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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: 260001110/PCBB-HCM
Ngay cong bo: 21/04/2026

1. Tén co sé cong bd: CONG TY TNHH BINH AN MEDICAL

2. bia chi: 26/8/6 Buong s6 13A, Phuong Binh Hung Hoa, Thanh phé H6 Chi
Minh

3. S6 vin ban cua co so: 1404/2026/CBTCB_BA Ngay: 14/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Hé thong hinh dnh phau thuét ndi soi

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich su dung: Dung trong qua trinh phau thuat chan doan hodc diéu tri
noi soi, thiét bi nay dugc két ndi voi dng noi sol quang hoc, truyén tai thong
tin hinh anh da dugc chuyén doi va xir 1y tir ong ndi soi quang hoc dén man
hinh dé ngudi dung quan sat va sir dung. Nguén sang lanh dugc str dung dé
cung cap anh sang khi két hgp vé1 6ng ndi soi nham phuc vu quan sat va cac
thu thuat/phau thuat.

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: 1SO 13485, CE MARK

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

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

Tén chu s& hiru: Weyo Surgical Technology Ltd.

bia chi chu sé hiru: Room 313, Building 3, No. 56 Lingzhi Road, Xuanwu



District, Nanjing City, CHINA
7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty TNHH Binh An Medical

Dia chi: 26/8/6 Puong s6 13A, Phuong Binh Hung Hoa, Thanh phd HO Chi
Minh

Pién thoai ¢ dinh: +84 282 243 1688 Dién thoai di dong: +84 282 243
1688

8. SO cong bod du diéu kién san xuat doi voi thiét b1 y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X

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

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung




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

H¢ thong camera
ndi soi y t&

Medical Endoscopic
Camera system

wMerak 40u;
wMerak 40p;
wMerak 40a;
wMerak 40g;
wMerak 40s;
wMerak 40e;
wMerak 40c;
wMerak 40b;
wDubhe V20A;
wDubhe V20B;
wDubhe V20C;
wDubhe V20D;
wDubhe V20E;
wDubhe V20F;
wDubhe V40A;
wDubhe V40B;
wDubhe V40C;
wDubhe V40D;
wDubhe V40E;
wDubhe V40F

Weyo Surgical
Technology
Ltd.

Room 313,
Building 3, No.
56 Lingzhi
Road, Xuanwu
District, Nanjing
City

CHINA

Nguén sang lanh

Medical LED Cold Light
Source

wMizar 10c¢;
wMizar 10a;
wMizar 10p;
wMizar 10u;
wMizar V10A;
wMizar V10B;
wMizar V10C,;
wMizar V10D;
wMizar V10E;

Weyo Surgical
Technology
Ltd.

Room 313,
Building 3, No.
56 Lingzhi
Road, Xuanwu
District, Nanjing
City

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

wMizar V10F




