CONG TY TNHH OMRON CONG HOA XA HOI CHU NGHIA VIET NAM
HEALTHCARE VIETNAM

) Poc 1ap - Tw do - Hanh phic
S6: 02/2026/OHVN-ADS-HEM-7383T1

Ho Chi Minh, ngay 05 thang 02 nam 2026

VAN BAN CONG KHAI

Noi dung va hinh thirc du kién quang cdo thiét bi y té

Kinh giri: Cuc Ha ting va Thiét biy té - B§ Y té

1. Tén co s& cong khai: CONG TY TNHH OMRON HEALTHCARE VIETNAM

M 56 thué: 0318581691

Dia} chj: Lau 5, Toa nha E.town Central, S6 11, Duong Doan Van Bo, Phuong Xém Chiéu, Thanh
pho HO6 Chi Minh

Dién thoai: +84 28 7303 7238 Fax:

Emai : ohsregulatory@omron.com Website:

2. Nguoi dai dién hop phép cua co so:

Ho va tén: CHEN YI-HSUAN

S6 can cude/HO chiéu: 361517971  ngay cap: 02/02/2023 noi cap: Bo Ngoai giao Trung Hoa
Dan Quoéc (bai Loan)

Dién thoai c¢b dinh: +84 28 7303 7238 Pién thoai di dong: 1800 646 958

3. Thong tin vé thiét bi y té du kién quang céo:

- Tén thiét bi y té: May do huyét ap tu dong

- Chung loai: Theo phu luc

- M3 san pham (néu c6): Theo phu lyc

- Hang san xudt: Theo phu luc

- Nudc san xuit: Theo phu luc

- S6 luu hanh: 250001528/PCBB-HCM

- Tinh ndng, tac dung: Thiét bi ndy la may theo ddi k¥ thuat so dung d¢ do huyét 4p va nhip tim
cua bénh nhan la nguoi 16n truong thanh. Thiét bi ¢6 thé phat hién nhip mach khong déu goi y
ching Rung nhi (AFib). Xin luu ¥ rang thit bi nay khong dung dé chan doan AFib. Thiét bi nay
dugc str dung bo1 nhiing ngudi khde manh, bénh nhan tang huyét ap, bénh nhan cé y thic vé stic
khoe, trong cac hd gia dinh no6i chung cho muc dich sau:

- Bo huyét 4p va nhip tim

- Dénh gia kha nang xdy ra AFib ) o

- Tén, dia chi cuia chu so hitru sé‘ luu hanh thiét bi y t&: CONG TY TNHH OMRON
HEALTHCARE YIETNAM, L,éu §, Toa nha E.town Central, S6 11, Puong Poan Van Bo,
Phuong X6m Chi€u, Thanh phdé H6 Chi Minh . )

- Canh bao lién quan dén stre khoe nguoi st dung, di€u kién bao quan (néu co): Nhu trong HDSD
dinh kém trong san phdm

Chung t6i cong khai ndi dung va hinh thirc du kién quang cao dbi voi thiét bi y té nhu sau:

Noi dung du kién quang cao:

Nhu tai liéu dinh kém



Hinh thtrc du kién quang céo:
Béo ndi bao hinh, Khong phai bdo ndi bao hinh, Hdi thao

Co s& cam két:

1. N6i dung thong tin cong khai 1a chinh xac, hop phap va theo diing quy dinh. Néu c6 su gia mao,
khong dung sy that co s& xin chiu hoan toan trdch nhiém va s€ bi xu 1y theo quy dinh cua phap
luat.

2. Bao dam néi dung quang cao phu hop voi ban ndi dung du kién quang céo da cong khai va hd

so cong bb tiéu chuan ap dung d6i v6i thiét bi y té thudc loai A, B hodc hd so dang ky luu hanh
ddi véi thiét bi y té thudc loai C, D.

Nguwoi dai dién hgp phap caa co sé
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PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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No. 28 VSIP II, Street 2, Vietnam-
Mav do huvét 4o tu do OMRON HEALTHCARE Singapore Industrial Park II, Binh
|y dohuyetap irdong HEM-7383T1 MANUFACTURING Duong Industry-Service-Urban | VIET NAM
VIETNAM CO., LTD. Complex, Hoa Phu Ward, Thu Dau

Mot City, Binh Duong Province
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