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DA Bhawan
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Phone No.: 91-11-23216367
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File No. 4-14/2021/BA-BE/023

Dated:
To,
M/s Vayam Research Solutions Limited,
Near Zodiac Farm, Opp. AUDA Garden,
B/h Vaishno Devi Temple, Off S.P Ring Road,
Khora], Gandhlnagar, Gujarat-38242, Indla
Sir,

With reference to your application received vide letter No. Nil dated 21.01.2021 please find
enclosed herewith the registration certificate in Form CT-09 bearing Registration No.
BABE/2021/0074 under the: provisions of New Drugs and Clinical Trial Rules, 2019, for the
Bioavailability/Bioequivalence study centre having Clinical facility with 70 beds with additional (02
ICU bed) and Bio-analytical facility at M/s Vayam Research Salutions LImited, Near Zodiac
Farm, Opp. AUDA Garden, B/h Vaishno Devi Temple, Off S.P Ring Road, Khoraj,
Gandhinagar, Gujarat-382421.

The registration in Form CT-09 is subject to the following conditions:

()  The registration shall remain valid for a périod of five years from the date of its issue. unless
suspended or cancelled. However, there will be periodic assessment of the study centre.

(i) The centre shall maintain the facilities with adequately qualified and trained personnel as specified
in the Fourth Schedule of the New Drugs and Clinical Trial Rules, 2019 for performing its functions.

(i)  The centre shali initiate any bioavailabillty study or biceguivalence study of any new drug or
investigational new drug in human subjects after approval of the protocol and other related
documents by the Ethics Committee for clinical trial and permission of such study granted by the
Central Licencing Authority;

{iv) where the bicavallability or bioequivalence study centre does not have its own Ethics Committee,
bioavailability or bicequivalence study at that site may be inltiated after obtaining approval of the
protocol from another Ethics Committee for clinical trial registered under rule 8:

Provided that the approving Ethics Committee accepts the responsibility for the study at the

centre and, both the approving Ethics Committee and the centre, are located within the same city
or within a radius of fifty kms of the centre:

(v)  the Central Licencing Authority shall be informed about the approval of the Ethics Committee for
clinical trial;

(vi)  Biocavailabllity or bioequivalence study of investigational new drug shall be registered with the
Clinical Trlal Registry of India before enrolling the first subject for the study.

(vi) Study shall be conducted in accordance with the approved protocol and other related documents
and as per requirements of Good Clinical Practices Guidelines and provisions of Drugs and
Cosmetics Act, 1940 and New Drugs and Clinical Trial Rules, 2019.
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)
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(xiv)

(xv)

(v

In case of termination of any such study prematurely, the detailed reasons for such termination
shall be communicated to the Central Licencing Authority Immediately.

Any report of serious auverse event oceurring during study to the subject of such study shall, after
due analysis, be forwarded to Central Licencing Authority within fourteen days of its occurrence in
the format as specified in Table 5 of the Third Schedule and in compliance with the procedures as
specHled In rule 42,

In case of an injury to the study subject during study, the complete medical management and
compensation in the case of study related injury shall be provided in accordance with the
provisions of Chapter VI and details of compensation paid to the trial subject in such cases shall be
intimated to the Central Licencing Authority within thirty days of recelpt of the order.

In case of death, permanent disability, injury other than death and permanent disability, as the
case may be, of a study subject, compensation shall be provided in accordance with the provisions
of Chapter VI and details of compensation paid to the trial subject or his legal helr, as the case
may be, in such cases shall be intimated to the Central Licencing Authority within thirty days of
receipt of the order.

If there is any change In constitution or ownership of the bioavailability and bloequivalence study
centre, the centre shall intimate about the chanpe ih writing fo the Central Licencing Authority
within thirty days of such change.

The study centre shall maintain data, records, and other documents related to the conduct of the
bioavailabillty or bloequivaience study for a period of five years after completion of such study or
for at least two years after the expiration date of the batch of the new drug or investigational new
drug studied, whichever is later. i

The bloavailablliiy and bioequivalence study centre shall allow any officer authorized by the
Central Licencing Authority who may be accompanied by an officer authorized by State Licencing
Authority to enter the premises with or without prior notice, to inspect any record, stafistical
observation or results or any documents related to bioavallability study and bic-equivalence study
and furnish information to the queries raised by such authorized persen, in relation to the conduct
of the said study. .

In case an Ethics Committee of a bicavailability or bicequivalence study centre rejects the approval
of the protocol, the details of the same should be submitted to the Central Licensing Authority prior
to seeking approval of another Ethics Committee for the protocol for conduct of the bicavailability
or bioequivalence study at the same site.

The bicavallability or bloequivalence study shall be initiated by enrolling the first subject within a
period of one year from the date of grant of permission, failing which prior permission from the
Central Licencing Authority shall be required

Kindly acknowledge receipt of this letter and its enclosure.

Yours faithfully,

Central Licensing Authority
Stamp



Form CT-09
[See rules 47, 48, 49, 50 and 51]

GRANT OF REGISTRATION OF BIOAVAILABILITY OR BIOEQUIVALENCE
STUDY CENTRE

Registration No. BABE/2021/0074

1.The Central Licencing Authority hereby register M/s Vayam Research Solutions
Limited, Near Zodiac Farm, Opp. AUDA Garden, B/h Valshno Devi Temple, Off
S.P Ring Road, Khoraj, Gandhinagar, Gujarat-382421, India for conduct of
bicavailability and bioequivalence studies of New Drugs and Investigational New Drugs
as specified in the New Drugs and Clinical Trials Rules, 2019.

2. This registration is subject to the conditions prescribed in chapter VIl of New Drugs
and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940,

Place: New Delhi

Central Licensing Authority
Date: .........c...... Stamp

Note: The registration shall remain valid for a period of five years from the date of its
issue, uniess suspended or cancelled.






