
Inmany cases, butnotall i

without some of which were irreversible. Some cases of neonatal renal dysfunction rec

HOWSUPPLIED
Diclofenac Potassium Tablets, USP are available containing 50 mg of diclofenac potassium, USP.

rm ‘mean minimum lithium concentration increast the renal c\eamnce deueas
el rosta i

is fect has been attributed to NSAID inhibiion of ren

ximat
Dmmgcuncomwanxuseomc\orenacpotassmmeu\exs andithium, monitor pauems ror s\gnsu!lmh\um
xicity.

tervention mayincrease:
D Data withincreasingdoses of NSAIDS
p— Concomiant e of NSATDs and methotexats may ncrease T ik for metotiowate toicly (g, O 150 mg/da 100meglL o ”"‘"'“”9"“55°'“5A‘Ds
nica mpect neuttopenia, thrombocytopenia renaldysfunction ofabout0.03mglkgda ther
P During concomiant use of dicifenac polassim tablets and methoexate, monitor patents for| 017!
intervention:
Pediatric Use another
Cyclosporine .
p— Corcomtrt e of Bk, il Wl 10 Gy Ty s oo ) tothestomach), stomachandinissine
ko Geriatric Use o anytimeduringuse
During concom Patents orSigns |
Itervention. risk for °

d treatment with
+ NSAIDs may diminsh fe anthypetensive ffectof angifensin convering cnyme (ACE) “The 50 mgtablets are white o off-whie, round, biconvex, fim coated tablets debossed with DP* on one side and ‘50’ on other
inhi side.
g renal’
ClicalImpact mpaiment, cosdniistaion of an NSAD wih ACE iniicrs or ARBS may ool | dose,duraon NDC 70710-1832-1 in HDPE Botti of 100 tablets with chic-resistant closure
deterioraion of renal function, including possible acute renal failure. T D NDC 70710-1832-5 in HDPE Botte of 500 tablets
reversibe NDC 70710-1832-0 in HDPE Bottie of 1000 tablets
* During concomitant use of diclofenac potassium tablets and ACE-inhibitors, ARBs, or beta-blockers, toNSAIDs throughmatemal useis uncertain. light-
. AnimalData Store at room temperature 20°C o 25°C (68°F to 77°F); excursions permitted between 15°C to 30°C (59°F to 86°F) [see USP
Itervention are el . monior for signs of worsening renal ¢ femporature],
mnmnqseewmmwes Renz\TnxlmyandHyperkalemla) sty and
g 200 ma/day. based call1-877-993-8779.
oS imes, Manufactured by:
respeciively, the MRHD based on BSA comprison). n a study in which pregnant ats were orally administered 2 or 4 mglkg medica Laboratories Pv, Ltd.
3 o eling ob howed that NSAIDs reduced the natriuretic | giclofenac (0.1 and 0.2 times the MRHD based on BSA) from Gestation Day 15 through Lactation Day 21, significant maternal Plot No. 221 and 221/1, GIDC, II* Phase,
pac effect g in some patients. This effect has been | toyicity (peritonitis, mortality) was noted. These matemally toxic doses were associated with dystocia, prolonged gestation, Vapi, Gujarat 396195, INDIA (IND).
atibuted tothe NSAID inhibitonofrenal prostagiandin syihesis. roduced ol e soiuced fola, st s
During concoitant use of diclofenac pofassium abets wit duretics, observe patents for signs of| 1 toy . Distributed by:
Intervention: " i
2Zydus Pharmaceuticals (USA) Inc.
VARNNGSRene LabororDeivery i
Digoxin
f N
pa igoxi s been reporte AN iciofona he effects o \DS, ncluding Rev: 07124
! and prolong the half-fe of digoxin n
tervention. Duing concomiantuse of dcofe for y Drugs (NSAIDs)
Lithiom What is the most Tshould know icines called N dal A
Drugs (NSAIDs)?
NSAIDs have produced elevations in plasma lithium levels and reductions in renal lithium clearance.
Ciiical Impac: 5%, and the od by|  Based on available dala, diclofenac may be present in human mik. The developmentl and heaith benefts of breastfeeding | s AIDs can cause serious side effects including:

Increased risk of a heart attack or stroke that can lead to death. This risk may happen early in treatment and

" Avoid taking
NSAIDs after a recent heart atack, ,unless your healthcare provider tells you . You may have an increased rsk of

Increased rsk of bleeding, uicers, an tears (perforation) o the esophagus (tube leading from the mouth

'NSAIDS and Salicylates

Jowend of e desmg range, and monitor patients for adverse efects (see WARNINGS; Cardiovascular Thrombotic Events,

Bleeding, Ulceration, and Perforation, Hepatoloxicty, Renal Toxicity and Hyperkalemia, PRECAUTIONS;
LaboratoryMoritoring),

o thatmaycause death

Therskotgettingsnsror lescngincrsses i

o
taking medicines called ‘ wmwﬁevmds' 'ammoagu\ams' *SSRIS", or ‘SNRIS'

funisal

Clinical Impact; risk of Gl toxicty, with ltle or no increase in efiicacy (see WARNINGS; Gastrointestinal Bleeding,
Uiceration, and Perforaton)

Tntervention The concomitantuse of diclofenacwih other NSAIDs or salcylales s notrecommended.

Pemetrexed

Cinical Impact associaled myelosuppression. renal and Gl oxily (see the pemelrexed presciibing nformaton).
Duing concomtant use of diciolenac polassium 1zbiets and pemeliexed. i patents wih renal
impairment whose creatinine clearance ranges from 45 to 79 mLimin, monito for myelosuppression,
renal and Gl toxicy.

Diclofenac s known to be Kidney, and the risk of tothis drug greaterin

taken in dose selection, and it may be useful to monitor renal function (See CLINICAL PHARMACOLOGY, ADVERSE
REACTIONS).

ADVERSEREACTIONS

+ Cardiovascular Thrombotic Events (see WARNINGS)

CYP2C9 Inhibitors or Inducers

AnaphyiacticReactons (see WARNINGS)

Diclofenac is metabolized by Gylochome PA50 enzymes, predominantly by GYP2C9. Co-

e oty of difnac herea coadnirisaton wih CYP2CS inducrs (e i) may lead b
compromised eficacy of dicofenac.

diclofe fora peric . GlBleeding, Ulceration and Perforation (see WARNINGS)
Intervention: the day of, + Hepatotoxicity (see WARNINGS)
+ Hypertension (see WARNINGS)
ves 6., meloxkam, nabumetone), foratleas + RenalToxicity and Hyperkalemia (see WARNINGS)

Hematologic Toxicity (see WARNINGS)

Clinical Trials Experience

o
o o olderage,
o longeruseofNSAIDs o poorhealth
o smoking o advancedliverdisease
o dinkingalcool o bleedingproblems
NSAIDs should only be used:
exactly as prescied
o atthelowestdose possible or yourtreatment
I forthe shortest time needed
WhatareNSAIDs?
lling,
farthrt
‘Who should not take NSAIDs?
DonottakeNSAIDs:
hives, or NSAIDs.

«_ rightbefore or afer heart bypass surgery.

NSAIDs, telly
« havelverorkidney problems

(A dosage adjustment may be warranted when Galfenac is administered with CYP2CO hibiors o
Itervention et oLo

Carcinogenesis, Mutagenesis, Impairment of Fertilty

Carcinogenesis

Long-term carcinogenicity studies in rats given diclofenac sodium up to 2 mgkgiday (approximately 0.1 times the maximum
recommended human dose (MRHD) of dicifenac potassium tablets, 200 mgiday, based on body surface area (BSA)
comparison) have revealed no significant increase in tumor incidence. A 2-year carcinogenicity study conduced in mice

In 718 patiens treated for shorte period, . 2 weeks or \ess with diclofenac pmassmm immediate-release tablets, adverse
nger periods. In a 6-month, double-blind

OL
were simierinnatureand requency.

In patients other NSAIDs,
approximately 1%to10% ofpatients ae:

+ haveasthma

ks of
unborn baby. If you need to take NSAIDs for more than 2 days when you are between 20 and 30 weeks of
pregnancy, your ider may inyour baby. You

are breastfeeding or plan to breastfeed.
Tell your healthcare provider about all of the medicines you take, including prescription or over-the-counter
medicines, vitamins or herbal supplements. NSAIDs and some ofher medicines can interact with each other and cause

males and 1 nstipation, diarthea, dyspepsia, iatulence t
potential, heartbum, nauses, Whatare the possible side effects of NSAIDs?
Mutagenesis Abnormal renal function, anemia, dizziness, edema, elevated liver enzymes, headaches, increased bleeding time, pruritus, | NSAIDS can cause serious side effects, including:

Diclofenac sodium did not show mutagenic activiy in n vitro point mutation assays in mammalan (mouse lymphoma) and
d

rashesand tinnitus,

lethal
Chinese hamsters.
Impairment of Fertlty

Diciofenac sodium administered to male and female rats at 4 mgkg/day (approximately 0.2 times the MRHD based on BSA
comparison) did not ffect fertiit.

Based on the mechanism of action, the use of d NSAIDs, including diclofenac pot tablets, may
delay or prevent rupture of ovarian folicles, wmch has been associated with roversibl inferity in some women. Pubiished
animal studies have shown that administraton of has the potential o

BodyasaWhole: fever, . sepsis

hypertension, tachycardia, syncop

Digestive System: dry mouth, esophagits, gastricipeptic ulcers, gastits, gastrointestinal bleeding, glossits, hematemesis,
hepati,jaundice:
Hemic and Lymphatic System:ecchymosis, eosinophilia, leukopenia, melena, purpura, rectal bleeding, stomatits,
thrombocytopenia

mediated follcular rupture required for vilaton, Smal dudies n women calod wilh NSAIDS ave 2150 hown a oversbe
delay in ovulation. Consider withdrawal of NSAIDs, including diciofenac potassium tablets, in women who have difficulties
nceiving or

nia, confusion, depression, drowsiness, insomnia, malaise, nervousn
paresthesia, somnolence, nremms vertigo

Pregnancy Respiratory System:asthma, dyspnea
RiskSummary . + vomitblood

. ‘moretired or weaker than usual . thereis blood in your bowel movementor it
o and, in some cases, Because of these risks, limit dose and . isblackandstcly ke ar

i imit
uia hematura roteinuriarenalfl - iching - unusualweightgain
O ofdlra posshn it s ey ot 20 and 50 vk o gsston, £ v dkfres s AL SR s & e + yourskinoreyeslookyellow + skinrashorblsterswithfeve
city) ) + indigestion orstomach pain . sweumgolmezrmsznalegs handsandfeet

Premature Closure of etal Ductus Arerosus dealh + fulkesympoms
Useof NSAIDs, e, ot about Jternprog e risk of hypotension, palpiations, vasculitis NSAID,cally
premature closureafthe et duclus aieiosus uctaton i o, verfaiur,vernecross pancreatiis These: NSAIDs. For

s
Oligohydramnios/Neonatal RenalImpairment Hemic pancytopen
Use of NSAIDs at about 20 weeks [ has b dl vith cases of feta renal dysfu ~ DAal 1 00FOA 1088

se s at about 20 weeks gestation or laer n pregnancy has been associated with cases of etal enal dysfunciion " itonal:hy
ok g gnancy s Metabolic andNutritional: yperglyceria B
hallucinations ningit . Aspirin is an NSAID medlcme but it does not increase the chance of a h!aﬂ z(lack Aspirin can cause bleeding in

o i nd trimesters of

See should know led y
Drugs (NSAIDs)?
« neworworsehighbloodpressure
« hearfailre
« liverproblems includingiverfailure
Keneyprtloms nccig ey e
lowredblood cells(anemia)
lfe-hreatening skin Teacions
lfe-hreatening alergic eactions
« Other side effects of NSAIDs include: stomach pain, constipation, diarrhea, gas, heartburn,
nausea, vonitng, izziness

« chestpain « swelingofthe face rthroat
« weakness inone partorsideof yourbady

Respiratory System: respiratory depression, pneumonia

rals, o rabbits
given dicofensc during he period of organogenesi at doses up to approximately 05, 0.5, and 1 times, respeciively, e

imum recommended human dose (MRHD) of diciofenac potassiur tablets, despite the presence of maternal and fetal
toxicityatthese doses (see Data).

Skin g 3 necrosis, erythema muliforme, exfolative dermatits, Stevens-Johnson
syndrome, fixed drug eruption (FDE), urtcaria

‘Special Senses: conjunctivis, hearing impairment

the brain, stomach, andinte

+ Some NSAIDs are sold in lower doses withou a prescription (over-the-counter). Tak to your healthcare provider
before using over-the-counter NSAIDs for more than 10 days.

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use NSAIDs for a

Based on published animal data, prostaglandins have been shown to have an important role in endometrial vascular OVERDOSAGE condition for Y
permeability, i is i Symptoms following acute NSAID overdosages have been typically limited to lethargy, drowsiness, nausea, vomiting, and | have. ltmay harm them.
such as diclofenac, resulted in increased pre-and postimplantation loss. Prostaglandins also have been shown to have an Hypertension, D:
> i but mbof
’ rovider for
impair Event Ulceration  Hypertension, Rena\ i
all 18779938779
Manage patients with symplomatic and supporive care following an NSAID overdosage. There are no specifc antidotes
loss, Inthe U. Consider emesis andior actvated charcoal (50 o 100 gramsin adut, 1 02 grams per kg of body weight n pecalric patents) Manufactured by,
riskof major e i 15%1020%, respectvely. fimes Umedica Laboratories Put, Ltd.
Cinical Considerations hemodialsi Plot No. 221 and 2211, GIDC, I* Phase,
FetaliNeonatalAdverse Reactions proteinbinding. Vapi, Gujarat 396195, INDIA (IND),
Premature ClosureofFetal Ductus Aterosus ! Distibuted by
DOSAGEANDADMINISTRATION Zydus Pharmaceuticals (USA) Inc.

Avoid use of NSAIDS in women at about 30 weeks gestation and laer in pregnancy, because Nsmus including diclofenac
; Fetal Toxicity).

Oligohydramnios/Neonatal Renal mpairment
If

Pennington, NJ 08534

before deciding to use diclofenac potassium tablets. Use the lowest effective dose for the shm‘\est duration consistent with
rat o).

NSAID
duration possible. Ifdiclofenac potassium tablets treatment extends beyond 48 hours, consider monitoring with ulirasound for

anindividual patient sneeds.

(see WARNINGS; FetalToxiiy). For
may find that in some patients 100 mg of tablets, g doses, will provide
Dala betterrelef,
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