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Direction given by DCGI for drugs having adverse reaction
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2.1 DCGI has advised to all the state drugs controller throughout the country that all
the manufacture of Ofloxcin (antiviral drug) formulation under your juriselection to
mention stevens jonhson syndrome (SJS) / toxic epidermal Necrolysis (TEN) as an
adverse drug reaction in the package insert / permotional Literature of the drug.
2.2 Tranexamic acid formulation to mention seizure/ convulsion as an adverse drug
reaction in the package insert/promotional literature of the drug.
2.3 Qutiapine formulation to mention Urinary incontinence as an adverse drug reaction
in the package insert/promotional of the drug .
2.4 Ceflxime formulation to mention acute generalized exanthematous pusfulosis as an
adverse drug reaction in the package insert/promotional literature of the drug.
2.5 Cefotaxime formulation to mention angioedema as an adverse drug reaction in the
package insert/promotional literature of the drug.
2.6 Sulfasalazine formulation to mention drug rash with Eosinophilla and systemic
symptoms (DRESS) syndrome as an adverse drug reaction in the package insert/

promotional literature of the drug.

2.7 DCGI has directed to all state drugs controller in the country that many

manufactures use their same brand name which was originally for another drug/ FDC.

Now the same brand name is used for another drug however the formulation has

completely changed.

2.8In the drugs and cosmetics rules, 1945, in schedule H, in the note appended there to ,



