
File No.FDC/MA/23/000377 ele. No.:011-23236965 
Government of India Fax No. :011-23236973 

Directorate General of Health Services 
Central Drugs Standard Control Organization 

(FDC Division) 

FDA Bhawan, Kotla Road 
New Delhi-110002 

pated: 
To, 

r 
M/s. Ajanta Pharma Ltd., 2 9 APP‘ 2024 
Mirza-Palashbari Road,Village Kokjhar, 
Kamrup (R), Guwahati, Assam-781128. 

Subject: Permission to conduct Phase Il clinical trial with the FDC of Moxifloxacin 
Hydrochloride IP eq. to Moxifloxacin 0.5%w/v + Nepafenac 0.1%w/v + 
Benzalkonium Chloride IP 0.01%v/v (as preservative) Ophthalmic 
Solution (Vide protocol no. APLICT/23/06, version no 01, dated 27.02.2024) 
-regarding. 

Dear Sir, 

With reference to your online application submitted in Form CT-21 on dated 
28.12.2023 please find enclosed herewith the “permission to conduct clinical trial study of 
new drug” bearing no. FDC-CT-06-24/2024 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, 

(Dr. Rajeev Sing Raghuvanshi) 
Drugs Controllef General (India) 

CONDITIONS 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; 
. ii.  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: 

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; iil. 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; iv.  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. 

Vii. 

Xi. 

Xii. 

xiii. 

xiv. 

XV. 

XVi. 

XVil. 

Xviii. 

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 kindly 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. 

The firm should submit Phase Il clinical trial report for further review by the 

committee.



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-06-24/2024 
1. The Central Licencing Authority hereby permits M/s. M/s. Ajanta Pharma Ltd., Mirza-Palashbari Road, Village Kokjhar, Kamrup(R), Guwabhati, Assam-781128, Email:shailesh.singh@ajantapharma.com to conduct clinical trial of the new drug or investigational new drug as per protocol number (APL/CT/23/06, version no 01, dated 27.02.2024) 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 V of the New Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940. 

Place: New Delhi Central Licenc|ng Authority . 
Dr. RAJE] B SHUVANSHI Date: .ngPR 04 Digs (india) 

Cergrzfl [{}rug‘s € Organisation 
irectorate h Services 

Annexure: 
Ministry of H; Walfare 

FD?%\/“EHHH(H t Qfllhd\a Details of new drug or investigational new drug: Now Dathl (matay o 
Names of the new drug | Moxifloxacin Hydrochloride IP eq. to Moxifloxacin gy cstigationalnew™ | cor iy Nepatenac 0.1%wiv + Benzalkonium Chloride drug: IP 0.01%/v (as preservative) Ophthalmic Solution herapeutic class: Anti-bacterial and Nonsteroidal anti-inflammatory drug (NSAID) 
Dosage form: Ophthalmic Solution 
Composition: 

Moxifloxacin Hydrochloride IP 
eq. to Moxifloxacin ... 0.5%wiv 
Nepafenac .. 0.1%wiv 
Benzalkonium Chloride IP ... 0.01%viv 
(as preservative) 

Indications: It is indicated in patients with post-operative pain and 
inflammation associated with ocular surgery, where 
bacterial infection or a risk of bacterial ocular infection L exists. 

Details of clinical trial site: 

Names and address of clinical trial site: As per annexure- A 
thics committee details: As per annexure- A 

Name of principal investigator: As per annexure- A 



Permission no.: FDC-CT-06-24/2024 

Annexure-A 

Kolkata-700157. ECR/1555/Inst/ WB/2021 

'S. No. | Name of Pl Site Name Ethics Committee Name, 

Address & EC registration No. 

1. Dr. Aja Ambade Eye Hospital, 1st Floor, IEC Radiance Hospital Pvt. Ltd. and Purohit 

Ka‘ rtili Yy Kamla Tower, Near Jaswant Nursing Home, 113-A, Quetta Colony, 

Nkl Talkies, Indora Chowk, Kamptee Nagpur-440008, Maharashtra, India. 

Road, Nagpur-440017. ECR/1560/Inst/MH/2021 

2 ASG Eye Hospitals, Plot No. R151r§g Medlca@ Hospital and IEFZ, Rlsm_g 

Dr.- 4 e Medicare Hospital, S.no. 4/1, off Kharadi 
A 557, Cello Platina Building, £ A 

Piyush , Bypass Road, Behind Radission Blu, 
! Near Police Ground, FC . 

Jain Road, Pune-411005 Kharadi, Pune-Satara Road, Pune-411014. 

’ ) ECR/1578/Inst/MH/2021 

3. Institutional Ethics Committee Aatman 

Jyoti Eye Hospital, EL-9, FF, Hospital, 5, Anveshan Row House, Opp 

Dr. Bhavik Shalvi Complex, Nr. Nand Umiya Mata Mandir, Bopal-Ghuma Main 

Zala Bunglows, Jantanagar Road, Road, Bopal, Ahmedabad, Gujarat- 

Ghatlodia, Ahmedabad-380061. | 380058, India. 

ECR/1565/Inst/GJ/2021 

4. GSVM Medical College, Ethics Committee GSYM Medical 

: 5 College, GSVM Medical College, Kanpur, 
Dr. Shalini Department of Ophthalmology, Swaroop Nagar, Kanpur Nagar, Uttar . 
Mohan Swaroop Nagar, Kanpur- 5 p 

08002, Uttar Pradesh Pradesh-208002, India. 

D ECR/680/Inst/UP/2014/RR-20 . 

5% Department of Ophthalmology, Institutional Ethics Committee Institute of 

Dr. Rajendra | Institute of Medical Sciences, Medical Sciences, Institute of Medical 

Prakash Banaras Hindu University Sciences, Banaras Hindu University 

Maurya (BHU), Varanasi-221005, U.P., | (BHU), Varanasi-221005, U.P., India. 
India. ECR/526/Inst/UP/2014/RR-2020 | 

(3, Department of Ophthalmology, Institutional Ethics Committee, 

Government Medical College Govt. Medical College Govt.General 

Dr.D. K. & Government General Hospital, y 

Anish Babu | Hospital (Old RIMSGGH), Balaga, Srikakulam, Andhra Pradesh- 

Srikakulam, Andhra Pradesh- 532001, India. 

532001, India. ECR/492/Inst/AP/2013/RR-20 

o Ka‘hnga Institute of Medical Institutional Ethics Committee-KIMS, 
Sciences (KIMS), Department linga Tnsti  Medical Sci | 

Dr of Ophthalmology Kalinga Institute of Medical Sciences 

. K (KIMS), Kushabhadra Campus [KIIT 
Manmath Kushabhadra Campus [KIIT ; 

¥ Campus-5], Patia, Bhubaneswar-751024, 

Kumar Das Campus-5], Patia, Odisha, Indi 

Bhubaneswar-751024, Odisha L 
India 4 > | ECR/321/Inst/OR/2013/RR-20 

8. i HP Poddar Memorial Clinic and Nursing 

Dr. Spectraa Eye Hospital Pvt. Ltd.. | 30,0 561 Beleghata Main Rd, Subhas 
N T-186, Neerala Apartment, 

Krishnapada Rajarhat Road, Teghoria, Sarobar Park, Phool Bagan, Beleghata, 

Baidya ajar 2 CEICES, Kolkata, West Bengal-700010, India. 

Place: New Delhi 

Date: 

29 PR 2014 

Dr. RAJEEVGSRER! 1cing-Authority 
Drugs Cantre 

. otla Road, 
New Delhi (India) 


