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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: 260001267/PCBB-HCM
Ngay cong bo: 04/05/2026

1. Tén co s¢ cong bé: CONG TY TNHH THIET BI & VAT TU'Y TE HOA
NANG

2. Pia chi: 213/94 Khudng Viét, Phudng Tan Phii, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 07/2026/VBCB-HN Ngay: 28/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ong ndi khi quan

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 dong goi: Cai/bao

Muc dich s dung: Dung dét ndi khi quan dé bao vé duong thd thong thoang,
ho trg hodc kiém soat ho hap, bao vé phoi

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

5. D6i 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 so hiru: Bonree Medical Co., Ltd

bia chi chu sé hitu: 1st Floor of Building No.2 Building No.4, Longzhu
Village Economic Estate Longzhu Avenue Nanlang 528451 Zhongshan,
Guangdong, China, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp 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

Ong noi khi quan
cO bong

Standard Endotracheal tube

Cufted

Cai/bao

Bonree Medical
Co., Ltd

Ist Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate
Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

CHINA

Ong noi khi quan
khong bong

Standard Endotracheal tube

Uncuffed

Cai/bao

Bonree Medical
Co., Ltd

1st Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate
Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

CHINA

Ong noi khi quan
cong miéng co
bong

Endotracheal Tube Oral
Preformed

Cufted

Cai/bao

Bonree Medical
Co., Ltd

Ist Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate
Longzhu

CHINA




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

Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

Ong noi khi quan
cong miéng khong
boéng

Endotracheal Tube Oral
Preformed

Uncuffed

Cai/bao

Bonree Medical
Co., Ltd

1st Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate
Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

CHINA

Ong noi khi quan
cong miii c6 bong

Endotracheal Tube
Preformed Nasal

Cufted

Cai/bao

Bonree Medical
Co., Ltd

Ist Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate
Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

CHINA

Ong noi khi quan
cong miui khong
bong

Endotracheal Tube
Preformed Nasal

Cuffed

Cai/bao

Bonree Medical
Co., Ltd

Ist Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate

CHINA




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

Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

Ong ndi khi quan
16 xo0 c6 bong

Reinforced Endotracheal

Tube

Cuffed

Cai/bao

Bonree Medical
Co., Ltd

Ist Floor of
Building No.2
Building No .4,
Longzhu Village
Economic Estate
Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

CHINA

Ong ndi khi quan
16 xo khong bong

Reinforced Endotracheal

Tube

Uncuffed

Cai/bao

Bonree Medical
Co., Ltd

Ist Floor of
Building No.2
Building No.4,
Longzhu Village
Economic Estate
Longzhu
Avenue Nanlang
528451
Zhongshan,
Guangdong,
China

CHINA




