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Government of India F
Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)

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

To, 4 7 DEC 2023 .

M/s. Akums Drugs and Pharmaceutical Ltd.,
Plot No. 19,20,21, Sector 6A, LLE., SIDCUL,
Ranipur, Haridwar, Uttarakhand 249403,

Dear Sir,

With reference to your online application submitted in Form CT-21 on dated
20.06.2023. please find enclosed hérewith the “permission to conduct clinical trial study of
new drug” bearing no. EDC-CT-06-70/2023 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 faithfully,

-

Ouwr
(Dr. Rajeev ghR nshi)
Drugs Contrgljer Gener India)
CONDITIONS OF PERMISSION
=L LONS OF PERMISSION

. In case an ethics committee of a clinical tria) site rejects the approval of the protocol, the deta.ils of the

Authority shall be informed about the approval granted by the Ethics Committee within a period of fifteen
working days of the grant of such approvai:

v Clinical trial 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:



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-06-70/2023

1

. The Central Licencing Authority hereby permits NM/s. Akums Drugs and

Pharmaceutical Limited, Plot No. 19,20,21, Sector 6A, LI.E., SIDCUL, Ranipur,
Haridwar, Uttarakhand 249403, Telephone No: 1334239220, Fax: 1334239220
to conduct clinical trial of the new drug or investigational new drug as per protocol
number (BRPL/CT/FDC/BCILN/05/23, version no. 2.0, dated 07.11.2023) in the
below mentioned clinical trial sites.

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

This permission is subject to the conditioris prescribed in part A of Chapter V of the
New Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act,
1940.

Our 2N
Place: New Delhi ) Central Lig¢encidg Authority

Date: ......coeoverenvan OF. RASEEV ,jxazl.stafmpv&f\zb;ﬁa
- Drugs Controlier General (India)
: 7 DL C 202" Cuntrei Drugs Standard atrol Organisation
i - v = Ll')‘r’-‘ctoratc—; Gensar Health Servicen
Minisiry of § amily Welfare
Annexure: { india

Details of new drug or investigational new drug:

Names of the new drug | Cilnidipine IP 10mg + Bisoprolol Fumarate P 5mg film
or investigational new coated tablets
drug:
Therapeutic class: Antihypertensive
Dosage form: Film coated tablet
Composition: Each film coated tablets contains:
Cilnidipine IP ... 10mg
Bisoprolol Fumarate IP ...._dmg
Indications: It is indicated for the treatment of essential hypertension |
- ‘associated with coronary artery disease (CAD)

Details of clinical trial site:

Names and address of clinical trial As per annexure- A
site:
Ethics committee details: ‘ " As perannexure- A

Name of principal investigator: As per annexure- A




Permission no.: FDC-CT-06-70/2023

, Name of PI
No

Site Name

1. | Dr. T. Krishna
Kumar

Annexure-A

Ethics Committee Name,
Address & EC registration No.

Excel Hospital, 1-5-56/29, Plot
No : 29, Old Alwal, Near 1G
Statue beside Bharat
Petroleum, Secunderabad,
Telangana - 500010

2. | Dr. Amaresh
kumar Singh

Excel Hospital Institutional Ethics
Committee, A Unit of Bhargava Sai
Healthcare, 1-5-56/29, Plot No : 29,
0Old Alwal, Near IG Statue beside
Bharat  Petroleum, Secunderabad,
Telangana - 500010
ECR/1670/Inst/TG/2022

Dr. Ram Manohar Lohia
Institute of Medical Sciences,
Vibhuti Khand, Gomtinagar, -
Lucknow, Uttar Pradesh
226010

-Medical Sciences Research Cell Office

Institutional Ethics Committee, Dr.
Ram Manohar Lohia Institute of

Room No. 35 2nd Floor
Administrative  Block,  RMLIMS
Lucknow,Lucknow  Uttar  Pradesh
226010India ‘
ECR/913/Inst/UP/2017/RR-20

3. | Dr. Bhosale
Karthik
Hanumant

Medipoint Hospitals Private
Limited, 241/1 New D.P Road,

" Aundh, Pune411007,

Pentamed Ethics Committee,
Medipoint Hospitals Private Limited,
241/1 New D.P Road, Aundh,

Sarkar

244, A.J.C. Bose Road,
Kolkata 700020, West Bengal,
India

Maharashtra Pune411007, Maharashtra
- ECR/357/Inst/MH/2013/RR-20 .
4. | Dr. Gouranga | IPGME&R SSKM Hospital, | IPGME&R Research Oversight

Committee , 244, A.J.C. Bose Road,
Kolkata 700020, West Bengal, India
EC Reg: ECR/35/Inst/WB/2013/RR-19

Place: New Delhi

Date: ......cccomeemnn
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