Dy. 47692, Dt. 08/10/10

. F. No, CT/279/10.;1_1)_CG(I)
Directorate General of Health Services
Office of Drugs Controller General {India}
(BIOLOGICAL DIVISION)
FDA Bhawan, Kotla Road, New Delhi
Dated: - .

To ~ 1€ MAR 204
M/s. Kendle India Pvt. Ltd.,
Unit 002, Tower C, Cyber Park, Sec 39,
Gurgoan-122001.

Reference: - Your letter No. KGUR/ 33/2010/019, dated 06/10/10.
Sir,

This Directorate has no objection to your conducting clinical trials with the said drug under
the supervision of the investigators_ mentioned in your letter and as per the protocol forwarded
to this Directorate. At the time of submitting clinical trials reports to this Directorate for

evaluation you are required to comply with the following requirements:-

1. Submit complete report of clinical trials as per the approved protocol from the
individual investigator duly signed by him along with his observations /remarks on
the drug. ‘ '

2 Indicating the date of commencement and conclusion of the clinical trial at each

center {in case the study is multi-centric).

3. Approval of the Ethical Committee of the concerned centre /institution for

conducting the clinical tria] with the said drug.

You are also requested to follow Ethical aspects of the clinjcal trial as described in the
booklet “Ethical Guidelines for Biomedical Research on Human Subjects” published by Indian
Council of Medical Research (ICMR), New Delhi, and ‘GCP’ guideline issued by this Department
and to obtain Ethical Committee clearance of the Institute before nitiation of the study,
Ethical Committee clearance should be obtained before initiation of the study.

In future correspondence, yon may intimate this Directorate that You have
registered the study as mentioned above, -

In case of study related injury, you will Provide complete medical care as well as
compensation for the injury and statement to this effect should be incorporated in the
Information Consent Form. -

Yo ’ S faithfully,

(Dr. Surinder Singh)
Drugs Controller General (India)




