Tele No0.011-23236965

F. No. IND/CT/21/000014 Fax.No.011-23236973

Government of India

Directorate General of Health Services
Central Drugs Standard Control Organization
(New Drugs Division)

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

To | JUN 2024
M/s Mankind Research Centre, j 8 2

(A division of Mankind Pharma Ltd),
Mankind Pharma Ltd. 208,
Okhla Industrial Estate, Phase Il Delhi (India)-110020

Subject: Permission for conducting clinical study entitled “A Phase 1, double-
blind, randomized, placebo controlled, Parallel study for assess the
safety, tolerability and pharmacokinetics of single and multiple doses of
MKP-10241 Suspension administered orally in healthy adult, human,
male subjects”- regarding.

Sir,

With reference to your application no. IND/CT04/FF/2021/24778 dated 31.03.2021,
please find enclosed herewith the permission in Form CT-06, No. CT/ND/77/2021 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

QI\A.\/
/ -
(Dr. V. G. Somani)
Central Licensing Authority

Condition of permission

(i)  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;

(i)  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:

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:
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(xiv)

(xv)

(xvi)

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
utilized 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;

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

generated during clinical trial.

(xviii) Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and

Informed Consent Form (ICF) 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) Thymus toxicity biomarker should be clearly defined and mentioned during

(xx)

the clinical trial.

Thymus toxicity data at 28 days (repeated dose toxicity data) and at
recovery stage should be submitted to CDSCO.

(xxi) The firm should submit DSMB data to CDSCO.






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

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

The Central Licensing Authority hereby M/s Mankind Research Centre (A division of
Mankind Pharma Ltd.), Mankind Pharma Ltd. 208, Okhla Industrial Estate, Phase-lll Delhi
(India)-110020 to conduct clinical trial of the investigational new drug as per 21-VIN-0121,
Version 1.0, 27 Mar 2021 in the below mentioned clinical trials sites.

2. Details of new drug or investigational new drug and clinical trial site:-

Names of the new drug or| MKP10241
investigational new drug:
Therapeutic class: Antidiabetic
Dosage form:

Powder for oral suspension

Composition: MKP10241=6.6600mg/ml. This strength is after
reconstitution.
Indications: Type Il Diabetes

Details of clinical trial sites-

Sr. No. | Name of Principal Investigator & Trial | Ethics Committee Name/
Sites Registration Number

01 Dr. Ranjit Kumar Rathwa, M/s Vedda Clinical | Sangini Hospital Ethics Committee
Research Ltd., Ist, 2939 and 4" Floor, | ECR/47/Inst/GJ/2013/RR-19
Vedant complex, Nr. Y.M.C.A. Club,
S.G.Highway Road, Veljapur Ahmedabad
Gujarat-380051. ’

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.

\}’\AV

(Dr. V. G. Somani)
Central Licensing Authority

o aDtam

Dr. V. G, SOMART P
Nrugs Controller General (ln_o:a)
Dte. General of He 2lth Services

: N 2 R ‘\(v far

Ministry of Health anc Family Welfar

New Delhi FDA Bhe Kotlz Road, I.T.0.
Date: ...5.... N--ane
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