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THONG TIN

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

S6 cong bd: 260000498/ PCBB-HCM
Ngay cong bo: 27/02/2026

1. Tén co s& cong bd: VAN PHONE} DAI DIEN BECTON DICKINSON
ASIA LIMITED TAI THANH PHO HO CHI MINH ,

2. bia chi: Phong 1106-07, tang 11, Toa nha Mé Linh Point, s6 2, duong Ngb
Puc Ké, Phuong Sai Gon, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 2602-3/BD-APM Ngay: 24/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bing quan ngon tay do huyét ap theo ddi huyét dong hoc
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 cach déng goi: Hop 5 chiée

Muc dich str dung: Muc dich str dung vcﬁa thiét bi 1a do huyé:t ap k,h()ng Xam
lan va st dung cac dir ]iéu thu duoc dé xac dinh cac thépg s0 huyét dong hoc
khi dugc két n61 voi nén tang 1am sang EV1000 hodc nén tdng theo doi nang
cao HemoSphere.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: Theo tiéu chuan ciia Nha san xut
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: Becton, Dickinson and Company

bia chi chu s hiru: 17200 Laguna Canyon Rd, Irvine, CA 92618, UNITED
STATES



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

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




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')I}l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
CCT Critical
Care Parque
Bing quan ngon ClearSight Finger Cuff Technologies, | Industrial Itabo,

1 tay do huyét ap (Chung loai trén nhan: CSCS Hop 5 chide S.R.L. Also Km 18.5 CARR | DOMINICAN
theo doi huyeét ClearSight Finger Cuff i trading as Sanchez, 91000 | REPUBLIC
dong hoc Small) Edwards Haina, San

LifeSciences Cristoba
AG
CCT Critical
Care Parque
Bing quin ngén ClearSight Finger Cuff Technologies, | Industrial Itabo,

) tay do huyét ap (Chuing loai trén nhan: CSCM HoD 5 chie S.R.L. Also Km 18.5 CARR [ DOMINICAN
theo doi huyét ClearSight Finger Cuff P trading as Sanchez, 91000 [ REPUBLIC
dong hoc Medium) Edwards Haina, San

LifeSciences Cristobal
AG
CCT Ceritical
Care Parque
Bing quan ngén ClearSight Finger Cuff Technologies, | Industrial Itabo,

3 tay do huyét ap (Chung loai trén nhan: CSCL Hop 5 chiéc S.R.L. Also Km 18.5 CARR [ DOMINICAN
theo doi huyet ClearSight Finger Cuff i trading as Sanchez, 91000 | REPUBLIC
dong hoc Large) Edwards Haina, San

LifeSciences Cristobal

AG




