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THONG TIN

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

S6 cong bd: 260001250/PCBB-HN
Ngay cong bo: 22/04/2026

1. Tén co sé cong bd: CONG TY TNHH THIET BI Y TE NGUYET CAT
2. bia chi: No03-LK38, Khu dat dich vu LK 16, LK17, LK18a, LK18b,
Phuong Duong Noi, Thanh phd Ha Noi

3. S6 vin ban cua co so: 1804/26/CBB-NCMED Ngay: 22/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Day dan duong tiét niéu dung mot lan

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Quy cach dong goi:

Muc dich str dung: San pham duoc thiét ké dé sir dung trong néi soi, két hop
v0i catheter chir J (Jtype catheter) va bo nong — dan luu xam lan t6i thicu,
dong vai tro 1a dung cu ho trg va dan hudng trong tiét ni¢u

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: Foshan Dihua Technology Co.,Ltd.

bia chi chu s¢ hitu: F1, Building 1, No.2 Huiyin Road, Baini Town, Sanshui
District, Foshan, CHINA

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

8. SO cong bo du diéu ki¢n san xuat doi voi thiét b1 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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Day dan dudng tiét
niéu dung mét lan

Zebra Guidewire

BM-A-25-80, BM-A-25-
120, BM-A-25-150, BM-B-
25-80, BM-B-25-120, BM-
B-25-150, BM-A-28-90,
BM-A-28-120, BM-A-28-
150, BM-A-28-180, BM-B-
28-90, BM-B-28-120, BM-
B-28-150, BM-B-28-180,
BM-A-32-90, BM-A-32-
120, BM-A-32-150, BM-A-
32-160, BM-A-32-180,
BM-A-32-230, BM-B-32-
90, BM-B-32-120, BM-B-
32-150, BM-B-32-180,
BM-B-32-230, BM-A-35-
90, BM-A-35-120, BM-A-
35-150, BM-A-35-180,
BM-A-35-230, BM-B-35-
90, BM-B-35-120, BM-B-
35-150, BM-B-35-180,
BM-B-35-260, BM-A-38-
120, BM-A-38-150, BM-A-
38-180, BM-A-38-300,
BM-B-38-120, BM-B-38-
150, BM-B-38-180, BM-B-
38-450

Foshan Dihua
Technology
Co.,Ltd.

F1, Building 1,
No.2 Huiyin
Road, Baini
Town, Sanshui
District, Foshan

CHINA




