VAN PHONG DAI DIEN ABBOTT  CONG HOA XA HOI CHU NGHIA VIET NAM
LABORATORIES GMBH TAI

THANH PHO HA NOI
S6: QC/34/0723/CRDx Ha Ngi, ngay 31 thang 07 niim 2023

Poc 1ap - Tw do - Hanh phic

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: VAN PHONG PAI DIEN ABBOTT LABORATORIES GMBH TAI
THANH PHO HA NOI

M s6 thué: 0103030983

Dia chi: Tﬁng 7, tﬁng 8, thép A, Toa nha Handi Resco, s 521 Kim M3, Phuong Ngoc Khanh,
Quan Ba Dinh, Thanh ph6 Ha Noi

Dién thoai: 02437337486 Fax:

Emai : vietnamregulatory(@abbott.com Website:

2. Nguoi dai dién hop phép cua co so:

Ho va tén: Cruz Bella Rose Navarro

S6 CMND/ Pinh danh/ Ho chiéu: P5954425A ngay cap: 08/02/2018 noi cip: Pai st quan
Philippines tai Singapore

Dién thoai cb dinh: 02437337486 Dién thoai di dong: 02437337486 ext: 6133

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

- Tén trang thiét bi y té&: Thudc thir xét nghiém dinh lugng alanine aminotransferase

- Chung loai: Alanine Aminotransferase2

- M san pham (néu c6):

- Hang san xuat: Abbott Ireland Diagnostics Division

- Nuée san xuat: IRELAND

- 86 luu hanh: 220001770/PCBB-HN

- Tinh nang, tic dung: Xét nghiérp Alanine Amir,lotransferasez duoc su dupg dé dinh lugng
alanine aminotransferase trong huy€t thanh va huyét twong nguoi trén h¢ thong Alinity c. Xet
nghiém Alanine Aminotransferase2 dugc sir dung dé€ ho trg chan doan va di€u tri mot s6 bénh gan
(nhu viém gan do virus va xo gan). ) o . )

- Tén, dia chi cta chu s¢ hiru so luu ha‘mh trang thi‘ét biy te: VAN PHONG DAI DIEN ABBOTT
LABORATORIES GMBH TAI THANH PHO HA NOI, Tang 7, tang 8, thap A, Toa nha Handi
Resco, s06 521 Kim Ma, Phuong Ngoc Khanh, Quan Ba Dinh, Thanh phé Ha N1

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

Chung t6i cong khai ndi dung va hinh thtrc du kién quang cao dbi véi trang thiét bi y t& nhu sau:
Noi dung du kién quang cao:

Nhu file dinh kém

Hinh thtce du kién quang céo:

Khoéng phai bdo no6i bao hinh



Co s& cam két:

1. N6i dung thong tin cong khai 1 chinh xac, hop phap va theo diing quy dinh. Néu c6 su gia mao,
khong ding sy that co s¢ xin chiu hoan toan trach nhiém va s€ bi xtr ly theo quy dinh cua phap
luat.

2. Bao dam ndi dung quang cao phu hop voi ban noi dung du kién quang cao da _cong khai va ho
s0' cOng bd tiéu chuan ap dung d6i v6i trang thiét bi y té thudc loai A, B hodc hd so dang ky luu
hanh ddi véi trang thiét bi y té thudc loai C, D.

Ngwoi dai dién hop phap ciaa co s&
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