
HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use DICLOFENAC POTASSIUM FOR ORAL SOLUTION 
safely and effectively. See full prescribing information for DICLOFENAC POTASSIUM FOR ORAL SOLUTION.

DICLOFENAC POTASSIUM for oral solution
Initial U.S. Approval: 1988

WARNING: RISK OF SERIOUS CARDIOVASCULAR
AND GASTROINTESTINAL EVENTS

See full prescribing information for complete boxed warning

• 

• Diclofenac potassium for oral solution is contraindicated in the setting of coronary artery bypass graft 

• 

-------------------------------------------------RECENT MAJOR CHANGES----------------------------------------------------------

Warnings and Precautions (5.10, 5.12)                                                                                                    4/2021

-------------------------------------------------INDICATIONS AND USAGE-----------------------------------------------------------

Limitations of Use (1):

• Diclofenac potassium for oral solution 
• t diclofenac potassium for oral solution 

----------------------------------------------DOSAGE AND ADMINISTRATION------------------------------------------------------

to administration

• 

---------------------------------------------DOSAGE FORMS AND STRENGTHS----------------------------------------------------

-----------------------------------------------------CONTRAINDICATIONS------------------------------------------------------------

• 
• 
• 
-----------------------------------------------WARNINGS AND PRECAUTIONS------------------------------------------------------

• 

• 

• Heart Failure and Edema: diclofenac potassium for oral solution 

• 
diclofenac potassium for oral solution 

• 
•  Diclofenac potassium for oral solution is contraindicated 

•  Discontinue diclofenac potassium for oral solution 

• 
• 
• 

•  

--------------------------------------------------------ADVERSE REACTIONS---------------------------------------------------------

1088 or 

--------------------------------------------------------DRUG INTERACTIONS---------------------------------------------------------

• 
diclofenac potassium for oral solution 

diclofenac potassium for oral solution 

• diclofenac potassium for oral solution 

• Diuretics:

• diclofenac potassium for oral solution can increase serum concentration and 

----------------------------------------------------USE IN SPECIFIC POPULATIONS------------------------------------------------

• 

See 17 for PATIENT COUNSELING INFORMATION and Medication Guide
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FULL PRESCRIBING INFORMATION

WARNING: RISK OF SERIOUS CARDIOVASCULAR AND 
GASTROINTESTINAL EVENTS

Cardiovascular Thrombotic Events

[see Warnings and Precautions (5.1)].
Diclofenac potassium for oral solution is contraindicated in the setting of coronary artery bypass graft 

[see Contraindications (4) and Warnings and Precautions (5.1)]. 

Gastrointestinal Bleeding, Ulceration, and Perforation

[see Warnings and Precautions 
(5.2)].

1    INDICATIONS AND USAGE

Diclofenac potassium for oral solution 

Limitations of Use
Diclofenac potassium for oral solution 

diclofenac potassium for oral solution 

    DOSAGE AND ADMINISTRATION

diclofenac potassium for oral solution 

Taking diclofenac potassium for oral solution 
diclofenac potassium for oral solution [see Clinical Pharmacology (12.3)].

Different formulations of oral diclofenac (e.g., diclofenac potassium for oral solution, diclofenac sodium enteric-

formulation of diclofenac to diclofenac potassium for oral solution.

    DOSAGE FORMS AND STRENGTHS

    CONTRAINDICATIONS

[see Warnings and Precautions (5.7, 5.9)]

[see Warnings and Precautions (5.7, 
5.8)]

[see Warnings and Precautions (5.1)] 

    WARNINGS AND PRECAUTIONS

[see Warnings and Precautions (5.2)].

[see Contraindications (4)].

diclofenac 
potassium for oral solution

[see Drug Interactions (7)].

diclofenac potassium for oral solution

[see Warnings 
and Precautions (5.15)].

transplantation.

diclofenac 
potassium for oral solution

diclofenac potassium for oral 
solution diclofenac 
potassium for oral solution

diclofenac potassium for oral solution.

diclofenac potassium for oral solution  

including diclofenac potassium for oral solution

[see Drug Interactions (7)].

[see Drug Interactions (7)].

use of diclofenac potassium for oral solution [see Drug Interactions (7)]. 

signs of worsening renal function.

[see Contraindications (4) and Warnings and Precautions (5.8)].

diclofenac potassium [see Contraindications (4)]. 
diclofenac potassium for oral solution

diclofenac potassium for oral solution

Diclofenac potassium [see 
Contraindications (4)].

(8.1)].

diclofenac potassium for oral solution

diclofenac potassium

[see Drug Interactions (7)].

diclofenac potassium 

[see Warnings and 
Precautions (5.2, 5.3, 5.6)]. 

Discontinue diclofenac potassium for oral solution

6    ADVERSE REACTIONS 

[see Warnings and Precautions (5.1)]
[see Warnings and Precautions (5.2)]

[see Warnings and Precautions (5.3)]
[see Warnings and Precautions (5.4)]

Heart Failure and Edema [see Warnings and Precautions (5.5)]
[see Warnings and Precautions (5.6)]

[see Warnings and Precautions (5.7)]
[see Warnings and Precautions (5.9)]

[see Warnings and Precautions (5.13)]

diclofenac potassium for oral solution
diclofenac potassium for oral solution

diclofenac potassium for oral solution or diclofenac potassium 
 

diclofenac potassium for oral solution-
diclofenac potassium for oral solution

Adverse Reactions
Diclofenac Potassium for Oral Solution Placebo

Gastrointestinal

Nervous System

diclofenac potassium for oral 
solution
serious reaction.

Adverse Reactions Reported With Diclofenac and Other NSAIDs

7    DRUG INTERACTIONS 

Clinical Impact:

alone.

Intervention:

diclofenac potassium for oral solution

bleeding [see Warnings and Precautions (5.13)]

Aspirin

Clinical Impact:
[see Warnings and 

Precautions (5.2) and Clinical Pharmacology (12.3)].

Intervention:
diclofenac potassium for oral solution and analgesic doses of aspirin 

[see Warnings and 
Precautions (5.13)].

Clinical Impact:

Intervention:

During concomitant use of diclofenac potassium for oral solution

is obtained.
During concomitant use of diclofenac potassium for oral solution

monitor for signs of worsening renal function [see Warnings and Precautions (5.6)].

Diuretics

Clinical Impact:

Intervention:
During concomitant use of diclofenac potassium for oral solution

[see Warnings and Precautions (5.6)].

Clinical Impact:

Intervention: During concomitant use of diclofenac potassium for oral solution

Lithium

Clinical Impact:

Intervention: During concomitant use of diclofenac potassium for oral solution

Clinical Impact:

Intervention: During concomitant use of diclofenac potassium for oral solution

Cyclosporine

Clinical Impact: diclofenac potassium for oral solution

Intervention: During concomitant use of diclofenac potassium for oral solution
patients for signs of worsening renal function.

NSAIDs and Salicylates

Clinical Impact: [see Warnings and 
Precautions (5.2)].

Intervention:

Clinical Impact:
diclofenac potassium for oral solution

prescribing information).

Intervention:

Clinical Impact: [see Clinical 
Pharmacology (12.3)]

Intervention:
During concomitant use of diclofenac potassium for oral solution

diclofenac potassium for oral solution doses for 

8    USE IN SPECIFIC POPULATIONS

8.1  Pregnancy 

 

(see Clinical Considerations, Data).

Premature Closure of Fetal Ductus Arteriosus 

Oligohydramnios/Neonatal Renal Impairment 
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Disease-Associated Maternal and/or Embryo/Fetal Risk 

Fetal/Neonatal Adverse Reactions 

(see Data). 

solution and follow up according to clinical practice (see Data). 

Labor or Delivery 

Data

Human Data 

Animal Data 

2

2 basis) during organogenesis resulted in 

Females 

[see Warnings and Precautions (5.1, 5.2, 5.3, 5.6, 5.15)].

diclofenac potassium for oral solution

8.6  Hepatic Impairment 

diclofenac potassium for oral solution
diclofenac potassium for oral 

solution [see Clinical Pharmacology (12.3)].

8.7  Renal Impairment 

diclofenac potassium for oral solution 
diclofenac potassium for oral solution is not 

diclofenac potassium for oral solution

10    OVERDOSAGE

[see Warnings and 
Precautions (5.1, 5.2, 5.4, 5.6)].

11    DESCRIPTION 

14H10 2 2

Diclofenac potassium 

diclofenac potassium

in vitro
in vivo

 
diclofenac potassium 

for oral solution

Distribution

Elimination

Metabolism

Excretion

Race:
Hepatic Impairment:
support dosing recommendations for diclofenac potassium for oral solution

Renal Impairment:
[see Warnings and Precautions 

Aspirin:

[see Drug Interactions (7)].

2

 
2

 
2 2 basis) in 

in vitro in vivo 

2 basis) did not 

diclofenac potassium for oral solution

 

 
diclofenac potassium for oral solution 

diclofenac potassium for oral solution

Study 1 Diclofenac Potassium for Oral 

2-Hour Pain Free

2-Hour Pain Relief

Diclofenac Potassium for Oral 

2-Hour Pain Free

2-Hour Pain Relief
 

diclofenac potassium for oral solution

diclofenac 
potassium for oral solution diclofenac potassium for oral solution 

16    HOW SUPPLIED/STORAGE AND HANDLING

17    PATIENT COUNSELING INFORMATION 

diclofenac potassium for oral solution

[see Warnings and Precautions (5.1)].

Diclofenac potassium for oral solution

[see Warnings and Precautions (5.2)].

diclofenac 
potassium for oral solution [see Warnings and Precautions (5.3)].

Heart Failure and Edema

[see Warnings and Precautions 
(5.5)]. 

[see Contraindications (4) and Warnings and Precautions 
(5.7)].

[see Warnings and Precautions (5.9, 5.10)].

[see Warnings 
and Precautions (5.11)]. 

 [see Warnings and 
. 

Lactation

Populations (8.2)]. 

women 

diclofenac potassium for oral solution

[see Warnings and Precautions (5.2) and Drug Interactions (7)].

[see Drug Interactions (7)].

Medication Guide

Diclofenac Potassium for Oral Solution, USP 

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

o 
o 

o 
o 
o 

o 
o 
o 
o 
o smoking
o 

o older age
o 
o 
o bleeding problems

Diclofenac potassium for oral solution should only be used: 
o 
o 
o 

take one single dose packet

conditions, including if you:

are breastfeeding or plan to breastfeed. 

medicines, vitamins or herbal supplements. 

aspirin

get a new medicine. 

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

low red blood cells (anemia)

Other side effects of NSAIDs include:

migraine

Other information about NSAIDs

General information about the safe and effective use of NSAIDs

Par Pharmaceutical 

Par Formulations Private Limited,

PAR FORMULATIONS PRIVATE LIMITED
8505639

NA 07-May-22

8505639_Diclofenac_Potassium_OS_50mg_LF_Back
460 X 420mm 66 x 54±1mm

Outsert
40 GSM Bible paper

K

datta

Market : NA

No NoYes




