LIEN HIEP CAC HOI KH&KT VIETNAM ~ CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Poe lan — Tw do — Hanh ph
HUNG NHAN CHAT LUQNG TQC ¢ lp — Ty do — Hanh phiic

< \ 1085.3/2020/QD-TQC Ha Noi, ngay 27 thang 03 ndm 2020

QUYET DINH

V& viée clip gidy clu’rng nhan hé théng quan Iy chit lugng
cho Iinh vie thiét bi y ¢€ phit hop titu chuéin ISO 13485:2016

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

- Cin ¢t Quyét dinh sb 1804/QD-LHIH ngay 19/12/2017 cta Lién hiép cic Hoi khoa hoc va
K¢ thudt Viét Nam vé& viée thanh 1ap Trung tAm Kiém nghiém va chimg nhin chét lugng TQC;

- C#in ofr Gidy diing ky hoat dong Khoa hoc va Cong ngh¢ sb A-1861 ngay 08/01/2018 cia
Trung tdm Kiém nghiém va chimg nhéin chét lugng TQC do B Khoa hoc va Cong nghg cip;

- C#in ot Gidy chimg nhan déng ky Iinh vire hoat dong chimg nhgn s6 338/TDC-HCHQ ngay
07/02/2018 va s 1008/TPC-HCHQ ngdy 18/04/2018 cita Tong cyc Tiéu chuén Po ludng Chat
lwgng tryre thude B Khoa hoe va Cong ngh¢;

- Ciin ¢t Bdo cdo thim xét hd so danh gid chimg nhin ngay 26/03/2020,

- Xét d& nghj ctia Trudng phong Chimg nhén,

QUYET DINH

Pidu 1. Cp Gidly chimg nhan s6 TQC.08.1085.1 ngay 27 thang 03 nim 2020, chimg nhén
CONG TY CO PHAN DUQC ENLIE: Is
Pia chi va dia chi san xudt: Dudng NAG6, khu cong nghi¢p My Phude 2, phuong *
M§ Phudec, thi xd Bén Cat, tinh Binh Duong, Vi¢t Nam. 7
C6 Hé théng quan 1y chit lugng cho linh vyc thidt bi y t& phu hop tiéu chuin
ISO 13485:2016 v6i pham vi chirg nhén:

- Sén xudit va kinh doanh khiiu trang y t&; cfie séin phéim c6 tinh khéng khudén tir vii khong dét.

- Sin xufit v cung Gmg trang thidt bi y t, vt twy té siv dung ngodi da va trén cic 16 tir nhién
ciia co thé, bao gdm: Dang 16ng (Dung dich, hdn dich, nhii twong 16ng, siro, xjt); Dang béin riin
(Kem, gel, m&, nang mém, vién dan, nhii twong, cao xoa, byt nhiio); Dang rin (Vién nén,
vién dijt, vién ngfim, vién nang ctimg, goi bjt, goi sii, vien sii bot, miéng dén.

- Kinh doanh bao cao su, que thii thai.

Pidu 2. CONG TY CO PHAN DUQC ENLIE dugc phép st dung Gidy chimg nhin

va ddu pht hop tiéu chuéin theo quy dinh cta TQC.

Pitu 3. Quyét dinh ndy c6 higu lyc 03 niim k& tir ngdy ky. H¢ théng quan ly chét lugng
cho linh vue thiét bj y & cia CONG TY CcO PHAN DUQC ENLIE dugc néu trong
Pidu 1 chiu sy dénh gia gidm sat dinh ky khong qud 12 théng/lan, tuong Gng t6i thiéu

02 14n danh gia gidm sat trong 03 nim gidy chitng nhan c6 hiéu lyc.

Noi nhiin:
- Nhue diéu 3;
« Lirn VT.
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LIEN HIEP CAC [4(?)[ KHOA HOC VA KY THUAT VIET NAM
' * TRUNG TAM KIEM NGHIEM VA CH’NG NHAN CHAT LUQONG TQC

GIAY CHO'NG NHAN

Chirng nhén hé théng quan ly chat lwgng cho Iinh vure thiét biy té cha

CONG TY CO PHAN DU'QC ENLIE

bia chi va dia chi san xudt: Budng NA6, khu cong nghigép M§ Phudc 2,
phuting My Phutdc, thi xa Bén Cét, tinh Binh Duang, Viét Nam

Puge danh gia va phit hgp véi cac yéu cau cta tidu chudn qudc té

)
ISO 13485:2016 >
Cho linh vire: ITY
- S&n xuét va kinh doanh khdu trang y t&; cac san pham cé tinh khdng khuan tir vai khong dét. IAN
- S&n xudt va cung (ng trang thiét bj y té, vét tuy té sir dung ngoai da va trén cac 16 ty nhién clia ic
co thé, bao gdm: Dang Idng (Dung dich, hdn dich, nhii tuang 16ng, siro, xit); IR,
Dang ban ran (Kem, gel, m&, nang mém, vién dan, nhii tuong, cao xoa, bot nhéo); 4
Dang rén (Vién nén, vién dat, vién ngdm, vién nang clrng, goi bot, gai shi, vién sai bot, miéng dan. ‘5\)\/

- Kinh doanh bao cao su, que thtr thai.

$6 gldy chirng nhén : TQC.08.1085.1

Higu Iy chia gidy chirng nh@n : Tlr 27/03/2020 dén 26/03/2023
Chi ti&t tai quyét dinh s& :1085.3/2020/Qb-TQC

Ngay : 27/03/2020

M4 truy xuat Pugc phép sir dyng ddu chirng nhén
gidy chirng nhén
TQC.08.1085.1

CERTIFIED - No.: TQC.08.1085.1
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a VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS
: P A TQC CENTER FOR TESTING AND QUALITY CERTIFICATION

CERTIFICATE

Certify that the quality management system for medical devices of

ENLIE PHARMACEUTICAL JOINT STOCK COMPANY

Address and manufacturing location: NA6 street, My Phuoc 2 industrial park,
My Phuoc ward, Ben Cat town, Binh Duong province, Vietnam

...................................................................................................

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

ISO 13485:2016
e
For the following activities:
- Manufacturing and trading medical masks; Antimicrobial products from non-woven fabrics
- Manufacturing and supplying medical devices, medical materials used externally and on the
body's natural openings include: Liquid form (solution, suspension, liquid emulsion, syrup, spray);
Semi-solid form ( cream, gel, soft capsules, bullet form tablets, emulsion, glue, dough);
Solid form (tablets, pessary, lozenge, hard capsules, flour package, effervescent package,

effervescent tablet, sticker).
-Trading condoms, pregnancy testing.

Certificate no 1 TQC.08.1085.1

The validity of certificate :From 27/03/2020 to 26/03/2023

Details in decision no : 1085,3/2020/Qb-TQC

Signed date : 27/03/2020
Retrieval information code Approved to bear certification mark TQC CENTER FOR TESTING
TQC.08.1085.1 I:l\Y CERTIFICATIQ
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