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: 260001847/PCBB-HCM
Ngay cong bo: 17/06/2026

1. Tén co sé cong bd: VAN PHONG DAI’DIE‘N MERIT MEDICAL ASIA
COMPANY LIMITED TAI THANH PHO HO CHI MINH ,
2. bia chi: Phong 623-1, tang 6, Mé Linh Point Tower, S0 2, Ngb Puc Ké,

Phuong Sai Gon, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: Merit/0609/2026 Ngay: 11/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: B6 bom bong nong mach mau

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: BasixTOUCH Inflation Device

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich su dung: Bo bom bong nong mach mau dugc sir dung dé bom phéng
hoac lém xep bong nong mach mau hodc cac thiét bi can thi€p khac, dong thoi
do 4p suat bén trong bong.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. D6i vai thiét bi y té chira chat ma tiy, tién chat (néu c6):

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

Tén chu s¢ hiru: Merit Medical Systems, Inc.

bia chi chu sé hiru: 1600 West Merit Parkway South Jordan, UT 84095,
UNITED STATES

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:
9. Thanh phan ho 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 liéu k¥ thuat mo ta chtrc nang, thong sb k¥ 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

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

< = Z Quy cach n . . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
: : (Néu co) (Néu c6) san xuat xuat xuat

Avenida Sor Juana Ines
Merit de la Cruz 19970
Magquiladora Interior B, Edificio 2,
Mexico, S. DE | Parque Industrial

R.L. DE C.V. |Frontera Tijuana, Baja
California 22630

B6 bom bong nong | BasixTOUCH Inflation IN8130; IN8152; IN8302;
1 |mach mau Device IN8352; IN8353; IN8403;
IN8802; IN8852; IN8952

MEXICO




