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Review comments:

In accordance with the provisions .of ICH-GCP, China GCP and relevant laws and regulations, after
review by this Ethics Corpmittee, it was agreed to conduct this study in accordance with the approved clinical
research protocol, informed consent andl other materials..

Notes on the research process (ple:l'ase read carefully):

1. Please follow the principles of GCP, consciously accept the relevant national laws and regulations,
follow the protocols approved by the Ethics Committee to conduct clinical research, and protect the health and
rights of the subjects; 2. All information shall not be modified without the approval of the Ethics Committee;
| 3. From the d:"ite of approval, annual/periodic tracking and review reports shall be submitted to the Ethics
Committee every year, and applications for continuous review shall be submitted one month prior to the
expiration date of the coptinuous review; 4. Please submit the application for continuous review one month
before the expiration date of the continuous review; 4. The following situations should be reported in time
during the trial: O the occurrence of safety events should be reported in time and according to the
requirements; - @) violation of the study protocol; @& suspension/termination of the study; 5. A summary
report should i:)e submitted after the completion of the study; 6. The present approval shall be valid for one

year from the date of app;oval, or it will be automatically revoked after that date.

Conclusion of the review: Agreed
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