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GIAY CHUNG NHAN

Chirng nhan hé thang quan ly chat lugng cho linh vuec thiét b y té cha

CONG TY CO PHAN SAN XUAT
VA THUONG MAI K] VINA

Pia chi: Cum céng nghiép da nghé Boéng Tho, xa Bong Tho,
huyén Yén Phong, tinh Bac Ninh, Viét Nam
Dia chi san xudt: Km 19, dudng 32, xa Brc Thugng, huyén Hoai Bur,
thanh phd Ha Ndi, Viét Nam

Puoc danh gia va phi hgp véi cac yéu cau cia tiéu chuan qudc té

ISO 13485:2016

Cho finh vure: San xuét khu trang y té, khdu trang khang khudn

S6 gidy chirng nhén : TQC.08.1207

Hiéu lyc cha gidy chirng nhé@n : Tir 16/03/2020 dén 15/03/2023

Chi tiét tai quyét dinh s6 :1207/2020/Qb-TQC

Ngay 1 16/03/2020
M3 truy xuat Pugc phép sir dung ddu chirng nhén TRUNG TAM-KNE
gidy chirng nhan
TQC.08.1207
EEE]
EL CERTIFIED - No.: TQC.08.1207

NGUYEN QUANG HUNG




T@ C VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS

|_ AN_J TQC CENTER FOR TESTING AND QUALITY CERTIFICATION

/—\
CERTIFICATE

Certify that the quality management system for medical devices of

KJ VINA TRADE AND PRODUCTION
JOINT STOCK COMPANY

Address: Dong Tho multi-industry industrial cluster, Dong Tho commune,
Yen Phong district, Bac Ninh province, Vietnam
Manufacturing location: Km 19, street 32, Duc Thuong commune,
Hoai Duc district, Ha Noi city, Vietnam

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

1SO 13485:2016

For the following activities: Manufacturing medical face mask, medical face mask preventing bacteria

| Certificate no : TQC.08.1207
\
| The validity of certificate : From 16/03/2020 to 15/03/2023
Details in decision no :1207/2020/QD-TQC
Signed date :16/03/2020
Retrieval information code Approved to bear certification mark TQC CENTER FOR TESTING
TQC.08.1207 D-QUALI
e > q TRUNG TAN
P . (4, KIEM NGHIEM VA
EE, = CHUNG NHAK
CHAT LUGNG TOC
CERTIFIED - No.: TQC.08.1207

NGUYEN QUANG HUNG




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 Be lip — T do - Hank pieie

S6: 1207/2020/QD-TQC Ha Noi, ngay 16 thang 03 nam 2020

QUYET PINH

Vé viée cap glay chirng nhén hé thong quan ly chat lirgng
cho linh vue thiét bi y té phii hop tiéu chuén ISO 13485:2016

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

- Can 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 tam Kiém nghiém va chu'ng nhan chat luong TQC;

- Cin ctr Gidy ding ky hoat dong Khoa hoc va Cong nghé s6 A-1861 ngay 08/01/2018 cua
Trung tam Kiém nghlem va chimg nhan chit luong TQC do B9 Khoa hoc va Cong nghé cap;

- Can ctr Gidy chimg nhan ding ky linh vuc hoat dong chimg nhan s6 338/TPC-HCHQ
ngay 07/02/2018 va sé 1008/TDC-HCHQ ngay 18/04/2018 ciia Téng cuc Tiéu chuan Do luong
Chat lugng truc thugc B Khoa hoc va Cong nghé;

~ Can cir Bao céo thdm xét hd so danh gid chimg nhan ngay 15/03/2020,

— Xét dé nghi cua Trudng phong Chimg nhan,

QUYET PINH

Piéu 1. Cap Gidy chimng nhan s6 TQC.08.1207 ngay 16 thang 03 ndm 2020, chimg nhan
CONG TY CO PHAN SAN XUAT VA THUONG MAI KJ VINA:

DPia chi: Cum cong nghi¢p da nghé Pong Tho, xd Dong Tho, huyén Yén Phong, tinh
Bic Ninh, Viét Nam.

Pia chi san xuat: Km 19, duong 32, xa buc Thugng, huyén Hoai Dirc, thanh phé Ha Noi,
Viét Nam.

C6 Hé théng quan ly chat lugng cho linh vuc thiét bi y t& phu hop tiéu chuin
ISO 13485:2016 v6i pham vi chimg nhén:

San xuit khiu trang y té, khiu trang khing khuén.

Pidu 2. CONG TY CO PHAN SAN XUAT VA THUONG MAI KJ VINA dugc phép
su dung Glay chirmg nhan va déu phu hgp tiéu chuin theo quy dinh ciia TQC.

Piéu 3. Quyét dinh nay ¢6 hiéu luc 03 niam ké tir ngay ky H¢ thong quan Iy chat lugng
cho linh vuc thiét bi y té clia CONG TY CO PHAN SAN XUAT VA THUONG MAI

KJ VINA dugc néu trong Piéu 1 chiu sy danh gid gidm st dinh ky khong qué
12 thang/lan, twong tmg t6i thiéu 02 lan danh gia gidm sat trong 03 ndm Gidy chimg nhan
¢ hiéu luc.

Noi nhén:
- Nhur diéu 3;
-Luu VT.
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LIEN HIEP CAC HOI KHOA HQC VA KY THUAT VIET NAM
TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUQNG TQC

giri: CONG TY CO PHAN SAN XUAT VA THUONG MAI KJ VINA
Dia chi: Cum cong nghiép da nghé Dong Tho, xa Dong Tho,
hgyén Yén Phong, tinh Bac Ninh, Viét Nam
Dia chi san xuat: Km19, duc‘mg 32, xa Dirc Thuong, huyén Hoai Duc,
thanh pho Ha N¢i, Viét Nam
Ouy khdch hang: PUOC PHEP SU DUNG DAU CHUNG NHAN HE THONG
QUAN LY CHAT LUQNG CHO LINH VUC THIET Bl Y TE PHU HOP
TIEU CHUAN BEN DUOI THEO QUY PINH CUA TRUNG TAM TQC

1. Lua chon 1:

Uu tién lwa chon, Ddu hop chudn nho gon, kém logo cua T6 chirc chirng nhan.
Phat hop vdi cdac bao bi nhan mdc cua san phdm cé dién tich trinh bay han ché

va doi tac de dang nhdn dién:

TQC b

No.: TQC.08.1207 CERTIFIED

Ghi chu:
a) Tuy theo nhu cau sir dung in trén bao bi hodc trén cac phuong tién in an, quang co
ma khéch hang c6 thé sir dung Lya chon 1 hodc Lya chon 2.
b) Déu chimg nhan hop chuin duge trinh bay tryc tiép trén céc tai liéu ky thuat kém
theo dé tuyén truyén, qung céo trén cac phuong tié¢n thong tin dai ching va trén céc tai liéu
gidi thiéu, tai liéu giao dich thuong mai cua Khéach hang (chuong trinh quang céo, thu).
¢) Déu chimg nhén hop chuin c6 thé duge phéng to hogc thu nhé nhung phai dam bao
ding ty 1& va nhan biét dugc bang mit thuong.
d) Déu chimg nhan hop chudn phai c6 mau sic ding véi mau da cip hodc thé hie)‘/
cling mot mau. g
e) Kich thude va hinh dang cia logo TQC theo Phy luc 1 kém th
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LIEN HIEP CAC HOI KHOA HQC VA KY THUAT VIET NAM
I- A TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUONG TQC
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PHU LUC 1: HINH DANG, KiCH THUGC CUA LOGO TQC

1. Hinh dang logo:

T

2. Kich thudc logo:

Kich thuéc Tyié

~

| TO.C

Mau sac su dung

TO.C =

e Y.l

‘*C K:5

TOC Center for Testing and Quality Certification
Trung t4m kiém nghiém va ching nhan chal lugng TQC

£ UTM Helvetins
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