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Ho Chi Minh, ngay 04 thang 04 niam 2023

VAN BAN CONG KHAI
Noi dung va hinh thire du kién quang cdo trang thiét bi y té

Kinh giri: B Y té

1. Tén co s& cong khai: CONG TY TNHH QUALTECH CONSULTING

M s6 thué: 0314817096

Dja chi: 11Bis Phan Ngir, Phuong Pa Kao, Quan 1, Thanh phé H6 Chi Minh

Dién thoai: 02862592468 Fax:

Emai : vivian@qualtechs.com Website:

2. Nguoi dai dién hop phép cua co so:

Ho va tén: Chang, Yin-Pen

S6 CMND/ Pinh danh/ Ho chiéu: 307386254 ngay cap: 20/05/2013 noi cip: Pai Loan

Pién thoai ¢6 dinh: 0792807115 Dién thoai di dong: 0767325527

3. Thong tin vé trang thiét bi y té dy kién quang cdo:

- Tén trang thiét bi y té&: Ung dung dién tam do

- Chung loai: Garmin ECG App

- M san pham (néu c6):

- Hang san xuat: Garmin Corporation

- Nudc san xuat: TAIWAN, PROVINCE OF CHINA

- S6 Iuu hanh: Khong ap dung

- Tinh ning, tac dung: Ung dung Garmin ECG chi la phan mém, tng dung y hoc trén dién thoai c6
muc dicl} su dung cung Vgﬁri dong ho thong minh Garmin tuong thich dé tao, ghi lai, luu trir, truyén
t?li va hién thi dién tdm d6 mdt kénh twong tu nhu Lead I ECG. o i
Ung dung ECG nay xac dinh rung nhi (AFib) hay nhip xoang (SR) trén bi€u d6 duong song c6 thé
phan loai. Khong nén sir dung tmg dung ECG d¢€ xac dinh bénh r61 loan nhip tim khac.

Ung dung ECG chi ¢6 muc dich sir dung tryuc tiép (OTC). Dt liéu ECG hién thi trén tng dung chi
c6 muc dich tham khao. Nguoi dung khong dugc dién giai hay dua ra quyét dinh lam sang dwa
trén két qua cua thiét bi nay ma khong c6 tu van tir chuyén gia y t€ dat chimg nhén. Biéu d6 ECG
nay co tac dung giip phén loai nhip tim nham muyc dich phan biét gitra AFib va SR thong thuong,
thict bi nay khong nham muc dich thay thé phuong phap chan doan va di€u tri truyén thong.

Ung dung ECG khong dugc thiét ké dé st dung cho ngudi dudi 22 tudi.

- Tén, dia chi ctia cha s& hitu sb luu hanh trang thiét bi y té:

- Canh bao lién quan dén strc khoe nguoi str dung, diéu kién bao quan (néu co):

Chung t6i cong khai ndi dung va hinh thirc du kién quang co ddi véi trang thiét bi y té nhu sau:
Noi dung du kién quang cdo:

Hinh thirc quang cao: Quang c4o bang poster Phuong tién quang céo: T roi, apphich, poster, san
pham in ké gia trung bay; bao dién tir, Internet Quang cao trén website Quang co bang bang ron



Quang c4o bang man hinh dién tir Quang cdo trén béo chi; Quang cao bing bién, bang, pano
Quang céo trong hoi thdo, hoi nghi, dao tao, trung bay, trién lam, va hdi cho.

Hinh thte du kién quang céo:

Bao noi bao hinh, Khong phai bdo noéi bao hinh, Hji thao

Co s& cam két:

Noi dung thong tin cong khai 1a chinh xac, hop phap va theo ding quy dinh. Néu c6 su gia mao,
khong dung su that co s& xin chiu hoan toan trach nhiém va sé bi xtr 1y theo quy dinh ctia phap
luat.

Nguwoi dai dién hgp phap cia co s&
CONG TY  oltovsimme "
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