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Datf: 21.04.2017

An agreement made in t\,,lumbai between Macleod,s pharmacoufjc€ts Ltd, (atso ca ed lhe sponsoo G_2,
Mahakali Caves Road, Shanti Nagar, Andheri (East) [4umbai_400093, tndia

AND

I DrDeepak sadashivBhosre [MBBs,M.D(Grad. Diproma in Diaberes) Mahatma GandhiMissions mecricar
college & Hospilat, N6 Cidco, Aurangabad, 4310003 ([IH), tND|A.

AND

Grapecity Research soruuons LLp, a regar enrity, having its registered offoe at Block no. 2, prakash
Housing sociely, Thergaon, pune-411033. Maharashtra, tndia. duty represented by Dr Sushil R Chaudhary
hereinafter refered to as ,_ crapecity Research Solutions LLp ."

AND

Mahatma Gandhi Missions l\,4edic€l College and Hospitat, N-6, Cidco, Aurangabad - zt31 OO3, Maharashba,
India.

Whe.eas Macteod,s pharmaceuticab Ltd wishes to conduct the foltowing Sfudy with Dr Deepak
Sadashiv Bhosle as the principal lnvestgaton

L Title: An open labet, Two arm, Comparative, Randomized phase lV Clinical Study evatuaUng efficacy
and safety of Alrista Forte (Epatrestat 150 Mg + Melhylcobalmin 15oo Mcg + pregabalin l5o Mg) Tabtet
versus Pregabalin I 50 Mg Capsute in patients with Diabetic Neuropathy.
Protocol No.: CT-21&E[4p(F)-2016

2. The objective of the triat is to compar€ the safely and efficacy of Atrista Forte (Epalrestat 1SO Mg +
Melhylcobalmin 15OO tvcg + pregabajin 1SO Nlg) Tabtet versus pregabalin ISO Mg Capsule in palients
with Diabetic Neuropathy.
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It is hereby ag.eed by and between macbod's Phamaceuticab Ltd., the Principal lnvestlgato.,

Mahatma Gandhi Missions Medical colloge and Hospital And Grapecity Research Solutions LLP

here to as follows

1. The site ofthe trialwould be I\IGM MedicalCollego and Hospital, N-6, Cidco, Aurangabad - 431003,

I\raharashlra, lndia

2. The trial wjll be conducled as per lhe provision of 'Declaration of Helsinki'.

3. The Principal investigator will be paid a sum of INR 12000 includiflg overhead and Laboratory

lnvestigation Charges as per actualbillfor patient enrolled and as per the visits completed in the study.

No. of Vlsits Payment (Rs.)

Visit 1 20001-

Visii 2 2AOOI-

Visit 3 25001-

Visit4 2500t-

Visit 5 3000/-

Role and responsibilites of Dr Deepak Sadashiv Bhosle (Principal Investigator)

'l) To conducl the above referenced Studyas lhe Principal lnvostigator.

2) The Principal investigator has to complete 20 pationts. The number of palienls can be incleased by

Macleod's Pharmaceuticals Ltd.

3) The recrultrnent period foa the study is one months. The sponsor expects a total of 20 patients from the

site during the recruitment period. Any changes in achieving the target enrolmenl would have to be

discussed among allthe 4 signatories and deci6ions to be made accordingly.

4) The Principal investigator should be aware of, and should comply with, GCP and the applicable Ethics

committee requirements.

5) The investigator/Co - investigator should be available and permit monitoring and auditing by the

sponsor. and inspection by the appropriate aulhority

6) The investigator along with Co - investigator should ensureihat allpeBons assisting with the study are

adequately inrormed about the protocol,lhe investigational product(s), and theh trial'related dutios and

functions.

7) The investigator should conduct thelrial in compliance wilh ihe protocolagreed to bylhe sponsor and,

which was given app.oval/favoBble opinion bythe lEC.

8) The investigator should not implement any deviation from, or changes of the prolocol without

agreement by the sponsol and p or review and documented approvayfavorable opinion from the

IRB/IEC of an amendment, excepl where necessary/lp eliminate an immediate hazard(s) to lrial

subjecls,
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The lnvestigator/Cc lnvestigator is responsibte for obtaining and documenting informed consent, the
investigator should comply with lhe applicabie regulatory requirement(s), and shoutd adhere to GCp
and to the elhical principles that havelhekorigin in the Oeclaration ofHelsinki.
All serious adverse events (SAES) should be reporled immediatoly to the sponsor except for those
SAES lhat the prolocol or other document (e.g., tnvestigato/s Brochure) identiites as nol needing
immediato reporting. The immediate reports shoutd be folowed prompUy by detaited, writen reports.

Macleods Pharmaceuticals Ltd. would like to have intermiltent report every as required during lhe
course of the study.

Macleods Pharmaceulicals Ltd, would like lo have all lhe documenls of investigations such as
completed case record forms, completed informed @nsent, investigation reporls (l.e. source
documents)-if any, trial report - with signature and stamp of the invesligator

Contenls of the @port during the clinical tdat should not be evealed to any other company in lndia or
outside lndia without wriiten permission from Macleods pharmaceuticats Ltd.

13)

14) The data obtiained durlng the t al could not be published by the principal investigator wherein
Ivlacleods Pharmacouticats Ltd. shoutd be acknowtedged. I\Iacleods pharmaceuticals Ltd. wil have the

rightlo use this research paper.

15) ln case lhe Principal lnveslgator fails to recruit lhe agreed number of patients within lhe discussed and

agreed timelines then the Principat lnvestigator/Site will only be eligible for the payment for the number
ofpalients who are enrotled in the study.

16) Dala obtained from lhe trialshoutd not be used forany other further comparison studies.
1 7) Underlaking will be taken from each member of invesligating team (other than employees of l\/acleod,s

Phermaceuticals LTD.) expressing total secrecy during & afler rosearch vis_a_vis the products

mentioned above,

Role and responsibilities of Macleod's pharmaceuticats Ltd
1) The sponsor is responsible for implementing and maintaining quality assurance and quality control

systems with written SOPS and Uaining lo ensure that triats are conducted and data are generated,

documented (recorded), and rcported in compliance with lhe protocot, GCp, and the applicable
regulatory requirement(s).

2) The sponsor is responsible for securing agreement from all involvod parties inctuding Co-investigator,

Hospital etc.

3) The sponsor is responsible to provide appropriately quatified individuals to carry out the overa
conduct of the study, to handte lhe data, to verify the dala, to conducl the statistical analyses, and to
prepare the lrial reports.

4) The sponsor will be responsibte for providing insurance to the sludy subjects and lndemnific€tioo to
the entke sile and any other services provider who w t be pad of the sludy.
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5) The sponsor will be responsibte for supplying the investigato(s)/institution(s) with lhe investigational
product(s).

6) The sponsor wil be responsible for monitoring and audjling ofthe study.

It is herebyagreed byand belween Macleod,s pharmaceuticals Ltd, crapecity Research Sotutions LLp,
IVGIV Medical Coltege and hospilal and Dr Deepak Sadashiv Bhosle (principal lnvestigatoD ; a the temsand conditions as mentioned in lhis agreement

Name: Dr. Ashish Mungantjwar

Designation: President -Mectical Services
Address: Ivlacleods Fharmaceuticats Ltd.
G-2, I\rahakati Caves Road,

Shanti Nagar, Andheri (Eas1),

Itlumbai- 400 093.

kLY
Signature

Nam6: Dr. Rajendra Bohra

Designalion - Dean

Address: MGM MedicatColtege and
Hospital, N-6, Cidco, Aurangabad

431 003, Maharashtra, lndia

Signature

Name: Or Deepak

Sadashiv Bhosle

Principal lnvestigalor

Addre6s: MGtlt l\,4edicat

College.and Hospital, N-6.

Cidco, Aurengabact -

431003, Maharashtra, lndia

Signature

Dr SushitChaudhary

Designalion-DirecloF crapecity

Re;earch Solutions LLp.

Address: MGM Medicat Coltege

and Hospitat, N-6, Cjdco,

Aurangabad - 431003,

IVaharashtra, tndia
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