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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: 260001276/PCBB-HCM
Ngay cong bo: 04/05/2026

1. Tén co s& cong bé: CONG TY CO PHAN THUONG MAI VA DICH VU
IPS
2. bia chi: 76 Budng s6 2, Khu Dan Cu Him Lam, Phuong Tan Hung, Thanh

phd H6 Chi Minh

3. S6 vin ban cua co so: 04/2026/HSCB-IPS Ngay: 28/04/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Pau bom

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:

Muc dich SI:I dung: Déu bom dugc thiét ké dé su dung trong viéc dua cac chat
cam mau dén noi can st dung.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4ap dung: Nha san xuét

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 sé httu: TOP MEDICAL COMPANY CO., LTD

bia chi chu sé hitru: 3rd Floor, 14 Bangulnae-ro 11 gil, Mapo-gu, Seoul,
KOREA, REPUBLIC OF

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

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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
TOP 3rd Floor, 14
DPau bom ndisoi | Applicator MEDICAL Bangulnae-ro 11 | KOREA,
I BT-410DWP, BT-210DWP COMPANY gil, Mapo-gu, |REPUBLIC OF
CO.,LTD Seoul
. BT-30SB, BT-25SS, TOP 3rd Floor, 14
) bau bom cong Applicator BT-25SB, BT-30SS, MEDICAL Bangulnae-ro 11 | KOREA,
BT-35SB, BT-35SB2, COMPANY gil, Mapo-gu, REPUBLIC OF
BT-35SB3, BT-35SBB CO.,LTD Seoul
Piu bom uén déo TOP 3rd Floor, 14
3 du(lylc “ Applicator TMC-M145 MEDICAL Bangulnae-ro 11 | KOREA,
i COMPANY gil, Mapo-gu, REPUBLIC OF
CO.,LTD Seoul




