SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

_GIALAL Péc 1ap - Tw do - Hanh phic

THONG TIN

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

S6 cong bd: 260000016/PCBB-GL
Ngay cong bod: 31/05/2026

1. Tén co s¢ cong bd: CONG TY TNHH MOT THANH VIEN THIET Bl Y
TE DAI VIET ‘
2. bia chi: 205/11 Bach bBang, Phuong Quy Nhon, Tinh Gia Lai, Viét Nam,

Phuong Quy Nhon, Tinh Gia Lai

3. S6 vin ban cua co so: 06/2026 — TBYTPV Ngay: 31/05/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Day nbi bom thudc 4p luc cao cac c&

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: Bi/l cai

Muc dich str dung: Day ndi dai chiu ap luc cao dung mdt lan, st dung dé két
nodi va dan truyén chat long dudi ap luc cao gitra cac thiét bi trong thu thuat
can thi€p mach mau

Tén co s& san xuat: Theo phu luc

Dia chi co so san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016, CE

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: Sunny Medical Device (Shenzhen) Co., Ltd.

Dia chi chu s¢ hiru: 1/F and 401, Zhongtianxin Building B, Longgang District,
Shenzhen, Guangdong 518172, CHINA

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:

. Thanh phan hd so:
1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 té bang tiéng Viét, kém theo |
tai liu k¥ thuat mo ta chuc nang, thong so ky thuat cua thiét bi 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 t€ cong bo ap dung




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
SM-PL-04PC120MFP-MP
SM-PL-04PC120MF-MP 1/F and 401,
SM-PL-05P120MF-MP Zhongtianxin
Pressure Lines 250psi, SM-PL-12P120MF-MP Sunny Medical |Building B,
1 Day ndi bom thudc | 300psi, 350psi, 400psi, SM-PL-12P120RF-MP Bi/l céi Device Longgang CHINA
ap luc cao cac cd | 500psi, 600psi, 800psi, SM-PL-12B120RF-TP (Shenzhen) District,
1200 psi SM-PL-12B030RFP-TP Co., Ltd. Shenzhen,
SM-PL-12B060RFP-TP Guangdong
SM-PL-12B090RFP-TP 518172




