GOVERNMENT OF INDIA

CENTRAL DRUGS STANDARD CONTROL
ORGANISATION (Headquarter)

(Directorate General of Health Services)
Ministry of Health & Family Welfare
FDA Bhavan

ITO, Kotla Road

New Delhi - 110002 (Delhi)

Phone No.: 91-11-23216367

Fax No.: 91-11-23236973

E-Mail : dci@nic.in

File No. 4-14/2019/BA-BE/013 Dated() 4 NQV 2019

To, ,
M/s. Vimta Labs Limited,
141/2 & 142, IDA, Phase-2,
Cheriapally, Hyderabad-500 051
Telangana State, India

Sir

With reference to your application No VLL/C'R/C’RO Réhewal/19-20 dated 12/07/2019: please find
enclosed herewith the registration certificate in Form CT-09 bearing Registration No. BABE/2019/0008

under the provisions of New Drugs and Clinical Trial Rules, 2019, for the Bianailability/Bioequivalence study
centre having clinical and bioa}n_gl'yﬁcal facility for 186‘_ b{é’ds ‘at Mis. Vimta Lé.;l')s"__Limited, 141/2 & 142, IDA,
Phase-2, Cherlapally, Hyderabad-500 051, Telangana State; iridia.
The registration in Form CT-09 is subject to the followmg g{:&jé{itions: v
()  The registration shall remain valid for a pe*nod of:ﬁve years from the date of its issue, uniess
suspended or cance[!edt H,oyl/elver thfere wm he per.iodic;als;sss§mgnt _:_of the study centre.

(i) The centre shall maintain the facilitiés with adequately quiaified aid trained personnel as specified
in the Fourth Schedule of the New qugs”and Ciinical Trial Rules, 2019 for performing its funcsions.

(i)~ The centre shail initiate any pinava 'Biliﬁty,:_studyfo'r bioequivalence study of any new drug or
investigational new drug in human'féubjeqts,_a'fté‘é approval of the protocol and other related
documents vy the Ethics' Cemmittee for clinical trial and permission of such study granted by the
Central Licencing Authority; - ... : N

(iv)  where the bicavailability or biocquivalence study centre does not have its own Ethics Committee,
bioavaiiability or hioequivalence study at that site may be initiated after obtaining approval of the
protocol from another Ethics Committee for clinical trial registered under rule 8:

Provided that the approving Ethics Commitiee 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 Authoh’ty shall be informed about the approval of the Ethics Committee for
clinical trial;
(vi)  Bioavailability or oioequivalence study of investigational new drug shall be registered with the

Clinical Trial Registry of India before enrolling the first subject for the study.

(viiy ~ Study shall be conducted in accordance with the apprcved 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.

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



(ix)

)

(xi)

{xii)

(xiii)

(xiv}

(xv)

(xvi)

Any report of serious adverse event occur.mq during study to the subject of such study shall, after
due analysis, be forwarded to Centra: - "_icencing Authcrity 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
specified in rule 42. :

In case of an injury to the study subject curing study, the complete medical management and
compensation in the case of study relatad injury shall be provided in accordance with the
provisions of Chapter VI and details of compensation paic to the trial subject in such cases shail be
intimated to the Centrai Licencing Authority within thirty days of receipt 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 V! and details of compensation paid to the trial subject or his legal heir, 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 cwnership of the bioavailability and bioequivalence study
centre, the centre shall intimate about the change in writing to the Central Licencing Autharity
within thirty days of such change. '

The study centre shall maintain, data records } and other documents related to the conduct of the

bioavailability or bloequwalence study for a period of five years after completion of such study or
for at least two years afte, the explratlcn date of the batch of the new drug or investigational new

drug studied, whlchever is later.

The bloavallabn#y and bloequwale'\ce efudy centre‘shall allow any officer authorized by the
Central Licencing: Authority who ma y ke accompa'ned by an nificer eufhorlzed by State Licenciing
Authority to enter the premises with or w1thout pnor notice, to mepect any record, statistical
observation or resuts;cr any dncumentq related to b.uavallabll ity sLudy and bio- equwalenr‘e study
and furnish lnformatgmio the qu
of the said study

In case an Ethics Commlttee ofa b|oava|lablllty or bloequwalence study centre rejects the approvai

of the protocol, the detalls 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 bioavailability

or bioequivalence study at the same site.

The bioavailability or bloequlvalence study shall be inmated by enrolling the first subject within a
period of one year from the date of grant of permlssmn failing which prior permission from the

Central Licencing Authority shall be required

Kindly acknowledge receipt of this letter and its enclosure.

Yours faithfully,

[ﬂ‘d?

A\&. SOMANI

Drugs Co Mer G
Cehtral Gisensing Auther fod

FDA Bhawan, Kotla Road,
New Delhl 110002

(India)

Ministry of Health anoﬁtﬁmﬁin\;{/ceel?are

I.T.O.



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

GRANT OF REGISTRATION COF BIOAVAILABILITY OR BIOEQUIVALENCE
STUDY CENTRE

Registration No. BABE/201 9/6008

The Central Licencing Authority hereby register M/s. Vimta Labs Limited, 141/2 &
142, IDA, Phase-2, Cherlapally, Hyderabad-soo 051, Telangana State, India for
conduct of bicavailability and bioequivalence studies of New Drugs and investigational
New Drugs as specified in the New Drugs and Clinical Trial Rules, 2019.

2. This registration is subject tc the condition prescribed in chapter Vi of New Drugs
and Clinical Trial Rules, 2019 under the Drugs and Cosmetics Act, 1940.

Place: New Delhi .- g R SEES g

Dr, V/G SOMANI
Date: 04 . N[]V2019

Ce@fﬁa!b el §3A forltyia)
General of ervices
Mmlstry of Health &

afmily Welfare
: -FDA Bhawan, Kotla Road, )l/T.O,

New Delhi-110002

.. Note: The registration shall remam vahd ’ror 3 perloa of five ye.srs frorn the date of its
- ISSlie, uniess auspended or cancell\,d s







