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$6: YT 239-20
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CONG TY TNHH XUAT NHAP KHAU TAN HOANG LINH
Sé 21 Phé Pai Tir, Phwong Pai Kim, Quan Hoang Mai, thanh phé Ha Néi, Viét Nam
Xwéng san xuat: Thén Phil Tri, xa Kim Hoa, huyén Mé Linh, thanh phd Ha Nai, Viét Nam

da dwoc danh gia phil hop véi cac yéu cau cua tiéu chuén:

ISO 13485:2016

Hé théng Quén ly Chét lwong

cho linh vue:

San xuét va kinh doanh khiu trang y té

Gidy chirng nhan nay co gia tri ti:
24 [ 4 /2020 dén 23 /4 [ 2023

HOI DPONG CHIPNG NHAN T, VIEN TRUONG
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PGS. TS. Hoang Thi Thanh Nhan

~ VIENNGHIEN/CUU PHAT TRIEN TIEU/CHUAN CHAT LUQNG
Van phong: S0 52, Ngo46, Bueng lien Mae, Phueng Lieén Mae, Quan Bae T Liem, HalNoi, Viet Nam
Bien thoai: 024 2266 1111 = Email: tevn@issg.erg.vn




CERTIFICATE

No.: YT 239-20

ey

A

TAN HOANG LINH IMPORT EXPORT COMPANY LIMITED

House No.21 Dai Tu street, Dai Kim ward, Hoang Mai district, Ha Noi city, Viet Nam
‘Workshop: Phu Tri village, Kim Hoa commune, Me Linh district, Ha Noi city, Viet Nam

has been assessed and found to conform
with the requirements of the following standard:

ISO 13485:2016

Quality Management System

for the following activities:
Production and business of medical masks

This certificate is valid from:
24/4/2020to 23/4 /2023

CERTIFICATION BOARD
CHAIRMAN

Yrms IHIl A

A=

Assoc. Prof. Dr. Hoang Thi Thanh Nhan

INSTHTUNE FOR STANDARD ANRQUALITY DEVELOPMENT STUBIES
Office: No:. 52, lane 46, Lien Mae road, Lien Mae ward, Bae Tiu Liemidistrict, Ha Nai city, Vietnam
Tel: 024 2266 1111 Email; tevn@issg.org.vn




VIEN NGHIEN CUU PHAT TRIEN ~ CONG HOA XA HQI CHU NGHIA VIET NAM

TIEU CHUAN CHAT LUQNG DPoc 1ap — Ty do — Hanh phic
sé: 900 /QB-ISSQ Hé Néi, ngayZ4thang ¢ ndm 2020
QUYET PINH

Ve viée cap giay chirng nhdn phit hep tiéu chuan

VIEN TRUONG
VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUQNG

Cin ctr Chirng nhan s A- -1100 ngay 25/4/2013 (Pang ky lan thi ndm, ngay 22/11/2019) cua
B§ Khoa hoc va Cong nghé vé 'Ching nhén dang ky hoat dong khoa hoc va cong nghé cua Vién
Nghién ctru Phat trién Tiéu chudn Chét luong;

Cén cu Glay Chimg nhgn Pang ky hoat dong ching nhan s6: 3002/TBC-HCHQ ngay
23/10/2018 cuia Tong cuc Tiéu chuin Po luong Chét luong ve dang ky hoat dong chimg nhéan cua
Vién Nghién ctru Phat trién Tiéu chudn Chat lugng dbi véi tdng hop da nganh trong linh vyc: Hé
théng quan Iy pht hop céc tidu chudn TCVN ISO 9001/ISO 9001, TCVN ISO 22000/ISO 22000,
HACCP, TCVN ISO 14001/ISO 14001, TCVN ISO 13485/I1SO 13485, OHSAS 18001, SA 8000,
GMP, TCVN ISO/IEC 27001/ISO/IEC 27001, IATF 16949, TCVN ISO 50001/ISO 50001, ISO
15378, ISO 45001; san phdm, hang héa phi hop tiéu chuén;

Xét dé nghi cua Gidm doc Trung tam Ching nhén Hop chuén - Hop quy,

QUYLT PINH:

Pidu 1. Cép Glay chimg nhén phu hop tidu chudn ISO 13485:2016 so YT 239-20 cho
Cong ty TNHI Xudt nhap kh'm Tan Hoang Linh trong linh vue: San xudt va kinh doanh
khiu trang y té, dia chi tai: S6 21 Pho Dai Tir, Phuong Pai Kim, Quan Hoang Mai, thanh
pho Ha Noi, Viét Nam; xudng san xuét: Thon Phu Tri, xd Kim Hoa, huyén Mé Linh, thanh
phd Ha Noi, Viét Nam.

Piéu 2. Gidy ching nhan nay cé hi¢u lyc trong thoi han 3 nam ké tir ngay 24/4/2020
dén ngay 23/4/2023. Trong thoi gian higu luc cua Gidy chung nhén, Céng ty TNHH Xuét
nhap khau Tan Hoang Linh dugc phép sir dung dau chimg nhén do Vién Nghién cttu Phat
trién Tiéu chudn Chat lugng cép.

) Picu 3. Cong ty TNHH Xuit nhap khau Tan Hoang Linh ¢6 trach nhié¢m duy tri, cai
tién hé théng quan Iy chit luong phil hop véi yéu ciu tiéu chuén ISO 13485:2016 va thyc
hién nghia vu giam sat dinh ky theo quy dinh ctia phap ludt hi¢n hanh./ .

Noi nhin:
- Nhu biéu 1;
- Luu: TTCN.

Nacty ban hanh: 01/8/2013 ‘ BM.VCL.08.18



VIEN NGHIEN CUU PHAT TRIEN ~ CONG HOA XA HOI CHU NGHIA VIET NAM

TIEU CHUAN CHAT LUQNG DPoc 1ap — Ty do — Hanh phic

s8: 4901/ ISSQ - TTCN Ha Néi, ngay thang 9 ném 2020
V/v st dyng dau chimg nhén

Kinh gti: Cong ty TNHH Xuit nhap khdu Tan Hoang Linh

Cong ty TNHH Xuét nhap khau Tan Hoang Linh dd dugc Vién nghién ctru Phat
trién Tiéu chudn Chat lugng (Vién Chét luong ISSQ) danh gia va cép gidy chimg nhan
phu hop tidu chudn ISO 13485:2016. Quy Céng ty dugc phép st dung déu ching
nh4n va logo ctia Vién dé tuyén truyén, quang bé va khang dinh chat lugng san phém
ctia minh theo mau va quy dinh duéi day:

DAU CHUNG NHAN

IS0 13485:2016

1. Déu chirng 1111'111 duwgc phép st dung trong cac truwong hop sau:
a) Trong céc tiép dau thu, cong van giao dich, tai liéu ky t thudt, tai liéu dao tao, tai
liu quang cdo, name-card, cdc ching tir va cac tai liéu tiép thi;
b) Trong cac chuong trinh quang céo, quang ba trén cac phuong tién thong tin dai
chting nhu phat thanh, truyén hinh, bao chi...;
¢) Trén cac phuong tién giao thong, van tai, cac bang quang cdo cong cong,...
2. Déu chirng nhén khéng dugc phép siv dung trong cic truwong hop sau:
a) Gay hiéu nhdm la Vién chit lugng ISSQ da chimg nhan hay céng nhan tinh
phap 1y cho san phfnn ctia TS chirc hay bit cir mét cach hiéu nhdm nao khac;
b) Gay lneu nham ring Vién chét luong ISSQ da chimg nhén chét luong cho
san pham cuy thé;
c) Hét hiéu luc chiing nhén hodc khong tuan thu cac yéu cau vé chirng nhén.
3. Chi y khi st dung:
a) Dau chimg nhén c6 thé dugc in ding theo mau nhu miéu ta cy thé, hay ¢6 thé
dung mdt mau dé phu hop véi nhiing g gidly to, tai liéu, béo, tap chi da in san;
b) Diu chimg nhin co thé phong to hmc thu nhé mot cach déng nhét, tuy nhién
phai dt 16n dé phan chit ¢6 thé doc duge 1d rang;
¢) Gidy chimg nhan va Déu chimg nhan khong duoc phép chuyén nhm_)'ngh/

Noinhin:
- Nhu kinh gti;
- Luu: TTCN.




