LIEN HIEP CAC HOI KH&KT VIET NAM  CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM KIEM NGHIEM - i
VA CHUNG NHAN CHAT LUQNG TQC Boclip=~Xydo~Hy phic
Sb: 1137/2023/QD-TQC Ha Néi, ngay 18 thang 02 nam 2023
QUYET PINH

Veé viéc cap gidy chirng nhin hé théng quan ly chit hrong
cho linh vire thiét bi y té phu hop tiéu chuin ISO 13485:2016

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

- Cén ctr Quyét dinh sb 1804/QD-LHH ngay 19/12/2017 cua Lién hiép cac Héi khoa hoc
va K¥ thuat Viét Nam vé viéc thanh 14p Trung tdm Kiém nghiém va ching nhan chét lugng TQC;

-Cin cit Gidy dang ky hoat ddng Khoa hoc va Céng nghé sb A-1890 ngay 08/01/2018
ctia Trung tdm Kiém nghiém va chimg nhan cht lwgng TQC do Bd Khoa hoc va Cong nghé cap;

- Can cir Gidy chimg nhan ding ky linh vuc hoat dong chimng nhén sb 3848/TPC-HCHQ ngay
30/12/2022 cua Téng cuc Tiéu chuin Po lwong Chét luong true thude Bo Khoa hoc va Cong nghé;

- Can cir B4o c4o thim xét hd so danh gia chimg nhan ngay 17/02/2023;

- Xét d& nghi cta Truong phong Chimg nhan;

QUYET PINH

Piéu 1. Cép Gidy ching nhan sé TQC.08.1137.1 ngay 18 thang 02 nam 2023, chimg nhén
CONG TY TNHH THUONG MAI DUQC PHAM THIEN THUY:
Dia chi: 496/91/10 Duong Quang Ham, Phuong 6, quian GO VAp, Thanh phé
Ho6 Chi Minh, Viét Nam.
Pia diém san xuat: 496/83 Duong Quang Ham, Phudng 6, quan Go Vép, Thanh phd
Hb6 Chi Minh, Viét Nam.

C6 Hé thdng quan ly chit lugng cho linh vuc thiét bi y té phu hop tidu chuén
ISO 13485:2016 v6i pham vi chig nhin: San xuat — kinh doanh khéu trang y té.
Piéu 2. CONG TY TNHH THUONG MAI DUQC PHAM THIEN THUY dugc phép
sir dung Gidy chimg nhan va ddu phi hop tiéu chuin theo quy dinh cia Trung tdm

Kiém nghiém va Chimg nhén Chét luong TQC.

Piéu 3. Quyét dinh nay c6 hiéu luyc 03 nim ké tur ngdy ky. Hé théng quan ly chét hrgng
cho linh vuc thiét bi y t& cia CONG TY TNHH THUONG MAI DUQC PHAM
THIEN THUY duoc néu trong Piéu 1 chiu sy danh gia giam sat dinh kv khoéng qua 12
thang/lan, twong tng tdi thiéu 02 14n danh gi4 giam sat trong 03 nam gidy chimg nhan c6
hiéu luc.
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T @ C LIEN HIEP CAC HOI KHOA HOC VA KY THUAT VIET NAM

N A TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUGNG TQC

T —
GIAY CHUNG NHAN

Chitng nhén hé théng qudn ly chét lugng cho linh vuc thiét bj y té cda

CONG TY TNHH THUONG MAI
DUGC PHAM THIEN THUY

Pia chi: 496/91/10 Dudng Quang Ham, Phudng 6, Quén Go Vap,
Thanh phd H6 Chi Minh, Viét Nam
Pia diém san xudt: 496/83 Ducng Quang Ham, Phudng 6, Quén Go Vdp,
Thanh phd HO Chi Minh, Viét Nam

Pudc ddnh gid va phi hgp véi cdc yéu cdu cia tiéu chudn qudc té

ISO 13485:2016

Cho linh vuc:

S&n xudt — kinh doanh khéu trang y té

S6 gidy chiing nhdn :TQC.08.1137.1
Hiéu luc cua gidy chiéing nhan : Tir 18/02/2023 dén 17/02/2026
Chi tiét tai quyét dinh s8 - 1137/2023/QD-TQC
Ngay - 18/02/2023
Mé truy xudt TRUNG TAM KN&CN CHAT LUGNG TQC
chiing chi Déu chiing nhédn GIAM-BG
TQC.08.1137.1 Zop =
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A VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS
; A TQC CENTER FOR TESTING AND QUALITY CERTIFICATION

Certify that the quality management system for medical devices of

THIEN THUY PHARMACEUTICAL TRADING
COMPANY LIMITED

Address: 496/91/10 Duong Quang Ham, Ward 6,
Go Vap District, Ho Chi Minh City, Vietnam
Manufacturing location: 496/83 Duong Quang Ham, Ward 6,
Go Vap 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 masks

Certificate no :TQC.08.1137.1
The validity of certificate : From 18/02/2023 to 17/02/2026
Details in decision no :1137/2023/Qb-TQC
Signed date 1 18/02/2023
Retrieval TQC CENTER FOR TESTING

information code Certification mark AND QUALITY CERTIFICATION
TQC.08.1137.1 .
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