
To

File No. SN D/MA/201000210
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organisation

(Subsequent New Drugs Division)

FDA Bhawan, Kotla Road,
New Delhi-110002
Dated:

M/s. MSN Laboratories Private Limited,
Formulations Division, Unit-ll,

0 0 siP 202?

Sy. No. 1277 & 1319 to 1324, Nandigama Village & Mandal,
Rongareddy District, Telangana - 509216.

Subiect: Permission to conduct Phase lll Clinical trial of Ticagrelor Sustained
ReleaseTabletslS0mg - A Randomized, Open Label, Multicentric, Active
Controlled, Parallel Group, Cornparative Phase lll Clinical Trial to Evaluate
the Efficacy and Safety of Ticagrelor SR Tablets 180 mg and Ticagrelor
Tablets 90 mgon a Background of Aspirin Therapy in patients with Acute
Coronary Syndromes (IACSI unstable angina, non-ST elevation
Myocardial lnfarction [NSTEMI] or ST elevation Myocardial lnfarction

[STEMll]. (Protocol No. TIC/MSN/P312020, Version: - 2.0, Date:

2510312022) - Reg.

GT NOC No.: CT/SND102012022

Sir,

With reference to your Application No. SND/CT21 lFF12020121139 dated 15-08-2020
please find enclosed herewith the permission in Form CT-06, CT NOC No.

CT/SND/O2012022 to conduct the subject mentioned clinical trial under the provisions of

New Drugs and Clinical Trial Rules,2019.

This permission is subject to the conditions, as mentioned below.

Yours faithfully,

t11\*

(Dr. V. G. Somani)
Central Licensing /\uthority

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;

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)

(ii)



Provided that the approving Ethics Committee for clinicaltrial shall in such
case be responsible for the study at the trial site or the centre, as the c?s€ ffi?!,.*
be:

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;

(iii) ln 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;

(v) Clinical trial shall be registered with the Clinical Trial Registry of lndia
maintained by the lndian Council of Medical Research before enrolling the first
subject for the trial;

(vi) 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;

(vii) Status of enrolment of the trial subjects shall be subrnitted 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;

(viii) Six monthly status report of each clinical trial, as
completed or terminated, shall be submitted to the
electronically in the SUGAM portal;

(ix) ln 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;

(x) Any report of serious adverse event occurring during clinical trial to a subject of
clinical trial, shall, after due analysis, be fonvarded 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 Vl of the New Drugs and clinical rrials Rules, 2o1g;

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

(xii) ln 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 the
Chapter Vl and details of cornpensation provided in such cases shall be
intimated to the Central Licencing Authority within thirty working days of receipt

to whether it is ongoing,
Central Licencing Authority



of the order issued by the Central Licencing Authority in accordance with the
provisions of the said Chapter;

(xiii) 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;

(xiv) Where the New Drug or lnvestigational 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 lndia, in accordance with Chapter X of these rules, unless otherwise
justified;

(xv) 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;

(xvi) 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;

(xvii) The sponsor and the investigator shall maintain the data integrity of the data

generated during clinical trial.

(xviii)lnformed Consent Documents (lCD) viz. Patient lnformation Sheet (PlS) and

lnformed Consent Form (lCF) complete in all respect & must be got approved

from the respective Ethics committee and submitted to CDSCO before enrolling

first subject at the respective site.

(xix) lt may kindly be noted that merely granting permission to conduct Clinical trial

with the drug does 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.



FORM GT-06

(See rules 22, 25, 26, 29 and 30)

CT NOC NO.: CT/SND102012022

The Central Licensing Authority hereby permits M/s MSN Laboratories private
Limited, Formulations Division, Unit-ll, Sy. No. 1277 & 1319 to 1324, Nandigama
Village & Mandal, Rongareddy District, Telangana - 509216 to conduct clinical trial
ofthenewdrugaSperProtocolNo.TlC/MSN/P3/2o20,
Version: ' 2.0, Date: - 2510312022 in the below mentioned clinical trial sites.
2. Details of new drug or@:
Names of the new druo: Ticagrelor Sustained Release Tablets 1B0mg
Therapeutic class: Sustained Release Tablets
Dosage form: Tablets
Cornposition: Each Sustained Release Tablets Contains:

Ticagrelor ..180mg
Indications: 1. For the prevention of thrombotic events (cardiovarscular

death, myocardial infarction and stroke) in patients with
Acute coronary syndromes (ACS) unstable angina, non
ST elevation Myocardial infarction (STEMI) including
patients managed medically, "'and those who are
managed with percutaneous coronary intervention (pCl)
or coronary artery by-pass grafting (CABG).

2. lndicated for the prevention of thrombotic events
(cardiovascular death, myocardial infarction and stroke)

, in patients with a history of myocardial infarction (Ml
occurred at least one year ago) and a high risk of
developing a thrombotic event.

Details of clinical tria! sites

Sr.
No.

Name of Principal lnvestigator &
Trial sites

Ethics Gommiffee Name/ Registration
Number

1

Dr. Dilip Namdev Kadam,
Care Multispeciality Hospital, Kolte
Arcade Pune Nagar Road, Wagholi,
NearBazar Tal Haveli, pune

Maha ras htra41 2207 I nd ia.

Ethics Committee,
Care Multispeciality Hospital Ethics
Committee.
Reg. No. ECR/1 662 llnstl2022

2

Dr. Mohammed Zaki Siddiqui,
MLB Medical College & Associated
Hospital MLB Medical College Kanpur
Road Jhansi Uttar Pradesh - 2A4128.

Ethics committee, M.L.B Medical college
MLB Medical College & Associated
HospitalMlB Medical college Kanpur Road
Jhansi Jhansi Uttar Pradesh
Reg. No. ECR/1 393/lnsUU P t2020

3

Dr. Sankar Ghandra Mondal,
PGMER & SSKM Hospitat 244, Acharya
J. C. Bose, Road Bhowanipore, Kol
kata West Bengal -700020,lndia.

PGME & R research Oversight Committee
lnstitute of Post Graduate Medical
Education and research.
Reg. No. ECR/35/lnstA//B/20 1 3/RR-1 9



(_

Ramesh,
Adichunchanagiri
Research Center
Nagamangala
Bengaluru -571448,

Hospital
B. G.

Taluk
lndia.

and
nagara,
Mandya

I nstitutional Ethics Committee,
Adi chunchanagiri Hospital and Research
Center.
Reg. No. ECR/1 456 llnsUKN2020

3. 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.

VP
(Dr. V. G. Somani)

Gentral Licensing Authority
Stamp

Dr. V. S. SClt':'lll
Drugs Conirort ' '" 'cra! {inciia)
Dte. Ger':r r ':+,

Ministry of li , . - ;',i are
FDA Bhawar:. i({)ilir r:i.1;d, l.'1".()'

New tlulhi-.i'10002

Place: New Delhi
Date:

0 g Sbr zSZt




