CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
CHUNG NHAN WCERT Pjc 1ap - Ty do - Hanh phic

S6: 477/QD-WCERT Ha N¢i, ngay 03 thang 9 ndm 2025

QUYl‘:T PINH
\Yi vu;c cip Gidy clurng nhén

H¢ thong Quén ly Chét lirgng cho thiét bj y b phu hgp tiéu chuin
ISO 13485:2016

. GIAM POC
CONG TY CO PHAN CHUNG NHAN WCERT

Cin cr Quyét dinh so 653/TPC-HCHQ ngdy 11/3/2021 ctia Tong cuc Tiéu chudn
Do luong Chét lvgng cip Gidy chirg nhan ding ky hoat dong chimg nhan;

Cin cit quy dinh chung vé danh gid Hé théng Quéan 1y ciia Cdng ty Cb phan ching
nhan WCERT;

Cin ¢t hd so danh gid chimg nhan va bién ban thdm xét hd so;
QUYET PINH

Piéu 1. Cip gidy chimg nhan Hé théng Quan Iy Chét lugng cho Thiét bi Y té pha
hop tiéu chuén ISO 13485:2016 cho: Céng ty TNHH Y dugc Green Medical véi céc thong
tin sau:

Sé chimg nhan: W2487M

Dia chi: Sao bién 147 Vinhomes Ocean Park 2, x4 Nghia Try, tinh Hung Yén, Viét Nam
Pham vi ching nhan: San xudt méy tao ion kiém.

Piéu 2. Chimg nhén c6 hiéu luc tir: 03/9/2025 dén ngay 02/9/2028.

Piéu 3. Trong thdi gian hiéu luc chimg nhan, Cong ty dugc sir dung thong tin, bleu

tuong ching nhén lién quan t6i ching nhan Hé théng quéan ly chét luong cho thiét bj y té
theo tiéu chuén ISO 13485:2016.

Dleu 4. Cong ty c6 trach nhiém duy tri, cai tién hé théng quan 1y chit luong cho tluet
biyté phu hop tiéu chuan ISO 13485:2016 va tuan thi viéc gidm sét dinh ky theo yéu ciu
tiéu chuén (12 thang/ l4n, 02 14n/3 ndm) hoic dénh gla dot xuét khi c6 yéu cau.  Trong thoi
han gidm sét, néu Cong ty khong thuc hién danh gia gidm sat dinh ky thi sé chdm dirt hiéu
luc ctia ching nhén./.

Noi nhin:
- Nhu Piéu 1;
- Luu VP,
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WCERT

GIAY CHUNG NHAN
CERTIFICATE OF REGISTRATION
Chimng nhén H¢ théng Quiin 1y Chét hrgng cho Thiét bj Y té ciia:
This is to certify that the Quality Management System for Medical Equipment of:
CONG TY TNHH Y DUQC GREEN MEDICAL
GREEN MEDICAL MEDICINE PHARMACY COMPANY LIMITED

Dija chi: Sao bin 147 Vinhomes Ocean Park 2, xd Nghia Tru, tinh Hung Yén, Viét Nam
. Address: Starfish 14 % vmhomes ocggiz éaar;&% hraI;Tru cammung.%

Y ) | oy
| \.’ 0 r / i
: A ¥ 4 £

)

g S

Hung Yeiz priovt/nce Vietnar

Da dquc danh gla va ia
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Has been assessed and found to confarm w‘zth the re uzrements of the followmg standard:

i il

ISO 13485:2016

Cho linh vuc/ For the following activities

‘ nhin phu ho’pt véi céc ' éﬁjcau ciia tleu chuin:

San xuit may tao ion kiém
Manufacturing of alkaline ion generator

S6 chirng nhan/ Certificate No: W2487TM
Ngay ban hanh/ Issue date: 03/9/2025
Ngay hét han/ Expiry date: 02/9/2028

(Hi¢u luc cua gidy chimg nhan cde ndm tiép theo sé
dugc the hién kémtheo quyét dinhduy tri chimg nhén
sau méi lan dénh gid gidm sdt)

- Phong 504, s6 19 Liu Giai, Ba Dinh, Ha N¢i. Di¢n thogi/Zalo: 0903.275.218/ 0945.378.889. Email: cn.weerl@gmail.com
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