F. No. SND/MA/19/000107
- Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

FDA Bhawan, Kotla Road,
New Delhi-1 10002
Dated:

To, ‘ 2 3 JUN NI20

M/s Synokem Pharmaceuticals Ltd.,
14/486, Sunder Vihar Outer Ring Road,
Paschim Vihar, Delhi (India) — 110087.

Subject: “Grant of permission to undertake Phase ll| clinical trial of New Drug
— Acodiamide Hydrochloride 300 mg Tablet” - Reg.

CT NOC No.: CT/SND/48/2020
Sir,

With reference to your Application No. SND/Form 44/FF/2019/15442 please find
enclosed herewith the permission in Form CT-06, CT NOC No. CT/SND/48/2020 to
conduct the subject mentioned clinical trial under the provisions of New Drugs and
Clinical Trial Rules, 2019.

This permission is subject to the conditions, as mentioned below.

Yours faithfully,

Ww

=g
(Dr.V.G. Somani)

Central Licensing Authority

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;

(i) 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:

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:



(i)

(iv)

(vili)

(ix)

(x)

(xii)

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 clinic _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
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 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 shall be provided in accordance with the
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;



(i)

(iv)

v)

(vi)

(vii)

(xii)

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 @ 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
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
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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 shall be provided in accordance with the
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; '



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

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR

CT NOC NO.: CT/SND/48/2020

The Central Licensing Authority hereby permits M/s Synokem Pharmaceuticals
Ltd., 14/486, Sunder Vihar Outer Ring Road, Paschim Vihar, Delhi (India) -
110087 to conduct clinical trial of the new drug or-investigational-new-—drug as per
Protocol No. CRPL/CT/19/006, Version No: 00, Dated 20/03/2019 in the below
mentioned clinical trial sites.

2. Details of new drug or investigational-new-drug:

Names of the new drug: | Acotiamide hydrochloride hydrate SR 300 mg tablet ]
Eh_erageutic class: Prokinetic agent

Dosage form: T Film coated sustained release tablet

- Composition: Each film coated SR tablet contains:

L S 'Acotiamide hydrochloride h drate ............300 m

| Indications: For the treatment of bloating after meals, epigastric

bloating and early satiety in functional dyspepsia.

!. —
L
' Sr. | Name of Principal Investigator
| No. |8 Tripl Sitds

Details of clinical trial sites

Ethics Committee Name/Registration
Number

ﬁ‘ Ethics Committee,
Dr. Hrishikesh Bora ' Down Town Hospital, 6th Floor, 1st
Down Town Hospital, Dispur, G.S. Building, G.S. Road, Dispur, Guwabhati-
| Road, Guwahati-781006, Assam, 781006, Assam, India.
. India.
| ECR/549/Inst/AS/2014/RR-17
i | Ethics Committee,
| ' Dr. Shri Krishna Gautam GSVM Medical College, Room No-125,
o | post Graduate Department of 1st Floor, Swarocop Nagar, Kanpur-
Medicine, GSVM Medical College. | 208002, Uttar Pradesh.
| Kanpur-208002, Uttar Pradesh.

| ECR/680/Inst/UP/2014/RR-17
! | Dr. P. Shravan Kumar Institutional Ethics Committee,

15th Floor, Department of | Gandhi ~ Medical College/Gandbhi
| ' Gastroenterology, In Patient Block Hospital, Musheerabad,
3 Gandhi  Medical College / Secunderabad-500003, Telangana,
Hospital, Musheerabad, | India.
Secunderabad - 500003, ‘
~ Telangana. ECR/180/Inst/AP/2013/RR-19

Institutional Ethics Committee,

Rajiv Gandhi Institute of Medical
Sciences & RIMS Government General
Hospital, Srikakulam-532001, Andhra
Pradesh, India.

| Dr. K. Sunil Naik

| ‘ Department of Medicine,

| 4 |Government Medical College &

' Government General Hospital
(Old  RIMSGGH),  Srikakulam-
' 532001, Andhra Pradesh, India.

| N

ECR/492/Inst/AP/2013/RR-16




. Dr. Sagar V'IVG.K Redkar ?:icrir:(riztt eHe%?)git?Elc)lnstltutlonal Eihies
' | Fé‘:i}:raer H[\zjﬁ::)a;i_ggg F:ﬁs;?vg:h Redkar Hospital and Research Centre,
Oshalﬁa Village-Dhargal ghway. | pumbai-Goa Highway, Oshalbag,

9 g . s i Dhargal, Pernem, Goa-403513, India.
Tal-Pernem, Goa-403513, India. ECRIQO2IIns'dGAfZO18

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.

W

(Dr. V. G. Somani)
New Delhi Central Licensing Authority
Date: Stamp




