CONG TY co PHAN CONG HOA XA HQI CHU NGHIA VIET NAM
CHUNG NHAN WCERT Poc lap - Tu do - Hanh phiic

Sé: 661/QD -WCERT Ha Ngi, ngay 19 thang 08 nam 2026

QUYET PINH
Vé viéc cap Gidy chirng nhin
'H¢ théng Quén 1y Chit lrgng cho thiét bi y té phu hep tiéu chuén
ISO 13485:2016

GIAM POC
CONG TY CO PHAN CHUNG NHAN WCERT

Can ct Quyét dinh s6 436/GCN-SKHCN ngay 22/01/2026, Quyét dinh sO
1883/GCN SKHCN ngay 31/03/2026 ctia S& Khoa hoc va Cong ngh¢ Thanh phé Ha Noi
chp Gidy chimg nhén dang ky hoat dong ching nhén;

Can ctr quy dinh chung vé danh gia Hé théng Quan ly caa Cong ty C6 phan ching
nhan WCERT;

Cin ctr ho so danh gia chimg nhén va bién ban thAm xét ho so;
QUYET PINH

Piéu 1. Cép gidy ching nhn phit hop tidu chudn Hé théng Quan Iy Chét luong
cho Thiét bi Y té theo tiéu chuan ISO 13485:2016 cho Cong ty TNHH S&S Med Vina
v4i cac thong tin sau:

Sé chimg nhan: W3113M

Dia chi: L6 G11, khu cong nghiép Qué Vo, Phuong Phuong Liéu, Tinh Bic Ninh,
Viét Nam.

Pham vi chimg nhan: San xuét va kinh doanh: Bom truyén dich, Bo ddy truyén dich.

Piéu 2. Chimg nhan c6 hiéu lyc tir: 19/08/2026 dén ngay 18/08/2029.

Pidu 3. Trong thoi gian hiéu lyc ching nhéan, don vi dugc stir dung thong tin, biéu
tugng chimg nhan lién quan t6i ching nhan Hé thong quan ly chét luong cho thiét bi y té
theo tiéu chuin ISO 13485:2016.

Piédu 4. Don vi ¢6 trach nhiém duy tri, cai tién hé thong quan ly chét luong cho
thiét b1 y té phu hop tiéu chuén ISO 13485:2016 va tuan thu viée glam sat dinh ky theo
yéu cau tiéu chuan (12 thang/ 1an, 02 1an/3 nim) hodc danh gid dot xuét khi co yéu cau.
Trong thoi han giam sat, néu don vi khong thuc hién dénh gia giam sat dinh ky thi s€ cham
dut hiéu luc cua ching nhéan./.
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WCERT

GIAY CHUNG NHAN
CERTIFICATE OF REGISTRATION

Chirng nhin Hé thong quan ly Chat lwgng cho Thiét bi y té cia:
This is to certify that the Quality Management System for Medical Equipment of:
CONG TY TNHH S&S MED VINA

S&S MED VINA COMPANY LIMITED

Has been assessed and found to conform with the requirements of the followmg standard:

ISO 13485:2016

Cho linh vwe/ For the following activities:
San xuét va kinh doanh: Bom truyén dich, B diy truyén dich
Manufacturing and trading: Infusion pumps, Infusion sets

S6 chirng nhéan/ Certificate No: W3113M
Ngay ban hanh/ Issue date: 19/08/2026
Ngay hét han/ Expiry date: 18/08/2029

(Hiéu luc cia gidy chimg nhdn cdc ndm tiép theo sé durgc
thé hién kém theo quyé't dinh duy tri chumg nhdn sau moi
lan ddnh gid gidm sdt)

CO PHAN
CHUNG NHAN

ia chi: P504 50 19 Liéu Giai, phuong Ngoc Ha, Ha Noi; Di¢n thoai/Zalo: 0903 275218/ 0945 378 889; Email: cn.weert@gmail.com



