M/s. Cliantha Research Lid,,

Sigma ! Corporate, B/h Rajpath Club,
Opp. Mann Party Piot, OfF S. G. Highway,
Bodakdev, Ahmedabad — 380054,

&

Subject: Permission for condueting s Blosguivalence study entitled, «a
randomized, mul sitas, paraliel ass gament, placebo, coatrolled, doublablind
somparative study on the safety and 2fficacy of 3 gereriv Mylan formulation to
UB-marketed ciproden® {Aleon) in adult patients with aeute otitis Exivena (AGE)”
- regarding,

Jimdip

Cinieal Trial NOC No, GCT/17/13

Beferente: Your letter no. CRL.GM.13.82 dated 30/09/13 on the subject mentioned
above.

This Directorate has no objection to your conducting the subject mentioned
clinical trial as per the provisions of Drugs & Cosmetics Rules under supervision of
the following investigators and as per the Protocol No: CIDE-12043 versicns 3.0
dated 20-11-2012 submitted to this Directorate. '

Joeh

Dr Ajay Shah, Dept. of ENT, Seth VS General Hospital, Smt. N.J.L. Municipal
Medical Collegs, Elisbridge, Ahmedabad.- 380006.

2. Dr. Amol Dattatray Deshpande, Sanjeévan Hospital, off. Karve road, Nal Stop,
Pune- 411004,

Dr. Anoop raj, Dept. of ENT, Maulana Azad Medical College and Associated Lok
Nayalk Hospital, Bahadur shah Zadar Marg, New Delhi-110002

W

4. Dr. Anupam Mishra, Dept. of otorhinolaryngology, King George’s Medical
University, Lucknow-226003

5. Dr. Atul Kansara, AMC MET Medical College and Seth L.¢3. General Hospital,
Rambag, Maninagar, Ahmedabad-380008.




5. L B Chaudra Ran, Hing Ceorge Hoso Moharanipaia,
Vishalchapatnam, Aadhra Pradesh-530002,

7. Dr. Balasnbramenyeam, ENT, St. John’s Medical Coliege and Hospital, Sarjapur
Road, Bangalore, Katnataka-560034.

&. Dr. Bhagyashree Bokare, Dept. of ENT, Govt. Medical College & Hospital,

Medical College Square Road, Hanuman Nagar, Nagpur-440003.

0

Dr. Jagannath B, Kempegowda Institute of Medical Scicnce, K.R. Road, VV

Puram, Banglore-560004.

10.Dr. Mohnish Grover, Dept. of ENT, SMS Medical college and Attached
Hospitals, J.L.N. Marg, Jaipur—302004..

11.Dr. Nandu Kolwadkar, Ornage City Héspitai & Research Institute 19, Pandey
Layout Veer Sawarkar Square, Nagpur-440015, Maharashtra.

12.Dr. Naveen Kumar AG, Sapthagiri Institute of Medical Sciences and Research
centre, #15, Chikkasandra, Hesargatta Main Road, Bangalore, Karnataka-
560090.

13.Dr. R.S. Mudhoi, Dept. of ENT, KLE University’s Dr. Prabhalar Kore Hospital
& Medical research Centre, Nehru Nagar, Belgaum-590010.

14.Dr, Rahul A, Telang, Dept. of ENT & Head and Neck Surgery,-1stFloor, Sasoon
General Hospital, Pune, Maharashtra-411001.

15.Dr. Rajesh Chavan, Noble Hospital Pvt. Ltd. 153, Magarpatta city Road,
Hadapsar, Pune-411013.

16.Dr. Ravi Kumar, Dept. of ENT, Sri Ramachandra Medical centre, #1,
Ramachandra Nagar, Porur, Chennai-600116.

17.Dr. Sarmistha Bandyopadhyay, Health Point Hospital, #21, Prannath Pandit
Street, Opp. Lansdown Padmapukur, Kolkata-700025, West Bengal.

18.Dr. Vivel Hérkare, Dept. of ENT, NKP Salve Institute of Medical Sciences &
Lata Mangeshkar Hospital, Digdoh hill, Hingna Road, Nagpur-440019.

19.Dr. Manjunath, Dept. of ENT, Karnataka Institute of Medical Sciences, Hubli.

Kindly note that the clinical trial permission is subject to the following conditions:

a, Clinical trial shall be conducted in compliance with the approved protocols,
requirements of Schedule Y, Good Clinical Practice Guidelines issued by this
Directorate and other applicable regulations;
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reasons

e sald Licensing Authority;

study fo the

¥y report of scricus adverse event occurting during
subject, after due analysis, shall be forwarded within ten dayvs of ifs cccurrence as
pet Appendix Xi and in compliance with the procedures prescribed in Schedule ¥ ;

In case of an injury or death during the study to the subjects, the applicant sh
provide comnplete medical managemnent and comopensation in the case of trial related
injucy or death. in accordance with rule 122 DAB and the procedures prescribed
under Schedule Y, and the details of compensation provided in such cases shall be
intimated to the Licenaing Authority within thirty days of the receipt of the order of
the said authority;

The premises of Sponsor mcluding their employees, subsidiaries and branches,
their agents, contractors and sub-contractors and clinical trial study sites shall he
open to inspection by the officers authorized by the Central Drugs Standard Control
Qrganization, who may be accompanied by an officer of the State Drug Control
Authority concerned, to verify compliance to the requirements of Schednle Y, Good

Clinical Practices guidelines for conduct of clinical trial  in India and other
g - - .

applicable regulations;

The Spensor including their employees, subsidiaries and brenc g8, their agents,
contracters and sub-contractors and clinical triai study sites and the Investigator
shall allow olficers authorized by the Central Drugs Standard Control Organization,
who may be accompanied by an officer of the State Drug Control Authority
cancerned, to enter with or without prior notice, any premises of Sponsor including
their employees, subsidiaries and branches, their agents, coniractors and sub-
contractors and clinical trial sites to inspect, search and seize any rscord, data,
document, hooks, investigational drugs, etc, related to clinical triai and provide
adequate replies to any queries raised by the mspecting authority in relation to ihe
conduct of clinical trial.

having adequate emergency facilities and duly registered st tuiional Ethics
committess,

Clinical trial shall be conduocted only at those sites which are institutes /hospitals
1

The sponsor shell ensure that the number of clinical trizls an nvestigntor can
undertake should he cormensurate with the nature of the trial, facility available
with the Investigator etc. However, under no circumstances the number of trials

should be snore than three at a time,
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neni/ onorarinm /financial &
for conducting the study

hefors inttiation of each of the irial sites,

You are also mforimed that audio visual recording of the informed consent process

of each trial subject, including the procedurs of providing infermation o the subject.

and his/her understanding on such consent is required to be done duly adhering to
the principles of confidentiality. Such audio-visual recording and related
documentation shall be preserved.

. All the sponsors /[investigators /institutes/Organizations and other stake holders
involved in conduct of clinical trials in the country are hereby directed to adhere to
the above requirement of audio-visual recording of informed consent process of trial
subjects with immediate effect.

It may kindly be noted that merely granting permission to conduct clinical trials
with the drug dees not convey or imply that based on the clinical trial data
generated with the drug, permission to market this drug in the country will
automatically be granted to you. ‘

Yours faithfully,
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