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Ho Chi Minh, ngay 03 thang 02 niam 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 ROCHE VIET NAM
M s6 thué: 0310805269
Di‘a chi: Tang 27, Toa nha Pearl Plaza, 561 A Dién Bién Phu, Phuong Thanh My Tay, Thanh pho
H6 Chi Minh
Dién thoai: +84 28 3810 1888 Fax: +84 28 3810 1999
Emai : vietnam.regulatory affairs@roche.com  Website:
2. Nguoi dai dién hop phép cua co so:
Ho va tén: HE, PENGZHI
S6 can cudc/Ho chiéu: EK7098993  ngay cap: 27/06/2023 noi cap: Thugng Hai
Pién thoai c6 dinh: +84 28 3810 1888 Dién thoai di dong: +84 28 38101888
3. Thong tin vé thiét bi y té du kién quang céo:
- Tén thiét bi y té: Thudc thir xét nghiém dinh lwong néng do protein B- amyloid (1-42)
- Chung loai: Elecsys B-Amyloid (1-42) CSF II
- M4 san pham (néu c6): 08821941190
- Hang san xuat: Roche Diagnostics GmbH
- Nudc san xuat: GERMANY
- S6 luu hanh: 250000829/PCBB-HCM

- Tinh nang, tac dung: Elecsys f-Amyloid (1-42) CSF 1II 1a mot xét nghiém mién dich chan doan
in vitro ding dé dinh luong ndng do protein B-amyloid (1-42) trong dich ndo tiy ngudi (CSF). 1.
Xét nghiém Elecsys B-Amyloid (1-42) CSF II duogc sir dung ¢ nguoi 16n bi suy giam nhan thuc
dang dugc danh gia vé bénh Alzheimer (AD) va céc nguyén nhén gay suy giam nhén thirc khac.
Két qua trén ngudng phu hop véi két qua chup xa hinh cit 16p positron (PET) amyloid &m tinh.
Két qua chup PET p- amyloid am tinh cho thay khong c6 cho dén vai mang viém day than kinh va
khong kién dinh voi chan doan vé rdi loan than kinh cta bénh Alzheimer vao thoi diém thu duoc
két qua hinh anh; két qua chup am tinh giam kha ning bénh nhan bi suy giam nhan thirc do bénh
Alzheimer. 2. Xét nghiém Elecsys p-Amyloid (1-42) CSF II duoc dung dé két hop véi xét nghiém
Elecsys Phospho-Tau (181P) CSF hodc Elecsys Total-Tau CSF theo ty 1¢ & nguoi trudng thanh
mic ching suy giam nhan thirc dang dugc danh gia AD va cic nguyén nhan khac gy suy giam
nhén thirc trong khi két qua CSF duong tinh hodc am tinh pht hop véi két qua chup xa hinh cit
16p positron (PET) amyloid dwong tinh va am tinh. 3. Xét nghiém Elecsys f-Amyloid (1-42) CSF
II duoc dung don 1é hoic két hop véi xét nghiém Elecsys Phospho-Tau (181P) CSF hodc Elecsys
Total-Tau CSF theo ty 1¢ & nguoi truong thanh mac chimg suy giam nhan thie nhe (MCI), dé hd
trg xac dinh nhitng bénh nhan bi suy gidm nhén thirc c6 nguy co cao so vdi bénh nhan c¢6 nguy co
thap hon, dugc xac dinh bang sy thay doi chi s6 1am sang trong khoang thoi gian 2 nim. Gi6i han
st dung * Xét nghiém Elecsys f-Amyloid (1-42) CSF 1I sir dung dé hd tro cac dénh gia chan doan



1am sang khéc. = Két qua xét nghiém Elecsys p-Amyloid (1-42) CSF II dwong tinh va/hodc két qua
ty 1& Elecsys Phospho-Tau (181P) CSF hoic Elecsys Total-Tau CSF ddi v6i Elecsys B-Amyloid
(1-42) CSF 1I duong tinh khong dung dé chian doan AD hodc rdi loan nhan thic khac. = Tinh an
toan va hiéu qua ciia xét nghiém Elecsys B-Amyloid (1-42) CSF II khong dugc thiét 1ap dé theo
doi dap ung diéu tri. Xét nghiém mién dich dién hoa phat quang “ECLIA”
(electrochemiluminescence immunoassay “ECLIA”) duoc dung cho ciac mdy xét nghiém mién
dich cobas e.

- Tén, dia chi ctia chu s6 hitu s6 luu hanh thiét bi y t&: CONG TY TNHH ROCHE VIET NAM,
Tang 27, Toa nha Pearl Plaza, 561 A Di¢n Bién Phu, Phuong Thanh My Tay, Thanh pho H6 Chi
Minh

- 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 céo dbi voi thiét bi y té nhu sau:

Noi dung du kién quang cdo:

Xem tai li€u dinh kém

Hinh thte du kién quang céo:

B4o ndi bao hinh, Khong phai b4o ndi bao hinh, Hoi thao

Co s& cam két:

1. Noi dung thong tin cong khai 1a chinh x4c, hop phap va theo dung quy dinh. Néu c6 su gia mao,
khong dung su that co s& xin chiu hoan toan trach nhiém va s€ bi xtr Iy theo quy dinh cta phap
luat.

2. Bao dam ndi dung quang cao phu hop vé6i ban ndi dung du kién quang cdo da cong khai va hd
so cong bd tiéu chuan ap dung d6i véi thiét bi y té thudc loai A, B hodc hd so dang ky luu hanh
d6i véi thiét bi y té thudc loai C, D.

Nguwoi dai dién hgp phap cia co s&

FFaTig phong Dang ky, D6i ngoai
va Quan ly Chat lugng
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