
Taj Pharma India today receives tentative FDA (Food and Drug Administration) approval 
for generic Insulins

14th August 2008, Indian Pharmaceuticals Company Taj Pharmaceuticals based in Mumbai announced FDA 
approval for Insulins Generic drug manufacturing for regulatory market and non-regulated market.

The company is said to have approvals for different combinations of the drug, i.e. Mixture of 30% neutral 
soluble insulin and 70% isophane insulin (human monocomponent) 100 iu/ml (1.5ml penfills), Neutral 
solution of highly purified porcine chromatographed insulin 40 i.u./ml (10ml), Highly purified mono 
component pork neutral insulin 40i.u./ml (10ml), Highly purified human neutral insulin 100iu/ml (10ml), 
Highly purified isophane insulin 40iu/ml (10ml), Highly purified biphasic insulin (monocomponent human) 
40iu/ml (10ml), Highly purified biphasic insulin (monocomponent human) 100iu/ml (10ml), Isophane insulin 
40iu/ml (10ml), Highly purified human insulin zinc susp 40 iu/ml (10ml), Soluble insulin 30%, isophane 
insulin human monocomponent 70% 40iu/ml (10ml), Soluble insulin 30%, isophane insulin human 
monocomponent 70% 100iu/ml (10ml), Soluble insulin 50%, isophane insulin human monocomponent 50% 
40iu/ml (10ml), Soluble insulin 50%, isophane insulin human monocomponent 50% 100iu/ml (10ml), Human 
isophane insulin Monocomponent 40iu/ml (10ml), Human isophane insulin Monocomponent 100iu/ml 
(10ml), Human insulin ultralente 40iu/ml (10ml), Highly purified bovine porcine isophane insulin susp 40 
i.u./ml (10ml), 25% of dissolved human insulin and 75% of crystalline NPH human insulin 40iu/ml (10ml), 
50% of dissolved human insulin and 50% of crystalline NPH human insulin 40iu/ml (10ml), 100% of 
crystalline NPH human insulin comprising protamine and human insulin in isophane proportions 40iu/ml 
(10ml), Human insulin 40iu/ml (10ml), Each prefilled pen insuman 25/75 optiset contains 100iu per ml insulin 
human (25% dissolved insulin, 75% crystalline protamine insulin) as neutral susp., Each prefilled pen 
insuman 50/50 optiset contains 100iu per ml insulin human (50% dissolved insulin, 50% crystalline 
protamine insulin) as neutral susp., Neutral suspension of porcine chromatographed insulin (30% 
amorphous & 70% crystalline) (10ml), Pork insulin, highly purified 40 i.u./ml (10ml), Recombinant human 
insulin NPH 40 iu/ml (10ml), Recombinant human insulin regular 30% and 70% NPH (10ml), Recombinant 
human insulin regular 50% and 50% NPH (10ml), Highly purified biphasic insulin (porcine) containing a 
mixture of 30%, nordisulin 70%, insulatard 40 iu/ml (10ml), Highly purified chromatographed porcine insulin 
40 iu, m-cresol 0.3% per ml (10ml), Highly purified porcine neutral insulin 30% isophane insulin 70% 40 
i.u./ml (10ml), R DNA human monocomponent regular insulin 40 iu/ml (10ml), R DNA human 
monocomponent 50% regular and 50% isophane insulin 40 iu/ml (10ml) .

The generic manufacturing strategies of New Drug Insulins and the product-process of Taj Pharmaceuticals 
Ltd. are compared and collaborated using data from global Pharmaceuticals manufacturing plants in the 
UK(Newcastle), US, Korea, Italy, Germany and Japan.

The Indian company is eminent manufacturer, supplier and exporter of Insulins and various pharmaceuticals 
generics medicines in Tablets, capsules, Vial (injections), ampule, Strips and schedule packs etc.

The companies integrated research team facilitates the affordable production of the drug for even non-
regulated markets of the world. i.e. Middle East, Thailand, Bangladesh etc.

The company is also involved in manufacturing of Active Ingredient of various pharmaceuticals finished 
formulations in IP /BP / USP grades for all markets.

The approvals bring a positive uplift in the share market and public perception for Pharmaceuticals 
investors.
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Mumbai - 14th August 2008 - Drug firm Taj Pharmaceuticals today said it has received tentative approval 
from Food and Drug Administration regulator to sell a generic version of Insulins
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For Pharmaceuticals Company : http://www.tajpharma.com / http://www.tajpharmaceuticals.com

For Active Pharmaceuticals Ingredients : http://www.tajapi.com

For Drug & Doctors : http://www.tajdrug.com / http://www.tajfordoctors.com
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About Taj Pharmaceutical Limited

Taj Pharmaceuticals Limited is a pharmaceutical company founded and based in India. The company manufacturers 
pharmaceutical formulations and API for India and other countries of world. The company was established in 1995 as an 
enterprise and in 2004 became a public limited company. As per Mumbai pharmaxil and Chemixil association the company 
manufacturers and exports to countries like Albania, Argentina, Austria, Chile and Iraq. In 1995 pharmaceuticals wing only has a 
schedule M certification for pharmaceuticals products manufacturing in India. Taj Pharmaceuticals established its manufacturing 
unit in Gujarat because of government policies in 1999 with WHO / GMP licence. The company in 2003 revived all the old 
manufacturing units and approached the FDA Gujarat for 4000 new pharmaceuticals drug permissions for the first time in 
India.

According to the Indian Trade Mark the company owns about 450 brands and 4600 generic manufacturing permissions in 
India. According to the export data analysis the company was the largest exporter of generic medicines to the Europe and Middle 
East countries.

The company medicines are present in France, Georgia, Egypt and CIF countries.
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