SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001304/PCBB-HCM
Ngay cong bo: 11/05/2026

1. Tén co s6 cong bd: CONG TY CO PHAN THUONG MAI VA KY
THUAT GIA HAN o
2. bia chi: 19/1E Tran Binh Trong, Phuong Binh Loi Trung, Thanh phd H6
Chi Minh

3. S6 vin ban cua co so: 040526-GH-SJ-ELIX Ngay: 04/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ong dan luu da chirc ning ELIX™

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: ELIX™ Multipurpose Drainage Catheter

M3 san pham (néu co):

DCS8.5B-P20-15-5S; DCS10.2B-P20-15-5S; DCS12B-P20-15-5S; DCS8.5B-
P20-25-5S; DCS10.2B-P20-25-5S; DCS12B-P20-25-5S; DCS8.5B-P20-40-
5S; DCS10.2B-P20-40-5S; DCS12B-P20-40-5S; DCS8.5B-P10-15-55;
DCS10.2B-P10-15-5S; DCS12B-P10-15-5S; DCS8.5B-P10-25-58;
DCS10.2B-P10-25-5S; DCS12B-P10-25-5S; DCS8.5B-P10-40-5S;
DCS10.2B-P10-40-5S; DCS12B-P10-40-5S; DCS8.5B-P05-15-58;
DCS10.2B-P05-15-5S; DCS12B-P05-15-5S; DCS8.5B-P05-25-58;
DCS10.2B-P05-25-5S; DCS12B-P05-25-5S; DCS8.5B-P05-40-58;
DCS10.2B-P05-40-5S; DCS12B-P05-40-5S; PCNS8.5B-P20-25-5S;
PCNS10.2B-P20-25-5S; PCNS8.5B-P10-25-5S; PCNS10.2B-P10-25-58S;
PCNSS8.5B-P05-25-5S; PCNS10.2B-P05-25-5S; DCS8.5HC-P20-15-5S;
DCS10.2HC-P20-15-5S; DCS12HC-P20-15-5S; DCS8.5HC-P20-25-5S;
DCS10.2HC-P20-25-5S; DCS12HC-P20-25-5S; DCS8.5HC-P20-40-5S;
DCS10.2HC-P20-40-5S; DCS12HC-P20-40-5S; DCS8.5HC-P10-15-5S;
DCS10.2HC-P10-15-5S; DCS12HC-P10-15-5S; DCS8.5HC-P10-25-55;
DCS10.2HC-P10-25-5S; DCS12HC-P10-25-5S; DCS8.5HC-P10-40-5S;
DCS10.2HC-P10-40-5S; DCS12HC-P10-40-5S; DCS8.5HC-P05-15-5S;



DCS8.5HC-P05-25-5S; DCS10.2HC-P05-25-5S; DCS12HC-P05-25-58S;
DCS8.5HC-P05-40-5S; DCS10.2HC-P05-40-5S; DCS12HC-P05-40-55S;
PCNS8.5HC-P20-25-5S; PCNS10.2HC-P20-25-5S; PCNS8.5HC-P10-25-58;
PCNS10.2HC-P10-25-5S; PCNS8.5HC-P05-25-5S; PCNS10.2HC-P05-25-
5S; DCS8.5HM-P20-25-9S; DCS8.5HM-P20-25-9S-NS; DCS10.2HM-P20-
25-9S; DCS10.2HM-P20-25-9S-NS; DCS12HM-P20-25-9S; DCS8.5HM-
P20-25-12S; DCS8.5HM-P20-25-12S-NS; DCS10.2HM-P20-25-128;
DCS10.2HM-P20-25-12S-NS; DCS12HM-P20-25-12S; DCS8.5HM-P20-25-
17S; DCS8.5HM-P20-25-17S-NS; DCS10.2HM-P20-25-17S; DCS10.2HM-
P20-25-17S-NS; DCS12HM-P20-25-17S; DCS8.5HM-P20-25-20S;
DCS8.5HM-P20-25-20S-NS; DCS10.2HM-P20-25-20S; DCS10.2HM-P20-
25-20S-NS; DCS12HM-P20-25-20S; DCS8.5HM-P20-40-9S; DCS8.5HM-
P20-40-9S-NS; DCS10.2HM-P20-40-9S; DCS10.2HM-P20-40-9S-NS;
DCS12HM-P20-40-9S; DCS8.5HM-P20-40-12S; DCS8.5HM-P20-40-12S-
NS; DCS10.2HM-P20-40-12S; DCS10.2HM-P20-40-12S-NS; DCS12HM-
P20-40-12S; DCS8.5HM-P20-40-17S; DCS8.5HM-P20-40-17S-NS;
DCS10.2HM-P20-40-17S; DCS10.2HM-P20-40-17S-NS; DCS12HM-P20-
40-17S; DCS8.5HM-P20-40-20S; DCS8.5HM-P20-40-20S-NS; DCS10.2HM-
P20-40-20S; DCS10.2HM-P20-40-20S-NS; DCS12HM-P20-40-20S;
DCS8.5HM-P10-25-9S; DCS8.5HM-P10-25-9S-NS; DCS10.2HM-P10-25-
9S; DCS10.2HM-P10-25-9S-NS; DCS12HM-P10-25-9S; DCS8.5HM-P10-
25-12S; DCS8.5HM-P10-25-12S-NS; DCS10.2HM-P10-25-128;
DCS10.2HM-P10-25-12S-NS; DCS12HM-P10-25-12S; DCS8.5HM-P10-25-
17S; DCS8.5HM-P10-25-17S-NS; DCS10.2HM-P10-25-17S; DCS10.2HM-
P10-25-17S-NS; DCS12HM-P10-25-17S; DCS8.5HM-P10-25-20S;
DCS8.5HM-P10-25-20S-NS; DCS10.2HM-P10-25-20S; DCS10.2HM-P10-
25-20S-NS; DCS12HM-P10-25-20S; DCS8.5HM-P10-40-9S; DCS8.5HM-
P10-40-9S-NS; DCS10.2HM-P10-40-9S; DCS10.2HM-P10-40-9S-NS;
DCS12HM-P10-40-9S; DCS8.5HM-P10-40-12S; DCS8.5HM-P10-40-12S-
NS; DCS10.2HM-P10-40-12S; DCS10.2HM-P10-40-12S-NS; DCS12HM-
P10-40-12S; DCS8.5HM-P10-40-17S; DCS8.5HM-P10-40-17S-NS;
DCS10.2HM-P10-40-17S; DCS10.2HM-P10-40-17S-NS; DCS12HM-P10-
40-17S; DCS8.5HM-P10-40-20S; DCS8.5HM-P10-40-20S-NS; DCS10.2HM-
P10-40-20S; DCS10.2HM-P10-40-20S-NS; DCS12HM-P10-40-20S;
DCF8.5B-P20-25-5S; DCF10.2B-P20-25-5S; DCF10.2B-P20-25-118;
DCF12B-P20-25-5S; DCF8.5B-P10-25-5S; DCF8.5B-P10-25-9S; DCF10.2B-
P10-25-5S; DCF10.2B-P10-40-5S; DCF8.5B-P05-25-5S; DCS8.5HC-P20-25-
5S-NS; DCS10.2HC-P20-25-5S-NS; DCF12HC-P20-25-5S; DCS12HC-P20-
25-5S-NS; DCF8.5HC-P10-25-5S; DCS8.5HC-P10-25-5S-NS; DCF10.2HC-
P10-25-5S; DCS10.2HC-P10-25-5S-NS; DCS12HC-P10-25-55-NS§;
DCS8.5HM-P20-31-20S; DCS10.2HM-P20-31-20S; DCS12HM-P20-31-20S;
DCF10.2HM-P20-40-20S; DCS8.5HM-P10-31-20S; DCS10.2HM-P10-31-
20S; DCS12HM-P10-31-20S; DCF8.5HM-P10-40-12S; DCS8.5HM-P05-



SHM-P05-25-20S; DCS8.5HM-P05-40-9S; DCS8.5HM-P05-40-128;
DCS8.5HM-P05-40-17S; DCS8.5HM-P05-40-20S; DCF8.5B-DP-29-19S;
DCF10.2B-DP-29-19S; DCF8.5HC-DP-29-19S; DCF10.2HC-DP-29-19S;
DCF8.5HM-DP-29-19S; DCF10.2HM-DP-29-19S; DCS8.5HM-P20-25-5S;
DCS10.2HM-P20-25-5S; DCS12HM-P20-25-5S; DCS8.5HM-P20-40-58;
DCS10.2HM-P20-40-5S; DCS12HM-P20-40-5S; DCS8.5HM-P10-25-58;
DCS10.2HM-P10-25-5S; DCS12HM-P10-25-5S; DCS8.5HM-P10-40-58;
DCS10.2HM-P10-40-5S; DCS12HM-P10-40-5S; DCS8.5HM-P05-25-58;
DCS10.2HM-P05-25-5S; DCS12HM-P05-25-5S; DCS8.5HM-P05-40-58S;
DCS10.2HM-P05-40-5S; DCS12HM-P05-40-5S; DCF8.5HC-P20-25-5S;
DCF10.2HC-P20-25-5S; DCF10.2HM-P20-25-12S; DCF8.5HM-P10-25-9S;
DCF10.2HM-P10-40-12S; DCF8.5HC-P10-25-9S; DCS8.5HC-P20-15-5S-T;
DCS10.2HC-P20-15-5S-T; DCS12HC-P20-15-5S-T; DCS8.5HC-P10-15-5S-
T; DCS10.2HC-P10-15-55-T; DCS12HC-P10-15-5S-T; DCS8.5HC-P05-15-
5S-T; DCS10.2HC-P05-15-5S-T; DCS8.5HC-P20-25-5S-T; DCS10.2HC-
P20-25-5S-T; DCS12HC-P20-25-5S-T; DCS8.5HC-P10-25-5S-T;
DCS10.2HC-P10-25-5S-T; DCS12HC-P10-25-5S-T; DCS8.5HC-P05-25-5S-
T; DCS10.2HC-P05-25-5S-T; DCF8.5HC-P20-25-5S-T; DCF10.2HC-P20-
25-5S-T; DCF12HC-P20-25-5S-T; DCF8.5HC-P10-25-5S-T; DCF10.2HC-
P10-25-5S-T; DCF12HC-P10-25-5S-T; DCF8.5HC-P05-25-5S-T;
DCF10.2HC-P05-25-5S-T; DCS8.5HC-P20-31-5S-T; DCS10.2HC-P20-31-
5S-T; DCS12HC-P20-31-5S-T; DCS8.5HC-P10-31-5S-T; DCS10.2HC-P10-
31-5S-T; DCS12HC-P10-31-5S-T; DCS8.5HC-P05-31-5S-T; DCS10.2HC-
P05-31-5S-T; DCS8.5HM-P20-15-5S-T; DCS10.2HM-P20-15-5S-T;
DCS12HM-P20-15-5S-T; DCS8.5HM-P10-15-5S-T; DCS10.2HM-P10-15-
5S-T; DCS12HM-P10-15-5S-T; DCS8.5HM-P05-15-5S-T; DCS10.2HM-
P05-15-5S-T; DCS8.5HM-P20-25-5S-T; DCS8.5HM-P20-25-9S-T;
DCS8.5HM-P20-25-12S-T; DCS8.5HM-P20-25-17S-T; DCS8.5HM-P20-25-
20S-T; DCS10.2HM-P20-25-5S-T; DCS10.2HM-P20-25-9S-T; DCS10.2HM-
P20-25-12S-T; DCS10.2HM-P20-25-17S-T; DCS10.2HM-P20-25-20S-T;
DCS12HM-P20-25-5S-T; DCS12HM-P20-25-9S-T; DCS12HM-P20-25-12S-
T; DCS12HM-P20-25-17S-T; DCS12HM-P20-25-20S-T; DCS8.5HM-P10-
25-5S-T; DCS8.5HM-P10-25-9S-T; DCS8.5HM-P10-25-12S-T; DCS8.5HM-
P10-25-17S-T; DCS8.5HM-P10-25-20S-T; DCS10.2HM-P10-25-5S-T;
DCS10.2HM-P10-25-9S-T; DCS10.2HM-P10-25-12S-T; DCS10.2HM-P10-
25-17S-T; DCS10.2HM-P10-25-20S-T; DCS12HM-P10-25-5S-T;
DCS12HM-P10-25-9S-T; DCS12HM-P10-25-12S-T; DCS12HM-P10-25-
17S-T; DCS12HM-P10-25-20S-T; DCS8.5HM-P05-25-5S-T; DCS8.5HM-
P05-25-9S-T; DCS8.5HM-P05-25-12S-T; DCS8.5HM-P05-25-17S-T;
DCS8.5HM-P05-25-20S-T; DCS10.2HM-P05-25-5S-T; DCS10.2HM-P05-
25-9S-T; DCS10.2HM-P05-25-12S8-T; DCS10.2HM-P05-25-17S-T;
DCS10.2HM-P05-25-20S-T; DCF8.5HM-P20-25-5S-T; DCF8.5HM-P20-25-
9S-T; DCF8.5HM-P20-25-12S-T; DCF8.5HM-P20-25-17S-T; DCF8.5HM-



P20-25-9S-T; DCF10.2HM-P20-25-12S-T; DCF10.2HM-P20-25-17S-T;
DCF10.2HM-P20-25-20S-T; DCF12HM-P20-25-5S-T; DCF12HM-P20-25-
9S-T; DCF12HM-P20-25-12S-T; DCF12HM-P20-25-17S-T; DCF12HM-
P20-25-20S-T; DCF8.5HM-P10-25-5S-T; DCF8.5HM-P10-25-9S-T;
DCF8.5HM-P10-25-12S-T; DCF8.5HM-P10-25-17S-T; DCF8.5HM-P10-25-
20S-T; DCF10.2HM-P10-25-5S-T; DCF10.2HM-P10-25-9S-T; DCF10.2HM-
P10-25-12S-T; DCF10.2HM-P10-25-17S-T; DCF10.2HM-P10-25-20S-T;
DCF12HM-P10-25-5S-T; DCF12HM-P10-25-9S-T; DCF12HM-P10-25-12S-
T; DCF12HM-P10-25-17S-T; DCF12HM-P10-25-20S-T; DCF8.5HM-P05-
25-5S-T; DCF8.5HM-P05-25-9S-T; DCF8.5HM-P05-25-12S-T; DCF8.5HM-
P05-25-17S-T; DCF8.5HM-P05-25-20S-T; DCF10.2HM-P05-25-5S-T;
DCF10.2HM-P05-25-9S-T; DCF10.2HM-P05-25-12S-T; DCF10.2HM-P05-
25-17S-T; DCF10.2HM-P05-25-20S-T; DCS8.5HM-P20-31-5S-T;
DCS8.5HM-P20-31-9S-T; DCS8.5HM-P20-31-12S-T; DCS8.5HM-P20-31-
17S-T; DCS8.5HM-P20-31-20S-T; DCS10.2HM-P20-31-5S-T; DCS10.2HM-
P20-31-9S-T; DCS10.2HM-P20-31-12S-T; DCS10.2HM-P20-31-17S-T;
DCS10.2HM-P20-31-20S-T; DCS12HM-P20-31-5S-T; DCS12HM-P20-31-
9S-T; DCS12HM-P20-31-12S-T; DCS12HM-P20-31-17S-T; DCS12HM-
P20-31-20S-T; DCS8.5HM-P10-31-5S-T; DCS8.5HM-P10-31-9S-T;
DCS8.5HM-P10-31-12S-T; DCS8.5HM-P10-31-17S-T; DCS8.5HM-P10-31-
20S-T; DCS10.2HM-P10-31-5S-T; DCS10.2HM-P10-31-9S-T; DCS10.2HM-
P10-31-12S-T; DCS10.2HM-P10-31-17S-T; DCS10.2HM-P10-31-20S-T;,
DCS12HM-P10-31-5S-T; DCS12HM-P10-31-9S-T; DCS12HM-P10-31-12S-
T; DCS12HM-P10-31-17S-T; DCS12HM-P10-31-20S-T; DCS8.5HM-P05-
31-5S-T; DCS8.5HM-P05-31-9S-T; DCS8.5HM-P05-31-12S-T; DCS8.5HM-
P05-31-17S-T; DCS8.5HM-P05-31-20S-T; DCS10.2HM-P05-31-5S-T;
DCS10.2HM-P05-31-9S-T; DCS10.2HM-P05-31-12S-T; DCS10.2HM-P05-
31-17S-T; DCS10.2HM-P05-31-20S-T; DCS8.5HM-P20-25-9LS;
DCS8.5HM-P20-25-12LS; DCS8.5HM-P20-25-17S; DCS8.5HM-P20-25-
20LS; DCS10.2HM-P20-25-9LS; DCS10.2HM-P20-25-12LS; DCS10.2HM-
P20-25-17LS; DCS10.2HM-P20-25-20LS; DCS12HM-P20-25-9LS;
DCS12HM-P20-25-12LS; DCS12HM-P20-25-17LS; DCS12HM-P20-25-
20LS; DCS8.5HM-P10-25-9LS; DCS8.5HM-P10-25-12LS; DCS8.5HM-P10-
25-17LS; DCS8.5HM-P10-25-20LS; DCS10.2HM-P10-25-9LS;
DCS10.2HM-P10-25-12LS; DCS10.2HM-P10-25-17LS; DCS10.2HM-P10-
25-20LS; DCS12HM-P10-25-9LS; DCS12HM-P10-25-12LS; DCS12HM-
P10-25-17LS; DCS12HM-P10-25-20LS; DCS8.5HM-P05-25-9LS;
DCS8.5HM-P05-25-12LS; DCS8.5HM-P05-25-17LS; DCS8.5HM-P05-25-
20LS; DCS10.2HM-P05-25-9LS; DCS10.2HM-P05-25-12LS; DCS10.2HM-
P05-25-17LS; DCS10.2HM-P05-25-20LS; DCS12HM-P05-25-9LS;
DCSI12HM-P05-25-12LS; DCS12HM-P05-25-17LS; DCS12HM-P05-25-
20LS; DCS8.5HM-P20-31-9LS; DCS8.5HM-P20-31-12LS; DCS8.5HM-P20-
31-17LS; DCS8.5HM-P20-31-20LS; DCS10.2HM-P20-31-9LS;



DCS10.2HM-P20-31-20LS; DCS12HM-P20-31-9LS; DCS12HM-P20-31-
12LS; DCS12HM-P20-31-17LS; DCS12HM-P20-31-20LS; DCS8.5HM-P10-
31-9LS; DCS8.5HM-P10-31-12LS; DCS8.5SHM-P10-31-17LS; DCS8.5HM-
P10-31-20LS; DCS10.2HM-P10-31-9LS; DCS10.2HM-P10-31-12LS;
DCS10.2HM-P10-31-17LS; DCS10.2HM-P10-31-20LS; DCS12HM-P10-31-
9LS; DCS12HM-P10-31-12LS; DCS12HM-P10-31-17LS; DCS12HM-P10-
31-20LS; DCS8.5HM-P05-31-9LS; DCS8.5HM-P05-31-12LS; DCS8.5HM-
P05-31-17LS; DCS8.5HM-P05-31-20LS; DCS10.2HM-P05-31-9LS;
DCS10.2HM-P05-31-12LS; DCS10.2HM-P05-31-17LS; DCS10.2HM-P05-
31-20LS; DCS12HM-P05-31-9LS; DCS12HM-P05-31-12LS; DCS12HM-
P05-31-17LS; DCS12HM-P05-31-20LS; DCS8.5HM-P20-40-9LS;
DCS8.5HM-P20-40-12LS; DCS8.5HM-P20-40-17LS; DCS8.5HM-P20-40-
20LS; DCS10.2HM-P20-40-9LS; DCS10.2HM-P20-40-12LS; DCS10.2HM-
P20-40-17LS; DCS10.2HM-P20-40-20LS; DCS12HM-P20-40-9LS;
DCS12HM-P20-40-12LS; DCS12HM-P20-40-17LS; DCS12HM-P20-40-
20LS; DCS8.5HM-P10-40-9LS; DCS8.5HM-P10-40-12LS; DCS8.5SHM-P10-
40-17LS; DCS8.5HM-P10-40-20LS; DCS10.2HM-P10-40-9LS;
DCS10.2HM-P10-40-12LS; DCS10.2HM-P10-40-17LS; DCS10.2HM-P10-
40-20LS; DCS12HM-P10-40-9LS; DCS12HM-P10-40-12LS; DCS12HM-
P10-40-17LS; DCS12HM-P10-40-20LS; DCS8.5SHM-P05-40-9LS;
DCS8.5HM-P05-40-12LS; DCS8.5HM-P05-40-17LS; DCS8.5HM-P05-40-
20LS; DCS10.2HM-P05-40-9LS; DCS10.2HM-P05-40-12LS; DCS10.2HM-
P05-40-17LS; DCS10.2HM-P05-40-20LS; DCS12HM-P05-40-9LS;
DCS12HM-P05-40-12LS; DCS12HM-P05-40-17LS; DCS12HM-P05-40-
Quy cach dong goi:

Muc dich sir dung: Ong din luu da chirc ning ELIX™ dugc chi dinh sir dung
cho dan luu qua da trong nhiéu ing dung khac nhau, bao gdm nhung khong
gidi han & dan luu dudng mat, ap xe, dan luu than va choc hat dich. Thiét bi
nay duoc thiét ké cho muc dich st dung ngan han (duéi 30 ngay).

Tén co s6 san xuat: SUNGJIN-HITECH CO., LTD

Dia chi co so san xuét: 211 — 9, Gajang-ro, Jeongnam-myeon, Hwaseong-si,
Gyeonggi-do, KOREA, REPUBLIC OF

Tiéu chuén chét luong san phdm ap dung: Tiéu chuin ctia nha san xut

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu c):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s¢ htru: SUNGJIN-HITECH CO., LTD

Dia chi chu s¢ hiru: 211 — 9, Gajang-ro, Jeongnam-myeon, Hwaseong-si,
Gyeonggi-do, KOREA, REPUBLIC OF

7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du dieu kién san xuat doi vai thi€t bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




