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CLINICAL TRIAL AGREEIT4ENT

Date: 21 04 2017

An agreement made in lvlumbal belween Macleod's Pharmaceuticals Ltd, (atso ca led the sponsor) G-2,

[4ahakaliCaves Road, Shanti Nagar, Andheri(East) [.4umbai 400093 tndia

AND

Dr Rajendra Bohra (lVBBS, [4S ENT) al [,4cM lr4edicalCottege and Hospitat, N-6, Cidco Au€ngabad -

431003, trlaharashlra, lndia

AND

Grapecity Research Solulions LLP, a legal enlity, having its regislered offce at Block no. 2, Prakash

Housing socrety Thergaon Pune 411033. Ivlaharashtra, lndia. duly represented by Dr Sushit R Chaudhary

herelnafter referred to as ' Grapecity Research Solutions LLP .'

ANN

Dr Pravin Suryawanshi (Deputy Dean), Nlahalma Gandhi l\,lissions l\,ledicat Cottege and Hospitat, N-6,

Cidco Aurangabad - 431003, N,4aharashtra lndia

Whereas tr/acleod's Pharmaceulicals Ltd wshes to conduct the following Sludy wjth Dr. Rajendra Bohra as

lhe Principal lnvestigator:

L. Tille: A Two arm, Comparative, Parallel, Randomized, double bllnd double-dummy Clnical study to

eva uate and compare the efficacy and safely of Cefrine (combination of cefdinir 300 mg + taclobacilLus

60 million cells) Capsule versus Cefuroxime 250 mg Tablet in the ireatment of paiients wiih Upper

Respiralory Tract lnf ecilons

Protocol No.: CT-21 1-CELA(F)-2o16

2. The objeclive of the trial is to compare the safety and efficacy safely and efficacy Cefrine (combinalion of

cefdinir 300 mg + lactobacillus 60 million cells) Capsule versus Cefuroxime 250 mg Tablet in the treatmeni

of palients with LJpper Respiratory Tract lnfections.
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It is hereby agroed by and belween Macleod's Phamaceutlcals Ltd', the P.incipal lnvestigator,

Mahatma Gandhi Missions Medical College and Hospltal And Grapecily Res€a.ch Solutions LLP

1. The site of the trial would be MG[il lt/]edical College and Hospital, N_6, Cidco, Aurangabad _

431003, I\,4aharashtra, lndia

2. The trial will be conducted as per th6 provision of'Declaration of Hel6inki'.

3. The Principal investigalor ll be paid a sum oflNR 12000 plus Laboralory lnvesligalion Charges

per patient onrolled and as per lhe visits completed in the study

No. of Visits Paymenl (Rs.)

Visit I 4000/-

Visit 2 4000/-

Visit 3 4000/-

Role and responsibilities of Dr. Rajendra Bohra (Principal lnvestigator)

1) To conductthe above refelenced Study as lhe Principal lnvestigator.

2) The Principal investigator has to complete 20 patients. The number of patients can be incrcased by

I\,lacleod's Pharmaceuticals Ltd.

3) The recruitmenl poriod for the study is one months. The sponsol expects a total of 20 pa{ents from the

sile during tho recruitment period. Any changes in achieving the target enrolment would have to be

discussod among all Iho 4 signato ss and decisions to be made accordingly.

4) The Principal investigator should be aware of, and should complywith, GCP and the applictble Ethics

committee requirements.

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

sponsor, and inspeclion bylhe appropriate authority

6) The investigator along with Co - investigator should ensure that all percons assisting with he sludy are

adequalely informed about the protocol, the invosiigationalproduct(s), and their i al-related duties and

functions.

4 The investigator 6hould conduct the trial in compliance wilh the protocol agreed to by the sponsor and,

which was given approvaufavorabb oftiion by lhe lEC.

8) The investigator should not implement any deviation flom' or changes of the potocol without

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

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

subjects.
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investigator should comply with the applicable regulatory requkement(s), and should adhere to GCP

and to the ethical principles that have their origin in the Declaration of Helsinki

All serious adverse events (SAES) should be reported immediately to the sponsor except for those

SAES that the protocol or other document (e.9., lnvestigator's Brochure) identifies as not needing

immediate reporting. The immediate reports should be followed promptly by detailed, written reporis.

Ivlacleods Pharmaceuticals Ltd. would like to have intermjttent report every as required during the

course of the study.
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10)

11)

12) lMacleods Pharmaceuticals Ltd. would like 10 have all the documents of investigations such as

completed case record forms, completed informed consent, investigation reports (ie source

documents)-if any, trial report - with signature and stamp of the investigato.

13) Contents of the report during the clinical trial should not be revealed to any other company in lndia or

outside India wiihout written permission ftom Macleods Pharmaceuticals Ltd.

14) The data obtained during the tial could not be published by the principal investigator wherein

I\,,lacleods Pharmaceuticals Ltd- should be acknowledged. Macleods Pharmaceuticals Ltd will have the

right to use this research paper.

1 5) ln ca6e the Principal lnvestigator fails to recruit the agreed number of patients within the discussed and

agreed timelines then the PrinciPal lnvestigator/Site willonly be eligible for the paymentfor the number

of patientswho are enrolled in the study.

1 6) Data obtained from the tflal should not be used for any other further comparison studies.

17) Undertaking willbe taken from each member of investigating team (other than employees of luacleod's

Pharmaceuticals LTD.) expressing total secrecy during & after research vis_a_vis the products

mentioned above.

Rols and responsibilities of Macleod's Phamaceuticals Ltd

1) The sponsor is responsible for implementing and maintaining quality assurance and quality control

systems with written SOPS and training to ensure that trials are conducted and data are generated,

documented (recorded), and reported in compliance with the protocol, GCP, and the applicable

regulatory requirement(s).
2) The sponsor is responsible for secu.ing agreemeni from all involved parties including Co-investigator,

Hospital etc.

3) The sponsor is responsible to provide appropriately qualifed individuals to carry out lhe overall

conduct of the study, to handle the data, to verify the data, to conduct the statistical analyses' and to

prepare the trial reports.
4) The sponsor will be responsible for providing insurance to the study subjects and lndemnification to

the entire site and any other services providerwho will be part of the study.

5) the sponsor wil! be responsible for supplying the investigator(syinstitution(s) with the investigational

product(s).

6) The sponsor will be responsible for monitoring and auditifrg ofthe study.
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It is hereby agreed by and between lllacleod's Phamaceuiicals Ltd, Grapecity Research Solutions LLP,

I1,4GI\,4 l\Iedical College and hospital and Dr. Rajendra Bohra (Principal lnvesligatoo to all the terms and

conditions as mentioned in this agreement

Is^/y

Namo: Dr. Ashish Mungantiwar

Designalion: President -Medical Selvicer

Address: I\Iacleods Pharmaceuticals Ltd

G-2, I\,4ahakali caves Road,

Shanti Nagar, Andheri (East),

I!,lumbai- 400 093.

Signature

Name: Dr Rajendra Bohra

Pfincipallnvestigator

Addross: MGlvl Medical College

and Hospital, N-6, Cidco,

Aurangabad - 431003,

Maharashtra,lndia

Signatory

Dr Sushil Chaudhary

Designallon-DirectoF

G6peciiy Research

Solutions LLP.

Address; Block no. 2,

Prakash Housing society.

Thergaon, Pune-411033.

Maharashlra,lndia,

Signature

Name : Dr. Pravin Suryawanshi

Designation- Deputy Dean

Address: I\,4GM Medical College and

Hospital, N-6, Cidco, Aurangabad -

431003, Maharashtra, India
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