"“'(\ C LIEN Hufsg CACl—IOI KHOA HOC VA KY THUAT VIET NAM
A TRUNG TAM KIEM NGHIEM VA CHU'NG NHAN CHAT LUONG TQC

GIAY CHU'NG NHAN

Chirng nhdn hé théng quan ly chat lugng cho linh vure thiét bi y té cua

CONG TY CO PHAN PT QUOC TE VIET |

Pia chi: S3 8, Ngd 32/65 Phé D Birc Dyc, Phudng Mé Tri, Quén Nam Tir Liém, |
Thanh phé Ha Ngi, Viét Nam
Dia di€m san xudt: 304/1 Budng s8 5, KP 6, Phudng Binh Hung Hoa A,
Quan Binh Tan, Thanh phd HB Chi Minh

Pugc danh gia va phi hop véi cac yéu cau cha tiéu chudn quéc té

ISO 13485:2016

Cho linh vire: San xuét va kinh doanh kh3u trang y té

S6 gidy chirng nhan : TQC.08.1382
Higu lyre clia gidy chirng nhén: Tir 04/05/2020 dén 03/05/2023
Chi tiét tai quyét djnh s6 : 1382/2020/QB-TQC

Ngay : 04/05/2020
Ma3 truy xuit Pugc phép sir dung ddu chirng nhén
gldy chirng nhén
TQC.08.1382
R
CERTIFIED - No.: TQC.08.1382

024.6660.0338
023.6362 2668
028 6270.138%
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T‘ \( : VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS
* TQC CENTER FOR TESTING AND QUALITY CERTIFICATION

CERTIFICATE

Certify that the quality management system for medical devices of

VIET DT INTERNATIONAL JOINT STOCK COMPANY

Address: No. 8, Alley 32/65 Do Duc Duc Street, Me Tri Ward,
Nam Tu Liem District, Hanoi City, Vietnam
Manufacturing location: 304/1 Street 5, Quarter 6, Binh Hung Hoa A Ward,
Binh Tan District, Ho Chi Minh City , Vietnam

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

ISO 13485:2016

) For the following activities: Manufacturing and trading medical face masks

: Certificate no : TQC.08.1382

{ The validity of certificate :From 04/05/2020 to 03/05/2023
| Details in decisionno  : 1382/2020/QD-TQC

. signed date : 04/05/2020

Retrieval information code Approved to bear certification mark

TQC.08.1382
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CERTIFIED - No.: TQC.08.1382

MEDiICAL DIVICES
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LIEN HIEP CAC HOI KH&KT VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM

VA CHUNG NHAN CHAT LUQNG TQC Bjelip~Tydo—Hynh phie

S6: 1382/2020/QD-TQC Ha Ngi, ngay 04 thang 05 nam 2020

QUYET PINH

V& viée cap gi:‘%y chirng nhén hé thong quan Iy chit lugng
cho linh vuec thiét b y té phi hop tiéu chuan ISO 13485:2016

GIAM POC TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUQNG TQC

- Cin ctr Quyét dinh s6 1804/QD-LHH ngay 19/12/2017 cua Lién hiép cac Hoi khoa hoc
va K§ thuat Viét Nam vé viéc thanh 1ap Trung tim Kiém nghiém va chimg nhin chét lugng TQC;

- Cin cir Gidy ding ky hoat dong Khoa hoc va Cong nghé s6 A-1861 ngay 08/01/2018 cua
Trung tdm Kiém nghiém va ching nhin chét lugng TQC do Bd Khoa hoc va Cong nghé cz‘ip;

-Céan ctr Giéy chimg nhan déng ky linh vuc hoat dong chimg nhén 50 338/TbC-HCHQ ngay
07/02/2018 va s 1008/TPC-HCHQ ngay 18/04/2018 cua Tong cuc Tiéu chuan Do luong Chat
lugng truc thudc Bo Khoa hoc va Cong nghé;

- Ciin cit Bdo cdo thim xét hd so danh gia chimg nhan ngay 02/05/2020,

- Xét d& nghi ctia Trudng phong Chimng nhén,

QUYET PINH

Piéu 1. Cip Gidy chimg nhan s6 TQC.08.1382 ngay 04 thang 05 ndm 2020, chimg nhan
CONG TY CO PHAN PT QUOC TE VIET:
ia chi: S§ 8, Ngo 32/65 Phé B3 buc Duc, Phuomg ME Tri, Quan Nam Tir Liém,
Thanh phdé Ha Noi, Viét Nam.
Dia diém san xudt: 304/1 Pudng sé 5, KP 6, Phuong Binh Hung Hoa A,
Quan Binh Tén, Thanh phé Hé Chi Minh.
Co Hé théng quan 1y chit lugng cho linh vuc thiét bi y t& phi hop tiéu chuin
ISO 13485:2016 v6i pham vi chimg nhan: San xufit va kinh doanh khiu trang y té.
Pidu 2. CONG TY CO PHAN BT QUOC TE VIET dugc phép sir dung Gidy chimg nhén
va déu phi hop tiéu chuén theo quy dinh ctia TQC.
Pidu 3. Quyét dinh nay c6 hiéu lyc 03 nim ké tir ngay ky. Hé théng quan ly chét luong
cho linh vue thiét bi y té cia CONG TY CO PHAN DT QUOC TE VIET dugc néu
trong Diéu 1 chiju sy danh gid gidm sdt dinh ky khong qua 12 thang/lan, twong Ung
t4i thidu 02 14n danh gi4 giam st trong 03 nam gidy chimg nhan c6 higu lyc.
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- Nhu diéu 3; ING N HAT LUGNG TQC
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