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COMPOSITION
Each film coated tablet contains:
Naproxen Sodium USP ................ 550mg

DESCRIPTION
Naproxen is a propionic acid deriva�ve related to the 
arylace�c acid group of nonsteroidal an�-inflammatory 
drugs. 
The chemical name of naproxen sodium is  (S)-6- 
methoxy-α-methyl-2-naphthaleneace�c acid, sodium 
salt. Naproxen sodium have the following structure.
 

Naproxen sodium has a molecular weight of 252.23 
and a molecular formula of C14H13NaO3.

CLINICAL PHARAMACOLOGY
Mechanism of action 
Naproxen has analgesic, an�-inflammatory, and 
an�pyre�c proper�es. The sodium salt of naproxen has 
been developed as a more rapidly absorbed 
formula�on of naproxen for use as an analgesic. 
The mechanism of ac�on of the naproxen, like that of 
other NSAIDs, is not completely understood but 
involves inhibi�on of cyclooxygenase (COX-1 and 
COX-2). 
Naproxen is a potent inhibitor of prostaglandin 
synthesis in vitro. Naproxen concentra�ons reached 
during therapy have produced in vivo effects. 
Prostaglandins sensi�ze afferent nerves and poten�ate 
the ac�on of bradykinin in inducing pain in animal 
models. Prostaglandins are mediators of inflamma�on. 
Because naproxen is an inhibitor of prostaglandin 
synthesis, its mode of ac�on may be due to a decrease 
of prostaglandins in peripheral �ssues.

Pharmacokinetics
Naproxen sodium is rapidly and completely absorbed 
from the gastrointes�nal tract with an in vivo 
bioavailability of 95% The elimina�on half-life of 
naproxen  ranging  from 12 to 17 hours. Steady-state 
levels of naproxen are reached in 4 to 5 days. 
Naproxen has a volume of distribu�on of 0.16 L/kg. At 
therapeu�c levels naproxen is greater  than 99% 
albumin-bound. Naproxen is extensively metabolized 
in the liver to 6-O- desmethyl naproxen.
The clearance of naproxen is 0.13 ml/min. 
Approximately 95% of the naproxen from any dose is 
excreted in the urine. Small amounts i.e 3% or less of 
the administered dose are excreted in the feces. 

INDICATIONS
For the relief of the signs and symptoms of Rheumatoid 
Arthri�s, Osteoarthri�s. Ankylosing Spondyli�s, 
Juvenile arthri�s, Tendoni�s, Bursi�s, Acute Gout,
Management of Pain, Management of primary 
dysmenorrhea.

DOSAGE AND ADMINISTRATION
Rheumatoid Arthritis, Osteoarthritis and Ankylosing 
Spondylitis 
Naproxen Sodium tablets 550mg twice daily.

Juvenile Arthritis
For the relief of juvenile arthri�s, the recommended 
dose is approximately 10mg/kg given orally in 2 
divided doses (i.e., 5mg/kg given twice a day.)

Management of pain, Primary Dysmenorrhea, and 
Acute Tendonitis and Bursitis
The recommended star�ng dose is 550mg of Naproxen 
sodium followed by 550mg every 12 hours or 275mg 
every 6 to 8 hours as required.
The ini�al total daily dose should not exceed 1375mg 
of Naproxen sodium.Therea�er, the total dose should 
not exceed 1100mg of Naproxen sodium.

Acute Gout 
The recommended star�ng dose is 825mg of Naproxen 
sodium tablets followed by 275mg every 8 hours un�l 
the a�ack has subsided.

USE IN SPECIFIC POPULATION
Pregnancy
Use of NSAIDs, during the third trimester of pregnancy 
increases the risk of premature closure of the fetal 
ductus arteriosus. Avoid use of NSAIDs, in pregnant 
women star�ng at 30 weeks of gesta�on (third 
trimester).
There is some evidence to suggest that when inhibitors 
of prostaglandin synthesis are used to delay preterm 
labor there is an increased risk of neonatal 
complica�ons such as necro�zing enterocoli�s, patent 
ductus arteriosus and intracranial hemorrhage. 

Nursing mothers
The naproxen anion has been found in the milk of 
lacta�ng women at a concentra�on equivalent to 
approximately 1% of maximum naproxen concentra�on 
in plasma. The developmental and health benefits of 
breas�eeding should be considered along with the 
mother’s clinical need and any poten�al adverse 
effects on the breas�ed infant from the Naproxen.

Pediatric Use
Safety and effec�veness in pediatric pa�ents below the 
age of 2 years have not been established. There are no 
adequate effec�veness or dose-response data for 
other pediatric condi�ons, but the experience in 
juvenile arthri�s and other use experience have 
established that single doses of 2.5 to 5mg/kg as  (R002)
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naproxen suspension with total daily dose not exceeding 
15mg/kg/day, are well tolerated in pediatric pa�ents 
over 2 years of age.

WARNING AND PRECAUTIONS
Cardiovascular Thrombotic Events
NSAIDs shown an increased risk of serious cardiovascular 
(CV) thrombo�c events, including myocardial infarc�on 
(MI) and stroke, which can be fatal. To minimize the 
poten�al risk for an adverse CV event in NSAID treated 
pa�ents, use the lowest effec�ve dose for the shortest 
dura�on possible.

GI Bleeding, Ulceration, and Perforation
NSAIDs, including naproxen cause serious gastrointes�nal 
(GI) adverse events including inflamma�on, bleeding, 
ulcera�on, and perfora�on of the esophagus, stomach, 
small intes�ne, or large intes�ne, which can be fatal. 
Other factors that increase the risk of GI bleeding in 
pa�ents treated with NSAIDs include longer dura�on 
of NSAID therapy; concomitant use of oral cor�costeroids, 
aspirin, an�coagulants, or selec�ve serotonin reuptake 
inhibitors (SSRIs); smoking; use of alcohol; older age; 
and poor general health status.

Hepatotoxicity
Rare, some�mes fatal, cases of severe hepa�c injury, 
including fulminant hepa��s, liver necrosis and hepa�c 
failure have been reported with NSAIDs. 
Inform pa�ents of the warning signs and symptoms of 
hepatotoxicity (e.g., nausea, fa�gue, lethargy, diarrhea, 
pruritus, jaundice, right upper quadrant tenderness, 
and "flulike" symptoms).

Hypertension 
NSAIDs can lead to new onset of hypertension or 
worsening of pre-exis�ng hypertension,  either of 
which may contribute to the increased incidence of CV 
events. Pa�ents taking angiotensin conver�ng enzyme 
(ACE) inhibitors, thiazide diure�cs, or loop diure�cs 
may have impaired response to these therapies when 
taking NSAIDs.
 
Serious Skin Reactions 
NSAIDs, including naproxen, can cause serious skin 
adverse reac�ons such as exfolia�ve derma��s, 
Stevens-Johnson Syndrome (SJS), and toxic epidermal 
necrolysis (TEN), which can be fatal. These serious 
events may occur without warning. Inform pa�ents 
about the signs and symptoms of serious skin reac�ons 
and to discon�nue the use of Naproxen.

OVERDOSAGE
Significant overdosage of the drug may be characterized 
by drowsiness, heartburn,indiges�on and nausea or 
vomi�ng. Haemodialysis does not decrease the plasma 
concentra�on of Naproxen Sodium because of its high 
degree of protein binding. However, haemodialysis 
may s�ll be appropriate in a pa�ent with renal failure 
who has taken Naproxen Sodium.

CONTRAINDICATIONS
Naproxen sodium tablets are contraindicated  in 
pa�ents with known hypersensi�vity to Naproxen and 
Naproxen sodium. Naproxen sodium tablets should not 
be given to pa�ents who have experience asthma, 
ur�caria, of allergic-type reac�ons a�er taking aspirin 
or other NSAIDs. Severe, rarely fatal anaphylac�c-like 
reac�ons to NSAIDs have been reported in such 

pa�ents Naproxen sodium tablets are contraindicated 
for the treatment of pre-opera�ve pain in the se�ng of  
coronary artery bypass gra� (CABG) surgery.

ADVERSE EFFECTS
Heartburn, abdominal pain, nausea,cons�pa�on, 
diarrhea,dyspepsia, headache,dizziness, lightheadedness, 
ver�go, pruritus (itching), skin erup�ons, swea�ng, 
�nnitus, visual disturbances, edema, palpita�ons, 
hyperkalemia, inters��al nephri�s, nephro�c syndrome, 
renal disease, renal failure, anxiety, asthenia, confusion, 
somnolence, tremors, convulsions, coma, hallucina�ons.

DRUG INTERACTIONS
No interac�ons have been observed in clinical studies 
with Naproxen Sodium and an�coagulants or 
sulphonylureas, but cau�on is nevertheless advised 
since interac�on has been seen with other non-steroidal 
agents of this class. Naproxen Sodium and other 
non-steroidal an�-inflammatory drugs can reduce the 
an� hypertensive effect of propranolol and other 
beta-blockers.
As with other non-steroidal an�-inflammatory drugs, 
Naproxen Sodium may increase the risk of renal 
impairment associated with the use of ACE inhibitors. 
Cau�on is  advised where methotrexate is administered 
concurrently because of possible enhancement of its 
toxicity since naproxen among other non-steroidal 
an�-inflammatory drugs has been reported to reduce 
the tubular secre�ons of methotrexate in an animal 
model.

STORAGE
Store Below 30oC. 
Protect from light, heat and moisture.
Keep out of the reach of children.

PRESENTATION
ARTIC 550mg (Naproxen Sodium) Tablets: 
Pack of 20’s in Alu-PVC blister. 

158, D. Tore, Gadap Road, Super Highway, Karachi. 

Manufactured by:

ISO-9001 Certified Company
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