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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: 260000565/PCBB-HCM
Ngay cong bo: 05/03/2026

1. Tén co s¢ cong bé: CONG TY TNHH TRANG THIET Bl Y TE TRUNG
HIEU

2. bia chi: Tang 14, toa nha HM TOWN, 412 Nguyén Thi Minh Khai, Phuong
Ban Co&, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 09/2025/INTRODUCER Ngay: 02/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu mé duong

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: San pham dugc dung d€ nong rong vet rach trong thu thuat
can thi¢p qua da, nham ho trg dua ong thong vao mach mau

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, CE

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: BrosMed Medical Co., Ltd

bia chi chu s hiru: 15th Building; SMES Venture Park; SongShan Lake Hi-
Tech Industrial Development Zone; Dongguan; Guangdong; 523808, CHINA

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn 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




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

B6 dung cu mo
duong

Introducer Sheath Sets

BM-RA0407;
BM-RA0411;
BM-RA0416;
BM-RA0507;
BM-RA0511;
BM-RA0516;
BM-RA0607;
BM-RA0611;
BM-RA0616;
BM-RA0707;
BM-RAO0711;
BM-RA0716;
BM-RA0407B;
BM-RA0411B;
BM-RA0507B;
BM-RAO0511B;
BM-RA0607B;
BM-RA0611B;
BM-RA0707B;
BM-RA0711B;
BM-FA0409;
BM-FA0419;
BM-FA0511;
BM-FA0523;
BM-FA0611;
BM-FA0623;
BM-FA0711;
BM-FA0723;
BM-FA0811;

BrosMed
Medical Co.,
Ltd

15th Building,
SMEs Venture
Park, SongShan
Lake Hi-Tech
Industrial
Development
Zone,
Dongguan,
Guangdong,
523808

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

BM-FA0823;

BM-FA0911;

BM-FA0923;

BM-FA0419B;
BM-FA0511B;
BM-FA0523B;
BM-FA0611B;
BM-FA0623B;
BM-FA0711B;
BM-FA0723B;
BM-FA0811B;
BM-FA0823B;
BM-FA0911B;
BM-FA0923B;
BM-FA0409A;
BM-FA0419A;
BM-FA0511A;
BM-FA0523A;
BM-FA0611A;
BM-FA0623A;
BM-FAQ711A;
BM-FA0723A;
BM-FA0811A;
BM-FA0823A;
BM-FA0911A;
BM-FA0923A;
BM-FA0419D;
BM-FA0511D;
BM-FA0523D;
BM-FA0611D;
BM-FA0623D;
BM-FA0711D;
BM-FA0723D;




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ?13125 f((’)))l san xut san xult Nudc san xuat
BM-FAO0811D;
BM-FA0823D;
BM-FA0911D;

BM-FA0923D




