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HIGHLIGHTS OF PRESCRIBING INFORMATION . Hepat_otpxicit.y: Inform patients of W_arning signs and symptoms of hepatotoxicity. Discontinue if abnormal liver tests persist or worsen
These highlights do not include all the information needed to use DICLOFENAC POTASSIUM FOR ORAL SOLUTION orif clinical signs and symptoms of liver disease develop (5.3, 8.6, 12.3)
safely and effectively. See full prescribing information for DICLOFENAC POTASSIUM FOR ORAL SOLUTION. . 'I;Inype_trtenbsl,iond: Patients t?gi‘r:g?s)ome antihypertensive medications may have impaired response to these therapies when taking NSAIDs.
. onitor blood pressure (5.4,
DICLOFENAC POTASSIUM for oral solution « Heart Failure and Edema: Avoid use of diclofenac potassium for oral solution in patients with severe heart failure unless benefits are
Initial U.S. Approval: 1988 expected to outweigh risk of worsening heart failure (5.5)
" : « Renal Toxicity: Monitor renal function in patients with renal or hepatic impairment, heart failure, dehydration, or hypovolemia. Avoid use
WARNING: RISK OF SERIOUS CARDIOVASCULAR AND GASTROINTESTINAL EVENTS of diclofenac potassium for oral solution in patients with advanced renal disease unless benefits are expected to outweigh risk of
See full prescribing information for complete boxed warnin, worsening renal function (5.6)
. . p 9 . . P . . 9 . . . » Anaphylactic Reactions: Seek emergency help if an anaphylactic reaction occurs (5.7)
e Non-steroidal anti-inflammatory drugs (NSAIDs) cause an increased risk of serious cardiovascular thrombotic events, including  Exacerbation of Asthma Related to Aspirin Sensitivity: Diclofenac potassium for oral solution is contraindicated in patients with aspirin-
myocardial infarction and stroke, which can be fatal. This risk may occur early in treatment and may increase with duration of use sensitive asthma. Monitor patients with preexisting asthma (without aspirin sensitivity) (5.8)
(5_-1) . L o . . e Serious Skin Reactions: Discontinue diclofenac potassium for oral solution at first appearance of skin rash or other signs of
¢ Diclofenac potassium for oral solution is contraindicated in the setting of coronary artery bypass graft (CABG) surgery (4, 5.1) hypersensitivity (5.9)
o NSAIDs cause an increased risk of serious gastrointestinal (Gl) adverse events including bleeding, ulceration, and perforation of «  Drug Reaction with Eosinophiliaand Systemic Symptoms (DRESS): Discontinue and evaluate clinically (5.10)
the stomach or intestines, which can be fatal. These events can occur at any time during use and without warning symptoms. «  Medication Overuse Headache: Detoxification may be necessary. (5.11)
Elderly patients and patients with a prior history of peptic ulcer disease and/or Gl bleeding are at greater risk for serious Gl events «  Fetal Toxicity: Limit use of NSAIDs, including diclofenac potassium for oral solution, between about 20 to 30 weeks in pregnancy due to
(5.2) the risk of oligohydramnios/fetal renal dysfunction. Avoid use of NSAIDs in women at about 30 weeks gestation and later in pregnancy
e c due to the risks of oligohydramnios/fetal dysfunction and premature closure of the fetal ductus arteriosus (5.12,8.1)
Warni 4P i 59 RECENT MAJOR CHENGES 172004 » Hematologic Toxicity: Monitor hemoglobin or hematocrit in patients with any signs or symptoms of anemia (5.13, 7)
arnings and Precautions (5.
g 69 . ADVERSE REACTIONS
: : - : INDICATIONS AND USAGE o o Most common adverse reactions (>1% and >placebo) were nauseaand dizziness (6.1)
chlofenap potas_smm for oyal solution is a non-steroidal anti-inflammatory drug (NSAID) indicated for the acute treatment of migraine To report SUSPECTED ADVERSE REACTIONS, contact Nivagen Pharmaceuticals, Inc. at 1-877-977-0687 or FDA at 1-800-FDA-1088
it'ta'cks'wnh ofr withoutaurain adults 18 years ofage or older (1) or www.fda.gov/medwatch.
(1):
-Imgiactllgfns;gcuf)?a;siumfororal solutionis notindicated for the prophylactic therapy of migraine DRUG INTERACTIONS
. Saf dpﬁ ) 1 diclof um f | [I) phy b ‘;]ydf gl headache. which i ) Id * Drugs that Interfere with Hemostasis (e.g. warfarin, aspirin, SSRIs/SNRIs): Monitor patients for bleeding who are concomitantly taking
afety and effectiveness of diclofenac potassium for oral solution not established for cluster headache, which is present in an older, diclofenac potassium for oral solution with drugs that interfere with hemostasis. Concomitant use of diclofenac potassium for oral
predominantly male population solution and analgesic doses of aspirin is not generally recommended (7)
DOSAGE AND ADMINISTRATION * ACE Inhibitors and ARBs: Concomitant use with diclofenac potassium for oral solution in elderly, volume depleted, or those with renal
Single 50 mg dose; mix single packet contents with 1to 2 ounces (30 to 60 mL) of water prior to administration impairment may result in deterioration of renal function. In such high risk patients, monitor for signs of worsening renal function (7)
«  Usethe lowest effective dose for shortest duration consistent with individual patient treatment goals (2.1) « Diuretics: NSAIDs can reduce natriuretic effect of loop and thiazide diuretics. Monitor patients to assure diuretic efficacy including
DOSAGE FORMS AND STRENGTHS antinypertensive effects (7)
Packets: Each containina buffered diclof tassium 50 ma bl der (3 ° » Digoxin: Concomitant use with diclofenac potassium for oral solution can increase serum concentration and prolong half-life of digoxin.
ackets: Each containing buffered diclofenac potassium 50 mginasoluble powder (3) Monitor serum digoxin levels (7)
"~ Q
e CONTRAINDICATIONS USE IN SPECIFIC POPULATIONS
¢ Knownhypersensitivity to diclofenac or NSAIDs orany components of the drug product (4) « Infertility: NSAIDs are associated with reversible infertility. Consider withdrawal of diclofenac potassium for oral solution in women who
» History ofasthma, urticaria, or other allergic-type reactions after taking aspirin or other NSAIDs (4) have difficulties conceiving (8.3)
e Inthe setting of (CABG) surgery (4) - . .
WARNINGS AND PRECAUTIONS See 17 for PATIENT COUNSELING INFORMATION and Medication Guide. Revised: 11/2025
FULL PRESCRIBING INFORMATION: CONTENTS* 6 ADVERSE REACTIONS
WARNING: RISK OF SERIOUS CARDIOVASCULAR AND GASTROINTESTINAL EVENTS 6.1 Clinical Trial Experience
1. INDICATIONS AND USAGE 6.2 Postmarketing Experience
2. DOSAGE AND ADMINISTRATION 1. DRUG INTERACTIONS
2.1 Acute Treatment of Migraine 8. USE IN SPECIFIC POPULATIONS
2.2 Non-Interchangeability with Other Formulations of Diclofenac 81 Pregnancy
3. DOSAGE FORMS AND STRENGTHS 8.2 Lactation
. CONTRAINDICATIONS 8.3 Females and Males of Reproductive Potential
5. WARNINGS AND PRECAUTIONS 8.4 Pediatric Use
5.1 Cardiovascular Thrombotic Events 8.5  Geriatric Use
5.2 Gastrointestinal Bleeding, Ulceration, and Perforation 8.6 Hepatic Impa|rment
5.3 Hepatotoxicity 8.7 Renal Impairment
5.4  Hypertension 10.  OVERDOSAGE
5.5 Heart Failure and Edema 11.  DESCRIPTION
5.6 Renal Toxicity and Hyperkalemia 12.  CLINICAL PHARMACOLOGY
5.7 Anaphylactic Reactions B o 12.1 Mechanism of Action
5.8 Exacerbation of Asthma Related to Aspirin Sensitivity 12.3 Pharmacokinetics
. i kin Reaction
59  Serious Skin Reactions A 13, NON-CLINICAL TOXICOLOGY
5.10 Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS) } ) ; ) "
- 13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
5.11 Medication Overuse Headache
512 Fetal Toxicity 14.  CLINICAL STUDIES
5.13 Hematologic Toxicity 16.  HOW SUPPLIED/STORAGE AND HANDLING
5.14 Masking of Inflammation and Fever 17 PATIENT COUNSELING INFORMATION
515 Laboratory Monitoring * Sections or subsections omitted from the full prescribing information are not listed.
FULL PRESCRIBING INFORMATION witharecent MI, monitor patients for signs of cardiac ischemia. Long-term administration of NSAIDs has resulted in renal papillary necrosis  norepinephrine reuptake inhibitors (SNRIs) may increase this risk. Monitor
i . . . . . and other renal injury. Renal toxicity has also been seen in patients in whom  these patients and any patient who may be adversely affected by alterations in
EVA‘;%:'(]IIII‘I?ESTRIIIHS\I{(E\?E;Tg ERIOUS CARDIOVASCULAR AND| 5.2 Gastrointestinal Bleeding, Ulceration, and Perforation renal prostaglandins have a compensatory role in the maintenance of renal  plateletfunction for signs of bleeding [see Drug Interactions (7)].
" : NSAIDs, including diclofenac, cause serious gastrointestinal (Gl) adverse  perfusion. In these patients, administration of an NSAID may cause a dose- . .
Cardiovascular Thromhotic Events events including inflammation, bleeding, ulceration, and perforation of the  dependent reduction in prostaglandin formation and, secondarily, in renal ~ 9-14  Masking of Inflammation and Fever
o Nonsteroidal anti-inflammatory drugs (NSAIDs) cause an increased esophagus, stomach, small intestine, or large intestine, which can be fatal. ~ blood flow, which may precipitate overt renal decompensation. Patients at  The pharmacological activity of diclofenac potassium in reducing
risk of serious cardiovascular thrombotic events, including These serious adverse events can occur at any time, with or without warning ~ greatest risk of this reaction are those with impaired renal function, inflammation, and possibly fever, may diminish the utility of diagnostic signs
myocardial infarction and stroke, which can be fatal. This risk may symptoms, in patients treated with NSAIDs. Only one in five patients who  dehydration, hypovolemia, heart failure, liver dysfunction, those taking indetectinginfections.
occur early in treatment and may increase with duration of use [see|  develop a serious upper Gl adverse event on NSAID therapy is symptomatic. ~ diuretics and ACE inhibitors or ARBs, and the elderly. Discontinuation of L
Warnings and Precautions (5.1)]. Upper Gl ulcers, gross bleeding, or perforation caused by NSAIDs occurred in -~ NSAID therapy is usually followed by recovery to the pretreatment state. 5.15 Laboratory Monitoring
. . Lo - . approximately 1% of patients treated for 3-6 months, and in about 2%-4% of . - . . . . Because serious Gl bleeding, hepatotoxicity, and renal injury can occur
* Diclofenac potassium for oral solution is contraindicated in the |\ \iensq treated for one year. However, even short-term NSAID therapy isnot N0 information is available from controlled clinical studies regarding the use ot \warning symptoms of signs, consider monitoring patients on long-
setting o! coronary artery pypass graft (@:ABG) surgery [see without risk. of diclofenac potassium for oral solution in patients with advanced renal term NSAID treatment with a CBC and a chemistry profile periodically [see
Contraindications (4) and Warnings and Precautions (5.1)]. ) ) ) ' disease. The renal ‘effects of d|c|ofenap potassium foy oral so[ut;on may Warnings and Precautions (5.2, 5.3, 5.6)].
Gastrointestinal Bleeding. Ulceration, and Perforation Risk Factors for Gl Bleeding, Ulceration, and Perforation hasten the progression of renal dysfunction in patients with pre-existing renal
. . R . . i i ior hi i i i disease. Discontinue diclofenac potassium for oral solution if abnormal liver tests or
o NSAIDs cause an increased risk of serious gastrointestinal (Gl Patients with a prior history of peptic ulcer disease and/or Gl bleeding who ) ) ) . .
adverse events including bleeding, ulceralinng, and perluratim(l 0} used NSAIDs had a greater than 10-fold increased risk for developing a Gl Correct volume status in dehydrated or hypovolemic patients prior to  renaltests persistor worsen.
the stomach or intesti hich can be fatal. Th 1 bleed compared to patients without these risk factors. Other factors that ~ nitiating diclofenac potassium for oral solution. Monitor renal function in
e stomach or intestines, which can be fatal. These evenis can | : inain pati ; . atients with renal or hepatic impairment, heart failure, dehydration, or 6-  ADVERSEREACTIONS
occur at any time during use and without warning symptoms. Elderly |  increasethe risk for Gl bleedingin patients treated with NSAIDs include longer P ' ren pat p 3 » deny , ) ) ) A ) -
f . ; P h ; duration of NSAID therapy: concomitant use of oral corticosteroids, aspirin, ~hypovolemia during use of diclofenac potassium for oral solution [see Drug ~ The following serious adverse reactions are discussed in greater detail in
patients and patients with a prior history of peptic ulcer disease py; , aspirin, ; ) N : e - .
andjor GI bleeding are at greater risk for serious Gl events [see| anticoagulants, or selective serotonin reuptake inhibitors (SSRI); smoking; Interactions (7)]. Avoid the use of diclofenac potassium for oral solution in - other sections of the labeling: ) )
Warnings and Precautions (5.2)] use of alcohol; older age; and poor general health status. Most postmarketing pattlentshv#]th _a?(vafnced renal dlseaﬁe upless”tg_elbfneflts atre e_xpe?ted ml +  Cardiovascular Thrombotic Events [see Warnings and Precautions
i reports of fatal Gl events occurred in elderly or debilitated patients. ~Outweighthe risk of worsening renal function. It diclofenac potassium for ora (5.1)]
1. INDICATIONS AND USAGE Additionally, patients with advanced liver disease and/or coagulopathy areat ~ Solution is used in patients with advanced renal disease, monitor patients for Gl Bleeding, Ulceration and Perforation [see Warnings and
Diclofenac potassium for oral solution is indicated for the acute treatment of ~ ncreasedrisk for Gl bleeding. signs of worsening renal function. Precautions (5.2)] ) )
migraine attacks with or withoutaurain adults (18 years of age or older). Strategies to Minimize the Gl Risk in NSAID-treated patients: Hyperkalemia : :epatotox!mty [seeMl;I/arq/ngs a/;thPrecault/ons (5{.{3}]
Limitations of Use: . Use the lowest effective dosage for the shortest possible duration. Increases in serum potassium concentration, including hyperkalemia, have ypertension [see Warnings and Precautions (5.4)]
«  Diclofenac potassium for oral solution is not indicated for the «  Avoid administration of more than one NSAID ata time. been reported with use of NSAIDs, even in some patients without renal *  HeartFailureand Edema [see Warnings and Precautions (5.5)]
prophylactic therapy of migraine. «  Avoid use in patients at higher risk unless benefits are expected to IMPpairment. In patients with normal renal function, these effects have been R;gal Toxicity and Hyperkalemia [see Warnings and Precautions
. The safety and effectiveness of diclofenac potassium for oral solution outweigh the increased risk of bleeding. For high risk patients, as well  attributedtoahyporeninemic-hypoaldosteronism state. (5.6)] ) ) )
have not been established for cluster headache, which is present in an as those with active Gl bleeding, consider alternate therapies other 5 7 Anaphylactic Reactions . Anaphylact_lc React]ons [see Warn(ngsandPrecaut{ons (5.7)]
older, predominantly male population. than NSAIDs. D-' Iof has b iated with hviacti ions in patients with . Serious Skin Reactions [see Warnings and Precautions (5.9)]
. Remain alert for signs and symptoms of Gl ulceration and bleedin iclotenac nas been assoclated with anapnylactic reactions in patients with - Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS)
2. DOSAGEAND ADMINISTRATION during NSAIDtheragy. ymp 9 and without known hypersensitivity to diclofenac and in patients with aspirin- [see Warnings and Precautions (5.10)]
2.1 Acute Treatment of Migraine . If a serious Gl adverse event is suspected, promptly initiate evaluation ?zrl%l}uve asthma [see Contraindications (4) and Warnings and Precautions Medication Overuse Headache [see Warnings and Precautions (5.11)]
Administer one packet (50 mg) of diclofenac potassium for oral solution for and treatment, and discontinue diclofenac potassium for oral solution e . Hematologic Toxicity [see Warnings and Precautions (5.13)]
the acute treatment of migraine. Empty the contents of one packet into a cup untila serious Gl adverse eventis ruled out. Seek emergency help if an anaphylactic reaction occurs. 6.1 Clinical Trials Experience
containing 1 to 2 ounces (30 to 60 mL) of water, mix well and drink *® In the setting of concomitant use of low-dose aspirin for cardiac . - - .
immediatgly, ¢ ) prophylaxis, monitor patients more closely for evidence of Gl bleeding  9-8  Exacerbation of Asthma Related to Aspirin Sensitivity Because clinical trials are conducted under widely varying conditions, adverse
_ [see Drug Interactions (7)]. A subpopulation of patients with asthma may have aspirin-sensitive asthma ~ reaction rates observed in the clinical trials of a drug cannot be directly
Do not use liquids other than water. 53 Hepatotoxicity which may include chronic rhinosinusitis complicated by nasal polyps; gﬁ)mptaredgmth re:jtgs in thtg clinical trials of another drug and may not reflect
M ’ : . ) - severe, potentially fatal bronchospasm; and/or intolerance to aspirin and € rates observed in practice.
Taking diclofenac potassium for oral solution with food may cause a reduction ) ) ) — " i o
in effectiveness compared to taking diclofenac potassium for oral solution on  E/evations of ane or more liver tests may occur during therapy with diclofenac  other NSAIDs. Because cross-reactivity between aspirin and other NSAIDS 0 oaery ot 2 single dose of diclofenac potassium for oral solution was
an empty stomach [see Clinical Pharmacology (12.3)]. potassium for oral solution. These laboratory abnormalities may progress,  has been reported in such aspirin-sensitive patients, diclofenac potassiumis o - 0% s placebo-controlled trials with a total of 634 migraine patients
.3)]. n?ay persis(tl, or r[r]]ay;nly be ;ransient Iwith cfonr:inued thleE;ElpLyN]Border;ine ccomtral‘ngllca;gd |r(14);}a\1l\|/ehmsdyv:1r; this f?rm. of faspmrll sler;.smyny [gz_ae treated with diclofenac potassium for oral solution for a single migraine
Use the lowest effective dose for the shortest duration consistent with  elevations (less than 3 times the upper limit of the normal range) or ontraindications (4)]. When diclofenac potassium for oral solution is used in - L . > h
individual patient treatment goals. The safety and effectiveness of a second ~ greater elevations of transaminases ocourred in about 15% of diclofenac-  patients with preexisting asthma (without known aspirin sensitivity), monitor Bgff:;ﬂ; Following lsrgm;mo"rv'm:ﬁfggﬁ&gﬁﬁﬁm,rﬁ'ﬁgﬁfﬁ'ﬁ'&ﬁggg
dose have not been established. treated pa(tiieg}s. tgf the.tme.\rkerfsll of hepatic function, ALT (SGPT) is patients for changes in the signs and symptoms of asthma. tablets [as a controll), 5 subjects (0.8%) withdrew from the studies: following
o i i recommended for the monitoring of liver injury. . . . e 0\ ’
2.2 Non-Interchangeability with Other Formulations of Diclofenac 5.9  Serious Skin Reactions placebo exposure, 1 subject (0.2%) withdrew.
Different formulations of oral diclofenac (e.g., diclofenac potassium for oral wsglinsi%acl)}rials, mea(;]i_ngfgl elte\zlg/tior;s (i.e., f.“"fte lthz;n%{t]imet_s ”;e UtLN) of - NSAIDs, including diclofenac, can cause serious skin adverse reactions such  The most common adverse reactions (i.e., that occurred in 1% or more of
solution, diclofenac sodium enteric-coated tablets, diclofenac sodium 1= Ejuring)troeg?#]rergt (;[\]L%rv(;;s no?r?]ezgﬁigélmgllesytudies) [I)r?alflno;:n-ls;?kggle as exfoliative dermatitis, Stevens-Johnson Syndrome (SJS), and toxic diclofenac potassium for oral solution-treated patients) and more frequent
extended-release tablets, or diclofenac potassium immediate-release tablets) 1o 1® e T gt e S 6 months. patients. were epidermal necrolysis (TEN), which can be fatal. NSAIDs can also cause fixed  with diclofenac potassium for oral solution than with placebo were nausea and
may not be bioequivalent even if the milligram strength is the same. Therefore, : U0 D : : . drug eruption (FDE). FDE may present as a more severe variant known as  dizziness (see Table 1).
itis not possible to convert dosing from any other formulation of diclofenacto ~ Monitored at 8 weeks and 1,200 patients were monitored again at 24 weeks.  generalized bullous fixed drug eruption (GBFDE), which can be life-
diclofenac potassium for oral solution Meaningful elevations of ALT and/or AST occurred in about 4% of the 3,700 threatening. These serious events may occur without warning. Inform  Table 1: Ad Reactions With Incid 1% and Greater Than Placebo
' patients and included marked elevations (>8 times the ULN) in about 1% of  patients about the signs and symptoms of serious skin reactions, and to  in Studies 1and 2 Combined
8.  DOSAGEFORMSANDSTRENGTHS the 3,700 patients. In this open-tabel study, a higher incidence of borderliné - gisgontinue the use of diclofeniac potassium for oral solution at the first  [Adverse Reactions | Diclofenac Potassium for Oral Solution | Placeho
Diclofenac potassium for oral solution USP is available in individual packets (1858 thﬁ’" 3Ltl|\|mels the.ULN),fogeraXes(? 8 times the ULN), and marked (>8  3pnearance of skin rash or any other sign of hypersensitivity. N-634 N-546
each designed to deliver a 50 mg dose when mixed in water. times the ULN) elevations of ALT or AST was observed in patients receiving - p;eyoenac potassium for oral solution is contraindicated in patients with Gastrointestinal
diclofenac when compared to other NSAIDs. Almost all meaningful elevations previous serious skin reactions to NSAIDs [see Contraindications (4)]. astrointestina
4. CONTRAINDICATIONS in transaminases were detected before patients became symptomatic [see : Nausea 3% 2%
Diclofenac potassium for oral solution is contraindicated in the following ~ Warnings and Precautions (5.15)]. 5.10 Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS) Nervous System
Panent?(. h L hlacti ) A serious skin | ~onormal tests occurred during the first 2 months of therapy with diclofenag  Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS) has been ~ |_Dizziness 1% 0.5%
fown ypersensiiivity (e.g., anaphylactic reactlons and serious $kin -~ in 42 of the 51 patients in all trials who developed marked transaminase ~ reported in patients taking NSAIDs such as diclofenac potassium for oral  The most common adverse events resulting in discontinuation of patients
rVeVactlpns) to dF',G otenac or a”¥ components of the drug product /sé¢  glevations. In postmarketing reports, cases of drug-induced hepatotoxicity ~ solution. Some of these events have been fatal or life-threatening. DRESS  following diclofenac potassium for oral solution dosing in controlled clinical
Varnings and Precautions (5.7, 5.9)] ) . have been reported in the first month, and in some cases, the first2 months of ~ typically, although not exclusively, presents with fever, rash, trials were urticaria (0.2%) and flushing (0.2%). No withdrawals were due toa
. H|gtow of_ asthma, urticaria, or other aIIerglc-type reactions aftgr NSAID therapy, but can occur atany time during treatment with diclofenac. lymphadenopathy, and/or facial swelling. Other clinical manifestations may  serious reaction.
taking aspirin or other NSAIDs. Severe, sometimes fatal, anaphylactic . . X . include hepatitis, nephritis, hematological abnormalities, myocarditis, or . .
reactions to NSAIDs have been reported in such patients [see Postmarketing surveillance has reported cases of severe hepatic reactions,  myositis. Sometimes symptoms of DRESS may resemble an acute viral 6.2 Postmarketing Experience
Warnings and Precautions (5.7, 5.8)] including |IV8|( ne?f,(iS'Sy éaundlcf,hfulmmant hepatitis W'“|1 and letlhl?Ut infection. Eosinophilia s often present. Because this disorder is variable inits  The following adverse reactions have been identified during post approval use
. In the setting of coronary artery bypass graft (CABG) surgery [see Iaundice, and liver failure. Some of these reported cases resulted in fatalities  presentation, other organ systems not noted here may be involved. It is  of diclofenac or other NSAIDs. Because these reactions are reported
Warnings and Precautions (5.1)] orlivertransplantation. important to note that early manifestations of hypersensitivity, such as fever  yoluntarily from a population of uncertain size, it is not always possible to
5. WARNINGS AND PRECAUTIONS Inform patients of the warning signs and symptoms of hepatotoxicity (e.g., 2.;'%?2?1‘;??&%22"3;?% Do present even thouph fash i gg{:s"s'ﬂfn'ffgrsgg‘l Lexl:)%bslzrzstlmate their frequency or establish a causal relationship to drug
5.1  Cardiovascular Thrombotic Events tnaudsea, fatlgue,dlespla[% g|arrheei, prurmffs, Jlalund||ce,.r|ght updper qua?rant solutionand evaluate the patient immediately. :
Ci | trials of | COX-2 sel d | NSAIDs of Ge()r:1S?Srtneensts\’lviatll:| Iiverudils:asgydn;\ee?orgshr if (s:ylgtlecﬁﬂcSlr%giifzgtatisg/rrgpoggasr 5.11 Medication O Headach Adverse Reactions Reparted With Diclofenacand Other NSAIDs
inical trials of several GOX-2 selective and nonselective s of up to it cop A1 1 SY : : edication Qveruse Headache In patients taking diclofenac or other NSAIDs, the most frequently reported
three years duration have shown an increased risk of serious cardiovascular gtglgu.t,ioenoisr;]nrgggilggl raas:d e;(r:f'())'”gIiiﬁmlcr;lfgvgiﬁlzﬁ{ggf}tﬁgta:tsileunT for oral ¢ eruse of acute migraine drugs (e.g., ergotamine, triptans, opioids, adverse reactions occurring in approximately 1%-10% of patients are: Gl
(CV) thrombotic events, including myocardial infarction(MI) and stroke, y,andp patient. nonsteroidal anti-inflammatory drugs or combination of these drugs for 10or  reactions (including abdominal pain, constipation, diarrhea, dyspepsia,
which can be fatal. Based on available data, it is unclear that the risk for GV 14 minimize the potential risk for an adverse liver-related event in patients ~ more days per month) may lead to exacerbation of headache (medication  flatulence, gross bleeding/perforation, heartburn, nausea, Gl ulcers
thrombotic events is similar for all NSAIDs. The relative increase in serious GV yreateq with diclofenac potassium for oral solution, use the lowest effective  overuse headache). Medication overuse headache may present as migraine-  [gastric/duodenall, and vomiting), abnormal renal function, anemia,
thrombotic events over baseline conferred by NSAID use appears to be similar 0«00 the shortest duration possible. Exercise caution when prescribing  like daily headaches or as a marked increase in frequency of migraine attacks. ~ dizziness, edema, elevated liver enzymes, headaches, increased bleeding
in those with and without known GV disease or risk factors for CV disease.  giciofenac potassium for oral solution with concomitant drugs that are known  Detoxification of patients, including withdrawal of the overused drugs and time, pruritus, rashes, and tinnitus.
However, patients with known GV disease or risk factors had ahigher absolute 14"y "potentially hepatotoxic (e.g., acetaminophen, certain antibiotics, treatment of withdrawal symptoms (which often includes a transient  Other less frequently occurring adverse reactions identified during post
incidence of excess serious CV thrombotic events, due to their increased  ptiepileptics). Caution patients to avoid taking nonprescription  worsening of headache) may be necessary. approval use of diclofenac and other NSAIDs include fixed drug eruption [see
baseline rate. Some observational studies found that this increased risk of - 5cetaminophen-containing products while using diclofenac potassium for - Warnings and Precautions (5.9)].
serious GV thrombotic events began as early as the first weeks of treatment. 1 sojution 5.12 Fetal Toxicity
The increase in CV thrombotic risk has been observed most consistently at ‘ Premature Closure of Fetal Ductus Arteriosus Additional adverse reactions reported in patients taking NSAIDs include
higher doses. 5.4 Hypertension Avoid use of NSAIDs, including diclofenac potassium for oral solution, in ~ 0ccasionally: A )
To minimize the potential risk for an adverse CV event in NSAID-treated ~ NSAIDS, including diclofenac potassium for oral solution, can lead to new  pregnant women at about 30 weeks gestation and later. NSAIDs, including Body asaWhole: Fever, infection, sepsis ) )
patients, use the lowest effective dose for the shortest duration possible.  Onset of hypertension or worsening of pre-existing hypertension, either of  diclofenac potassium for oral solution, increase the risk of premature closure ~ Cardiovascular System: Congestive heart failure, hypertension, tachycardia,
Physicians and patients should remain alert for the development of such  Which may contribute to the increased incidence of CV events. Use NSAIDs,  of the fetal ductus arteriosus at approximately this gestational age. syncope
events, throughout the entire treatment course, even in the absence of including diclofenac potassium for oral solution, with caution in patients with ) ) ) Digestive System: Dry mouth, esophagitis, gastric/peptic ulcers, gastritis,
previous CV symptoms. Patients should be informed about the symptoms of ~ hypertension. Monitor blood pressure closely during the initiation of NSAID Oligoh dramnlo_s/Neonatal _Renal Im airment . gastrointestinal bleeding, glossitis, hematemesis, hepatitis, jaundice
serious CV events and the steps to take if they occur. treatmentand throughout the course of therapy. Use of NSAIDs, including diclofenac potassium for oral solution, atabout 20 Hemic and Lymphatic System: Ecchymosis, eosinophilia, leukopenia,
) ) ) o Patients taking angiotensin converting enzyme (ACE) inhibitors, thiazides, or ~ Weeks gestation or later in pregnancy may cause fetal renal dysfunction  melena, purpura, rectal bleeding, stomatitis, thrombocytopenia
There is no consistent evidence that concurrent use of aspirin mitigates the  |oop diuretics may have impaired response to these therapies when taking ~ '€ading to oligohydramnios and, in some cases, neonatal renal impairment. —yyo.p oo o ritional: Weight changes
increased risk of serious GV thrombotic events associated with NSAID use.  NSAIDs fsee Drug Interactions (7)]. These adverse outcomes are seen, on average, after days to weeks of W i theni fusion. d ion. d
The concurrent use of aspirin and an NSAID, such as diclofenac, increases the treatment, although oligohydramnios has been infrequently reported as soon ~ NervOUS_oysiem. Anxiety, asthenia, confusion, depression, dréeam
risk of serious gastrointestinal (Gl) events [see Warnings and Precautions 5.5  HeartFailure and Edema as 48 hours after NSAID initiation. gg&Ogg?:;'é'sst’rednzg‘?’;'cee;?éo'”Som"'a' malaise, nervousness, paresthesia,
(5.2)]. The Coxib and traditional NSAID Trialists' Collaboration meta-analysis of ~ Oligohydramnios is often, but not always, reversible with treatment o @ /e & e dyspnea
' ) ) piratory System: ,
Status Post Goronary Artery Bypass Graft (CABG) Surger randomized controlled trials demonstrated an approximately two-fold ~discontinuation. Gomplications of prolonged oligohydramnios may, for * ) h " o
increase in hospitalizations for heart failure in COX-2 selective-treated example, include limb contractures and delayed lung maturation. In some ~ Skinand Appendages: Alopecia, photosensitivity, sweating increased
Two large, controlled clinical trials of a COX-2 selective NSAID for the  patients and nonselective NSAID-treated patients compared to placebo-  Postmarketing cases of impaired neonatal renal function, invasive procedures  Special Senses: Blurred vision
.treatmené of p?:jln in thefflrst 10-1d4 1|1a.ysf folltpW|ng %AB'? skurg%é;f\(lnsnd an treated patients. In a Danish National Registry study of patients with heart ~ suchas exchange transfusion or dialysis were required. Urogenital System: Cystitis, dysuria, hematuria, interstitial nephritis,
increased incidence of myocardial infarction and stroke. s are i i i italizati i iguri i inuri i
sed I my and s failure, NSAID use increased the risk of MI, hospitalization for heart failure, ¢ noaiD treatment is necessary between about 20 weeks and 30 weeks oliguria/polyuria, proteinuria, renal failure
contraindicated in the setting of CABG [see Contraindications (4)]. and death. ) catmer ! ) - . . . X
gestation, limit diclofenac potassium for oral solution use to the lowest ~ Otheradverse reactions in patients taking NSAIDs, which occur rarely, are:
Post-MI Patients Additionally, fluid retention and edema have been observed in some patients ~ effective dose and shortest duration possible. Consider ultrasound  BodyasaWhole: Anaphylactic reactions, appetite changes, death
Observational studies conducted in the Danish National Registry have treated with NSAIDs. Use of diclofenac may blunt the CV effects of several ~ monitoring of amniotic fluid if diclofenac potassium for oral solution  Cardiovascular System: Arrhythmia, hypotension, myocardial infarction,
demonstrated that patients treated with NSAIDs in the post-MI period wereat ~ therapeutic agents used to treat these medical conditions (e.g., diuretics, ACE ~ treatment extends beyond 48 hours. Discontinue diclofenac potassium for  paipitations, vasculitis
increased risk of reinfarction, CV-related death, and all-cause mortality i(n;;i]bitors, or angiotensin receptor blockers [ARBs]) [see Drug Interactions g;glctsigéu[t;gggsgl;g%r;yeticﬁiglggz)sug?%r?ga;1)d]follow up according to clinical Digestive System: Colitis, eructation, liver failure, pancreatitis
beginning in the first week of treatment. In this same cohort, the incidence of g - Hemic and Lymphatic System: Agranulocytosis, hemolytic anemia, aplastic
death in the first year post-MI was 20 per 100 person years in NSAID-treated Avoi : ; - ) . i ici anemia, lymphadenopathy, pancytopenia
! h i void the use of diclofenac potassium for oral solution in patients with severe ~ 5.13 Hematologic Toxicity o 10 g !
pgi:ggg /C\ﬂ?opl?rﬁ(ih?agszolﬁferr;tgoofp(?ergtohndggleilrzsedlgogoer:/v'al;/-!f[t)efmof?fs(i heart failure unless the benefits are expected to outweigh the risk of ~ Anemia has occurred in NSAID-treated patients. This may be due to occultor ~ Metabolicand Nutritional: Hyperglycemia o
pear ost-MI thge increased relative risk of death in NSAID users persisted worsening heart failure. If diclofenac potassium for oral solution is used in  gross blood loss, fluid retention, or an incompletely described effect upon  Nervous System: Convulsions, coma, hallucinations, meningitis
)(;ver;?tleasltﬁe nextfour vears of follow-u P patients with severe heart failure, monitor patients for signs of worsening  erythropoiesis. If a patient treated with diclofenac potassium for oral solution  Respiratory System: Respiratory depression, pneumonia
Y P- heartfailure. has any signs or symptoms of anemia, monitor hemoglobin or hematocrit. Skin and Appendages: Angioedema, toxic epidermal necrolysis, erythema
Avoid the use of diclofenac potassium for oral solution in patients with a 5.6  Renal Toxicity and Hyperkalemia NSAIDs, including diclofenac potassium, may increase the risk of bleeding ~ multiforme, exfoliative dermatitis, Stevens-Johnson syndrome, [see
recent M unless the benefits are expected to outweigh the risk of recurrent cv o events. Concomitant use of warfarin and other anticoagulants, antiplatelet ~ Warnings and Precautions (5.9)] , urticaria
thrombotic events. If diclofenac potassium for oral solution is used in patients  Renal Toxicit agents (e.g., aspirin), and serotonin reuptake inhibitors (SSRIs) and serotonin  Special Senses: Conjunctivitis, hearing impairment
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Oligohydramnios/Neonatal Renal Impairment: Race: There are no pharmacokinetic differences due to race. Medication Guide
If an NSAID is necessary at about 20 weeks gestation or later in pregnancy,  Hepatic Impail tThe li taboli Imost 100% of diclofenac: there i Diclofenac Potassium (dye kloe’ fen ak poe tas’ ee um) for Oral
7. DRUG INTERACTIONS e - H . patic Impairment: Ine liver metanolizes almos 0 Ot aiclotenac; thereis Pt
See Table 2 for clinicall significant drug interactions with diclofenac limit the use to the lowest effective dose and shortest duration possible. If  insufficient information available to support dosing recommendations for
vsig g : diclofenac potassium for oral solution treatment extends beyond 48 hours, iclofenac potassium for oral solution in patients with hepatic insufficiency | What is the most important information I should know about diclofenac
Table 2: Clinically Significant Drug Interactions with Diclofenac consider monitoring with ultrasound for oligohydramnios. If oligohydramnios  see Warnings and Precautions (5.3) and Use in Specific Populations (8.6)]. potassium for oral solution?
occurs, discontinue diclofenac potassium for oral solution and follow up — por i h it 10 Datients with  impai t (inulin cl 60-90 Diclof tassium f | soluti tains diclof
Drugs That Infetfere with Hemastasis according o clinical practice (see Data). enal Impairment: In patients with renal impairment (inulin clearance , iclofenac potassium for oral solution contains diclofenac (a non-
h : . 30-60, and <30 mL/min; N=6 in each group), AUC values and elimination rate steroidal anti-inflammatory drug or NSAID).
« Diclofenac and anticoagulants such as warfarin have a Laboror Delivery were comparable to those in healthy subjects [see Warnings and Precautions | NSAIDs, including diclofenac potassium for oral solution, can cause
synergistic effect on bleeding. The concomitant use of ; ) ) _ ) (5.6) and Use in Specific Populations (8.7)]. serious side effects, including:
diclofenac and anticoagulants have an increased risk of ;?Eeng;ﬁ?ts grfn%'r?'grfee”anckﬁgtaﬁs:g'?a{()srtoéaéssorlrlg'tg?ng? ;agg;apedtge#g?.\ﬁ)élsn Drug Interaction Studies e Increased risk of a heart attack or stroke that can lead to death. This
i i i wi unknown. udies, XpOSUu , : ¢ ‘ i
sler:]ous bleeding compared to the use of either drug as with other drugs known to inhibit prostaglandin synthesis, increased the  Aspirin: When NSAIDs were administered with aspirin, the protein binding of risk mayttr:qppen ezlirlyl;ntreatmgt/\eigd maynerease.
aone. ) ) incidence of dystocia, delayed parturition, and decreased pup survival. NSAIDs were reduced, although the clearance of free NSAID was not altered. 0 withincreasing doses 0 S
Clinical Impact: |*  Serotonin release by platelets plays an important role in The clinical significance of this interaction is not known. See Table 2 for 0 withlongeruse of NSAIDs
hemostasis. Case-control and cohort epidemiological|  Data clinically significant drug interactions of NSAIDs with aspirin [see Drug | Do not take NSAIDs, including diclofenac potassium for oral solution,
studies showed that concomitant use of drugs that Human Data Interactions (7)]. right before or after a heart surgery called a “coronary artery bypass
A i NSAID, nin e potssum o s st
alone. Published literature reports that the use of NSAIDs at about 30 weeks of  13.1  Carcinogenesis, Mutagenesis, and Impairment of Fertility after a recent heart attack, unless your healthcare provider tells you to.
: : : : : gestation and later in pregnancy may cause premature closure of the fetal Carcinogenesis You may have an increased risk of another heart attack if you take NSAIDs
Monitor patients with concomitant use of diclofenac| ductusarteriosus. Lona . ity studies in rats given diclof di 02 aftera recent heart attack.
; ; ; ; ) ) ) ong term carcinogenicity studies in rats given diclofenac sodium up to . . .
D or antiaiatlor aaens. (0.9 aome) soesiss|  Oligohyoramnios/Neonatal Renal Impairment mg/kg/day (lss than the recommended human dose [RHD] of 50 mg/dayona | *  Increased risk of bleeding, ulcers, and tears (perforation) of the
Intervention: 1), antipiatelet age 9. aspirin), Y8 Published studies and postmarketing reports describe maternal NSAID useat  body surface area [mg/m?] basis) have revealed no significant increases in esgq fg‘:? (tube leading from the mouth to the stomach), stomac
serotonin reuptake inhibitors (SSRIs), and serotonin| 50,1+ 20 wegks gestation or later in pregnancy associated with fetal renal  tumor incidence. There was a slight increase in benign mammary andintestines:
norepinephrine reuptake inhibitors (SNRIs) for signs of|  dysfunction leading to oligohydramnios, and in some cases, neonatal renal  fibroadenomas in mid-dose treated (0.5 mg/kg/day or 3 mg/m’/day) female 0 anytimeduring use
bleeding [see Warnings and Precautions (5.13)] impairment. These adverse outcomes are seen, on average, after days to  rats (high-dose females had excessive mortality), but the increase was not 0 withoutwarning symptoms
Aspirin weeks of treatment, although oligohydramnios has been infrequently sign(}fican(} for this colmmond relltftumor.dA 2-yeé1r carcino%egicity/kstllédy o thatmay cause death
— - - reported as soon as 48 hours after NSAID initiation. In many cases, butnotall,  conducted in mice employing diclofenac sodium at doses up to 0.3 mg/kg/day i i ina ith.
Controlled clinical studies showed that the concomitant use|  tne decrease in amniotic fluid was transient and reversible with cessation of  (less than the RHD on a mg/m* basis) in males and 1 m/kg/day (less than the Therisk ufgetill:\lgtanult;ertorble:d:ng mcreatsesmr:h. intestinal bleedi
of NSAIDs and analgesic doses of aspirin does not produce|  the drug. There have been a limited number of case reports of maternal NSAID  RHD onamg/m? basis) in females did not reveal any oncogenic potential. O PgA g 2c ulcers, or stomach orintestinal bleeding
any greater therapeutic effect than the use of NSAIDs alone. use and neonatal renal dysfunction without oligohydramnios, some of which . . e — o N
. In a clinical study, the concomitant use of an NSAID and|  Were irreversible. Some cases of neonatal renal dysfunction required ~ Mutagenesis o o ) o taking medicines called “corticosteroids”, “anticoagulants”,
Clinical Impact: aspirin was associated with a significantly increased treatment with invasive procedures, such as exchange transfusion or dialysis. ~ Diclofenac sodium was not genotoxic in in vitro (reverse mutation in bacteria . SSRISV ,or“SNRIs
incidence of Gl adverse reactions as compared 1o use of the Methodological limitations of these postmarketing studies and reports ~ [Ames], mouse lymphoma tk) or in in vivo (including dominant lethal and o increasing doses of NSAIDs o olderage
° : include lack of a control group; limited information regarding dose, duration, ~ male germinal epithelial chromosomal aberration in Chinese hamster) o longer use of NSAIDs o poor health
NSAID alone [see Warnings and Precautions (5.2) and|  ang timing of drug exposure; and concomitant use of other medications. ~ assays. o smoking o advanced liver disease
Clinical Pharmacology (12.3)]. These limitations preclude establishing a reliable estimate of the risk of . " drinking alcohol bleedi bl
- - - - ; Impairment of Fertility 0 rinking alcoho 0 Dbieeding problems
Concomitant use of diclofenac potassium for oral solution| adverse fetal and neonatal outcomes with maternal NSAID use. Because the ; - Diclofenac potassium for oral solution should only be used:
and analgesic doses of aspirin is not generally| Published safety data on neonatal outcomes involved mostly preterm infants, Diclofenac sodium administered to male and female rats at 4 mg/kg/day (less ! v :
Intervention: recommended because of the increased risk of bleeding the generalizability of certain reported risks to the full-term infant exposed to thanthe RHD onamg/m’ basis) did not affect fertility. 0 exactlyas prescribed .
[see Warnings and Precautions (5.13)]. NSAIDs through maternal use is uncertain. 14.  CLINICALSTUDIES g ?;:l:ﬁelt;vhvsiteds?;empeoses;tyxoryourtreatment
ACE Inhibitors, Angiotensin Receptor Blockers, and Beta-Blockers Animal Data The efficacy of diclofenac potassium for oral solution in the acute treatment of — - -
~ NSAIDs may diminish the antihvoertensive effect of Oral administration of diclofenac sodium to pregnant mice and rabbits during ~ Migraine headache was demonstrated in two randomized, double-blind, Whatis diclofenac potassium for oral solution?
iotensi v " VP ACE) Inhibit organogenesis resulted in embryofetal toxicity at oral doses of upto20and 10 Placebo-controlled trials. Diclofenac potassium for oral solution is a prescription medicine used to
angiotensin converting enzyme (ACE) inhibitors,| ooy a7day"(up to approximately 2 and 4 times, respectively, the Patient lled in these two trial dominantly female (85%) ang | treat migraine attacks in adults. It does not prevent or lessen the number of
angiotensin receptor blockers (ARB), or beta-blockers|  recommended human dose [RHD] of 50 mg/day, based on body surface area - atients enrolled in these two trials were predominantly female (85%) an migraines you have, and it is not for other types of headaches. Diclofenac
(including propranolol). [ma/m?). In rats, oral administration of diclofenac at doses of up to 10 WNité (86%), with a mean age of 40 years (range: 18 to 65). Patients were | potassium for oral solution contains diclofenac potassium (a non-steroidal
g/m 1) ’ : ; Up to. instructed to treat a migraine of moderate to severe pain with 1 dose of stud i
. In patients who are elderly, volume-depleted (including|  mg/kg/day (up to approximately 2 times the RHD on a mg/m’ basis) during 2 e O te B e\?aluated their headache pain g hours later Associatez anti-inflammatory drug or NSAID).
Clinical Impact: those on diuretic therapy), or have renal impairment,| ~ Organogenesis resulted in increased embryofetal mortality and reduced fetal toms of hotophobia. and ph ph bi Iso evaluated. | How should I take diclof tassium Isolution?
0S8 o1 TS v mpa body weights. symptoms of nausea, photophobia, and phonophobia were also evaluated. In ow should | take diclofenac potassium for oral solution?
co-administration of an NSAID with ACE inhibitors or addition, the proportion of patients who were “sustained pain free”, definedas | Take diclofenac potassium for oral solution exactly as your healthcare
ARBs may result in deterioration of renal function,| 82 [Lactation areduction in headache severity from moderate or severe pain to no pain at 2 provider tells you to take it.
including possible acute renal failure. These effects are ) hours post-dose without a return of mild, moderate, or severe pain and no use ) _ ) o
usually reversible. Risk Summary of rescue medication for 24 hours post-dose, was also evaluated. In these | Take 1 dose of diclofenac potassium for oral solution to treat your migraine
- - - - Data from published literature reports with oral preparations of diclofenac ~ Studies, the percentage of patients achieving pain freedom 2 hours after | headache:
* During concomitant use of diclofenac potassium for| inqicate the presence of small amounts of diclofenac in human milk. Thereare  treatment and sustained pain freedom from 2 to 24 hours post-dose was |  remove onesingle dose packet
oral solution and AGE-inhibitors, ARBs, or beta-| no data on the effects on the breastfed infant, or the effects on milk significantly greater in patients who received diclofenac potassium for oral |« gpen packet only when you are ready to use it
blockers, monitor blood pressure to ensure that the|  production. The developmental and health benefits of breastfeeding should be ~ solution compared with those who received placebo (see Table 3). The . empty contents of packet into 1 to 2 ounces (30 to 60 mL) of water
desired blood pressure is obtained. considered along with the mother's clinical need for diclofenac potassium for ~ percentage of patients achieving pain relief 2 hours after treatment (definedas | | mixpwyell and drink{)he watlerand owduer mix(ture )ofw
Intervention: « During concomitant use of diclofenac potassium for| ~oral solution and any potential adverse effects on the breastfed infant from @ reduction in headache severity from moderate or severe pain to mild or no andp
i oral solution and AGE-inhibitors or ARB in patients| diclofenac potassium for oral solution or from the underlying maternal ~ pain) was also significantly greater in patients who received diclofenac |+ throw away empty packet in a safe place and out of the reach of
e condition. potassium for oral solution compared with those who received placebo (see children.
who are eI‘derIy, vo_lume-dep_leted, or have .lmpalred Table 3). e taking diclofenac potassium for oral solution with food may cause a
renal function, monitor for signs of worsening renal| 8.3  Females and Males of Reproductive Potential . i . ) ) reduction in effectiveness compared to taking diclofenac potassium
function [see Warnings and Precautions (5.6)]. Infertilit ;?3::1gkpfrznf'ﬁlfff;o;::'z'eﬂmggiﬁ#ﬁ?;mﬂ:mg?:gafnﬁ:ﬁmd Pain for oral solution on an empty stomach
Diuretics . , | Fomales " Dicofera PolSSm G OrATSCian TPTAGEET] | by you! hoalhca provier n cace o ovrGose, get madica el or
Clinical studies, as well as post-marketing observations,|  gaceq on the mechanism of action, the use of prostaglandin-mediated | StdY 1 (n=265) (n=257) contacta Poison Control Genter right away
showed that NSAIDs reduced the nariuretio effect of loop|  NSAIDs, including diclofenac potassium for oral solution, may delay or  Forrseee T T Who should not take dicll tassiom for oral solution? Do ot tak
Clinical Impact: |diuretics (e.g., furosemide) and thiazide diuretics in some|  prevent rupture of ovarian follicles, which has been associated with reversible L i o o dicl%lsel:]:c g&ssaiu?n ;gr%r?}z%ﬂﬂizﬁmm or oral solution< Do not take
patients. This effect has been attributed to the NSAID| infertility in some women. Published animal studies have shown that | 2-24h Sustained Pain Free 22% 10% enac p . ' -
inhibiti i i administration of prostaglandin synthesis inhibitors has the potential to | 2-Hour Pain Relief 48% 27% *  ifyouhave had an asthmaattack, hives, or other allergic reaction with
inhibition of renal prostaglandin synthesis. ' prostagia yn : p | diclof ther NSAID:
Do Tant Use of diciof tassium Tor orai|  distupt prostaglandin-mediated folicular rupture required for ovulation. fe ) Diclofenac Potassium for Oral Solution | Placebo aspirin, diclotenac, orany other S.
S:I[:?i%ncov?lﬁ?]mtliiinretlif: 00bslgrSeen;:tisstzs?:)urmsi:;sorgf Small studies in women treated with NSAIDs have also shown a reversible ey (n=343) (n=347) * rightbefore orafter heart bypass surgery.
g delay in ovulation. Consider withdrawal of NSAIDs, including diclofenac - P - "
Intervention:  |worsening renal function, in addition to assuring diuretic|  potassium for oral solution, in women who have difficulties conceiving or who ~ |2-Hour Pain Free 25:/" 100% Befurg “"‘L“Q g"ﬂ“'fe"a“ pul::is.suimfu;%ralsu.luhlnla,. tel!'vuur.heallhcare
efficacy including antihypertensive effects [see Warnings| —are undergoing investigation of infertility. 2-24h Sustained Pain Free 19% 7% providerahoutall ofyour medical conditions, including ityou:
and Precautions (5.6)]. 8.4 Pediatricl 2-Hour Pain Relief 65% 41% e haveliverorkidney problems
o - ediatric Use : - - _— ' have a history of stomach ulcer or bleeding in your stomach or
Digoxin Safety and effectiveness in pediatric patients have not been established. mﬁliﬁ%mﬁf&ﬁ{:ﬁ?ﬂm“‘ty of achieving migraine headache pain freedom intestines
- 7 FO— g treatment with diclofenac potassium for oral solution ’ .
The concomitant use of diclofenac with digoxin has been 8.5 GeriatricUse is shown n Figure 1 . have any allergies to any medicines
Clinical Impact: |reported to increase the serum concentration and prolong N A ) ) ' . have chest pain, shortness of breath, irregular heartbeats
the half-life of digoxin. Elderly patients, compared to younger patients, are at greater risk for NSAID-  Figure 1: Percentage of Patients with Initial Headache Pain Freedom within |, pave high b'food pressure o
During concomitant Use of diclofenac botassium for oral associated serious cardiovascular, gastrointestinal, and/or renal adverse 2 Hours
Intervention: 9 S h C po reactions. If the anticipated benefit for the elderly patient outweighs these * haveasthma
solution and digoxin, monitor serum digoxin levels. potential risks, monitor patients for adverse effects [see Warnings and «  are pregnant, think you might be pregnant, or are trying to become
Lithium Precautions (5.1,5.2,5.3,5.6,5.15)]. pregnant. Taking NSAIDs, including diclofenac potassium for oral
NSAIDs have produced elevations in plasma lithium levels | cjinical studies of diclofenac potassium for oral solution did not include 2 % ﬁﬁ'ﬁﬁ'ﬁfgfﬁj‘??%uzgeveﬁ?gstaifeNS%TS’;%#’;E?{Q?Z Eg;wﬁéﬁ
an_d_ reduct_mns in renal I|t!1|uﬂ_1 clearance. The mean|  gufficient numbers of subjects aged 65 and over to determine whether they B you are between 20 and 30 weeks of pregnancy, your healthcare
Clinical | " minimum lithium concentration increased 15%, and the|  respond differently from younger subjects. 2 provider may need to monitor the amount of fluid in your womb
inical IMPact: \renal clearance decreased by approximately 20%. This 6.6 Heaticlmpalrment H around your baby. You should not take NSAIDs after about 30 weeks
effect has been attributed to NSAID inhibition of renal . patic’mp ) o , & 10 of pregnancy.
prostaglandin synthesis. Because hepatic metabolism accounts for almost 100% of diclofenac . are breastfeeding or plan to breastfeed.
> 4 ; § elimination, patients with hepatic impairment should be considered for . h headache that is different I migrai
During concomitant use of diclofenac potassium for oral|  treatment with diclofenac potassium for oral solution only if the benefits ave aheadache hal s CIIErent fomyourusua mgraine
Intervention: [solution and lithium, monitor patients for signs of lithium|  outweigh the risks. There is insufficient information available to support .Tell ¥l‘.“" healthcare prnvmerhalmut all of d‘.'“? medicines V““h'agei
toxicity. dosing recommendations for diclofenac potassium for oral solution in 000 025 050 075 100 125 150 175 200 225 including prescription or over-the-counter medicines, vitamins or herba
atients with hepatic insufficiency [see Clinical Pharmacology (12.3)] " supplements. NSAIDs, like diclofenac potassium for oral solution, and
Methotrexate P P 4 (1290 — Diclof tassiurn for oral soluti some other medicines can interact with each other and cause serious side
Concomitant use of NSAIDs and methotrexate may increase| 8.7 Renal Impairment iclofenac po assgfﬂeﬂ;ura solution effects. Do not start taking any new medicine without talking to your
Clinical Impact: |the risk for methotrexate toxicity (e.g., neutropenia,| No information is available from controlled clinical studies regarding thewse 777" healthcare providerfirst. )
thrombocytopenia, renal dysfunction). of diclofenac potassium for oral solution in patients with advanced renal  There was a decreased incidence of nausea, photophobia and phonophobia | Especially tell your doctor if you take:
During concomitant use of diclofenac potassium for oral disease. Therefore, treatment with diclofenac potassium for oral solution is  following administration of diclofenac potassium for oral solution, compared . aspirin
. | g h P ) f not recommended in patients with advanced renal disease. If diclofenac  to placebo. The efficacy and safety of diclofenac potassium for oral solution |« anyanticoagulant medicines (warfarin, Coumadin, Jantoven)
Intervention: ;oetlégggxaiggoxggg. otrexate, monitor patients for pgttie:;stilgrg;%rl?urﬁlctsiglr?itisoarmgg?g must be initiated, close monitoring of the  was unaffected by age or gender of the patient. Know the medicines you take. Keep a list of your medicines and show it to
Cyclosporine p . 16.  HOW SUPPLIED/STORAGE AND HANDLING your doctorand pharmacist when you geta new medicine.
- - - 0 10.  OVERDOSAGE Diclofenac potassium for oral solution USP 50 mg, is a white to off-white | What are the possible side effects of diclofenac potassium for oral
- Concomitant use 9f d|c|ofen§c potassium for oral 50!““9" Symptoms following acute NSAID overdoses have been typically limited to  buffered, flavored powder for oral solution, supplied as nine packets in one solution?
Clinical Impact: |and cyclosporine may increase cyclosporine’s) ethargy, drowsiness, nausea, vomiting, and epigastric pain, which have been  carton. Each individual packetis designed to deliveradose of 50 mg diclofenac | piclofenac potassium for oral solution can cause serious side effects,
nephrotoxicity. generally reversible with supportive care. Gastrointestinal bleeding has  potassiumwhen mixed in water. including:
During concomitant use of diclofenac potassium for oral| ~ occurred. Hypertension, acute renal failure, respiratory depression and, coma nna . . . . See “What is the most important information | should know about
Intervention:  |solution and cyclosporine, monitor patients for signs of have occurred, but were rare [see Warnings and Precautions (5.1, 5.2, 5.4,  NDC 75834-338-01 'JgS’ 'ggar'n%'%gagg potassium for oral solution diclofenac potassium for oral solution?”
_|worsening renal function. - A . , NDC75834-338-02  Boxes of nine (9) diclofenac potassium for oral |°  NeWOrworsehigh blood pressure
NSAIDs and Salicylates Manage patients with symptomatic and supportive care following an NSAID solution USP, 50 mg Packets . heart failure
Concomitant use of diclofenac with other NSAIDs or| Overdosage. There are no specific antidotes. Consider emesis and/or o liverproblems including liver failure
) P ) A activated charcoal (60 to 100 grams in adults, 1 to 2 grams per kg of body ~ Storage . kidney problems including kidney failure
Clinical Impact: sall_cylates_(ﬁ.lg.,Idlflunlsa_l,salsala?e) |;1f_creasesthevr|;5k0_fG| weight in pediatric patients) and/or osmotic cathartic in symptomatic patients  Store at 25°C (77°F). Excursions permitted from 15°C-30°C (59°F-86°F). |, bl diynp nd uloers inth gt m yh nd intestin
toxicity, with little or no increase in efficacy [see Warnings|  seen within four hours of ingestion or in patients with a large overdosage (5to  [See USP Controlled Room Temperaturel. eedingand ulcers in the stomach and intestine
and Precautions (5.2)]. 10 times the recommended dosage). Forced diuresis, alkalinization of urine, e lowredblood cells (anemia)
—[The concomitant use of diclofenac with other NSAIDs or| hemodialysis, or hemoperfusion may not be useful due to high protein ~ 17.  PATIENTCOUNSELING INFORMATION » life-threatening skin reactions
PN syt ot ecommended, pnng Guide) thal accompanies cach precpion dispensed. Inor patients, | Lenreateningalergl eactons
Pemetrexed For additional information about overdosage treatment contact a poison fami”g& or their c;regivers of tr?e fo||OENing infgrmaﬁo'n before iE]itiatind : asthmagttacksm people who have asthma
Concomitant use of diclofenac potassium for oral solution| ~ controlcenter (1-800-222-1222). therapy with diclofenac potassium for oral solution and periodically during the | * g?ceﬁ;'fear}éoc”pg\{gsrgﬁfmhfgfgcrgfimﬁ%?f ngggptﬁv\g'w;ss: ﬁggd?clrjlcers]
Clinical Impact: and pemetrexed may increase the risk of pemetrexed-|  anapnyiactic reactions have been reported with therapeutic ingestion of ~ COUrSeofongoingtherapy. (medication overuse headache). If your headaches get worse, your
" |associated myelosuppression, renal, and Gl toxicity (se¢|  NSAIDs, and may occur following an overdose. Cardiovascular Thrombotic Events healthcare provider may decide to stop your treatment with
the pemetrexed prescnbmglnformatlon). . 11, DESCRIPTION Advise patients to be alert for the patients to be alert for the symptoms of cardiovascular thrombotic diclofenac potassium for oral solution.
During concomitant use of NSAIDs and pemetrexed, in) .’ b - B0 0 colution USP. 50 ma is a nonsteroidal anti-  €VeNts, including chest pain, shortness of breath, weakness, or slurring of |+ Other side effects of NSAIDs include: stomach pain, constipation,
patients with renal impairment whose creatinine clearance h p um i u ; g ! speech, and to report any of these symptoms to their health care provider diarrhea, gas, heartburn, nausea, vomiting, and dizziness.

) . inflammatory drug, available as a buffered soluble powder, designed to be ; ¢ . . . . i
ranges from 45 to 79 mL/min, monitor for| | ived with water prior to oral administration. Diclofenac potassium for oral immediately [see Warnings and Precautions (5.1)]. Getemergency help right away if you get any of the following symptoms:
myelosuppression, renal and Gl toxicity. solution USP, 50 mg is a white to off-white buffered, flavored powder for oral  gastrointestinal Bleeding, Ulceration, and Perforation *  shortnessof breath ortrouble breathing  » slurred speech
NSAIDs with short elimination half-lives (e.g., diclofenac, solution packaged in individual unit dose packets. Diclofenac potassium for oral solution, like other NSAIDS, can cause Gl : chest pain ‘ tsr\]/\;g!lltng of the face or
indomethacin) should be avoided for a period of two days| ~ The chemical name is 2-[(2,6-dichlorophenyl)amino] benzeneacetic acid discomfort and more serious Gl adverse events such as ulcers and bleeding, . . .
before, the day of, and two days following administration of|  monopotassium salt. The molecular weight s 334.25. Its molecular formulais ~ Which may result in hospitalization and even death. Inform patients of the weakness in one part or side of your body

Intervention: | pemetrexed C.:H,,CLNKO,, and it has the following structure. increased risk, and advise patients to report symptoms of ulcerations and | stgp taking diclofenac potassium for oral solution and call your
) CH,C00 K bleeding, including epigasric pain, dyspepsia, melena, and hematemesis 10 | healthcare provider right away if you et any of the following symptoms
In the absence of data regarding potential interaction 2 their health care provider. Inform patients of the importance of follow-up in
between pemetrexed and NSAIDs with longer half-lives the setting of concomitant use of low-dose aspirin for cardiac prophylaxis |  nausea that seems out of e vomit blood
) ) ] [see Warnings and Precautions (5.2)]. proportion to your migraine «  there is blood in your
(e.g., meloxicam, nabumetone), patients taking these bowel movement or it is
NSAIDs should interrupt dosing for at Iea_st five days before, NH Hepatotoxicity black and sticky like tar
the day of, and two days following pemetrexed cl cl Inform patients of the warning signs and symptoms of hepatotoxicity (e.g., |  sudden or severe pain in your belly «  unusual weight gain
administration. nausea, fatigue, lethargy, pruritus, diarrhea, jaundice, right upper quadrant e more tired or weaker than usual ~ *  more tired or weaker than
— tenderness, and “flu-like” symptoms). If these occur, instruct patients to stop . usual . )
Inhibitors of Cytochrome P450 2C9 diclofenac potassium for oral solution and seek immediate medical therapy | *  diarrhea *  skin rash or blisters with
Diclofenac is metabolized predominantly by Cytochrome P- o o . . [see Warnings and Precautions (5.3)]. . fever
- 450 CYP2C9. Co-administration of medications that inhibit| ~ The inactive ingredients in diclofenac potassium for oral solution USP, 50 mg ) * itching e swelling of the arms, legs,
Clinical Impact: CYP209 may affect the pharmacokinetics of diclofenac [see include: Potassium bicarbonate, glyceryl behenate, mannitol, natural  HeartFailureand Edema . hands and feet
Glinical Ph peppermint flavor and sucralose. Advise patients to be alert for the symptoms of congestive heart failure |  your skin or eyes look yellow *  flu-like symptoms
linical Pharmacology (12.3)] including short f breath lained weight gai d d t  indigestion or stomach pain
. - . _ including shortness of breath, unexplained weight gain, or edema and to
During concomitant use of diclofenac potassium for oral| ~ 12.  CLINICALPHARMACOLOGY contact their healthcare provider if such symptoms occur [see Warnings and | ¢\ o\ take too much of vour NSAID. call vour healthcare nrovider or get
o solution and drugs that inhibit CYP2C9, an increase inthe| 12.1 Mechanism of Action Precautions (5.5)]. you | y s Vi p g
Intervention: : ) . N - h . . . medical help right away.
duration between diclofenac potassium for oral solution
fenac p Diclofenac potassium for oral solution has analgesic, anti-inflammatory, and  apaphylactic Reactions These are not all the possible side effects of NSAIDs. For more information,
doses for subsequent migraine attacks may be necessary. antipyretic properties. Inform patients of the signs of an anaphylactic reaction (e.g., difficulty | aSkyour healthcare provider o pharmacist about NSAIDs.
8.  USEINSPECIFIC POPULATIONS The mechanism of action of diclofenac potassium for oral solution, like thatof ~ breathing, swelling of the face or throat). Instruct patients to seek immediate | Call your doctor for medical advice about side effects. You may report side
other NSAIDs, is not completely understood but involves inhibition of —emergency help if these occur [see Contraindications (4) and Warnings and | effects to FDA at 1-800-FDA-1088.
8.1  Pregnancy cyclooxygenase (COX-1and COX-2). Precautions (5.7)]. Other information about NSAIDs
Risk Summary Diclofenac is a potent inhibitor of prostaglandin synthesis in vitro. Diclofenac ~ Serious Skin Reactions, Including DRESS . Aspirin is an NSAID but it does not increase the chance of a heart
Use of NSAIDs, including diclofenac potassium for oral solution, can cause  Concentrations  reached during therapy have produced in vivo effects. ~Advise patients to stop taking diclofenac potassium for oral solution attack. ASP'/K'” jcan cause bleeding i the ,bfalﬂy stomachﬁ a”g
premature closure of the fetal ductus arteriosus and fetal renal dysfunction ~ Prostaglandins sensitize afferent nerves and potentiate the action of  immediately if they develop any type of rash, blisters, fever or other signs of !n{estt.mes. spirin can also cause ulcers in the stomach an
leading to oligohydramnios and, in some cases, neonatal renal impairment. ~ bradykinin ininducing pain in animal models. Prostaglandins are mediators of  hypersensitivity such as itching and to contact their healthcare provider as intestines. . ) .
Because of these risks, limit dose and duration of diclofenac potassium for ~ inflammation. Because diclofenac is an inhibitor of prostaglandin synthesis,  soon as possible. Diclofenac potassium for oral solution, like other NSAIDs, |+ Some NSAIDs are sold in lower doses without a prescription (over-
oral solution use between about 20 and 30 weeks of gestation. and avoid it mode of action may be due to a decrease of prostaglandins in peripheral  can cause serious skin reactions such as exfoliative dermatitis, Steven- the counter). Talk to your healthcare provider before using over-the-
g ; » ic eDi i i ter NSAIDs f than10d
diclofenac potassium for oral solution use at about 30 weeks of gestationand ~ tissues. Johnson syndrome (SJS), toxic epidermal necrosis (TEN), and DRESS, which counter stormorethan 10 days.
laterin pregnancy (see Clinical Considerations, Data). 12.3  Pharmacokinetics '(T_% rg%l}]m hospitalizations and even death [see Warnings and Precautions I"gengral information about the safe and effective use of NSAIDs
Premature Closure of Fetal Ductus Arteriosus Absorption R Medicines are sometimes prescribed for purposes other than those listed in
) A ” ) Diclofenac is 100% absorbed after oral administration compared to  Medication Overuse Headache aMedication Guide. Do not use NSAIDs for a condition for which it was not
Use of NSAIDs, including diclofenac potassium for oral solution, at about vure d ; p PR S———— P prescribed. Do not give NSAIDs to other people, even if they have the same
30 weeks gestation or later in pregnancy increases the risk of premature  Intravenous administration as measured by urine recovery. However, dug to Inform patients that use of acute migraine drugs for 10 or more days per symptoms that you have. It may harm them
closure of the fetal ductus arteriosus. first-pass metabolism, only about 50% of the absorbed dose is systemically ~ month may lead to an exacerbation of headache and encourage patients to ) )
‘ available. In fasting volunteers, measurable plasma levels were observed — record headache frequency and drug use (e.g., by keeping a headache diary) | |f you would like more information about NSAIDs, talk with your healthcare
Oligohydramnios/Neonatal Renal Impairment within 5 minutes of dosing with diclofenac potassium for oral solution. Peak  [see Warnings and Precautions (5.11)]. provider. You can ask your pharmacist or healthcare provider for
Use of NSAIDs at about 20 weeks gestation or later in pregnancy has been plasma levels were achieved at approximately 0.25 hour in fasting normal Fetal Toxicit information about NSAIDs that is written for health professionals.
H - ’ ) " ) volunteers, with a range 0f 0.17 to 0.67 hours. High fat food had no significant ~ -etal | OXICIty ) ) i . Manufactured by: Umedica Laboratories Put. Ltd
associated with cases of fetal renal dysfunction leading to oligohydramnios,  effect o the extent of diclofenac absorption, butthere was a reduction in peak  Inform pregnant women to avoid use of diclofenac potassium for oral solution anutactured by: Umedica Laboratories Fut. Lid.
andin some cases, neonatal renal impairment. lasma levels of approximately 70% after a high fat meal. Decreased Cmax ~ and other NSAIDs starting at 30 weeks gestation because of the risk of the Plot No. 221 and 221/1, GIDG, lind Phase,
b e doffect ¢ ture closing of the etal ductus arteriosus. f treatment with diclof Vapi, Gujarat 396195, INDIA (IND)
Data from observational studies regarding other potential embryofetal risks of ~ May be associated to decreased effectiveness. p[;?szild:ﬁ ?0??)Ta€|’ soolut?onei:neggeudsf?)r:n?esur?ént v%?n?ﬁ%e“eengb%l?tngg ' ) g -
NSAID use in women in the first or second trimesters of pregnancy are  piqyiption ?o 30 weeks gestation, advise her that sﬁe ?na need to be monitored for Manufactured for: Nivagen Pharmaceuticals, Inc.
inconclusive. In animal studies, oral administration of diclofenac sodiumto —~ T ) o f gestation, . y Sat:ramenlLo, CA 95827, USA
; ; ; The apparent volume of distribution (V/F) of diclofenac potassiumis 1.3 L/kg. ~ oligohydramnios, if treatment continues for longer than 48 hours [see Toll free +1-877-977-0687
pregnant mice, rats, and rabbits resulted in adverse effects on development : ! ! IO Warnings and Précautions (5.12) and Use in Specific Populations (8.1)]. . — L
(embryofetal mortality, reduced fetal growth) at doses similar to those used ~ Diclofenac is more than 99% bound to human serum proteins, primarily to g : P P - This Medication Guide has been approved by the U.S. Food and Drug
clinically. Based on animal data, prostaglandins have been shown to have an ~ albumin. Serum protein binding is constant over the concentration range | actation Administration.
imgo(rjtantdrollg in.endolmetriql valsculadr.permzab.ilifry, b'?StOCVfSt implan}atign, (0.15-105pg/mL) achieved with recommended doses. Advise patients to notify their healthcare provider if they are breastfeeding or ~ Revised: November 2025; V-00 XXXXXX
and decidualization. In animal studies, administration of prostaglandin - ; ifi i
synthesis inhibitors such as diclofenac potassium, resulted in increased pre-  Climination planto breastieed [see Use n specific Populations (8.2)].
and post-implantation loss. Prostaglandins also have been shown to have an Metabolism Female Fertility
important role in fetal kidney development. In published animal studies,  Five diclofenac metabolites have been identified in human plasma and urine.  Advise females of reproductive potential who desire pregnancy that NSAIDs,
prostaglandin synthesis inhibitors have been reported to impair kidney  The metabolites include 4'-hydroxy-, 5-hydroxy-, 3'-hydroxy-, 4',5- including diclofenac potassium for oral solution, may delay or prevent rupture
development when administered at clinically relevant doses. dihydroxy-and 3'-hydroxy-4'-methoxy diclofenac. The major diclofenac  of ovarian follicles, which has been associated with reversible infertility in
All pregnancies have a background risk of birth defects, loss, or other adverse gfﬁgt?g;eb? ih%%?é&d;cé?gfor}gﬁégag V;r%vgﬁfy &'L%ﬁgliﬁofﬁ,ggpay%gy 'BTO?ﬁ some women [see Use in Specific Populations (8.5)].
outcomes. In the U.S. general population, the estimated background risk of - gici0fenac and its oxidative metabolites undergo glucuronidation or sulfation  Avoid Concomitant Use of NSAIDS
217'”3'?5“ ggf,fms and ?'Sfar{'ﬁge in crltln(ljcallty refcognlz%qr?hredgr;antmes i82- followed by biliary excretion. Acylglucuronidation mediated by UGT2B7 and  Inform patients that the concomitant use of diclofenac potassium for oral
i and o respecllt\ée y. The reporte La;ao mglgﬂ/ It 28990/0 saréwtrﬁg oxidation mediated by CPY2C8 may also play a role in diclofenac metabolism. ~ solution with other NSAIDs or salicylates (e.g., diflunisal, salsalate) is not
elverlgs 0 “f'ome” wi m|gr?;1$ ra?]geh rom. i 0 29% an d‘e CYP3A4 s responsible for the formation of minor metabolites, 5-hydroxyand  recommended due to the increased risk of gastrointestinal toxicity, and little
reporte r.aﬁeo miscarriage was 17%, which were similar to rates reportedin 3+ qroxy-diclofenac. In patients with renal impairment, peak or no increase in efficacy [see Warnings and Precautions (5.2) and Drug
women without migraine. concentrations of metabolites 4'hydroxy-and 5-hydroxydiclofenac were  /Interactions (7)]. Alert patients that NSAIDs may be present in “over the
Clinical Considerations approximately 50% and 4% of the parent compound after single oral dosing  counter” medications for treatment of colds, fever, orinsomnia.
- compared to 27% and 1% in normal healthy subjects. o
Disease-Associated Maternal and/or Embryo/Fetal Risk ) Use of NSAIDS and Low-Dose Aspirin ) o
) ) o Excretion Inform patients not to use low-dose aspirin concomitantly with diclofenac
Several studies have suggested that women with migraine may be at piciofenac is eliminated through metabolism and subsequent urinary and ~ Potassium for oral solution until they talk to their healthcare provider [see
increased risk of preeclampsia and gestational hypertension during  pjjiary excretion of the glucuronide and the sulfate conjugates of the  Drug Interactions (7)].
pregnancy. metabolites. Little or no free unchanged diclofenac is excreted in the urine. Manufactured by: Umedica Laboratories Pvt. Ltd.
Fetal/Neonatal Adverse Reactions Approximately 65% of the dose i excreted in the urine and approximately Plot No. 221 and 221/1, GIDG, lind Phase,
35% in the bile as conjugates of unchanged diclofenac plus metabolites. Vapi, Gujarat 396195, INDIA (IND)
Premature Closure of Fetal Ductus Arteriosus: Because renal elimination is not a significant pathway of elimination for ’ ) ' o
Avoid use of NSAIDs in women at about 30 weeks gestation and later in unchanged diclofenac, dosing adjustment in patients with mild to moderate Manumﬂugz%:g;];‘:‘{:ﬂgx rg’islg;l!/mfjesl:mals' Inc.
pregnancy, because NSAIDs, including diclofenac potassium for oral renal dysfunction is not necessary. The terminal half-life of unchanged T » b s
: ; : oll free number: 1-877-977-0687
solution, can cause premature closure of the fetal ductus arteriosus (see diclofenacis approximately 2 hours.
Data). Specific Populations Revised: November 2025; V-00
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Medication Guide
Diclofenac Potassium (dye kloe’ fen ak poe tas’ ee um) for Oral Solution

What is the most important information | should know about diclofenac potassium for
oral solution?

Diclofenac potassium for oral solution contains diclofenac (a non-steroidal anti-
inflammatory drug or NSAID).

NSAIDs, including diclofenac potassium for oral solution, can cause serious side
effects, including:

¢ Increased risk of a heart attack or stroke that can lead to death. This risk may happen
early intreatment and may increase:

o withincreasing doses of NSAIDs

o withlongeruse of NSAIDs
Do not take NSAIDs, including diclofenac potassium for oral solution, right before or
aftera heart surgery called a “coronary artery bypass graft (CABG)."

Avoid taking NSAIDs, including diclofenac potassium for oral solution, after a recent
heart attack, unless your healthcare provider tells you to. You may have an increased
risk of another heart attack if you take NSAIDs after a recent heart attack.

¢ Increased risk of bleeding, ulcers, and tears (perforation) of the esophagus (tube
leading from the mouth to the stomach), stomach and intestines:

0 anytime during use
0 withoutwarning symptoms
o that may cause death
The risk of getting an ulcer or bleeding increases with:
0 past history of stomach ulcers, or stomach or intestinal bleeding with use of NSAIDs

o taking medicines called “corticosteroids”, “anticoagulants”, “SSRIs”, or “SNRIs”
o increasing doses of NSAIDs o olderage

o longer use of NSAIDs 0 poor health

0 smoking 0 advanced liver disease

0 drinking alcohol 0 bleeding problems

Diclofenac potassium for oral solution should only be used:
0 exactlyas prescribed
o atthelowestdose possible foryourtreatment
o fortheshortesttime needed

Whatis diclofenac potassium for oral solution?

Diclofenac potassium for oral solution is a prescription medicine used to treat migraine
attacks in adults. It does not prevent or lessen the number of migraines you have, and it is
not for other types of headaches. Diclofenac potassium for oral solution contains
diclofenac potassium (a non-steroidal anti-inflammatory drug or NSAID).

How should I take diclofenac potassium for oral solution?

Takke diclofenac potassium for oral solution exactly as your healthcare provider tells you to
takeit.

Take 1 dose of diclofenac potassium for oral solution to treat your migraine headache:
* remove one single dose packet

e openpacketonlywhenyou are ready to use it

* empty contents of packet into 1to 2 ounces (30to 60 mL) of water

¢ mixwelland drink the water and powder mixture

* throwaway empty packet in a safe place and out of the reach of children.

¢ taking diclofenac potassium for oral solution with food may cause a reduction in
effectiveness compared to taking diclofenac potassium for oral solution on an empty
stomach

¢ do not take more diclofenac potassium for oral solution than directed by your
healthcare provider. In case of overdose, get medical help or contact a Poison Control
Centerrightaway

Who should not take diclofenac potassium for oral solution? Do not take diclofenac
potassium for oral solution:

e if you have had an asthma attack, hives, or other allergic reaction with aspirin,
diclofenac, orany other NSAIDs.

e right before orafter heart bypass surgery.

Before taking diclofenac potassium for oral solution, tell your healthcare provider about
all of your medical conditions, including if you:

e haveliverorkidney problems

¢ haveahistory of stomach ulcer or bleeding in your stomach or intestines
¢ haveanyallergies to any medicines

* havechest pain, shortness of breath, irregular heartbeats

¢ have high blood pressure

e haveasthma

e are pregnant, think you might be pregnant, or are trying to become pregnant. Taking
NSAIDs, including diclofenac potassium for oral solution, at about 20 weeks of
pregnancy or later may harm your unborn baby. If you need to take NSAIDs for more
than 2 days when you are between 20 and 30 weeks of pregnancy, your healthcare
provider may need to monitor the amount of fluid in your womb around your baby. You
should not take NSAIDs after about 30 weeks of pregnancy.

e arebreastfeeding or plan to breastfeed.

¢ haveaheadache thatis different from your usual migraine

Tell your healthcare provider about all of the medicines you take, including prescription
or over-the-counter medicines, vitamins or herbal supplements. NSAIDs, like diclofenac
potassium for oral solution, and some other medicines can interact with each other and
cause serious side effects. Do not start taking any new medicine without talking to your
healthcare provider first.

Especially tell your doctor if you take:

e aspirin

e anyanticoagulant medicines (warfarin, Coumadin, Jantoven)

Know the medicines you take. Keep a list of your medicines and show it to your doctor and
pharmacist when you getanew medicine.

What are the possible side effects of diclofenac potassium for oral solution?
Diclofenac potassium for oral solution can cause serious side effects, including:

See “What is the most important information | should know about diclofenac potassium
for oral solution?”

e new orworse high blood pressure

e heartfailure

e liver problems including liver failure

e kidney problems including kidney failure

¢ bleedingand ulcersinthe stomach and intestine
* |owred blood cells (anemia)

o life-threatening skin reactions

» life-threateningallergic reactions

e asthmaattacks in people who have asthma

e medication overuse headaches. Some people who use too much diclofenac potassium
for oral solution may have worse headaches (medication overuse headache). If your
headaches get worse, your healthcare provider may decide to stop your treatment with
diclofenac potassium for oral solution.

e Other side effects of NSAIDs include: stomach pain, constipation, diarrhea, gas,
heartburn, nausea, vomiting, and dizziness.

Getemergency help right away if you get any of the following symptoms:

e shortness of breath ortrouble breathing e slurred speech

e chest pain * swelling of the face or throat

e weaknessinone part or side of your body

Stop taking diclofenac potassium for oral solution and call your healthcare provider
rightaway if you get any of the following symptoms

* nausea that seems out of e vomit blood

proportion to your migraine e there is blood in your
bowel movement or it is
black and sticky like tar
unusual weight gain
more tired or weaker than

* sudden or severe pain in your belly
e more tired or weaker than usual

usual

e diarrhea e skin rash or blisters with
fever

e jtching e swelling of the arms, legs,
hands and feet

e your skin or eyes look yellow e flu-like symptoms

* indigestion or stomach pain

If you take too much of your NSAID, call your healthcare provider or get medical help
right away.

These are not all the possible side effects of NSAIDs. For more information, ask your
healthcare provider or pharmacist about NSAIDs.

Call your doctor for medical advice about side effects. You may report side effects to FDA at
1-800-FDA-1088.

Other information about NSAIDs

* Aspirin is an NSAID but it does not increase the chance of a heart attack. Aspirin can
cause bleeding inthe brain, stomach, and intestines. Aspirin can also cause ulcers inthe
stomach and intestines.

» Some NSAIDs are sold in lower doses without a prescription (over-the counter). Talk to
your healthcare provider before using over-the-counter NSAIDs for more than 10 days.

General information about the safe and effective use of NSAIDs Medicines are
sometimes prescribed for purposes other than those listed in a Medication Guide. Do not
use NSAIDs for a condition for which it was not prescribed. Do not give NSAIDs to other
people, even if they have the same symptoms that you have. It may harm them.

If you would like more information about NSAIDs, talk with your healthcare provider. You
can ask your pharmacist or healthcare provider for information about NSAIDs that is
written for health professionals.

Manufactured by: Umedica Laboratories Pvt. Ltd.

Plot No. 221 and 221/1, GIDC, lind Phase,
Vapi, Gujarat 396195, INDIA (IND).

Manufactured for: Nivagen Pharmaceuticals, Inc.
Sacramento, CA 95827, USA
Toll free number: 1-877-977-0687

This Medication Guide has been approved by the U.S. Food and Drug Administration.
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