File No. SND/MA/22/000094
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
{Subsequent New Drugs Division)

FOA Brawan Kotta Road
MNew Delhi- 110002
Clated;

h VRN R
Mis. Ajanta Pharma Limited, A

Ajanta House, Charkop, Kandivli {West), i
Mumbai — 400067, B o1oMe e

Subject; Permission to conduct Phase Ill Clinical trial of Loteprednol Etabonate
Ophthalmic Suspension 1% wiv — “A Multicentric, Randomized, Double Blind,
Double Dummy, Parallel Group, Two Arm. Comparative, Phase [l Clinical Study to
Evaluate the Efficacy, Safety and Tolerability of Loteprednol Etabonate Uphthalmic
Suspension 1% wiv of Ajanta Pharma Ltd. versus Loteprednol Etabonate
Uphthalmic Suspension 0.5% wiv in the treatment of Post-Operative Inflammatory
conditions of the Eye”. (Protocol No. APLICTI22/0Z; Version Mo.. V02, Date:
20.04.2022} - Reg.

CT NOC No.: CTISNOWOH2022

S

With reference 1o your Application No. SNIVCT21/FF/2022/30700 dated 28-02-2027
please find enciosed herewith the permission in Form CT-06 CT NOC No
CT/ISND/OO9/2022 1o conduct the subject mentioned ciinical trial under the prowvisgns of
Mew Drugs and Chmcal Trial Rules, 2018

This permission s subpect (o the condibons as menlioned below

Yours faithfully,

—

(Dr. W, G, Somanif
Cantral Licensing Authority

Conditions of Permiasion

{il  Clirmical nat at each site shall be mitated after approval of the clinical frial
protocel and other relaled documents by the Ethics Committee of that ste
regestered with Lhe Central Licencing Authority under rule 8,

iy Whare a clirecal inal site does not have ds own Ethics Committee, climcal tial al
that site may be imtiated after obtaining approval of the protocol fram the Ethics
Committes of anothar tnal ste o an independent Ethics Commirtes for chaical
trial constitutad o accardance with the prowsians of rle ¢

Pravided thal the approving Ethics Committee for chinical tnal shakl in sucn
case fe responsibie o e siudy dl e gl sile g e ceniie,. ak e Gase may
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Provided luriner that the approving Ethics Committes and the chnicat N3
sie or the bloavailabilily and bipequivalence centra, as the case may be shal
pe located within the same gity or within a radigs of BG kms af the climcal trisl
sile

In case an aincs commiies of a cinical tnal site raiechs 1he approval ol e
protocaol ihe detals of the sams shall he supimitted Lo the Central Licensing
Autharity prior 1o seaking approval of another Efhics Committee for the protocal
for conduct of the clinical tnal at the same sie,

The Central Licencing Authority shall be informed about the approval granted
by the Elcs Cammities within a period of fifteen working days of the grant of
sunh approval

Chnical trial shall be reqgistared with ne Climical Trial Regisiry of Inde3
maintainad by the Indan Cotuneil of Medical Research before enroling the first
sufyect for the trial,

Clisical trigl shall be conducted in Accordance with the approved glintcal brial
protocel and ather related documenis and as pal requirements af Good Chirical
Pracuces Guidetines and the prownsions of these 1ules

gians of anrolment of the frigh subpects shall be submitied 1o the Ceniral
Liggncing Suthonly on quarety basis or as appropnate as per the duranon of
fragime o accordante with the approved climical tnal protaca whichewal ==
allE

S monthly status repof ol epcn chncal tmal, as 1o whetnas it 15 sngong
completed or termmnatad, shall be submitted to the Central Licencing Authonty
alactronically in the SUGAM portal

i case of termination of any climical trial the detailed reasons for such
wepmination shall be eommunicated 1o the Central Licencing Authority withn
thirty working days of such terrminan

Any report of Serous adverse avenl ocouiring dunng chmical trial to a subject of
chnical tiai shall, after dug analysis, be forwarded ta the Caniral Licancing
Autharity, the chairpensan aof the Ethics Committee and 1he institute where s
wnal has been conducted within fourteen days of its ocourrence as gel Table 5 of
the Third Schedule and in compliance with the proGedures ag specfien 1
Chapter W1 of the MNew Drugs and Curlcal Tnals Rules, 2018

i case of iury durng clircal Trial to ine subect of such tnal, compiete miedical
iraranement and pmpensation shatl e proveled n accordance will the
Chapter Wl of IhE S8 fules and delais of compansalion provided in sty
cases shall be imated to e Central Ligencing Authority within Thurly wWarking
days of the receipt O order wsues by Central Licencing Authorty in accordance
with The prowislens of the said Chapter

In case of clincal tnal related diath or parmanent disapility of any subject ot
such trial dunng the tnal. compensation shal pe provided in accordance wif tha
Chapter VI and detalls of compensation prowded in such cases shall be
intirnased to the Central Licencing Autharity within thirty working days of recep!
ot the oraer issued by the Central Licencing Adtharity in accardance with e
proviswens of the sax] Chapler,
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The premises of the sponsor including his reprasentatives and clnical trial sites
shall be apen for inspection by officers of the Central Licancing Authonty whu
may be accompanied by officers of the Ciate Licencing Authorty oF Juisice
experts as authorsed by the Central Licencing Authonty . 1a verify campliance of
the requirements of these rules and Good Clinical Practices Guidelines, 1o
inspect, search ard SeEg Bny [oCg resull, dacumen investogabonal praduc
related ta clincal trial and furnish reply o query raised oy e said officer o
relatan b clinlcal fral

wWhere the New Chug or Investigational New Drug s found fo be Lseful in clincal
developmeant. the sponsor shall submit an application to the Central Licencing
Authority for permission 1o import or manufacture for sale ar far destnbution of
new drug in India, in accordance with Chapter X of these rulas, unless otheryise
justified;

The Laboratary owned by any person or @ company of any other legal entity and
utlised by that person ta whom permigsion for clinical tnal has been granted
ysed for research and development, shall be deemed to be regstered with the
Central Licensing Authosity and may be used for test or analys:s of any drug for
ard on behalf of Central Licensing Authority

The Cenlral Licencing Authority may, f considered necessary, impose any ather
candibiarn i1 wiiting with justification, in respect of specihic chnical tnals. regarding
the objecive, desgn, subject population subject ebgibility assessmen] conduct
and ireatment of such spacific clincal hiai

The sponser and (ne mvestigator shall mamtan the data integrity of the data
generated during chnical trial

ixwiisinformad Consent Documents (ICD) viz Patent Informaton Sheest (FiS) and

[ix}

Infarmed Consent Eom (ICF) complete in all respect & must be got appravad
from the respective Ethics committee and submitted Lo COSCO before enroliing
first subject al the respectie sile,

It may kindly be noted that merely granting permission 1o condust Glimea? tral
wilh the drug doses not convey or imply that based on the Ciinical trizl data
generated with the drug, permssion 1o market this drug in the country will
automatically be granted to you



FORM CT-08

[Sea nies 22, 25 2

PERMISSION TOC ucTt

CT NOC NO.: CT/ISNOMI09/2022

Tne Central Licen
Ha
g drug OF IRvEEHEE
VD2, Date: 20.04.2022 in the b
3 [etmils of new drig o HwaEl
Namas of the new dn_l.-H | Lotepredn ol f_1'.='|h-:
Therapeulic class: Corticosteroid

sing Authority heraby parmits
use, Charkop, Kandivli (Wast), Mumbai =
LR PEw-rug 85 per Protocol No.
glow maentioned climical trial sites.
icaaticnat-new-arug

§, 249 and 30/

AL TRIAL OF NEW DRU

Mis Ajanta Pharma Limited, Ajanta
400087 to condudt clinicai tnal of the
APLICTI22/02: Wersion B

Jrate Dphlhaimic Suspensan TR

Dosage form: " Ophthalmic Suspensian =
Composition: Each mL Caontains:
Loteprednol Etabonate. ... o1 0%
Banzalkonium Chionde [P LG0T wiv
|As Presenative)
= | Strevite Agueous Vehicte. ...l —— o —n
indications: I 15 a comcosterced indicated for the weatment of post-

_2

Details of clinical trial sites
Sr  MName of P‘HI‘I-’:TEI.E.I. " In vestigator
Mo, Trialsites

Dr Rajendra Prakash MaL
| pepartment of Ophthaimoiogy insttule
of Medical Sciencas, B, Waranas
| Uttar Pradesh- 221005, Inda

Or. Shahm Mohan

Department ol Cphinalmoigy GEVM

Medical Coliege.  Swarcbp Magar,

Kanpul- 20B00Z, Utar Fradesh, Inda

DOr Ablusnek Vajpey
| T uisi Hospital indi Limited Civid Lines,
Kanpur Nagar, Uttar Pradesh — 208001
Incia

"Dr Attada Tarakeswara Rao
Or B 5 P R Gayemment Regional
Eve Hospilal Resanuvanipalam
Visaxhapatnam- B300 3. Andhira
Pradesh India

Dr P Seshu Babu, Department al
Oohthatmaology, Governmeant Medical
Colege % Governmen Caneral
Hospital {0kl RIMSGGH! Srikaknlam
andhra Pradesk 532001

=

A

petative inflammation and pain foliowing oCular surgery.

TrE."ﬂ:u'iu'_Ehr;ﬁiﬁé; Namel Registration

Mumber
Institubional Human Ethics Cormmittes
Irstiiute  of  kedica Soences, HHU

agranasl, Uttar Pradesh- FEA005, Indi

| E CRIG2EINsTURZOA RR-20
Tihgs  Cammittee G 50 A
Lollege Gwargop | Magad
408002 Utar Pradesh, India
EEH.‘EEDHMUUF’H‘ZEI‘M (RRE-20
Tulsi Hospital Ethics Committes, Tuls|

| Hospital india Limited Civil Lines, Kanput |
Nagar, Utlar Pracesh - 208007 India
ECRMA401/Instid Pi202h

Wadizal
F AL

[EC Fung George hospdal Maharanpela
coliector affice junchon Wisaknhapatnam
Andnra Pradesn -530002 India
ECRMATInsUKGHZ0 13RR-Z0

" nstitutional Ethics
Crmmeies, Govarnmean Medical College
& Government General Hospital AkLIAT,
Archra Pradesh
qa200° IndiaE GRS 2AnS AP 2013
RR-20



10 Platina

9 This parmission is subject to the
sew Drugs and Chinical Tnals Rules,

Ot Ajay Ambade, Ambade Eye hospital
L research center  hirat fioor
Towe! Kamptes Road Nagpur- 40017,

g Wanarashira, Ind.a

|
| Dr Jyotika Mishrikotkar,

| Depanment of Clinical Pharmacology
| and Therapeutics clinical triat centra
MGM Medical coliege and Hespital,
| Aurangabad. Maharashira-431003,

_| India

[ insttutional Comirninen o

Ethics

Kamla - Ragianse

| Hospital Pwvt Lid, and Purofil MLr SN
| Home, JHC RHPNH, 113-A, ira
Calony, Nagpur- 440003, Maharashtra, |
India.

ECR/M560nsyMH2021
- MGM Ethics Commities for Hesearch on |
Hurman Subject (MGMECRRS!
Pharmacoiogy Department BACSAL
Medical  College, M-8, cipco
Aurangabad, 431003, Mahatashira. Il
ECR/SE1/InstMHZD14/RR-20

Or PK. Sa raf,
Heaith Point Multispecialty Hospital, 21,

B | pranath pandit Street, Kolkata- TO0025,

Wesl Bengal, India

| Dr Kali Sankar Das Ve
Regional Instiute of Ophthalmology
Medical College and Hospital, Kolkala
88 Coliege Street  Kolkata-T0OO73,
[ West Bergal, India

Health Point Etnics Committee,

21, Pranath pandil  Streel

700025, West Bengal. indsd

| ECRIZB4NSTAWBIZ013RR-19

" Institutionat Ethics

| Committes for Humar Resparch Medical
College ard hospital, Koikats BE, Colega
Syeet Kolkata- 7ODD73  West Bengal '
India

| ECRAZATnstWB201 3R R-18

K alkata-

| Dr Piyush Jain, o
| ASG Eye Hospital Pict Mo 557, Cello
Building Near Police Ground,
| F Road Pune-
| 441005

Place Mow Dalhi
Date:

i 1M,

"
Loy

[ Etnics Committes Rao

| Nurging Home, Rao Nursing Home,
Pune- Satara Road, Pune-41 1037,
ECR/EST/InstMHZ2014/RE-20

conditions prescribed in part A of Chaptar W of 1he
2019 under the Drugs and Cosmetics Aot 1E40

(D, V. G. Somani]
Central Licensing Authority
Stamp



