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Translated Version
Notice of acceptance of administrative license
of Shanghai Drug Administration

Application: Registration of class Il medical devices (change of licensing
matters of category I medical devices)

Applicant: Hearing Aid (Shanghai) Co., Ltd.
Product Name: Behind-The-Ear Hearing Instruments
Acceptance No.: 20-x110

Your (unit) application for the above-mentioned administrative
permission has been received and duly noted. After formal examination,
according to the "Administrative Licensing Law of the People's Republic
of China" Article thirty-two, paragraph 1(5) , the bureau decided to
accept.

Our bureau will conduct technical review and administrative approval
according to the following time limit, and make a decision on whether to
grant administrative license within the specified working days.

1. Sworking days for acceptance (review in the form of information)

2. 60 working days for technical review (another 30 working days for
quality management system verification related to product and production
changes, if any)

3. 20 working days for administrative examination and approval

4. 10 working days to verify release of change approval

Shanghai Drug Administration
2020 July 23, 2008

Note: 1. The Shanghai Drug Administration shall simultaneously issue the notice
of acceptance of administrative license and the notice of payment for
administrative license items.

2. Please go to the charging window of the Administrative Service Center of the
local authority to pay fees according to the requirements of the "administrative
license project payment notice''.

3. The time required for the applicant to provide additional information, the time
required for quality management system verification, the time required for
external experts to review, and the time required for the joint review of drug and
equipment combination products and drug evaluation institutions shall not be
included in the review time limit.

(this document is in duplicate, one for the applicant and the other for filing)



