To

File No. SND/MA/22/000119
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 17 AU 207

M/s. Hetero Healthcare Limited,
Sy. No. 80-84, Melange Towers, 4 Floor, C-Wing,
Patrikanagar, Madhapur, Hyderabad, Telangana - 500081.

Subject: Permission to conduct Phase Il Clinical trial of Clotrimazole Vaginal film

50mg - Comparative Clinical evaluation of Efficacy And Safety Of
Clotrimazole Vaginal Film wvs Canesten V6 Vaginal Tablet In The
Management Of Symptomatic Vulvovaginal Candidiasis in non pregnant
women - Open Label, Randomized, Comparative, Prospective, Multicentric
Study. (Protocol No. HHCL/01-01/22, Version: - 1.1, Date: - 05/05/2022) -
Reg.

CT NOC No.: CT/SND/018/2022

oir,

With reference to your Application MNo. SND/CT21/FF/2022/31344 dated 30-03-2022
please find enclosed herewith the permission in Form CT-06, CT NOC Ne.
CTI/SND/018/2022 to conduct the subject mentioned clinical tnal under the provisions of
New Drugs and Clinical Trial Rules. 2019

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

(i)

Yours faithfully,
Ly
1

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

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,
registeraed with the Central Licencing Authority under rule B

VWhere a clinical tnal site does not have its own Ethics Committee, chnical 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 tnial shall in such

case be responsible for the study at the trial site or the centre, as the case may
be:



{im}

(iv)

(v]

{wi]

{wir}

{wili)

{ix)

{x}

(xi)

{xir)

Frovided further that the approving Ethics Committee and the clinical trial
site or the bicavailability 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 lo seeking approval of another Ethics Committee for the protocol
for conduct of the clinical 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 tmal shall be registered with the Clinical Tnal 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 climical tnal protocol, whichever 13
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 tnal the detailed reasons for such
termination shall be commumicated to the Central Licencing Authority within
thirty working days of such termination;

Any report of serious adverse event occurning during clinical trial o 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 of the New Drugs and Clinical Trials Rules, 2019

In case of injury during chmcal tnal 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 Authonty in accordance
with the provisions of the said Chapter,

In case of clinical trial related death or permanent disability of any subject of
such tnal during the trial, compensation shall be provided in accordance with the
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;



{ xiii)

(%)

(v}

(xvi)

The premises of the sponsor including his representatives and clinical trial sites,
shall be open for inspection by officers of the Central Licencing Authonty who
may be accompanied by officers of the State Licencing Authority or outside
experts as authorised by the Central Licencing Authorty, to verfy compliance of
the requirements of these rules and Good Clinical Practices Guidelines, to
inspect, search and seize any record, resull. document, investigational product,
related to clinical trial and furmish reply to query raised by the said officer in
relation to chinical 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
Autharity 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 Autharity may, if considered necessary, impose any other
condition in writing with justification, in respect of specific chinical trials, regarding
the objective, design. subject population, subject eligibility, assessment, conduct
and treatment of such specific clinical tnal;

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

generated during clinical tnal

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

{xix)

(xx)

{xx1)

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 respechive site.

It may kindly be noted that merely granting permission 1o conduct Clinical tnal
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

Increase the number of study centers (atleast 10 centers ie. 5 Govt.
Hospitals and 5 Private Hospitals) and accordingly, number of subjects to
be increased.

Increase the safety, follow up period up to 14 days instead of 7 days.

(xxii) Accordingly, the revised protocol should be submitted to CDSCO before

initiation of the study.



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/SND/018/2022

The Central Licensing Authority hereby permits Mis Hetero Healthcare Limited, Sy. No. 80-84,
Melange Towers, 4th Floor, C-Wing, Patrikanagar, Madhapur, Hyderabad, Telangana —
500081 to conduct clinical trial of the new drug orinvestigational-new-drug as per Protocol Ne.
HHCL/01-01/22, Version: - 1.1, Date: - 05/056/2022 in the below mentioned clinical trial sites

2. Details of new drug or investigational-rew-drug.
| Names of the new drug: | Clotnmazole Vaginal Film 50mg

Therapeutic class: | Anti-fungal
Dosage form: . Vaginal Film
Composition:

I Indications:

Details of clinical trial sites

| Sr. | Name of Principal In vestigator & Trial
No. | sites
[ Dr.  Malathi Verabely, MBBS, DNB
| (DGO)
| Malla reddy Hospital, Jeedimetla,

| Suraram, Hyderabad,

Dr. Mhankale Ashok Bajirao
[ MBBS, MO, Obstetrics & Gynaecology.
Ishwear Institute of Health Care
2 | Ishwar Heights, 1% floor, Plot No. 7, Gut

No. 61, Beside Punjabi  Bhavan,
Padegaon, Aurangabad - 431002,
Maharashtra

' Dr Rachkonda Laxmi Magbhushanam,

MBEBS, MD (OBGY),

a3 MGM Medica! College & Hospital, MN-G
Cidca, Aurangabad, 431003,
Maharashtra, India

Each vaginal film contains:
| Clotnmazole, ... ...
Clotnmazole s used to treat vaginal yeast infections and refieve
external iching and irmtation due to vaginal yeast infection.

Ethics
Number

Institutional Ethics Committes MRIMS,
Malla Reddy Insttute of Medical
Survey MNumber 138, Suraram Main Road
GHMC  Quthbullapur, Jeedimetla Hyderabad
Medchal-Malkajgiri. Telangana — 500055

Reg. No ECR/MZ8/nst/AFZ016/RR-20 |
Ethics Committee of Ishwar Insttute of |
Healthcare,

Istwar Institute of Health Care,

Ishwar Heights, 1* floor, Plot No. 7, Gut No. 6/1
Beside Punjabi Bhavan. Padegacn, Aurangabad

Committee MName/ Registration

Sciences

[ — 431002, Maharashtra.

Reg. No EEH:‘EIEEIIHEUMHJ’EW TIRR- EU

' MGM Ethics Committee for Research un Human

Subject,
MGM Medical College & Hospital, N-6 Cidco, |
Aurangabad, 431003, Maharashtra, India
Reg. Mo ECR/A81/Inst/MH/2014/RR-20

' Dr. Adhay Tejasvini Kishor, MBBS.
Lifepoint Multispeciality Hospital, 1451
4 | Mumbai Bangalore Highway, Near Hotel
| Bayaji, Wakad, Pune-411057
| Maharashtra Inl:ha

| Reg No. ECR/751/Inst/MH/2015/RR-21

Lifepoant Research- Ethics Commities Life Paint
Mutispecialty Hospital Pvt. Ltd. 1451, Mumbai-
Bangalore highway Near Hotel Sayaji VWakad
Fune Maharashtra - 411057 India,

3. This permission is subject to the conditions prescribed in part A of Chapter V' of the New Drugs
and Clinical Trials Rules 201% under the Drugs and Cosmetics Act, 1940

Place: New Delhi

Date:} 7 411G 2077

Illll; Il',|_...'
{Dr. V. G. Somani)

Central Licensing Authority
Stamp



