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 cia thiét bj y té thudc loai B

S6 cong bd: 260001969/PCBB-HCM
Ngay cong bo: 25/06/2026

1. Tén co sé cong bé: CONG TY TNHH TRANG THIET BI Y TE HUNG
PHAT r r r b

2. bia chi: D7/9, Quoc 16 1A, Khu pho 4, Xa Tan Nhut, Thanh pho Ho Chi
Minh

3. S6 vin ban cuia co so: 02/2026/CV/HP-SYT Ngay: 22/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ampu bop bong

Tén thuong mai (néu cd): Ampu bop bong

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

Chung loai: PVC/SILICONE. Céc cd: Nguoi lon, tré em, tré
nho, so sinh

M3 san pham (néu co):

Quy céch dong goi: 1 Cai/ 1 tai hoac hdp

Muc dich str dung: San pham nay duoc sir dung dé cung cap thong khi phoi
cho nhirng bénh nhan bi khé tho dot ngot hodc suy ho hap trong cac tinh
hubng khong c6 du ngudn dién hoic trong trudng hop cip ciru khan cip.
Tén co so san xuat: Zhejiang Renon Medical Instrument Co.,Ltd

Dia chi co s& san xuat: No.777 East Huanzhan Road, Xizi Building b-614,
Hangzhou City, Zhejiang Province, China, CHINA

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

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: Zhejiang Renon Medical Instrument Co.,Ltd

Dia chi chu s¢ hitu: No.777 East Huanzhan Road, Xizi Building b-614,



Hangzhou City, Zhejiang Province, China, CHINA

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

8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 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 |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




