VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS
TQC CENTER FOR TESTING AND QUALITY CERTIFICATION

Certify that the quality management system for medical devices of

KHANH AN EQUIPMENT TRADING
JOINT STOCK COMPANY

Address: C9/5A Binh Thuan Il quarter, Thuan Giao ward, Thuan An town, Binh Duong

province, Vietnam.

Manufacturing location: Land plot No. 2160, Map sheet No. 70, Dong Tac quarter,
Tan Dong Hiep ward, Di An town, Binh Duong province.

Has been assessed and found to be in conformance with the requirements set forth by:

1ISO 13485:2016

For the following activities: Manufacture and supply of surgical masks.

Certificate no TQC.08.247 Approved to bear certification mark
The validity of certificate From 20/12/2018 1o 19/12/2021 O g .
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Details in decision no 247/2018/QD-TQC o4 m%m
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Retrieval information code. TQC.08.247 Nguyen Quang Hung

Tel: 024.66800338 Websile: www.igc.vn Email: info@tgc.vn
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GERTIFICATE OF COMPLIANCE

This is to certify that

KHANH AN EQUIPMENT TRADING JOINT STOGK COMPANY

OFFICE: C9 / 5A, BINH THUAN II QUARTER, THUAN
GIAO WARD, THUAN AN CITY, BINH DUONG, VIETNAM
FACTORY: PLOT NO. 2160, MAP NO. 70, DONG TAC QUARTER, TAN
DONG HIEP WARD, DI AN CITY, BINH DUONG PROVINCE, VIETNAM

Complies with the requirements of EC Directive
for the Product

“DISPOSABLE MEDICAL FACE MASK WITH 3 LAYERS, 4 AND 5 LAYERS" _

This certificate of compliance is based on the technical file of the above mentioned product.
Technical report and documentation are at the organizations disposal. This is to certify
that the product is in conformity with the all revision of

Directive 93 /42 /EEC

in last amended revision, referred to as the

Directive 93 /42 /EEC
CLASS -1
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Certificate Number : 2005080841105
Issue Date: 08" May 2020

Valid Until: 07" May 2023 e
1" Surveillance on or before 08" Apr 2021 % i
2" Surveillance on or before 08" Apr 2022 2 ﬂ'|:.|-l"'-l-'I
A Revision: 00 E :'?
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0 o
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Director

FrenchCert UK Ltd.

(Earlier known as TNV Certification UK Ltd.)

Regd. Off: Armstrong House, First Avenue, Robin Hood Airport, Doneaster, South Yorkshire, England, DN9 3G A, United Kingdom
Mail:info@frenchcert.com

Certificate can be verified on www.frenchcert.com

Frencheert UK Ltd. is a Conformity Assessment Body as per requirement of Frencheert certification requirements.

In the issuance of this certificate, Frenchcert UK Ltd. assumes no liability to any party other than to the Client, and then only in
accordance with the agreed upon Certification Agreement. This certificate’s validity is subject to the organisation maintaining
their system in accordance with Frenchcert’s requirements. The certificate remains the property of Frenchcert UK Ltd., to whom it
must be returned upon request.
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BO Y TE VIET NAM CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic
VIET NAM MINISTRY OF
HEALTH SOCIALIST REPUBLIC OF VIETNAM

Independence - Freedom - Happiness

Ha Noi, date 29month Oj’ear 2020

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Gidly chitrng nhan sd/Certificate No: 20000032CFS/BYT-TB-CT

2. San pham/Product(s): Khau trang y té (MEDICAL MASK)

3. Chuing loai/Model: KTYT- 2LX; KTYT-3LX; KTYT-3LT; KTYT-3LH; KTYT-4LX; KTYT-
4LH; KTYT-4LT; KTYT-4LXa; KTYT-5LX; KTYT-5LXa

4. Cong ty so hiru hgp phap: CONG TY CO PHAN THUONG MAI THIET BI KHANH AN
- Product(s) Owner: KHANH AN EQUIPMENT TRADING JOINT STOCK COMPANY

- Dia chi : C9/5A Khu Phé Binh Thuan II, Phuong Thuan Giao, Thi xa Thuan An, Tinh Binh Duong

- Address : C9/5A Binh Thuan II Quarter, Thuan Giao Ward, Thuan An Town, Binh Duong
Province, Vietnam
5. Céng ty san xuét: Dia diém kinh doanh s 1 - CONG TY CO PHAN THUONG MAI THIET BI
KHANH AN
- Manufacturer: KHANH AN EQUIPMENT TRADING JOINT STOCK COMPANY - No 1
Business Location
- Pia chi: Thira dat s6 2160, to ban d6 s6 70, khu phd Pong Tac,, Phuong Tan Pong Hiép, Thi xa
Di An, Tinh Binh Duong
- Address: Land Plot No 2160, Map sheet No. 70, Dong Tac Quarter, Tan Dong Hiep Ward, Di An
Town, Binh Duong Province, Vietnam

Vin ban nay la dé xac nhan ring cac san pham trén tuan theo cac tiéu chuan lién quan cua Viét
Nam hoic twong dwong va duoc phép ban tai Viét Nam. Viéc xuat khau san pham khong bi han ché.

This is to certify that the above product(s) comply with the relevant standards of the S.R.
Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation of the product(s) is
not restricted.

Gidy chirng nhan nay c¢6 hiéu luc 03 nam ké tir ngay ky.

This certificate is vaild for three years from the date of issuance.

KT. BO TRUONG
THU TRUONG
MINISTER OF HEALTH
INISTER OF HEALTH
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