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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: 260000500/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: 2602-2/BD-APM Ngay: 24/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Cam bién do bdo hoa oxy mé

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 géi: Thung 20 chiée

Muc dich str dung: Khi duoc sir dung cing v6i nén tang theo doi nang cao
HemoSphere két hgp vd1 mo-dun cong nghé HemoSphere, thjét bi c6 muc
dich theo doi1 d§ bao hoa oxy hemoglobin theo vung (tuyét d6i) cua mau tai vi
tri bén dudi cam bién.

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. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

ForeSight Jr Small Sensor

China (Sichuan)
Pilot Free Trade
Zone, 368
Waulian First

Cam bién do bdo | (Chiing loai trén nhan: Measurement | Road, Huangjia
1 [hoa oxy mé cd nho | ForeSight Jr Sensor, FSESS Thung 20 chiéc | Specialties Street, CHINA
Small Sensor) (Chengdu) Ltd. | Shuangliu
District,
Chengdu city,
Sichuan
Province
China (Sichuan)
Pilot Free Trade
Zone, 368
ForeSight Jr Medium Waulian First
Cam bién do bdo [ Sensor (Chung loai trén Measurement | Road, Huangjia
2 | hoa oxy mo ¢d vua | nhan: ForeSight Jr Sensor, |FSESM Thung 20 chiéc | Specialties Street, CHINA
Medium Sensor) (Chengdu) Ltd. | Shuangliu
District,
Chengdu city,
Sichuan
Province
China (Sichuan)
ForeSight Large Sensor Pilot Free Trade
Cam bién do bdo | (Chung loai trén nhén: Measurement | Zone, 368
3 [hoa oxy mo cd 16n | ForeSight Sensor, FSESL Thung 20 chiéc | Specialties Waulian First CHINA
Large Sensor) (Chengdu) Ltd. | Road, Huangjia

Street,




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Shuangliu
District,
Chengdu city,
Sichuan
Province




