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12022018 da'te"‘d F. "No ¥ 1-'2-38“5' DC 'Pt-» C Fax No.011 -23236973

12.02.2018

FDA Bhawan Kotla Road,
L "~ New Delhi-110002.
o o s T N Dated '
o o 16FEB oo
M/s Ajanta’ Pharma lelted o ) B S :
Ajanta House, Charkop,

Kandlvall West
Mumbal 400 067 Ind|a

Subject . Perm|ssmn for conductlng : cllnlcal study entitled, A r'n"ult'lcentnc
randomlzed double bllnd parallel*f’g up i compara '“e'w Phase-- lIl cllmcal ‘study to
evaluate the efficacy, safety and tole bility -of ‘Azelnidip 8mg plus Telmlsartan
40mg and Azeln|d|p|ne 16mg plus '-'-Telmlsartan.40mg ablets -verus el’nudlplne
Tablets 16mg and Telmlsartan Tablets 40mg monotherapy in subjects 'WIth' Stage 2

Hypertensmn" regardlng

éir,

/4

Wlth refere ;ezto your Appllcatlon ANox APL/DRA/DCGI/18/98 dated 08 02 2018

Cllmcal Trlal Rules, 2019 |
This permission is subject to the conditions, as mentloned below.”

Yours faithfully

\]m/.

(Dr V G. Somam)
Drugs Cont__roller_ G,eneral (India) -
Central Licensing Authority

Condition of pennission .

()  Clinical trial at each site shall be |n|t|ated after approval of the clinical trlal

' protocol and other related documents by the Ethics Commlttee of that site,
registered with the Central Licencing Authority under Rule 8, :

() Where a clinical trial site does not have its own Ethlcs Commlttee 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
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(i)

(viii)

(ix)

(x)

(xi)

(xii)

Committee for clinical trial constitufed in accordance with the provisions of
Rule 7:

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:

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;

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;

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 of the New Drugs and Clinical Trials
Rules, 2019,

In case of injury during clinical trial 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
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 shali be provided in accordance with
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the Chapter VI and details of compensation provided in such cases shall be
intimated to the Central Llcencmg Authority . within thirty working days of
receipt.of the order |ssued by the Central Licencing Authorlty in accordance’

~ . with the provisions of the said Chapter ‘ '

(xiii) The premlses of the sponsor mcludmg his representatlves and cI|n|caI tnal '
sites, shall be open for mspectlon by ochers -of the Central. L|cencmg
Authorlty who .may . be accompanled by officers of the . State L|cencmg
Authonty or outside experts as authorlsed by the Central L|cencmg Authorlty
to ver|fy compl|ance of the’ requlrements of these rules and Good Cllnlcal
Practlces Gurdehnes to lnspect search and selze any record result
document |nvest|gat|onal product reIated to cllnlcal tnal and furnish repIy to
query raised by the sald off|cer in reIatlon fo cI|n|ca| tnal '

(xiv) Where the New Drug oF Investlgatlonal New Drug is found to be useful in
-cllnlcal development the sponsor shaII submlt an- appllcatlon to the: Central
Llcencmg Authorlty for permlssmn to |mport or manufacture for sale or for
vdIS'(I'IbUtlon of new drug in India, in accordance W|th Chapter X of these rules ‘
unless othenmse Justlf' ied;

(xv) The Laboratory owned by any person ora company or any other Iegal entlty
and utlllsed by that person to whom permlssmn for cllnlcal tnal has been
granted used for research’ ‘and development shall be- deemed to. be
reglstered wrth the Central L|censmg Authonty and may be. used for test’ or
analy5|s of any drug for and on behalf of Central Llcensmg Authonty, _

(xvi) The Central chencmg Authonty may, if consudered necessary, impose any

- other cond|t|on in wr|t|ng W|th justlﬁcatlon in respect of speCIf' c clinical tnals
regard|ng the objectlve de5|gn subject populatlon subject el|g|b|I|ty
assessment ‘conduct: and treatment of- such speclf ¢ clihical tr|aI

(xvu) The sponsor and the' |nvest|gator shaII mamtaln the. data |ntegr|ty of the data
generated dunng cllnncal’ trial: B

(xviii) Informed Consent Documents (ICD) viz. Patlent Informatlon Sheet (PIS) and
Informed Consent Form (ICF): complete in- all respect & must be got
approved from the respectlve Ethics commlttee and submitted to CDSCO
before enroII|ng first subject at the respective site.
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i’)

‘The Central Licensing Authorrty hereby pe
-Charkop, Kandlvall West Mumbal = 400 067, India
as per protocol number Protocol No APLICTI17I13 Versron No .00,

iRy

FORM CT-06

(See rules 22, 25 26 29 and 30) .

PERMlSSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR INVESTIGATIONAL

|ts M/s_ Ajanta Pharma lelted Ajanta House
‘tor conduct\ clinical. trral of; the néw drug or

A

Dated 30 10 2017 in the below mentloned cllnlcal trra_ls_ S|tes

2. Detalls of new drug or |nvest|gat|ona| new drug and cllnrcal tr|al srte -

[Names - of the . new
'|investigational new drug:

.. drug.or

"Azelnldlplne 8mg/ 16mg + Telmlsartan 40mg/ 40mg

'-,v'_v'..‘ .

;-Therapeutlc class Anhhypertenswe B
| Dosage form: - Tablet T .
‘CQWPOS'“O" . ' : --'“‘Each tablet contalns Azelnldrprne 8mg/16mg +
B I ‘: ‘| Telmisartan 40mg/40m L g B e
| Indications: T ;'For the treatment‘of "Stage - hypertensron
-Sr. No. Name of Prlnclpal

Investlgator & j

o Tnal St TR
1. |'Mr..Vivek:Kumar, ‘ | |
L K|ng _;Georges Medrcal Unrversrty ~
Lucknow -226003
2. Dr Barama Srlharl, o {
' Dept. Of cardlology Osmanla Medlcal Medlcal,‘.,‘
: College & #/General Hospltal 500095, Tel
- | Afzalgunj, Hyderabad T.S. -500012, I | ECRI300!
‘3. Dr. Darivemula Anil Kumar, ln§tituti6n ics ¢
: Department ‘of . General "Medicine, ’Medlcal College/ Hospltal
Gandhi . Hospltal Musheerabad Musheerabad Secund _jad 500019
| Secunderabad, Telangana | ECRMB0/InSUAPI2013/RR:16
4. Dr. Indira Pattnaik, Institute . * Ethics - ‘Committee, Sparsh
Sparsh.. Hospltal and Crltlcal care (P) Hospital ‘an'd critical--care. (P) Ltd Plot
. Ltd, ‘Plot *No. A/407, Sahid Nagar | No. A/407, Sahid . Nagar,
' Bhubaneshwar-751007 Odisha, India ‘Bhubaneshwar-751007 Odlsha India
'ECRISBIInstIORIZO13IRR-16 -
5. Dr. Subrata M, : EthICS ‘Committee lPGMER & "R

Department of Medicine, 4" Floor,
Ronald Ross Building, IPGME & R and
SSKM hospital, 44, AJC Bose Road
Kolkata-700020

Research Oversrght committee, Institute
of Postgraduate Medical education &
Research, office of the Dean,. College
Building 5 th floor, 244, Acharya J.C.
Bose Road, Kolkata-700030, India
ECRI35/InstIWBIZO13IRR 16
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Dr. Prajépafi Vipul Kumar Bacubhai,

Institutional ~Ethics Committee, GCS

6.

GCS Medical College, Hospital and | Medical College, Hospital & Research

Research Centre, Opp. DRM office, Nr. | centre, opp: DMR office, Nr. Chamunda

Chamunda Bridge, Naroda Road, | Bridge, Naroda Road, Ahmedabad- |

Ahmedabad -380025 Gujarat, India 380025 Gujarat, India ' ,
. LT ‘ ECR/339/Inst/GJ/2013/RR-16

7. Dr. Brij Mohan Goyal, - Institutional Ethics ‘Committee, Apex |
Apex Hospital Pvt. Ltd, SP 4 & 6 | Hospital private limited, SP4 & 6,
Malviya Industrial Area, Malviya Nagar, | Malviya Nagar,  Jaipur-30201,
Jaipur — 302017 Rajasthan, India Rajasthan, India ' o

, ECR/380/Inst/RJ/2013/RR-16

8. Dr. Deepak Gupta, Institutional Ethics Committee, Barala
Barala Hospital & Research Centre | Hospital & Research Center,
radhaswami Bagh, NH-11, Jaipur | Radhaswami’ Bagh NH-11, Jaipur |-

'| Road, chomu-302017 Road, Chomu-303702, Rajasthan, India
‘ B > ECR/838/Inst/RJ/2016 '

9. Dr. Hrishikesh Bora, - .~ | Ethics Committee, Down Town
Down Town Hospital, Dispur, G.S | Hospital, 6™ floor, 1% Building, G.S.
Road, Guwahati-781006 Road,  Dispur, Guwahati-781006

' . Assam, India
I ' | ECR/549/Inst/AS/2014/RR-16
10. | Dr. Manish Agarwal, ~ Medilink Diagnostics 'Nr.' Shyamal cross
: /| Medilink Hospital Research Centre, | road, 132 ft. Ring Road, Satellite,
basement Medilink Hospital , Nr. | Ahmedabad-3800015, Gujarat, India
Shyamal Cross Road, 132 ft. Ring | ECR/344/Inst'/GJ/2013/RR-16
Road, Satellite, Ahmedabad -380015 ' ,

1. Dr. Mukund Anant Deshpande, Institutional Ethics Committee,
Department of Cardiology, Government | Government Medical College, Nagpur,
Medical College and super Speciality | India '

Hospital, Tukdoji Square, Near | ECR/43/Inst/MH/2013/RR-16
Hanuman Nagar, Nagar-4400 09, ‘
‘Maharastra, India ' :

12. Dr. Pankaj J. Akholkar, Institutional Ethics Committee, GMERS
Department of Medicine, GMERS | Medical College, -Sola, S.G Highway
Medical College & Civil Hospital, Near | Near New Gujarat Highway, Near New
‘New Gujarat High court, Sola, | Gujarat High court, Ahmedabad-
Ahmedabad-380061, Gujarat, India. 380061, Guijarat, India

ECR/404/Inst/GJ/2013/RR-16

3. This permissibn 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.

Dot B FEB.2070
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(Dr. V. G. Somani)
Central Licensing Authority

Dr. V. G. SOMANI Stamp
Drugs Controller General (india)
_Dte. General cf Health Services
Ministry of Health and Famity Welfare
FDA Bhawan, Kotla Road, 1.T.0.

New %7371 4/2020




