GOVERNMENT OF INDIA

CENTRAL DRUGS STANDARD CONTROL
ORGANISATION {Headguarter) (Directorate :General oftfeaithServices) Ministry of Health & Family
Welfare
FDA Bhawan ITO, KotlaRoad
New Delhi- 110002 (Delhi} Phone No, *:91-11-23216367
Fax No.: 91-11-23236973
E—Masi du@mc in

Eile No 4 1412022}3;1 :BE/054 (Bion} ' Dated:.

A

Te,

‘ 3 FEB 10?3

M/S Bion Clinicals Private Limited,......
Plot No. 25/6/A, Rajiv Gandhi lnfotech Park
Hinjewadi Phase-ill, Pune- 411057, Maharashtra, lndla

Sir,

With reference to your online application na. IC NEW/FormCT08/2022/73 dated 17/12/2022 please:
find enclosed herewith the registration certificate in Form CT-09 bearing Registration No. BABE/2023/0117
under the provisions of New Drugs-and Clinical Trial Rules, 2019, for the B|oavaaIabllttylﬂloequwalence study
centre-having Clinical facility having 60 beds situated at’ M/S Bion Clinicals Private-Linited, Plot No. 25/61A '
RaJIV Gandhl lnfotech Park, Hinjewadi Phase-iil, Pune- 411057, Maharashtra, India. - .

Y

-’:Fhe. -registratlon in Form _CT .09 is sub_ject to the following c_ond:tlons.
i The'_'régiSt_ration shalt rémain valid for a period of five years from the date of itsissue, unless suspended or cancelled.
However, there will be periodic assessment of the study centre.

(it) ' The en__t__re-_.ShaII miaintain the facilities with adequately quaiified and trained personnel as specified in the Fourth-

 Schedule of the New Drugs and Clinical Trial Rules, 20189 for performing its functions. :

{m} Th_e.l c_é'ntr':é .'s'h'aﬂli in.i_f'i'éte"'éhy "l')'ioavaiiahiiit‘y study or' bideqUWaiencé study of any new drug:or .ir;\'x'é's'ti_gational new
drug in human subjects after approval of the protocol and ather related documents by the Ethics Committee for
clinical triaf and permission of such study granted by the Central Licencing Autharity;

{iv) where the baoava:labfllty or b:oequwalence study centre does not have its own Ethics Committee; bioavailability or
bloequwa!ence study at that site may be initiated after obtaining approval of the protocol from anpether 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 krns of the

centre;

{v} t'he' Central Licencing Authority shall be informed about the approval of the Ethi'cs-'Committee for glinical trial';:_.

{vi}. Bma\raliah:ilty or bloequwalence study of investigational new drug shali he regmtered with the Chnlcal Trial Registry
’ of lndia befors errolling the first: subject for the study.

(vii) Study shall be conducted in accordance with the. approved protocol and other related documents and as per
requiréments of Good Clinical Practlces Gundellnes and provisions of Drugs and Cosmetics Act, 1540 and New. Drugs

. and Clinizal Trial Rules, 2018,



{viii) In case of termination of any such study prematurely, the detalied reasons for such términat:on shall. be

(ix)

(x)

communicated to the Central Licericing Authority immediately.:

Any report of serious adverse event occurring during study to the subject of such study shall, after due analysis, be.
forwarded to Central Litencing Authorlty withiry iourteen’days of its occurrence in the format as spec fiea in Table
5 of the Third Schedule and in compliance With the procedures as specified in rufe 42+

In case of an injury to the study subject during study, the compléte medical mariagement 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 Autharity within
thirty days of receipt of the order, . .

(Xi} In case of death, permanent disability, infury other than death end permanent disability, as the case may be, of a

{xii)

{xiii)

study subject, compensation shall tie provided in accordance with the provisions of Chaoter vt and . details of
compensation paid to the trial subject or his legal hej-',.as the case »may be, in:such cases shall be intimatedto the.
Central Licencing Authority within thirty days of receipt.of the order..

If there is any change in constitution or ownership of the bicavaitability.and binequivalence.st'udy_-'centfe, the centre
shall intimate about the charige in writing to 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 bioavailability or
bioeguivalence study for a period of five years after campletion 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, which_e_ver is.later..

(xiv} Thé bioavailability and bibequivé[enCe 'stud\,'! centre shall alicw any officer suthorized by the Central Licencing:

(xv)

(xvi}

Authority whad may be- accompanied by an afficer authorized by State Licenc,ing Authonty to enter the premises.
with -or withgut prior notice, to inspect any recard, statisticai observation of results or.any documents refated to
bioavailahility study and bio-equivalence study and furnish information to-thé gueries raised by such authorized
person, in relation to the conduct af the said study.

In case an Ethics Commtttee of a bioavailability or bioegquivalence study centre rejects the agproval of the protocol,
the details of the same should be subrhitted to the Central Licensing Authority pricr to Seeking approval of ancther
Ethics Commlttee for the protocol for conduct of the bioavailability or bicequivalence study at the same site.

The bicavailability or bioequivalence study shall be initiated by enrelling the first subject withina. period af one year
from the date of grant of permission, failing which prior permission from the Central Licencing Authority shall be

required

Kindiy acknowledge receipt of this letter and its enclosure.
Yours faithfully,

Central Licensing Authority

Dr. V. G‘."SOMANIStamp-
Drugs Conlretier General (Tndia)

De. Geneml of Health benflccs
Ministry of Hleaith and Family

FDA- Bhawan, Kotlz Roa®
New Dethi= ] {
Form CT-09
[See rules 47, 48, 49, 50 and 51]



GRANT OF REGISTRATION OF BIOAVAILABILITY OR BIOEQUIVALENCE STUDY
CENTRE

Reaistration No. BABE/2023/0117

. The Central Licencing Authority hereby 'ré__'gist'er Vi/S Bion Clinicals.Private Limited, Plot-
No. 25/6/A, Rajiv Gandhi Infotech Park, Hinjewadi Phase-lll, Pune411057,
Mabharashtra, India for conduct of bioavailability and bioequivalence studies (Chmcal

& Bioanalytical facility) 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 conditidns 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
i, DatesStamp

1 l'rE iR Dr.V. G: SOMAN
Drugs Controiler Genéral {India) Dte. Generai of Health Senllcns .
’ Ministry of Bhawan, Health Kotta and’ Famiw Road i T, O W "fare
FDA Note:  The
registration shall remain valid for a period of five Yeaféq ffb?ﬁ“]fl‘iléod‘ateof its |ssue,
- uhless suspended or cancelled. o oo




