CONG HOA XA HQI CHU NGHIA VIET NAM

CONG TY TNHH ROCHE VIET NAM boc l4p - Tw do - Hanh phtc

S6: PL2126/210000017/PCBPL-BYT Hé Chi Minh, ngay 29 thang 11 nam 2021

BAN KET QUA PHAN LOAI TRANG THIETBI Y TE

Can ctr Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nim 2016 cua Chinh pha vé quan ly
trang thiét bi y té;

Can ct Nghj dinh s6 169/2018/ND-CP ngay 31 thang 12 nam 2018 cta Chinh phu sta doi bd
sung mét sé diéu cua Nghi dinh 36/2016/ND-CP ngay 15 thang 5 nim 2016 cta Chinh phu vé
quan ly trang thiét bi y té;

Cian ctr Phiéu tiép nhan ho so cong bo di diéu kién phan loai sé:
210000017/PCBPL-BYT do B Y té cap ngay 30/06/2021 ;

Cin ct giay chiing chi hanh nghé phan loai ciia ngudi thuc hién phan loai s6: 20000078/BYT-
CCHNPL ,ngay cap 29/06/2020;

Theo yéu cau cua: CONG TY TNHH ROCHE VIET NAM, c6 dia chi tai Tang 27, Toa nha
Pearl Plaza, 561 A Dién Bién Phu, Phuong 25, Quan Binh Thanh, TPHCM, Viét Nam, Chulng toi
phan loai trang thiét bi y t& nhu sau:

TT [Téntrang| Chung Héng, Héng, Muc dich sir dung Cin cir Mire do
thiét biy | loai/ma san | nwéc san |nwéc chi theo chi dinh dé phan| rai ro
té pham Xuat sé hiru cia chi sé hiru loai | dwoc
mikc d¢| phan
rai ro | loai

Xét nghiém mién dich in vitro
ding dé dinh luong troponin T tim
trong huyét thanh va huyét tuong
nguoi.

Xét nghiém nay duoc dung ho tro
chan doan phan biét hoi chimng
mach vanh cap nham xac dinh
Lo hoai tir co tim, vi du nhdi mau co
Thuoc thir tim cap. Xét nghiém ciing duoc )
xét nghiém chi dinh cho phan ting nguy co & |QuY tac
dinh luong [Elecsys Roche Roche nhing bénh nhan c6 bieu hign hoi | 3.8, gyt
Troponin [Troponin  |DiagnosticsDiagnostics Chung mach vanh cap vanguy co' | phan | | gaj

1 Ttimdo [T hs STAT/ (GMbH, GmbH, &r:norﬁrr\]l‘r\]&ng bénh nhén bi suy than loai C
nhay cao 08469814130 buc buc Xét nghiém nay ciing hitu ich cho [T T1BYT
cho két qua viéc chon lya ligu phap chuyén sau| VD
nhanh hon va thuc hién can thiép doi véi

nhitng bénh nhéan cé luong
troponin T tim tang cao.

Xét nghiém mién dich dién hoa
phét quang “ECLIA” (electrochem
iluminescence immunoassay
“ECLIA”) dugc dung cho cac may
xét nghiém mién dich Elecsys va
cobas e.
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Ly Tu Uyén

Trang thiét bi y t& chan
dodn in vitro

Péi ngoai va Quan Iy Chat lwong

Noi nhan:

-BO Y té;

-S&'Y té céc tinh, thanh phd;
- Hai quan ctra khéu;

- Luu: VT.
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