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F.~~~~1:~;73~J1;5!"IJ.,g.{~~~ C} 'I ;:~N~~O~\~;23~23~~97~5 
Government of-India '---,------:-_'_'_-----:­

Diary No. 4977 dated 
12.02.2018 

.; 

"'Ditectorate{(1'in,eriblof~Heal~tI1'RSerVices'" :. 
Central [jrugsc,S:ta'n(jar,(f.cdnf~obarganization." 
, ..".". ,',,.·,{~~!!:D!~ls,~g!~i·~[onf;:'\'·:''::,,>,.. ' , 

. : .; . . .~ .., "'; ; ,.' '..: 

I 
' 

",J " 

To " , 
Mis Ajanta' PhCirrna'Lihlited. 
AjCJnta House, Charkbp, 
KimdivaHWe~t, ' , ' 
Mumbai -4'00.067, India: . .."... 

, " 

Subject:;.' Permission' for, "conducting" ,'clinical "'stLiaY , entitled, '''A' mLlficentric, 
randpmized, do~ble,blir'1~,'Rar~lIeil;g.r9~J5Y:Gd~p~r~tiV~f Pha's'e>'III '6nhic~11study' to 
~valuat~ th~'e.ffjcac;y,'safetY: and tbl~fabili'ty:Qf;i~~lniaipln'e '8:mg'''Plu.st~ii-nis~rtan 
40mg.:and "AzelhidipinerH6ri,~")~lus~:''r~lmi~~rt~n~:'46mg'':T~(~let~,,',V~f~§}:~~lnidipine 
Tablets '16mgan'd Telmisartan Tablets 40mg monqth~r~py fn~ubjeCfs'\vithStage 2 
Hypertensiqn'.l::,regardJng.{ " , ,;" , 

,I' 

Sir, 
I 

'f\(lth'~~~f~f:~8:~~,:~o',y'0~r, ~p'~lip~~iOh~}t",~eHR~q9<3}{1~/~,8,,9,a\~9:,,~§~92.2018, 
pl~~~efind :enclps,~? herewith',t~e pe~f:i1i~~i9P'i~' FQ,~;'~Tt~~~JtjQ~ 'CT'~9~t~2020 to 
c~nd~:c:rm~.:~~~J~BVni~n~ioneq clinic~t:~ri~lun~er'thepfpvisrpp,s ,dfNe~:I:>;~~gs:"a~d 
Clin,iC?al. Trial Rules, 2'0'19. ' ,', .. 

This permlsslon is subject to the conditions, as mentioned below. ' 

Yq",rs,faitt'!f.u.uy 

V~ 
(Dr. V.G. Somani) 

Dru9s Controller (;en,er~1 (India) 
Central Licensing Authority 

, 

Condition o{ permission 

(i) 

(ii) 

Clinical trial at each site shall' be initiated after approval .of the clinical trial 
protocol' and other related documents' by the Ethits'Cb'inmlttee of that site, 
registered with the Central Licencing Authority under Rule e; , 
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 
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Committee for clinical trial constituted 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; 

(iii)	 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; 

(iv)	 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; 

(v)	 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)	 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 Guidelin~s and the provisions of these rules; 

(vii)	 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; 

(viii)	 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; 

(ix)	 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; 

(x)	 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; 

(xi)	 In case of lnjury 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; 

(xii)	 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 
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the Chapter VI and detailsof compensation provided in such cases shall be i'a 
intimated to the Central Licencing AutHority within thirty working (jays of 

I: .:. . . '. " ". I .-. _. ',: : '. . 

receiptofthe order issued by the Central licenCing Authority in accordance 
. with the provisions of ,tne~aid Ch~pter;. . .. 

(xiii)	 The premises ot thesponsor i'1ChJdi'ng' his representatives and clinical tnaJ 
sites, shall be <?pemf()r insp~ctionby,offic¢fs 'Of the Centrai '. Lice:ncihg 
A,ythQriti, Wh9 ,.[n~y'. bJ~, .ctCcQmpanjad' by. offl,cers ..o.f -,tbe,State.Licer:lI;ing 
Authority or oLJtsid~ experts as~uthorl~~dby the Central Lic~ricing ,Au~hdrity, 
to verify compliance of thereq'IJiremen(softhese rules andGood :Clini~1 
Practices G~id~iihes, 'to inspect, seerch anct$eizeany re66rd,r~$LiIt, 
document, investigational prqduCt, related toclinlcal' trial and furnish repiyto 
qLiery raised by the's~id qffiperin 'relation:f()c!i~icanrial;'. . 

(xiv)	 Where the New brugorlrivestigation~INew' Drug' isfound to be useful in 
clinical development, the sponsor ~hall submit ari·apRli,c~tlon totheCentral 
LieencingAuth6rity for permtssiontc import or manufacture for sale or for ' 
oistrib!Jtion of neW drug In Indi~,in acccrdance with ChapterX ofthese rules, ' 
un'less otherwise.justified; .... .	 . '. ' 

(xv) The LaI;>9raiorY'o\Nn~dby any person or a 90mpany 9f any other ,legal en.tity 
ir;' . and "utillseq' by that person towhol1l 'p~rnli&$19n fo'r ¢Iinicsl. trlafh,as~~en 
.~.t. granted ,used for re~~~rchanddeveloprne,nt,shall be deemed to be 

r~gistered, with the.Central LigensingAuthQritY. and m~y beused for test' or 
anaiySis'of any drug for and oh.behalf 6fCentrai Licensing Authority; 

~7.• 

(xvi) .The 'Central Licencing	 AuthoritY'may,ifconsiderecjneteS$~ry, impose any 
other~ohd!tion in writing with Justificatic)n, in respe~t of spe~ific c:;liiiical trials, 
r~garpi':1g l6eobj~~~ive,' de.~ign", ~.l:lbject ppp,~iation; SUbject eligibility, 
a~~e~smenfconduc(~nq tf~atmehto.f.~uch speCificclihic~l: W~I;·.·' , " " 

(xvii) The 'sponsor and theinvestigat6r shallmaintain the data in'tegrity of the data 
generated d.Ufing cilnlcal' tr:h~li:' ' '. .,.. '" ," . 

''') (xviii) Informed ConsentDocuments (ICP) viz, Patient Information Sheet (PIS) and 
Informed Consent Form' (ICF) complete in all respect & must be got 
approved from the respective Ethics~ommittee and submitted to CDSCO 

.~: 0,;, . before enrolling first subject at the respective site. 
r:~ 
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FORM CT-06 

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

PERMISSION TO CONDUCT CLINICAL TFtIAlOF.NEWDRUG OR iNVESTIGATIONAL 
, ...... . . t'" -, " '. . '. '. : ~..' ',,; :' 'N'ew"O'ihjG '~~-:""" ", :'.',"..' . 

The ¢ehl@ILiCen~jng A~ih'oriiy h~reby' ~it$Jl~ AI>tniaRh",ig)a ~lm.ililQ, I\Ianta House, 
.Gh~rk6p, .Kandivcill-West:;'Mg,mbai~:;4Q~f'ci67; '1~~i~~ito::cQnQtI~t~~¢lini2,cH, tr·it:ll·oti~-~:.r'l'ew dtugGf 
in·lestigatipn~1.new,QfM9:e:t.S·pelprotpcoJ·number))·rotocoi'No."APUCTl17/13, V~i'$ion No. _00, 
Datetf3();10';2017·in"ttie;below.mentloned clinical trials sites, :. ', ...' ._. -.' .. '. ­

2;~~t~;IS -qf.n~~ druqor iPY~~ti9'a~;~~'a;~e~~r;~~':~~'C;~i~1 trial 'site: ~ 
. "., . -. . . . ..... ;.: . 

or'IAzelnidipine8mg/1'Smg+ Telrnisartan 40mgl 40mg
;:~;:S~.~n~~¥~J~~·rlll!' . ~ 

:Jh~r~p·eutic·class: Antihyperterisiv~ _.. . " ..~ 

[)()sage'form: ~_ '.ITabi~tc." .. ";" ':,', .;.' .,
'. • ~ ' •. : ,,' .to 

-Composition: '-E~Ch .'. tabletvcontams-. Azelnidiplne. 8mg/16rng + 
:Telrni~C36~n4bmg'/406ng;,;:", 1:1~'~ ',. - j ...' 

Indications:; " .'I'Fodhe trs-atm~nr'Q,($(age>- lihyp.~fte6$iqh. 
~ , ,. . '. . . '.' ,": ", - _", .' .. . . .' .", .. '... I~.' 'l\:'-ti:' ; - '. j.. ~ - ," ~. ;':" """:'"1" 

~'. , 
.'. '; , ·D~!a.,ih', 9,f c:liriica.1tri.~1 ~i~,s.. .. .' , ' 

'Sr.' No. 
-'" 

:·'.1. .
 

2.
 

3.
 

4;
 

5.
 

\., tf.I~:rrt.e;~pf.Pr~Q&iP~(>,b1v.e$tigatOi'&.r.·f§~~1~~.·~9,~rt1i,~~e .•,Na~~/.:~~~gi$tr~tion 
Trlal ~.t~~t., 0,. ( ..... NlAmb.~rs... .. '-'j:'-,.:d, >.H'.$... , ., .., ..~k . 

I'~l;,Vi¥'I:~-K:~,...~ar; .' '(J~titutiQhal·:EJtli,cs~Cp.rn'n1~~~¢,; Office, of 
~i,ng •. : .J3~Hrg.e.!s,M.~diGal . University, ". r~,$,~;~f9h'i~J';~:~~f.l1ini&tf~.ti¥e~elpck,.King 

_ 

·Luc~n9w:.·2·t2~O,03 . "" ·G,~org~:s:1~e,Ql¢a.1 Qniv~r~i.tY," tucknow­

"'d:~~e~~~~tt1tw~~ij~~1~&~~"G .'.. . 
q~;~ J~ar"I;yl~·~~ri~an. . . .: . Irs~i~~ti~I'l~Jll9thl~·'·~¢9rnO)i,tt;~~, Osmania 
Dept. Of cardiology Osmania Medical Me~i¢al>.'pal:!~·Qtt··- .I<<;>ti:;;" Hyderabad­
College.' .. &·G,eneral· .Hospltal . , ,500.095, T~!aflgt:ina$t.at¢t,Jndia . 

-'. .... , ..• - .'. • . '., ,. . , . _." '. ': . . \.. ','!: .",~_ .••. " , .• "- ' ... J 1,._· '. , 

Afza!gynj, Hyderabad, T;S. -500012, I :EQRl30(mtf$;tlAP/20rt,~IRRM6 
Dr~' Dariv.emula Anill<umar, lii.stitutioriaf;~r=;thics·;¢f;)n1mijtee,Gandhi 
Depaijrnent'of.· G.ener~1 '. Medicine, Medip'~I. ·"Qoil~~ie/ ., ·;G~68hr .Hospital, 
Gandhi. Hospital, Musheerabad, Mushe.erab~d;: Securn.q_~r_~b:a~d:"500019 
Sec.lim~eraQ~d~, Ielang~n~ ECRJ1a()/In:$tI.AP/2P13/R~~1J) . 
Dr. Irldlf:~Pattna,ik,' . Institute, "Ethlcs'Committee, Sparsh 
Sparsh.Hospitaland Critical care (P) Hospital arid:critical'care, (P). Ltd Plot 
Ltd, <Plot: No.Al407, Sahid Nagar No. . N407, S~hid. Nagar, 
Bhubaneshwar-751b07, Odisha, India ..E3hubanestlw?lr,.7$100'!.,QQ!sha, India . 

.E;CRl68/Inst;lQIY2013IRR;..16 . j 

Dr. S'ubrata H, Et"-ics . "Committee "IPGMER& ." R 
Department of Medicine, 4th Floor, Research Oversiqht committee, Institute 
Ronald Ross Building, IPGME & R arid of Postqraduate Medical education' & 
SSKM hospital, 44, AJC Bose Road Research, office of the Dean" College 
Kolkata-700020 Building 5 th floor, 244, Acharya J.C. 

Bose Road, Kolkata-700030, India 
ECRl35/1nstIWB/2013/RR·16 
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Dr. Prajapati Vipul Kumar Bacubhai, Institutional Ethics Committee, GCS6. 
GCS Medical College, Hospital and Medical College, Hospital & Research 
Research Centre, Opp. DRM office, Nr. centre, opp. DMR offi~, Nr. Charnunda 
Chainunda Bridge, Naroda Road, Bridge, Naroda Road, Ahmedabad-. 
Ahmedabad -380025 Gujarat, India 380025 GUjarat, India·· . 

. \ 

ECR/339I1nstlGJ/2013/RR-16 
Dr. Brij Mohan Goyal, Institutional Ethics 'Co-minitte'e, Apex ] 7. 
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 

ECR/380IlnstlRJ/2013/RR.;,16 
Institutional Etliics Committee, BaralaDr. Deepak Gupta, 8. 
Hospital & Research Center,CentreBarala Hospital & Research 
Radhaswami Bagh NH-11, Jaipur ..Jaipurradhaswami Bagh, NH-11, 
Road, Chomu-303702, Rajasthan, India Road, chomu-302017 
EC R/838I1nstlRJ/2016 ." 

Dr. Hrishikesh Bora, ,, Ethics Committee, Down Town9. 
DOWl1 Town Hospital, Dispur, G.S Hospital, 6th floor, 1st Building, G.S. 
Road, Guwahati~781006 Road, Dispur, Guwahati-781 006 

Assam, lndia 
ECRl549/hlstiAS/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/344l1nstlGJ/2013/RR-16 
Road, Satellite, Ahmedabad -380015 

11. Dr. MukundAnant Deshpande, Institutional Ethics Committee, 
Department of Cardiology, Government Government Medical College, Nagpur, 
Medical College and super Speciality India 
Hospital, Tukdoji Square, Near ECR/43I1nstlMH/2013/RR~16 

Hanurnan 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, Gujarat, India 

ECR/404/lnstlGJ/2013/RR-16 

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. 

~ 
(Dr. V. G. Somani) 

Central Licensing Authority 
Stamp

Dr. V. G, SOMANI 
New Delhi Druqs Controller General (India) 

Dte. General of Health Sp~/icesDate:2..6.F..E. .e.JQ20 ~lIinistry of Health and Family Welfare 
FDA Shawan, Kolla Road. I.T.O. 
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