Nif X File No. FDC/MA/19/000095 Y Tele. No.:011-23236965 |
; Government of India Fax No. :011-23236973
Rirectorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)

FDA Bhawan, Kotla Road
New Delhi-110002

To DR & 5 ORC 48

M/s. Akums Drugs & Pharmaceuticals Ltd.,
304, Mohan Place, L.S.C., Block-C,
Saraswati Vihar, Delhi-110034.

Supject: Permission to conduct clinical trial with the FDC of Benidipine
Hydrochloride + Chiorthalidone IP + Telmisartan IP (4mg + 6.25mg + 40mg
& 4mg + 12.5mg + 40mg) film coated bilayered tablets (Vide protocol no.
BRADPL/FDC/BCT/07/19, version no. 1.0, dated: 17.07.2019)-regarding.

Dear Sir,

with reference to your letter No. nil dated 31.07.2019 please find enclosed herewith

the “permission to conduct clinical trial study of new drug” bearing no. CT-Drugs/91/2019

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,
~ \he-

(Dr. V. G. Somani)
Drugs Controller General {India)

CONDITIONS OF PERMISSION

| Clinical trial at each site shall be initiated after approval of the clinical trial protocol and other
related documents by the Ethics Committee of thal site, registered with the Centra! Licencing

Authority under rule 8:

. 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:

Il. - 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:

V. Provided further that the approving Ethics Committee and the clinical trial site or the
bicavailability 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:
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N case an ethics commiitee of & clinical trig| site rejects the approval of the protocol, the
details of the same shail pe submitted to the Central Licensing Authority prior to seeking
approval of another Ethics Committee for the protocol for conduct of the clinical trial gt the
same site

the Central Licencing Autharity shall be informed about the approval granted by the Ethics
Commitiee within a period of fifteen working days of the grant of such approval:

clinical triai shalj be registered with the Clinical Trial Registry of Indig Maintained by the Indian

status of enrolment of the trial subjects shall be submitted to the Centra| Licencing Authority on
quarterly basis or 4y appropriate as Per the duration of reatment in accordance with the

SIx monthly status report of each clinical trial, as to whether it |s ongoing, completed or

terminated, shal be submitted to the Central Licencing Authority efectronicaily in the SUGAM

portal: . —
N case of termination of any clinical trial the detajleq feasons for such termination shail t,.,

Communicated 1o the Central Licencing Authority within  thirty working days of such

termination:

any report of serigys adverse event QCCUrring during clinical trial to 4 subject ‘of clinjeal trial,
Snali, after due analysis, pe forwarded to the Central Licencr’ng Authority, the chairperson of
the Ethics Committee and the institute where the triaf 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 jn Chapter vi.

in case of injury during ciinica! trial to the subject of such trial, compiete Medical Management
and compensation shali be provided in accordance  with Chapter v and detaiis of
Lompensation proviged N such cases shall be intimated to the Centra Licenc!ng Authority
Wi (hirty Working days of the receipt of order issued by Central Licencmg Authority in
Aeoordance with the PIOVISIONS of the said Chapter:

N case of clinical trigf related death or permanent disability of any subject of such trial during
the trigl Compensation shall be provided |n accordance with Chapter v and details of
Compensation provided in such cases shall pe Ntimated to the Central Licencfng Authority
WIthin thirty working days of receipt of the order iSstied by the Central Licencing Autharity in

the: premises of the sponsor Ir':-cludmg his r'epresentatives ang Clinical trigf sites, shall be open
e Inspection Dy officers of the Central Licencing Authority who may be aceompanied 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 ruleg and Good Clinica|
Practices Guideﬁnes, o inspect, search and seize any record. result decument,
investigationa| product, related tq clinical trial apg furnish reply to query raised by the said
officer in relation to clinical trial:

where the new drug or nvestigational new drug is found to be usefyj in clinicai dem!opment,
the sponsar shall submit an application to the Central chencing Authority for permission to
Mpor o manufacture for sale or for distribution of new drug in India, in accordance with
Chapter X of these rules. LUhlesg aotherwise Justified:

the faboraro.ry owned by any person or g Company or any other legal entity ang utilised by that
PETSON to whom Permission for Clinical trigf has been granted used for research and
development, shall be deemed to be registerad with the Centraj Licensing Authority and may
oe used for test or analysis of any drug for angd 0n benalf of Central Lfcensmg Authority:

the Centra Licencing Authority may. if considered necessary, impose any other condition in
WITING with justification, i respect of specifie clinical trials, regarding the objective, design,
Subiect Ropulation Subject engibirity, assessment, conduct and treatment of such specific
ciinical frig)-



FORM CT-06
(See rules 22, 25 26, 29 and 30)

PERM!ISSION TO CONDUCT CLINICAL TRIAL OF NEW
DRUG OR INVESTIGATIONAL NEW DRUG

Permission no.: CT-Drugs/91/2019

1. The Central Licensing Authority  hereby permits M/s. Akums Drugs &
Pharmaceuticalg Ltd., 304, Mohan Place, L.S.C,, Biock-C, Saraswati

17.07.2019 in the below mentioned clinical trial sites.

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

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

1
Place: ... . . . Central Licénsing Authority
Pate s nilfl... o ~ Stamp
a . 'I
Annexure: Bt P ey I.'I3-1:_-
Details of new drug or Investigational new gl @020 TTYOER
Names of the néw drigor —_!éé_ﬁfd'i'ﬁfﬁé”_H_}}E'rEchiorfde'_TE'JBFtr?aFdBEe [

investigational new drug: |

Telmisartan 1P (4mg + 6.25mg + 40mg & 4mg +

} o ____[12.5mg + 40mg) film coated_b_il_qxl_e_rgd_jgbl_et_s_m____
!Therapeutic class: nti hypertensive j
fom T Eim Ceates Bilayered Tablet |
o ""'—"""—.'g—éarap;aa*mmn&;rma&ammﬁ
Telmisartan [P (4mg + 6.25mg + 40mg & 4mg +
e e s h____Jﬁé-ém*;@mg)ﬂnlg@éi_eg_b“_ame@_@e_ts__._.__..i
Indications: |iFor the treatment of stage Il essential hypertension. ]'
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tails of clinical trial site: - e e e,
Names and address of clinical trial site ,'As per annexure- A i
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O N e L _._._.___._—__..__—______—_._.-_.._.__._!
I=thics committee detalls: —];E\s per annexure- A '
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Name of principal investigator As per annexure- A |
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Annexure-A

S, NameofPl Site Name
No y .

" |

Ethics Committee Name,
Address :

1 +Dr. Arvind Kumar | ILS Hospital. 1, Mall Road.

|

Institutional Ethics Committee, ILS

. Ojha | Near Nagerbazar Flyover, | Hospital, 1, Mall Road, Near:
: Dumdum,  Kolkata-700080, ] Nagerbazar Flyover, Dumdum, |
|

. (WB)

Kolkata-700080C, (WB)

2 - Dr. 'G'é'm;a'ng'é_éérka'r . IPGME&R  SSKM Hospital, | IPGME&R Research Over Sighti
; : 244, AJC  Bose Road | Committee, 244, AJC Bose Road,

' Kolkata-700020, (WB).

|
Kolkata-70002C, (WB).

Sidhu ' Doraha, Ludhiana-141421,
Punjab

37Dr. (Mrs.) Gursharan | Sidhu Hospital, G.T. Road. | Institutional Review Board (IRB) |

i Sidhu Educational Research
| Institute & Hospital, Sidhu Hospital,

G.T7. Road, Doraha, Ludhiana-
141421, Punjab

4 Dr. Keyur Madaniz““ Floor, Clinical Study
Brahme Room,  New  Emergency
+ Building, SSG Hospital &
| Medica! College, VAdodara-
1 390001, Guijarat.

Institutional Ethics Committee for
Human Research Medical College
& S8SG Hospital, Department of
Pharmacology, ™ Floor,
Anandpura, BAdodara-380001. |
Gujarat. i

o

BlEee! o can ' Central Licencing Authority
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