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Distribution Agreement

Date: 30/08/2023

This Distribution Agreement is made as of 30/08/2023，between license holder/Manufacturer:

Xi'an Haiye Medical Equipment Co.,Ltd its legal entity, registered and works under the

laws of Country having registered organizational Actual address street/road/: Fengjing

Industrial Park, Xi’an City, Shaanxi Province, China. Tel: +86 029 68069218, E-mail

address: sales002@haiyemedical.com.

And agents in Brazil having its legal entity, registered and works under the laws of Brazil

with Full name: CIRURGICAS MULLET IMPORTADORA E EXPORTADORA DE

EQUIPAMENTOS HOSPITALARES E ODONTOLOGICOS LTDA Address: Avenida

Coronel Antônio Lehmkuhl, nº 1.030, sala 07, Centro, 88150-000, Águas Mornas/SC E-mail

address: mulletcomercio@gmail.com Tel: (48) 3086-2251

Accordingly, the distributor is authorized to submit license holder/Manufacturer name

applications for registration of distribution agreement with The Brazilian Health Regulatory

Agency (Anvisa) as well as to promote, import, distribute and sale license

holder/Manufacturer name Products in Brazil.

Manufacturer/ and the Distributor have the following duties andresponsibilities

1. If any fraud or unsuspected and unacceptable adverse events occur to the consumer

under normal utilization, the License holder/Manufacturer/ and the Agent will be

responsible for collecting the product from the market and are responsible for

substantiating any event.
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2. The local agent/Distributor shall notify any governmental authority or regulatory body in

the territory about any reportable event and/or field safety corrective actions in

compliance with its vigilance requirements set forth under the laws and regulation of the

territory. Accordingly, distributor shall notify the license holder/Manufacturer without

delay about any potential reportable events and/or field safety corrective actions

affecting products.

3. The Manufacturer and the Agent are responsible for medical device vigilance and post

marketing reporting of the product safety, quality and efficacy follow up after

marketing.

4. The appointed agents(s) is responsible for correspondence and complete compliance

with regulatory requirements pertaining to the product distribution life cycle in the

country.

5. This agency agreement shall come into force as of its date of signature and remain valid

until 30/08/2026 unless terminated by either party with a written notice at any time.

6. Please refer to the document for the policy support of the Manufacturer to the Agent

‘Distributor Grading Management System-Haiye Medical’.

License holder/Manufacturer Seal/Stamp Agent Seal/Stamp

Xi'an Haiye Medical Equipment Co., Ltd

Manufacturer

CIRURGICAS MULLET IMPORTADORA

E EXPORTADORA DE EQUIPAMENTOS

HOSPITALARES E ODONTOLOGICOS

LTDA

IMPORTER

Signature:

Date:

Signature: Amber Ding

Date:30/08/2023
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