»Nil File No. FDC/MA/21/000140 +/ Tele. No. : 011-2323696ﬂ
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
Dated:
To,
M/s. Ravenbhel Healthcare Pvt. Ltd., ,
16-17, EPIP, SIDCO Bari Brahmana, ‘2 9 JUL 0
Jammu & Kashmir-181133. .
Subject: Permission to conduct Phase lll clinical trial with the FDC of Vildagliptin SR
+ Metformin Hydrochloride SR IP (100mg + 500mg & 100mg + 1000mg)
sustained release tablets (Vide protocol no. SB-IND-CT-012, version no. 1.0,
dated: 14.06.2021)-regarding.

Dear Sir,
With reference to your online application submitted in Form CT-21 on dated

21.06.2021 please find enclosed herewith the “permission to conduct clinical trial study of new

drug” bearing no. CT-06-110/2021 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,

Vi

(Dr. V. G. Somani)
Drugs Controller 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;

Il 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 ftrial 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;

V. 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;



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.: CT-06-110/2021

1. The Central Licencing Authority hereby permits M/s. Ravenbhel Healthcare Pwvt.
Ltd., 16-17, EPIP, SIDCO Bari Brahmana, Jammu & Kashmir-181133. (Name and
full address with contact details of the applicant) to conduct clinical trial of the new drug
or investigational new drug as per protocol number (Vide protocol no. SB-IND-CT-
012, version no. 1.0, dated: 14.06.2021 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.

ﬂ/ﬂ”

Place: New Delhi : : Central Licencing Authority
Date: ...........c...... Stamp
29U 200 Dr. V. G. SOMAN]
Annexure: Drugs Controller General (india)

Dte. General of Hezith Services
] i L Ministry of Health and Family Welfare
Details of new drug or investigational new drug: FDABhawan, Kotia Road, .T.O.
New Delhi-110002

(Naﬁe? of the new drug Vildagliptin SR + Metformin Hydrochioride SR IP (100mg +

Lg: ui;\_/estigational new J500mg & 100mg + 1000mg) sustained release tablets

|Theﬁpe_utic_cﬁss: Antidiabetic - |
Dosage form: |Sus_tairﬁdﬁeﬁse_Ta_bl£_'_ S
Composition:  igaarae e |
|Composmon: ildagliptin SR + Metformin Hydrochloride SR IP (100mg H
‘ —[500mg & 100mg + 1000mg) sustained release tablets S

For the treatment of patients with type 2 diabetes mellitus

"lﬁdic_atiﬁs:_ -

inadequately controlled on Metformin monotherapy

Details of clinical trial site:

Names and address of clinical frial site: !rr.\s per annexure- A

[Ethics committee details: lAs per annexure- A
IName of principal ir nvestigator: o -[As per annexure- A




Permission no.: CT-06-110/2021

Annexure-A

's. [ Name of Pi | Site Name [ Ethics Committee Name,
No. Address & EC registration No
1 Dr. Chikkalingai | Medstar Speciality Hosptital, | Institutional Ethics Committee,
ah Siddegowda | 641/17/1/3, Kodigehalli main | Medstar Speciality Hospital NO
road, Shahakarnagar, | 614, 17/1/3, Kodigehalli Main
‘Banglore-560092 Karnataka, | Road sahakarnagar Post
India Bangalore Bengaluru
(Bangalore) Urban Karnataka
) ) ECR/1324/Inst/KA/2018
2 Dr. Manish | Maya Hospital and Maternity | Ethics Committee Brij Medical
Kumar Singh Centre, 343-E Block, Panki, | Centre Brij Medical Center Pvt
Kanpur. Ltd Panki Panki Kanpur Nage
Kanpur Nagar Uttar Pradesh
' ECR/642/inst/UP/201 4/RR-20
}3 Dr. Anupama | HB Speciality Hospital and | HB  Specialty Hospital And
| Bansal Research Centre, Kashipur | Research Institute HB Specialty
‘ road, Rudrapur, Uttarakhand. | jogpital And Research Institute
‘ Kashipur Road Rudrapur
Rudrapur Udham Singh Nagar
‘ Uttarakhand
| ECR/1010/Inst/UK/2 017/RR-20
4 Dr. Brij Mohan Brij Medical centre Pvt. Ltd, | Ethics Committee Brij Medical
| 94-E, Near Panki police Centre Brij Medical Center Pvt
station, Panki, Kanpur. Ltd Panki Panki Kanpur Nagar '
‘ | Kanpur Nagar Uttar Pradesh
- _ | ECR/642/Inst/UP/201 4/RR-20
‘5 Dr. Jayesh | Pagarav Hospital And 1.C.U. institutional Ethics Committe
Ambaliya Plot. No.512/1, Nr. G-6 Circle, | Pagarav Hospital And [.C.U.

Place: New Delhi

Date: ...cocarrcmrennes

29 JuL 2021

Opp.SBI
Gandhinagar Gujarat

Sector-23

Plot. No.512/1, Nr. G-6 Circle,
Opp.SBI Sector-23 Gandhinagar

Gujarat
| ECR/1527/Inst/GJ/20 21
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