CHUNG NHAN
CERTIFICATE

CHUNG NHAN HE THONG QUAN LY CUA/ THIS IS TO CERTIFY THE MANAGEMENT SYSTEM OF:
CONG TY TNHH HTM DALOPHA USA

HTM DALOPHA USA COMPANY LIMITED

PIA CHI/ADDRESS:

Tru so/ Office: Doi 3, Xa Di Ché, Huyén Tién Lir, Tinh Hung Yén, Viét Nam/ Team 3, Di
Che Commune, Tien Lu District, Hung Yen Province, Vietnam

Co s6 san xudt/ Production establishment: Poi 3, Xa Di Ché, Huyén Tién Lir, Tinh Hung
Yén, Viét Nam/ Team 3, Di Che Commune, Tien Lu District, Hung Yen Province, Vietnam

PUQC DANH GIA PHU HQP V1 CAC YEU CAU CUA TIEU CHUAN/
HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF:

ISO 13485:2016

CHO PHAM VI/ FOR SCOPE:
Sin xuiit va kinh doanh khéu trang y té./.

Manufacturing and trading in medical masks./.

( VAN
S6 diang ky/ Registration No.: 03/CN-TPC PHAN "‘fl\ o
Chimg chi s8¢ Certification No.:  201712.MMS.CN29\ . - . - "/‘”"":
Ngay cap / Isstwed date : 24/09/2020 ' NGUYENTAANH TUNG
Ngay hét han/ Expired date: 23/09/2023 GIAM POC/ DIRECTOR

Chimng chi sé méit hiéu lye néu hé thong quan Iy ciaa khach hiang khéng virgt qua cude danh gia
giam sat hang nam cua 1CB/ This certificate will be invalid if the customer’s management system does
noft pass the surveillance of ICB.

CONG TY CO PHAN CHUNG NHAN QUOC TE
INTERNATIONAL CERTIFICATION BODY
Trysi: €9, Lo 8, Khu do thi méi Dinh Cong, phiimg Dinh Cong, quin Hoang Mai, Thinh Pho Ha Ni, Viét Nam
Website: chungnhanquocte.vn Email: cert@ chungnhanquocte.vn



CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM

CHUNG NHAN QUOC TE Pgc lip- Tu do- Hanh phiic
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GIAM POC CONG TY CO PHAN CHUNG NHAN QUOC TE

- Can cit Nghi dinh s6 127/2007/NP-CP ngay 01 thang 8 nam 2007 cua Chinh ph vé quy dinh chi
tiét thi hanh mot s6 diéu cua Luar Tiéu chudn va Quy chuan k thudt;

Can cir vao Nghj dinh 56 132/2008/ND-CP ngay 31 thang 12 nam 2008 cua Chinh phi quy dinh
chi tiét thi hanh mt s6 diéu ludt cria Lugt Chdt legng san pham, hang héa;

B Can cir vao Quy dinh veé déanhgia HTQL ciia Cong ty C6 phan Chimg nhdn Quéc té (ICB);
- Can cie vao két qua dénh gia va kién nghi ciia phong Chimg nhén cua ICB,
QUYET DINH:

Piéu 1: Chimg nhan:

a) Don vij:

CONG TY TNHH HTM DALOPHA USA

b) Dia chi:

Tru so: Pji 3, Xa Dj Ché, Huyén Tién Lir, Tinh Hung Yén, Viét Nam

Co s sian xuit: Doi 3, Xa Di Ché, Huyén Tién Lir, Tinh Hung Yén, Viét Nam
¢) Co6 H¢ Théng Quin Ly dwge danh gia phi hgp véi yéu ciu cia tiéu chuén:
ISO 13485:2016

d) Cho pham vi:

Sin xufit va kinh doanh khiu trang y té

Piéu 2: Pon vi duge chirng nhan tai Diéu 1 dugc phép sir dung dau hiéu chimg nhan HTQL phu hop tiéu
chuin chimg nhan néu tai Muc ¢ cia Diéu 1 trong thoi gian chimg chi ¢6 hi¢u lyc.

Diéu 3: Pon vi dugc chimg nhén tai Diéu | phai tuan thu ddy du cic quy dinh danh gia, chimg nhén cua
ICB ciing nhu cia luét dinh.

Dleu 4: DBon vi dugce chirng nhan phai chiu su danh gid glam sat dinh ky tbi da 12 thang mét lin bai ICB
néu khéng chimg chi chimg nhan HTQL da cép cho don vi s& mét hu;u luc ngay lap tic./.

Diéu 5: Quyét dinh nay c6 hiéu lyc trong vong 03 nam ké tir ngay quyet dinh nay dugrc ky./.
Noi nhén: A GIAM BOC
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