Nil File No. FDC/CT/21/000001 Fle. No.:011-232369651
_ Government of India Fax No. :011-23236973
Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)
FDA Bhawan, Kotla Road
New Delhi-110002
Dated:

To, ' -
M/s. Sun Pharma Laboratories Ltd., r%@ﬁmi

Sun house, Plot No. 201 B/,
Western Express Highway, 5 & FEB 2021
Goregaon (E), Mumbai-400063. & B

oy

Subject: Permission to conduct Phase IV clinical trial with the FDC of Pregabalin IP
75mg (as prolonged release) + Etoricoxib IP 60mg uncoated bilayered tablets
(Vide protocol no. ICR/20/015, version no. 1.0, dated: 17.11.2020)-regarding.

Dear Sir,

@

With reference to your online application submitted in Form CT-04 on dated
12.01.2021 please find enclosed herewith the “permission to conduct clinical trial study of new
drug” bearing no. CT-06-16/2021 under the provision of Drugs and Cosmetics Act and Rules.

The permission is subject to the conditions mentioned below.

Kindly acknowledge receipt to this letter and its enclosures.

Yours faithfully,

o
/‘
(Dr. V. G. Somani)
Drugs Controller General (India)

CONDITIONS OF PERMISSION

. Clinical trial at each site shall be initiated after approval of the clinical trial protocol and
other related documents by the Ethics Committee of that site, registered with the Central
Licencing Authority under rule 8;

Il Where a clinical trial site does not have its own Ethics Committee, clinical trial at that site
may be initiated after obtaining approval of the protocol from the Ethics Committee of
another trial site; or an independent Ethics Committee for clinical trial constituted in
accordance with the provisions of rule 7

i.  Provided that the approving Ethics Committee for clinical trial shall in such case be
responsible for the study at the trial site or the centre, as the case may be:

ii.  Provided further that the approving Ethics Committee and the clinical trial site or
the bioavailability and bioequivalence centre, as the case may be, shall be located
within the same city or within a radius of 50 kms of the clinical trial site;

. In case an ethics committee of a clinical trial site rejects the approval of the protocol, the
details of the same shall be submitted to the Central Licensing Authority prior to seeking
approval of another Ethics Committee for the protocol for conduct of the clinical trial at the
same site;

IV.  The Central Licencing Authority shall be informed about the approval granted by the
Ethics Committee within a period of fifteen working days of the grant of such approval;



VI.

VII.

VIII.

XI.

XIL.

X,

XIV.

XV.

XVI.

XVII.

XVIII.

XIX.

XX.

Clinical trial shall be registered with the Clinical Trial Registry of India maintained by the
Indian Council of Medical Research before enrolling the first subject for the trial;

Clinical trial shall be conducted in accordance with the approved clinical trial protocol and
other related documents and as per requirements of Good Clinical Practices Guidelines and
the provisions of these rules;

Status of enrolment of the trial subjects shall be submitted to the Central Licencing Authority
on quarterly basis or as appropriate as per the duration of treatment in accordance with the
approved clinical trial protocol, whichever is earlier;

Six monthly status report of each clinical trial, as to whether it is ongoing, completed or
terminated, shall be submitted to the Central Licencing Authority electronically in the SUGAM
portal;

In case of termination of any clinical trial the detailed reasons for such termination shall be
communicated to the Central Licencing Authority within thirty working days of such
termination;

Any report of serious adverse event occurring during clinical trial to a subject of clinical trial,
shall, after due analysis, be forwarded to the Central Licencing Authority, the chairperson of
the Ethics Committee and the institute where the trial has been conducted within fourteen
days of its occurrence as per Table 5 of the Third Schedule and in compliance with the
procedures as specified in Chapter VI,

In case of injury during clinical trial to the subject of such trial, complete medical
management and compensation shall be provided in accordance with Chapter VI and details
of compensation provided in such cases shall be intimated to the Central Licencing Authori™
within thirty working days of the receipt of order issued by Central Licencing Authority in
accordance with the provisions of the said Chapter;

In case of clinical trial related death or permanent disability of any subject of such trial during
the trial, compensation shall be provided in accordance with Chapter VI and details of
compensation provided in such cases shall be intimated to the Central Licencing Authority
within thirty working days of receipt of the order issued by the Central Licencing Authority in
accordance with the provisions of the said Chapter;

The premises of the sponsor including his representatives and clinical trial sites, shall be
open for inspection by officers of the Central Licencing Authority who may be accompanied
by officers of the State Licencing Authority or outside experts as authorised by the Central
Licencing Authority, to verify compliance of the requirements of these rules and Good Clinical
Practices Guidelines, to inspect, search and seize any record, result, document,
investigational product, related to clinical trial and furnish reply to query raised by the said
officer in relation to clinical trial;

Where the new drug or investigational new drug is found to be useful in clinical development,

the sponsor shall submit an application to the Central Licencing Authority for permission to
import or manufacture for sale or for distribution of new drug in India, in accordance with

Chapter X of these rules, unless otherwise justified,;

The laboratory owned by any person or a company or any other legal entity and utilised by
that person to whom permission for clinical trial has been granted used for research and
development, shall be deemed to be registered with the Central Licensing Authority and may
be used for test or analysis of any drug for and on behalf of Central Licensing Authority;

The Central Licencing Authority may, if considered necessary, impose any other condition in
writing with justification, in respect of specific clinical trials, regarding the objective, design,
subject population, subject eligibility, assessment, conduct and treatment of such specific
clinical trial;

The sponsor and the investigator shall ‘maintain the data integrity of the data generated
during clinical trial.

The formulation intended to be used in the clinical trial study shall be manufactured under
GMP conditions using validated procedures.

Non-pharmacological interventions, if allowed, should be considered for assessing
efficacy.

Additional sites for conduct of the study under neurologist should be included.



FORM CT-06
(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG

Permission no.: CT-06-16/2021

&

The Central Licencing Authority hereby permits M/s. Sun Pharma Laboratories
Ltd.,.Sun house, Plot No. 201 B/1, Western Express Highway, Goregaon (E),
Mumbai-400063 (Name and full address with contact details of the applicant) to
conduct clinical trial of the new drug or investigational new drug as per protocol
number (Vide protocol no. ICR/20/015, version no. 1.0, dated: 17.11.2020 in
the below mentioned clinical trial sites.

Details of new drug or investigational new drug and clinical trial site [As per
Annexure]. :

This permission is subject to the conditions prescribed in part A of Chapter V of
the New Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics

Act, 1940.

Place ..o 0
Bate . v

32 6 FEB 2021

\/ %o

Central Licencing Authority
Stamp
Dr. V. G. SOMANI

Drugs Controlier General (India)

Ainoxtre: ; Dte. General of Health Services
Mm;stry of Health and Family Welfare

: . : _ DA Bhawan, Kotla Road, |.T.O.

Details of new drug or investigational new drug: New Delhi-noggz =

Names of the new drug
or investigational new
drug:

Pregabalin IP 75mg (as prolonged release) + Etoricoxib IP
60mg uncoated bilayered tablets

Therapeutic class:

Anticonvulsant and selective COX 2 inhibitor

Dosage form:

Uncoated Bilayered Tablets

Gomposition:

Each uncoated bilayered tablets contains:

Pregabalin IP 75mg
(as prolonged release)
Etoricoxib IP 60mg

Indications:

In the treatment of chronic low back pain associated with
neuropathic component.

Details of clinical trial site:

Names and address of clinical trial site: |As per annexure- A

Ethics committee details:

As per annexure- A

Name of principal investigator: As per annexure- A




Permission no.: CT-06-16/2021

Annexure-A

3. Name of PI Site Name Ethics Committee Name,
No. Address & EC registration No
1 Dr. C L Nawal | G-1, Department of Medicine, | Ethics Committee S.M.S.
(Senior Professor & | Dhanvantri OPD block, SMS | Medical College and Attached
Unit Head) Hospital, Jaipur-302004 Mobile | Hospitals, Jaipur
No: 9414053160 Email ID: | ECR/26/Inst/RJ/2013/R R-19
drclnawal@gmail.com
2 Dr. Deepak Kumar | Department of Orthopaedic | Institutional Ethics Committee,
(Associate Surgery King George's Medical | King Georges Medical
professor) University, 6th Floor, Shatabdi University, Lucknow
Phase-Il, Chowk Lucknow-226003 | ECR/262/Inst/UP/2013/ RR-19
U.P., India
3 Dr.  Dhule Anil | Department of Orthopaedics, | Institutional Ethics Committee
Baburao (Associate | (Room No.14 and Ground Floor) | Government Medical College,
professor) Government Medical College and Aurangabad
Hospital, Near Panchakki Road, | ECR/314/Inst/MH/2013/ RR -19
Aurangabad431001, Maharashtra,
i India
4 Dr. Paramesha K C | Room no 3, Department of | IEC-MMC and RI and
(Associate Orthopedics, K R Hospital | Associated Hospital Mysore
professor) Attached to Mysore Medical | Medical College and Research
College and Research Institute, | Institute, Mysuru
Irwin Road, Mysuru Karnataka, | ECR/134/Inst/KA/2013/ RR-19
India570001
5 Dr.  Sujit Kumar | All India Institute of Medical | Institutional Ethics Committee,
Tripathy (Additional | Sciences, Sijua, Patrapada, | All India Institute of Medical
professor) Bhubaneswar751019, Odisha Sciences, Bhubaneswar
ECR/534/Inst/OD/2014/ RR-20
5 Dr. Bartakke | Department of  Orthopaedics, | IEC of B.J .G.M. C And Sassoon
Girishchandra Sassoon General Hospitals, | General Hospital, Pune
Dnyaneshwar Jayprakash Narayan Road, Near | ECR/280/Inst/Maha/201 3/RR-
(Professor & HOD) | Pune Railway Station, Pune- | 19
| 411001, Maharashtra, India
Y Dr. B Valya | Ground Floor, IP Block, Dept of | Institutional Ethics Committee
(Professor) Orthopedics, Gandhi Hospital, | Gandhi Medical College and
Musheerabad, Hospital, Secunderabad
Secunderabad500003 ECR/180/Inst/AP/2013/ RR-19
8 Dr. K. Sanjeev | Department of Orthopaedics, | Institutional Ethics Committee,
Kumar (Asst. | Government Medical College & | Govt. Medical College Gouvt.
Professor) Govt General Hospital (Old | General Hospital, Srikakulam
RIMSGGH), Srikakulam — 532001, | ECR/492/Inst/AP/2013/ RR-20
Andhra Pradesh, India
9 Dr. Patil Sandesh | Shree Siddhivinayak Maternity and | Shree Siddhivinayak Hospital
Sahebrao Nursing home, Unity campus, 2nd | Ethics Committee, Nashik
(Consultant floor, opp KTHM college, | ECR/1247/Inst/MH/2019
physician) Gangapur Road, Nasik- 422002,
Maharashtra, India
10 Dr Brijesh | Hi-Tech Multispeciality Hospital, | Hi-Tech Ethics Committee
Jerambhai Patel | Room No. 03, Ground Floor, | (HEC), Gandhinagar.
(Consultant Sector 3-D, Plot No. 1180, Gh | ECR/1057/Inst /GJ/2018
Orthopedic and | Road, Nr. Gh11/2 Bus Stand,
Director) Gandhinagar, Gujarat -382003,
India
11 Dr. Borana Chirag | Department of Orthopaedic, | Institutional Ethics Committee

Prakash
(Consultant
Orthopedic

Masina Hospital, Sant Savta Marg,
Byculla (East), Mumbai 400027

(IEC), Masina Hospital, Mumbai
ECR/1179/Inst /IMH/2019




Permission no.: CT-06-16/2021

Annexure-A

12 Dr. Sushil Haridas | Department of orthopedics, Dental Institutional Ethics Committee,
Mankar (Professor | Complex, 1st floor. NKP Salve NKP Salve Institute of Medical
& HOD) Institute of Medical Sciences & | Sciences, Nagpur
Research Centre & Lata | ECR/88/Inst/ MH/2013/RR-19
Mangeshkar Hospital, Digdoh
Hills, Hingna Road, Nagpur-
4400019, M.H, India
13 Dr. Manoj Madini | Hi-tech  Medical College & Institutional Ethics Committee,
(Assistant Hospital, Hi-tech Hospital Road, | Sparsh Hospital, Bhubaneswar
Professor) Pandara, Rasulgarh, | ECR/68/Inst/OR/2013/RR-19
Bhubaneswar751025, Odisha :
i
PG ... kit
Central Licencing Authority
Dale: .. Stamp

2 ¢ FEB 2021

Dr. V. G. SOMANI
Drugs Controller General (India)
Dte. General of Health Services

Ministry of Health and Family Welfare

FDA Bhawan, Kotla Road, |.T.O.
New Delhi-110002




