File No. SND/MA/21/000323
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;

o 09 FEB 2072

Mis. Shilpa Medicare Limited.,
12-6-214/A1, Hyderabad Road, Raichur,
Karnataka (India) - 584135,

Subject: Permission to conduct Phase Il Clinical trial of Tranexamic Acid Spray
10% wiv - An open label, Multicenter, Randomized. Parallel, Placebo
Controlled, Safety and Efficacy of Tranexamic acid spray 10% wliv in
patients undergoing dental extraction (Protocol No. CT5-21-005, Version
No.: 01, Date: 15.12.2021) - Reg.

CT NOC No.: CT/SND/004/2022
Sir,

With reference to your Application No. SND/CT21/FF2021/26625 dated 29-06-2021
please find enclosed herewith the permission in Form CT-06, CT NOC No
CTISND/004/2022 to conduct the subject mentioned clinical trial under the provisions of
New Dirugs and Clinical Trial Rules, 2019

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

Yours faithfully,

'|".I.I.l'
k|

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

Conditions of Permission

(n  Clinical trial at pach site shall be initiated after approval of the climcal trial
protocol and other related documents by the Ethics Commitiee of that site,
registered with the Central Licencing Autharity under rule &

(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 far clinical
trial constituted in accordance with the provisions of rule 7:



(i}

{iv)

(v}

(wi}

{vii}

(wiin)

(ix)

(%)

{xi)

{xim)

Provided that the approving Ethics Commitiee far clinical trial shall in such
case be responsible for the study at the trial site or the centre. as the case may

be:

Provided further that the approving Ethics Committee and the clinical tnal
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 tnal site rejects the approval of the
protocol, the details of the same shall be submitted to the Central Licensing
Authonty prior to seeking approval of another Ethics Committee for the protocol
for conduct of the chinical trial at the same site;

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,

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 climical tnal
protocel and other related documents and as per requirements of Good Climcal
Practices Guidelines and the provisions of these rules:

Status of enrciment of the trial subjects shall be submitted to the Central
Licencing Authority on quarterly hasis 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 1s ongoing,
completed or terminated, shall be submitted to the Central Licencing Autharity
electronically in the SUGAM partal;

In case of termination of any clinical tnal the detailed reasons for such
iermination =hall be communicated to the Central Licencing Authority within
thirty working days of such termination;

Any report of serious adverse event occurring during clinical tnal to a subject of
clinical trial, shall, after due analysis, be forwarded 1o the Central Licencing
Authority, the chairperson of the Ethics Committee and the institute where the
trial has been conducted within fourteen days of its cccurrence as per Table 5 of
the Third Schedule and in compliance with the procedures as specified in
Chapter V1 of the New Drugs and Clinical Trials Rules, 201%;

In case of njury duning climeal trial to the subject of such trial, complete medical
management and compensation shall be provided in accordance with the
Chapter VI 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 Autharity 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 the



(i)

(i)

(xv)

{xwi)

Chapter VI and details of compensation prowided in such cases shall be
intimated to the Central Licencing Authority within thirty working days of receipt
of the order 1ssued 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 Authorty whao
may be accompanied by officers of the State Licencing Authorty or outside
experts as authorised by the Central Licencing Autharity, 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 tnal;

Where the New Drug or Investigational New Drug 15 found to be usetul in cimcal
development, the sponsor shall submit an application to the Central Licencing
Authority for permission to import or manufacture for sake or for distnbution 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 tnals, 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 dunng clinical trial.

{wvii}Informed Consent Documents (ICD) wiz. Patient Information Sheet (PIS) and

(xix)

Informed Consent Form {ICF} complete in all respect & must be got approved
from the respective Ethics committee and submitted to CDSCO befare enroling
first subject at the respective site.

it may kindly be noted that merely granting permission to conduct Clinical tral
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 CT-06
(See rules 22, 25, 26, 29 and 30}

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG
CT NOC NO.: CT/ISND/OD4/2022

The Central Licensing Authority hereby permits Mis Shilpa Medicare Ltd., Plot No.:
29A5, 4" Phase, Averahalli, Sompura Industrial Area, Dabaspet, Bangalore-
562111 to conduct clinical trial of the new drug orinveshgational-Rew-drug as per
Protocol No. ©TS-21-005, Version No.: 01, Date: 15.12.2021 in the below mentioned
clinical tnal sites

2 Details of new drug or investigational-new-drug.

Names of the new drug: | Tranexamic Acid Spray 10% wiy

‘Therapeutic class: | Coagulants/Anticoagulants -
Dosage form: | Spray = =

Composition: | Each ml contains
100mg of Tranexamic ,ﬂ-_.r;n:l

" Indications: 7o reduce of prevent hemorrhage and reduce the need for |

Details of clinical trial sites

Sr. Ih_];;;-ne gfﬁingipm_lnuegﬂm & I E_'H'IES ﬁnﬁiﬂea_ﬁéﬁ‘lef F_tégistratmri-

No.  Trial sites Number

Dr Aditya Mohan A (MDS), Institutional ethics committes,
MMR Dental College.

Departrment of Oral and Maxillofacial

1 Surgery, MNR Dental College & Re-Registration No .
Hospital, MNR Nagar, Fasalwadi, ECR/B34/MNR/InstTG/2016/Re-
Marsapur Road, Sangareddy Registration-2020

(Telangana)-502294

Dr. Sujeeth rumar Shetty (MDS), Institutional ethics commitiee,
. JSS Dental College and Hospital

J55 Dentai College and Hospital,
JSS Academy of Higher Education Registration No.
and Research. JSS Medical | ECR/11T0/MMNR/Inst/KA2018
Institutions Campus, Sn |
Shivarathreeshwara Nagara, Mysuru

| (Karnataka)-570015

3. This permission is subject to the conditions prescnbed in part A of Chapter V of the
New Drugs and Clinical Trials Rules, 2018 under the Drugs and Cosmetics Act, 1940.

."I':_.'ll,\l-'
(Dr. V. G. Somani)
Place: New Delhi Central Licensing Authority
Dateyy ¢ - Stam
U9 FEE 207 D . G SOMANI
Drugs Controller Gencial [Imedidn)
nte. General of Health Servicas
Winisiry of Healin ando Eamily Weltare

FOA Bhawen, B I IT.



