
 

 

 

 

Strides Arcolab announces USFDA approval for one more 

product – Takes total sterile product approvals to 15 - First 

product approval for Strides Sagent JV 

 
Strides Arcolab Limited (Strides) today announced receipt of ANDA approval for 

Azithromycin for Injection 500 mg / vial with para IV certification. Launch of Azithromycin is 

anticipated in April 2009. According to IMS, 2008 sales of Azithromycin in the United States 

approximated US$ 42 Million.  

 

Ravi Seth, Chief Executive Officer – International Operations of Strides stated: 

 

“This is the first approval for the Strides Sagent Joint Venture and a very important 

milestone for the partnership which has more than 25 products under development.”    

 

Under the joint venture agreement, Sagent and Strides Arcolab are developing, supplying 

and marketing more than 25 injectable products for the U.S. market.  Strides is responsible 

for developing and supplying injectable products that Sagent will market in the United 

States. 

 

About Azithromycin 

 

Azithromycin for injection is indicated for the treatment of patients with infections caused 

by susceptible strains of the designated microorganisms in the following conditions: 

Community –acquired pneumonia due to Chlamydia pneumoniae, Haemophilus influenzae, 

Legionella pneumophila, Moraxella catarrhalis, Mycoplasma pneumoniae, Staphylococcus 

aureus, or Streptococcus pneumoniae in patients who require initial intravenous therapy 

and Pelvic Inflammatory Disease due to Chlamydia trachomatis, Neisseria gonorrohoeae, or 

Mycoplasma hominis in patients who require initial intravenous therapy.  If anaerobic 

microorganisms are suspected of contributing to the infection, an antimicrobial agent with 

anaerobic activity should be administered in combination with azithromycin for injection. 

Sagent’s Azithromycin is the generic equivalent of Pfizer’s Zithromax ®. 

 

Most common side effects are gastrointestinal including diarrhea, nausea, abdominal pain 

and vomiting.  Serious allergic reactions, nervousness, dermatologic reactions and fatalities 

have been reported but are extremely rare. 
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About Strides Arcolab Limited 

 

Strides, listed on the Bombay Stock Exchange Limited (532531) and National Stock Exchange 

of India Limited (STAR), is a Bangalore, India head quartered global pharmaceutical 

company. Strides manufactures pharmaceutical formulations in various dosage forms 

including sterile injectables with dedicated facilities for Penicillin and Penems, 

Cepahlosporins, Oncolytics and  lyophilized injectable products. The company also 

manufactures pharmaceutical formulations in oral dosage forms, including capsules & 

tablets and Softgel capsules. Strides operates in and has significant presence in Australasia, 

Africa and India and through a series of strategies is expanding its North American and 

European growth. The company has series of joint ventures and front-ended operations in 

major markets and is a majority stakeholder of Ascent Pharmahealth Limited (APH), an ASX 

listed company. The company also collaborates closely with Global Drug Agencies and US 

PEPFAR and the UNICEF to supply a range of affordable generic pharmaceutical products 

used in the treatment of HIV, TB and Malaria. 

 

Strides has manufacturing facilities in Bangalore, India and overseas facilities in Milan, 

Warsaw, Singapore and Lagos. The Indian manufacturing facilities are approved by all major 

regulatory bodies. Strides employs approximately 2,500 people across the globe. Strides 

also has a marketing presence in over 50 countries. 

 

Additional information is available at the company’s website at www.stridesarco.com 

 

About Sagent Pharmaceuticals, Inc. 

 

Sagent Pharmaceuticals, founded in 2006, is a privately held specialty pharmaceutical 

company focused on developing, manufacturing, sourcing and marketing pharmaceutical 

products, with a specific emphasis on injectable products.  Sagent has created a unique, 

global network of resources, comprised of rapid development capabilities, sophisticated 

manufacturing and innovative drug-delivery technologies, quickly yielding an extensive 

portfolio of pharmaceutical products that fulfils the evolving needs of patients.              

Sagent currently has more than 200 products in development. 

 

To Discover Injectables ExcellenceTM and learn more about Sagent, please visit 

www.SagentPharma.com. 
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