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Date:'18/03/2017

AnagreementmadeinMumbaibetweenMacleod,6PharmaceuticalsLtd,(alsocalledthesponsor)G-2,

Ivlahakali Caves Road, Shanti Nagar, Andheri (EaBt) Mumbai -400093' lndia

AND

Dr. Swati Shiradkar (M.B.B.S. M.D. - Consultant Gynecologist) at MGlMedical College and HospiGl'

N-6, Cidco, Aurangabad - 431003' l,Iaharashtra, lndia

AND

G€pecity Research Solutions LLP' a legal entity' having its registered office at Block no 2' Prakash

Housing society, Thergaon, Pune-411033. lvlaharashtra' lndia duly represented by Dr Sushil R Chaudhary

hereinafter referred to as '- Grapecity Research Solutions LLP ''
AND

Mahatma Gandhi l\rissions Medical College and Hospital, N-6, Cidco, Aurangabad _ 431003' Maharashtra'

lndie

Whereas Macleod's Pharmaceutic€ls Ltd wishes to conduct the following Study with Dr' Swati Shiradkar as

the Principal lnvestigator:

l. Tiile: A ProsPective, I\rulticentric, Phase lV Clinical Study evaluating safety and efficacy of Leuprorelin

3.5mg lnjectlon plus Enzomac Tablet (Trypsin 96 mg + Bromelain 180 mg + Rutoside Trihydrate 200 mg)

versus Leuproretin 3 smg lnjection in the treatment of patients diagnosiswth Endometrio6is

Protocol No.: CT-205-LEEN-2016

2. The objeotive of the trial is to compare the safety and efficacy safety and efficacy of Leuprorelin 3 smg

lniection plus Enzomac Tablet (Trypsin 96 mg + Bromelain 180 mg + Rutoside Trihydrate 200 mg) versus

Leuprorelin 3.smg lnjec'tlon in the treatment of patienls diagnosis with Endometriosis'

PHARMACEUTICALS il1ililililililililililililt
LIMITED

It is horeby agreed bY and

Mahatma Gandhi Missions

here to as follows:

between Macleod's Pharmac.uticals Ltd., the Prtncipal Investigator'

Medical College and Hospital And Grapecity Research Solutions LLP
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CLINICAL TRIAL AGREEMENT



PHARMACEUTICALS
LIMITED

'1. The site of the trial would be [rGM [4edical College and Hospital, N-6, Cidco, AuEngabad _

431003, Maharashra, lndia

2. The trialwillbe conducted as perthe provision of'Declaration ofHelsinkl''

3. The Pdncipal investigator will be paid a sum of INR 14375 plus Laboratory lnvestigation Charges

per patient enrolled and as per the visits completed in the study'

No. of Visits Payment (Rs.)

Vislt 1 4125r-

Visir 2 5125t-

Visit 3 5125t-

Rolo and r*ponsibilitie6 ot Or. Swati Shiradkar (Principal lnvestigator)

1) To conduct the above referenced Study as the Principal lnvestigator'

2) The Pdncipal investigator has to complete 12 patients The number of patients can be increased by

Macleod's Pharmaceuticals Ltd.

The recruitment period for the study is one months' The sponsor expects a totalof 12 patients from the

site during the recruitment period. Any changes in achieving the targei enrolment would have to be

discussed among allthe 4 signatories and decisions to be made accordingly'

The Principa| investigator should be aware ol and should comp|y with, GcP and the applicable Ethics

committee requirements

The investigator/Co _ investigator should be available and permit monitoring and auditing by the

sponsor, and inspection by the appropriate authority

The iflve6tigator along with Co'investigator lhould ensurethat allpersons assisting wilh the study are

adequately informed aboutthe protocot, the investigational product(s), and thefu trial-related dulies and

functions.

Theinvestigatorshouldconductthetrialincompliancewiththeprotocolagreedtobythesponsorand.

which was given apPrcvalfavorable opinion by the IEC

The investigator should not implement any deviation from' or changes of the protocol without

agreement by the sponsor and prior review and documented approval/favorable opinion from ihe

IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) to t al

subjects,

The lnvestigator/Co_ lnvestigator i6 responsible for obtaining and documenting informed consent' the

investigator should comPly with the applicable regulatory rcqukement(s)' and should adhere to GCP

and to the ethical principles that have theh odgin in the Beclaration of Helsinki
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10)

the sPonsor except for those

Alt se ous adverse events (sAEs) should be reponeo rmtr'':':':]-:: 
-:: I,i-r,r-. as not neeoing

#" i[];;"6 or other doc,ment (e's ' rnvestisatois-Brochu::]l::ili:""-il":',"r"-".

11)

sAEs that the protocol or ou'Er "--'"'-"' ' 
"r,o 

* 
"ll"red 

promptly by detailed' written rePorts'

immediate rcpoffng' The immediate repo'ts sh

Macleods Pharmaceuticals Ltd' would like to;ave intermittent report every as required during the

;:::""::'1".:H:"""'"ars Ltd' wourd rike to have * .n" 
T"T.::::::":'.:*t;1"::

such as

source12) Macleods Pharmaceuule'|' "" "-_- 
i* infomed consent, investigation reports (.e.

completed case recold foms' compl€

,#;;.;, "' 'eport-with 
sisnature and **l:t* :]:"i':^"t:

,., :"fi1?':lfiTJ:1ffi;J#;;; ";;,:::::.::::::::ll 
o'ihe'r companv in rndia or

;J";;-'.;'i -t-en-permission f rom Macr*" 
lf i''11Y" ^tll.

il:':::':#ffi' lj;;' ;" ;;;;;; ";; 
* *1':l""t l:"..::i::: ::::l':11 ,:ln:14) The data obtaineo ounng "" "" *_,1"*no**ned. 

Macleods Pharmaceuticals Ltd' willhave the

Macleods Phamaceuticals Ltd' should be

course of the study'

dght to use this research paper' 
- ' ' -ecruit the agreed number of patients within the discussed and

15) lncasethePrincipatlnvestigatorfailstorecru[meag'Ewrreiiw'--:;rh".,,mentforthenumber
'"' ;"";" ';;;n 

the P;ncipal lnvestigator/site will onlv be eligible for the pavment

of patients who are enrol'"d'l tn:.*::.,""0 
tr any other further comparison stdies'

16) Data obtained from tn" tni' "n"''1:o]:;0", of investigating team (other than emplovees of Macleod's

17) undertakins willbe t** n"'"":li:T"";;;;*--" 
after research vis-a-vis the products

Pharmaceuticals LTD ) expressing totr

mentioned above

Rolg and respoGibilities of Macleod's Pharmaceutlcals Ltd

;'";;;;;"", s responsbe ":,y:**{* l:1":,i3:'::fi::'::r;ij i:"::"::;J::
systems with witten soPs and t6|nrng rc er.u;"" 

;;" p.to"or. ocp, and the appticabte

documented (recorded)' and rcported

,, ffJ$:["J;:]r"::"'lie ror securins asreement ftom arr invorved padies incrudins co-investisator'

HosPitaletc'

3) The sponsor is responsibre to provide appropriatery quarified individuals to carry out the overall

conduct of the study' to handle the da;' ;;erify the data' to conduci the statistical analvses' and to

prepare the trial reports ,,hieds and lndemnification to

4) The sponsor will be responsible for'providinq insuEnce lo the study subjeds and

the entlre site and any other services provider who will be part of the study'

o The sponsor wilr be ,""0o"",0," ", "uoorrn;he 
n6estigatorG)/institution(s) with the investigationar

Product(s).

, in" "r""*, 
** o" 

"sponsible 
for monito ng and auditing of the study'
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PHARMACEUTICALS
LIMITED

It is hereby agrced by and between Madeod's Pharmaceuticals Ltd' GEpecity Research Solutions LLP'

MGM llledical college and hospital and Dr. swati shiradkar (Principal lnvestigator) to all lhe terms and

@nditions as mentioned in this agreement

MACLEODS

/, *L

-yA-V-#",-ryt-
Name: Dr. Ashish Mungantiwar

Designation: President -Medical Service

Address; I\racleods Pharmaceuticals Ltd

G-2, Mahakali CavesRoad,

Shanti Nagar, Andheri (East)'

[Iumbai- 400 093

vv
Signature

Name : Dr. Rajendra Bohra

Designation- Dean

Address: MGM l\Iedical College and

Hospital, N-6, Cidco, AuEngabad -

431003. Maharashtra, lndia

Name : Dr. Swati Shiradkar

Address: MGM Medical College

and Hospital, N-6, Cidco'

Aurangabad - 431003,

Maharashka, lndia

MACLEOD}
ililililililillillllllllllll

Authorized Signatory

Dr SushilChaudhary

Designation-DirectoF

Grapecity Research Solutions

LLP.

Address: Block no. 2, Prakash

Housing society, Thergaon'

Pune-411033 Maharashtra,

lndia.
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