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File No. FDC/MA/23/000110 Tele. No.:011-23236965
Government of India Fax No. :011-23236973

To,

Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)
FDA Bhawan, Kotla Road
New Delhi-110002
Dated: 09-Jul-2025

M/s. Windlas Biotech Limited,

(Plant-2), Khasra No. 141 to 143 & 145,
Mohabewala Industrial Area, Dehradun,
Uttarakhand-248110.

Subject: Permission to conduct Phase lll clinical trial with the FDC of Bisoprolol Fumarate,

Telmisartan & Cilnidipine Tablets (2.5mg/5mg + 40mg/40mg + 10mg/10mg) (Vide
protocol no. ICS/WIN/2025-005, version no 1.0, dated 15.04.2025)-regarding.

Dear Sir,

With reference to your online application submitted in Form CT-21 on dated 19.04.2023

please find enclosed herewith the “permission to conduct clinical trial study of new drug” bearing
no. FDC-CT-06-28/2025 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 fajthfull
RAJEEV SINGH 3‘327;'%:&?38%&?3.’ o

RAG H UVAN S H | Date: 2025.07.09 15:04:55

+05'30°
(Dr. Rajeev Singh Raghuvanshi)
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;

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 frial 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;

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;



VI.
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VIII.

X1
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XIII.

XIV.

XV.

XVI.

XVII.

XVIIL.

XIX.

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
Authority 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.

It may Kkindly be noted that merely granting permission to conduct Clinical
trials/Bioavailability or Bioequivalence study with the drug does not convey or imply that,
based on the Clinical trial data/ Bioavailability or Bioequivalence study 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

Permission no.: FDC-CT-06-28/2025

1. The Central Licencing Authority hereby permits M/s. Windlas Biotech Limited, (Plant-
2), Khasra No. 141 to 143 & 145, Mohabewala Industrial Area, Dehradun,
Uttarakhand-248110, Tel No. 0135-6608000, Fax No: 0135-6608199, Email:
regaffairs@windlasbiotech.com to conduct clinical trial of the new drug or
investigational new drug as per protocol number (ICS/WIN/2025-005, version no 1.0,
dated 15.04.2025) in the below mentioned clinical trial sites.

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

3. This permission is subject to the conditions prescribed in part A of Chapter VV of the New
Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosm_e_tilclzs_ A(d:tt; 1940.
RAJEEV SINGH ~ Seitidioumisn
RAG HUVANSH Dg;?§§p25.0?,0915:05:09
Place: New Delhi Central Licencing Authority

Date: 09-Jul-2025

Annexure:

Details of new drug or investigational new drug:

INames of the new drug [ Bisoprolol Fumarate, Telmisartan & Cilnidipine Tablets

g:dg‘_’estlgatlona' new | (2.5mg/5mg + 40mg/40mg + 10mg/10mg)

Therapeutic class: Antihypertensive

Dosage form: Tablets

Composition: Each film coated bilayered tablets contains:
Bisoprolol Fumarate IP .... 2.5mg/5mg
Telmisartan IP .... 40mg/40mg
Cilnidipine 1P .... 10mg/10mg

Indications: It is indicated for the treatment in subjects with uncontrolled
essential hypertension and stable coronary artery disease.

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.: FDC-CT-06-28/2025

Annexure-A

S. | Name of PI Site Name Ethics Committee Name,
No. Address & EC registration No.
1. | Dr Poojari | Government Medical College | Institutional Ethics Committee
Haribabu &  Government  General | Govt. Medical College Govt.
Hospital (Old RIMSGGH), General Hospital Balaga
Srikakulam, Andhra Pradesh- | Srikakulam, Andhra Pradesh -
532001 India 532001 India
ECR/492/Inst/AP/2013/RR-20
2. | Dr. Ashutosh | Santosh Medical College | SASTRA Ethics Committee
Angrish Hospital, 01 Ambedkar Road | Unit No. 603, 6th Floor, Best Sky

Ghaziabad,
201001, India

Uttar Pradesh

Tower, Netaji Subhash Place
(NSP), Pitampura, North West
Delhi-110034 India
ECR/324/Indt/DL/2020

3. | Dr. Pankaj Harkut

Swasthyam  Superspeciality
Hospital, Plot no. 97, 98, CTO
Staff Co-operative Housing
Society Vivekanand Nagar,
Near Sai Mandir, Wardha
Road, Nagpur 440015

Swasthyam Ethics Committee Plot
no. 97, 98, CTO Staff Co-operative
Housing Society Vivekanand Nagar,
Near Sai Mandir, Wardha Road,
Nagpur 440015

ECR/1558/Inst/MH/2021
4. | Dr. Naresh Dilip | CIMETS Inamdar | Ethics Committee of Inamdar
Munot Multispeciality Hospital, S.No. | Multispeciality Hospital, S.No. 15,

15, Behind KPCT Mall, Fatima

Behind KPCT Mall, Fatima Nagar,

Nagar, Wanawadi, Pune- [ Wanawadi, Pune-411040.
411040 ECR/354/Inst/MH/2013/RR-20
5. | Dr. Zohaib Shaikh | Department of Cardiology, | Institutional Ethics Committee -Staff
Lokmanya Tilak Municipal | & Research Society, Room No. 17,
Medical College & General | Second floor, College Building,
Hospital,  Sion, Mumbai | Lokmanya Tilak Municipal Medical
400022 College & General Hospital, Sion,
Mumbai 400022
ECR/266/Lokmanyal/lnst/MH/2013
IRR-19
6. | Dr. Prashant | Signus  Hospital, 5thfloor, | Signus Hospital Ethics
Pawar Atlanta Shoppers, Pathardi | CommitteeSthfloor, Atlanta
Phata, Pathardi Road, | Shoppers, Pathardi Phata, Pathardi

Nashik, Maharashtra 422010

Road, Nashik, Maharashtra 422010
ECR/1733/Inst/MH/2022

Place: New Delhi
Date: 09-Jul-2025

RAJEEV SINGH

Digitally signed by RAJEEV
SINGH RAGHUVANSHI

RAGHUVANSH] Date: 2025.07.0915:0524

+05'30'

Central Licencing Authority




