CHUNG NHAN
CERTIFICATE

CHUNG NHAN HE THONG QUAN LY CHAT LUQNG CHO LINH VU'C THIET BI Y TE CUA:

CONG TY TNHH THIET BI Y TE SAI GON APT

PIA CHIi:

34/1C Ap 1, xd Xudn Théi Thwrgng, huyén Héc Mén, TP. Hd Chi Minh, Viét Nam

PUQC PANH GIA PHU HQP VOI CAC YEU CAU CUA TIEU CHUAN:

I1SO 13485:2016

CHO PHAM VI:

Khiu trang y té, quin d0 phiu thuit, quin 20 phong dich bing vai khong dét, mii
trum dau diing trong phiu thuit bing vii khéong dét; boc gidy dép ding 1 lan bing
vii khéng dét, quin s0 ding 1 lin bing vai khong dét, tam I6t bénh nhin, ga trai
girong bing vii khong dét./. £27051692>3

4 .

S6 diing ky: 03/CN-TBC

Chimg chi'$é: 201377.MMS.CN20

Ngay cap: N 22/04/2020 H TUNG
Ngay hét han: 21/04/2023 GIAM POC

Chimg chi sé¢ mit hi¢u hrc néu h¢ théng quén Iy ciia khich hang khong vugt qua cudc danh gia giam
sat hang nam cia ICB.

1SO 13485:2016
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CONG TY CO PHAN CHUNG NHAN QUOCTE
INTERNATIONAL CERTIFICATION BODY
Tru so: S0 10, To 7, phwong Twong Mai, quan Hoang Mai, Thanh Phé Ha Ngi, Viét Nam
VPGD: C9, L6 8, Khu dé thi méi Dinh Cong, quan Hoang Mai, Thanh Phé Ha N Viét Nam
Website: chungnhanquocte.vn Email: cert.chungnhanquocte@gmail.com



CHUNG NHAN
CERTIFICATE

CERTIFY THAT THE QUALITY QUALITY MANAGEMENT SYSTEM FOR MEDICAL
DEVICE OF:

SAI GON APT HEALTH EQUIPMENT COMPANY LIMITED

ADDRESS:

34/ 1C Hamlet 1, Xuan Thoi Thuong commune, Hoc Mon district, Ho Chi Minh
City, Vietnam

HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF:

ISO 13485:2016

FOR SCOPE:

Medical masks, surgical clothes, non-woven epidemic clothes, hoods for non-woven
surgical use, disposable non-woven disposable footwear, disposable non-woven
clothes weaving, patient pads, non-woven sheets./.
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Registration No.: 03/CN-TPC \*\ CHUNG NHAN
CertificationNo.: 20377 MMs.cN20 3 0U0C TE

Issued date : 22/04/2020 TUNG
Expired date: 21/04/2023 DIRECTOR

This certificate will be invalid if the customer’s management system does not pass the surveillance of
ICB.

1SO 13483:2016
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CONG TY CO PHAN CHUNG NHAN QUOCTE
INTERNATIONAL CERTIFICATION BODY
Tru so: So 10, To 7, phwong Twong Mai, quan Hoang Mai, Thanh Pho Ha Noi, Viét Nam
VPGD: C9, L6 8, Khu db thi méi Dinh Cong, quan Hoang Mai, Thanh Phd Ha Ngi, Viét Nam
Website: chungnhanquocte.vn Email: cert.chungnhanquocte@gmail.com



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

CHUNG NHAN QUOC TE DPoc 1ap- Tw do- Hanh phiic
dededeeehhh ket dhdkdkhhehhhhhh btk
S6: 201377 MMS.CN20/QDCN-ICB Ha Noi, Ngay 22 thang 04 ndm 2020
QUYET PINH
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Ve viéc chirng nhan hé thong quan ly
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GIAM POC CONG TY CO PHAN CHUNG NHAN QUOC TE

- Can cir Nghi dinh 56 127/2007/NP-CP ngay 01 thang 8 nam 2007 cia Chinh phi vé quy dinh chi tiét
thi hanh mét s6 diéu cia Luat Tiéu chudn va Quy chudn ky thugt;

- Can cir vao Nght dinh s6 132/2008/NP-CP ngay 31 thang 12 ndam 2008 cua Chinh phu quy dinh chi tiét
thi hanh mgt s6 diéu lugt ciia Ludt Chat lwong sén phdm, hang hoa;

- Can cie vao Quy dinh vé danh gid HTQL ctia Cong ty Cé phan Chimg nhén Quoc té (ICB)
nh.gid va ia phong Chu’ng nhdn ciia ICB,

- Can cik vao két qud

Diéu 1: Ching nhan

a) Don vi:

CONG TY TNHH THIET Bl Y TE SAI GON APT

b) Dia chi:

34/1C Ap 1, xi Xuan Théi Thwgng, huyén Héc Méon, thanh phé Hd Chi Minh, Viét Nam
¢) Co6 H¢ Thong Quan Ly dwoc danh gia phu hop véi yéu ciu ciia tiéu chuén:

ISO 13485:2016

d) Cho pham vi:

Khéu trang y té, quan 40 phiu thuit, quin ao phong dich bang vai khong dét, mii trum dau dung
trong phiu thuit bing vai khong dét, boc gidy dép dung 1 lan bing vai khong dét, quan 40 ding 1
lin bing vii khong dét, tim 16t bénh nhan, ga trai giwong bang vai khong dét./.
Piéu 2: Pon vi dugc chitng nhan tai Didu 1 duoc phép sir dung d4u hiéu chimg nhan HTQL phu hop tiéu
chuan chimg nhan néu tai Muc ¢ ctia Didu 1 trong thoi gian chu’ng chi c6 hiéu luc.
Diéu 3: Pon vi duoc chimg nhan tai Piéu 1 phai tuan thu ddy du céc quy dinh danh gi4, chimg nhén cia
ICB ciing nhu ctia luét dinh.
Bleu 4: Pon vi dugc ching nhan phai chiu sy danh gia glam sat dinh ky t6i da 12 thang mot lan boi ICB
neu khong chung chi chu‘ng nhan HTQL da cép cho d(m v1 s& mat hi 0 ay lap tuce./.

Noi nhén:
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- Nhu diéu 1;
- Luu: VT.

Tel: 0916.928.036 Web: www.chungnhanquocte.vn E-mail:cert@chungnhanquocte.vn Fax: 0436830837




