BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220002458/ PCBB-BYT
Ngay cong bo: 07/06/2022

1. Tén co s¢ cong bd: VAN PHONG DAI DIEN SMITH & NEPHEW ASIA
PACIFIC PTE. LIMITED TAI THANH PHO IHO CHI MINH N

2. bia chi: Phong 02, tang 18, tda nha TNR, s6 180-192 duong Nguyén Cong
Trt, Phuong Nguyén Thai Binh, Quan 1, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 12-22/SNNVN-CBB Ngay: 07/06/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y t&: Kinh noi soi khép / Kinh ndi soi tai mili hong

Tén thuong mai:

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

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich st dung: Kinh ndi soi khép/ Kinh ndi soi Tai Miii Hong (ENT) cua
Smith & Nephew dugc chi dinh sir dung d€ cung cap anh sang va hinh anh
trong:

. Cac quy trinh chuan doan va ndi soi khép

. Kham nd1i soi va di€u tri cac khoang miii va hau miii

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan Nha san xuat
5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chat (néu c6):

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

Tén chu s& hiru: Smith & Nephew Inc., Endoscopy division

Dia chi chu sé hiru: 150 Minuteman Road, Andover, Massachusetts, 01810-
1031, USA



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

Tén co so: Cong ty c¢d phan Viét-Sing Medical

Pia chi: S6 nha 9 ngé 7, duong Lé Btrc Tho, Phuong My Dinh 2, Quan Nam
Tur Li€m, Thanh pho Ha Noi

Dién thoai cb dinh: (84 24)355 63 418 bi¢n thoai di dong:

8. S6 cong bd du diéu kién san xuat ddi v6i trang thiét bi y té san xuat trong
nudc:
9. Thanh phéan ho so:

1 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
2 | Gidy ty quyén cta chu so hitu trang thiét bi y té X
3 | Gidy x4c nhan du diéu kién bao hanh X
4 | Tai liéu mo ta tom tat k§ thuat trang thiét b y té bang tiéng Viét X
5 | Ban tiéu chuan ma chu s& hitu trang thiét bi y té cong b ap dung X
6 | Gidy chimg nhan luu hanh ty do dbi véi trang thiét bi y té nhap khau X




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

QUY CACH ) o ) . L )
DPONG GOI TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT
(Néu c6)

NUGC
SAN XUAT

MA SAN PHAM

STT TEN TRANG THIET BI Y TE CHUNG LOAI Ay
: . (Néu cd)

7208132; 7208133;
7210694; 72202088,;
7205681; 7205682;
72201597; 72201598,;
Arthroscope 72202958; 3948; 4139Z7;
4144; 4184; 7210910;
72200733; 72202963;
72202964; 72201816

Smith & Nephew Inc., 130 Forbes Boulevard, Mansfield,
Endoscopy division Massachusetts, 02048-1145, USA

Ong kinh ni soi UNITED STATES

7208132; 7208133;
7210694; 72202088;
7205681; 7205682;
72201597; 72201598,;
Arthroscope 72202958; 3948; 4139Z; Henke-Sass Wolf, GmbH
4144; 4184; 7210910;
72200733; 72202963;
72202964; 72201816

Keltenstrasse 1, Tuttlingen, Baden-
Wurttemberg, Germany 78532

Ong kinh ni soi GERMANY




