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h ter, Opp. Adhar Ashram, = 2 SN ~
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Ashok Stambh, Nashik 422 002. £

Maharashtra (India.) g ETHICS COMMITTEE
I.

Date: 25-Jul-2023

To,

Dr. Mahesh Mangulkar

Principal Investigator

Supe Heart and Diabetes Hospital andResearch Centre,
Opp. Adhar ashram, Near Rungthaschool, Gharpureghat,
Ashok sthambh, Nashik 422002, Maharashtra, India.

Study Title: “A phase-IlI, Randomized, Double-blind, placebo controlled, Multi-center, Parallel
group, study to Evaluate the Safety and Efficacy of Nor- Ursodeoxycholic Acid 1500 mg in patients
suffering from Non-alcoholic Fatty Liver Disease (NAFLD)”,

Protocol Number:001/Nor-UDCA/SML/2023

Subject: Ethics Committee approval for below Clinical Study Documents
Dear Dr. Mahesh,

We have received soft copy of the following documents on 17-Jul-2023.

The Ethics Committee has reviewed the below mentioned documents for assessing scientific validity,
Risk of Subjects, expected beneﬁts and ethical standard as per applicable rule in the Expedltedmeetlng
held on 21-Jul-2023 at 05PMat 5" Floor ‘Supe Heart & Diabetes Hospital & Research Centre, Opp.
Adharashram, GharpureGhat, Near Rungtha school, Ashok Stambh, Nasik 422002, Maharashtra, India.
for conducting the research activity.

Following documents were reviewed:

Sr. No. Document Version Date
I Clinical Trial Protocol Version 2.0 | 18th May 2023
2. | Investigator Brochure Version 1.0 | 25th March 2023
3. | Protocol signature page signed on 18th May 2023 Version 2.0 |8th May 2023 |

Subject Information Sheet & Informed Consent form -

4. Version 2.0 /2023
English ersion 18th May 2023

5. Suby?:ct Inforjma.txon Sheet & Informed Consent form — fgicio: 6048 - —
English to Hindi

6. Subject Information Sheet & Informed Consent Form - | Version 2.0 T —

English to Marathi i

J
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