SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001312/PCBA-HCM
Ngay cong bod: 17/07/2026

1. Tén co so cong bd: VAN PHONG DAI D{EN SMITH & NEPHEW ASIA
PACIFIC PTE. LIMITED TAI THANH PHO HO CHI MINH

2. bia chi: Phong 02, tang 18, s6 180-192 duong Nguyén Cong Tra, Phuong
Bén Thanh, Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 43-2026/SN-CBA Ngay: 13/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: B dau chuyén ong kinh

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 céch dong goi:

Muc dich su dung: Bo ndi duoc thiét ké dé st dung nhu mot phy kién video
gan v&i dau camera, cho phép quan sat hinh anh ndi soi trong cac phau thuat.
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét

5. Doi 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¢ htru: Smith & Nephew Inc., Endoscopy Division

bia chi chu sé hiru: 150 Minuteman Road, Andover, Massachusetts, 01810,
UNITED STATES

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



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

Dia chi: P219, tAng 2B-03, tda nha HTT, 197 Tran Pht, Phuong Ha Péng,
Thanh pho Ha Noi

Pién thoai ¢b dinh: (84 24)355 63 418 bién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu c6) X




BANG KE CHI TIET TRANG THIET BI Y TE

5 5 R i 5 R 5 . , TEN CO SO CHU SO HU'U/ 3 R o R
TEN TRANG THIET = x 5 MA SAN TEN CO SO SAN XUAT/ HANG, NUOGC A o " ] py: Sy TEN CO SO BAO PIA CHI CO SO BAO
STT BIY TE CHUNG LOAI SAN PHAM e S AT PIA CHI CO SO SAN XUAT HANG, NII:II gﬁ CHU SO T EARE
P219, ting 2B-03, toa nha
N P . COUPLER 19.5 mm 5:4 2201 North Maple Ave., Broken Arrow, OK Smith & Nephew, Inc., Cong ty ¢6 phin HTT, 197 Tran Phu, Phuong
! Bau chuyén ong kinh AUTOCLAVABLE HD 72200315 ACCESS OPTICS, USA 74012, USA Endoscopy Division, USA Viét-Sing Medical Ha Dong,
Thanh phd Ha N¢i
P219, ting 2B-03, toa nha
X P , CAMERA COUPLER 16: 9 HD 2201 North Maple Ave., Broken Arrow, OK Smith & Nephew, Inc., Cong ty ¢ phin HTT, 197 Tran Phu, Phuong
2 Dau chuyén ong kinh REF 72200422 ACCESS OPTICS, USA 74012, USA Endoscopy Division, USA Viét-Sing Medical Ha Déng,
Thanh phé Ha Néi
v P219, tAng 2B-03, tda nha
3 Déu chuyén éng kinh COUPLER UROLOGY HD 72201699 ACCESS OPTICS, USA 2201 North Maple Ave., Broken Arrow, OK Smith & Nephew, Inc., Cong ty c6 phan HTT, 197}:11":36]’11]?, Phuong

74012, USA

Endoscopy Division, USA

Viét-Sing Medical

Thanh phé Ha Néi




