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NAPROXEN SODIUM

Description Naproxen sodium is a nonsteroidal anti-inflammatory agent that also has analgesic
activity. It is used in the symptomatic treatment of acute and chronic rheumatoid
arthritis, osteoarthritis, primary dysmenorrhea and for relief of mild to moderate
pain. It is the sodium salt of naproxen, which is more rapidly absorbed; used for
rapid analgesia.

Chemical name: (-)-6-methoxy-alpha-methyl-2-napthaleneacetic acid,
sodium salt
Chemical formula: Cy4H15NaO4

Specifications USP (Current Edition) Requirements Range
[AENHIfICATION .. passes test
ASSAY, Y0 v 98.5-102.0
Specific optical rotation, (°) .......covvevieiiiii e -17.0- -15.3
Chromatographic purity

Total IMPUItIES, %0, MAX. wiiiiiiiiiieiei e 2.0

Largest IMpPUrity, %0, MaX. ...veiiieiiiiii e 0.5
Heavy mMetalS, PPM, MEX. w.viiiiiiiiiiiee e 20
LOSS ON AryiNG, %0, MEX. «eeiiivieeiiiiieiiiee ettt e e neees 1.0
Organic volatile IMmpUties ... meets requirements
TOIUENE, PPIM, INIBX. 1ottt e e ettt ee e e e e e eaeeeaeas 500
Particle size, %, <=250 MICIrONS, MIN. ...iviiriieeie e e 95
Free NaproXen, %0, MAX. .....iiiieiei et e e e e e e 1.0
SMBA, DPIM, MBX. 1ttt ettt et e e et e e e aaaaaae s e e e s eranne 50
Chiral UMty %6, S MIN. et 98
HPLC impurities

Hydrolyzed NaproxXen, 90, MaX. .....ccvuiiiiriiiiiieiii et 0.2

Linear NaproXen, 20, MAX. .......cccieieiiiiiiieceiiiie e e et e e e e 0.2

ChIOrONAPRIOXEN, 0 veviiiiiiiieiee e <0.10

Other siNgle IMPUIILY, 90 .vvviiiiiiiiee e <0.10

Total IMPUNLIES, %, MAX. ..iciiiiiiiiiei et 0.50



Shipping Information Bulk naproxen sodium is sold in 50 kg (net) fiber drums

Caution: Federal law prohibits dispensing naproxen sodium in the U.S.A. without appropriate
Food and Drug Administration (FDA) approval. For manufacturing, processing, or
repackaging only.

Chemical name: (-) -6-methoxy-alpha-methyl-2-napthaleneacetic acid, sodium salt
Chemical formula: Cy4H15Na04
Chemical Registration Numbers CAS: 26159-34-2

The information presented herein is believed to be accurate and reliable, but is presented without guarantee or responsibility on the part of Albemarle Corporation. It is the responsibility of the user to comply
with all applicable laws and regulations and to provide for a safe workplace. The user should consider any health or safety hazards or information contained herein only as a guide, and should take those
precautions which are necessary or prudent to instruct employees and to develop work practice procedures in order to promote a safe work environment. Further, nothing contained herein shall be taken as
an inducement or recommendation to manufacture or use any of the herein materials or processes in violation of existing or future patents.
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