CONG TY CO PHANY TEDUC  CONG HOA XA HOI CHU NGHIA VIET NAM

) MINH Poc lap - Tu do - Hanh phac
So: 230509/CBQC-BM

Ha Noi, ngay 30 thang 05 nam 2023

VAN BAN CONG KHAI
N§i dung va hinh thire dy kién quang cao trang thiét bj y té

Kinh giri: B Y té

1. Tén co s cong khai: CONG TY CO PHAN Y TE BUC MINH
Ma s6 thué: 0101150040

Dia chi: Sé 51, ngd 205, ngach 323/83, duong Xuan Dinh, Phuong Xuan Dinh, Quan Bac Ti
Liém, Thanh pho Ha Noi

Dién thoai: 02462589929 Fax: 02462589939
Emai : ra-dia@amv.vn Website:

2. Nguoi dai dién hop phéap cua co so:

Ho va tén: Nguyén Binh Minh

S& CMND/ Dinh danh/ Ho chiéu: 010071000087 ngay cép: 05/08/2019 noi cdp: Cuc canh sat
quan ly hanh chinh vé trat tu xa hoi

Dién thoai ¢ dinh: 02462589929 Dién thoai di dong: 0988778244

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

- Tén trang thiét bi y té&: Alere™ NMP22® BladderChek® Test

- Chung loai: Theo phuy luc

- Ma san phém (néu c6): Theo phu luc

- Hang san xuét: Theo phu lyc

- Nude san xuat: Theo phu luc

- $6 luu hanh: SPCH-TTB-359-17

- Tinh nang, tac dung: Alere™ NMP22® BladderChek® Test la thu nghiém mién dich in vitro
duoc dung dé phat hién dinh tinh protein by may nguyén phan nhan (NuMA). la thanh p]‘ldn chu
yéu cua hé thong protein céu tric nhan, trong mau nudce ticu cua nhimg ngudi ¢d céc yéu t nguy
co hodc cac tridu chimg ung thu bang quang hodc ¢ tién sir ung thu bang quang. X¢ét nghi¢m nay

dugc chi dinh cho mue dich chuyén mén ciing v6i cdc quy trinh chan doan khéc trong hd tro chin
doan va theo ddi cac bénh nhan bi ung thu bang quang.

- Tén, dia chi ctia chu s& hitu s6 luu hanh trang thiét bi y té: CONG TY CO PHAN Y TE bUC
MINH. S6 51. ngd 205, ngach 323/83, duong Xudn Dinh, Phuong Xuan Dinh. Quén Bac Tir
LLiém. Thanh pho Ha Noi

- Canh bao lién quan dén ste khoe ngudi s dung, diéu kién bao quan (néu co):

Chang toi cong khai ndi dung va hinh thirc du kién quang céo dbi voi trang thiét bi y té nhu sau:
Noi dung du kién quang céo:

Nhur file dinh kém

Hinh thirc dyu kién quang céo:

Khong phai bao néi bao hinh




Co s cam két:

|. Noi dung thong tin cong khai la chinh xéc, hop phap va theo dung quy dinh. Néu ¢6 su gia mao,
khong ding su that co s¢ xin chiu hoan toan trach nhiém va sé bi xu ly theo quy dinh cua phap
luat.

2. Bao dam noi dung quang cao phi hop vai ban ndi dung dur kién quang cdo da cong khai va hd
so cong bd tiéu chuan ap dung d6i voi trang thiét bi y té thude loai A, B hodc hé so dang ky luu
hanh doi vai trang thiét bi y € thude loai C, D.
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Alere™ NMP22® BladderChek @ Test

Alere™ NMP22® BladderChek® Test

Hap 10 test

Alere Scarborough. Inc

10 Southgate Road. Scarborough.
Maine 04074

UNITED STATES

Alere™ NMP22& BladderChek® Test

Alere™ NMP22® BladderChek® Test

Hap 24 test

Alere Scarborough, Inc.

10 Southgate Road. Scarborough.
Maine 04074

UNITED STATES
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