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Annex Il excluding Section 4

Add new product(s)

Reference

Changzhou City Zhiye Mac , a

MS-0023786

Digitally signed by Rusu Ghenadie
Date: 2&3)@1!(19:9;:26:06 EET
Reason: MoldSign Signature
Location: Moldova

page 1 of 14




Product List und Application A TUVRheinland®
MDD, AIMDD

Declaration of the applicant

| hereby apply for the assessment of my quality assurance system with respect to the product(s) listed hereafter.

| hereby declare
« that no application has been lodged with any other notified body for the same product-related quality system.

In relation to the quality assurance system | assure

« to fulfil the obligations imposed by the quality system approved;

« to keep the approved quality system adequate and efficacious;

« to institute and keep up to date a systematic procedure to review experience gained from devices in the post-production phase,
including the provisions referred to in Annex X, and to implement appropriate means to apply any necessary corrective action;

« to notify the competent authorities and TUV Rheinland LGA Products GmbH of the following incidents immediately on learning of them:
i) any malfunction or deterioration in the characteristics and/or performance of a device, as well as any inadequacy in the instructions for
use which might lead to or might have led to the death of a patient or user or to a serious deterioration in his state of health;

i) any technical or medical reason connected with the characteristics or performance of a device leading for the reasons referred to in
subparagraph i) to systematic recall of devices of the same type by the manufacturer.

Additionally | declare

« to submit to the notified body the relevant documentation on the quality assurance system and the necessary documentation on the
product(s) to be evaluated (“technical documentation”);

« to keep the relevant documentation including documents provided by TUV Rheinland LGA Products GmbH for a duration of at least
five years, and, in the case of implantable devices at least 15 years, after manufacture of the last product;

« that all listed devices meet the essential requirements set out in Annex | of Directive 93/42/EEC;

« to inform TUV Rheinland LGA Products GmbH without delay in case of inquiries by any competent authority regarding the products
covered by this application;

« to inform TUV Rheinland LGA Products GmbH about any planned substantial changes to the approved quality assurance system (e. g.
procedural changes regarding design and development, production, or end control), or the products/product range covered by it;

« to submit an informal application for certificate extension to the notified body, at least 6 months before expiry of the certificate. A
different date may be agreed by means of a contract:

TUV Rheinland LGA Products GmbH

Certification Office Medical

Am Grauen Stein 29

51105 Cologne

Germany

E-Mail: medical-products@de.tuv.com

As a manufacturer who does not have a registered place of business in an EU member state, (including states holding an appropriate
agreement with the EC), | additionally declare,

« to designate per product one authorized representative established in the Community;

« to inform TUV Rheinland LGA Products GmbH in case the authorized representative has changed;

« that the authorized representative keeps all relevant product documentation, including the declaration of conformity, for a duration of at
least five years, and in the case of implantable devices at least 15 years, after manufacture of the last product;

« to sign an agreement with the authorized representative which clearly defines the interfaces and responsibilities, in order to comply
with the current “EC Guidelines on a Medical Devices Vigilance System”.

Reference Changzhou City Zhiye Medical Devices Institute / 2019-12-30
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