CONG TY TNHH ARIDENT

S6 11/13 dwong Nguyén Théng, t& 8B, khu phd 5 An Binh, Phudng Trén Bién)
Pong Nai, Viét Nam

THU XAC NHAN KHONG CO HUONG DAN SU DUNG BAN GOC

Chung t6i, Cong Ty TNHH Arident, 12 chii s¢ hitu s6 lwu hanh/nha nhap khéu cua
san pham Dung cu chinh nha, xin x4c nhan san pham khong c6 tai liéu Huéng din sir
dung (HDSD) ban gdc di kém tir nha san xuét.

Chiing t6i xin dinh kém Thu xac nhan tir chi s¢ hitu san pham lién quan dén ndi dung
néu trén dé phuc vu muc dich hoan thién hd so theo quy dinh.

Chuing tdi xin chiu trach nhiém vé& tinh chinh xac ctia cac thong tin da néu va kinh d¢
nghi Quy Co quan xem xét, chép thuan.




Wire Company, Inc.

September 5, 2024

To whom it may concern:

G&H Wire Company is not required to provide instructions for use. The Medical Device Regulation
(EU) 2017/745 Chapter lll, Stection 23.1 states in the following excerpt:

Each device shall be accompanied by the information needed to identify the device and its manufacturer, and
by any safety and performance information relevant to the user, or any other person, as appropriate.

Such information may appear on the device itself, on the packaging or in the instructions for use, and shall, if
the manufacturer has a website, be made available and kept up to date on the website, taking into account
the following:

(d) Instructions for use shall be provided together with devices. By way of exception, instructions for
use shall not be required for Class I or Class lla devices if such devices can be used safely without any
such instructions and unless otherwise provided for elsewhere in this Section.

G&H offers devices that are well-established and are sold only to orthodontic professionals who are trained in
the use of orthodontic devices. This letter applies to all G&H Wire Company devices listed in the Class | and
Class lla Declaration of Conformity.
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