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MAU BAN KET QUA PHAN LOAI TRANG THIET BI Y TE
(Kém theo Nghi dinh s6 169/2018/ND-CP
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CONG TY CP THIET BI SISC VIET NAM  CONG HOA XA HQI CHU NGHIA VIET NAM
S6 48 ngd 245 phd Mai Dich, P. Mai Dich, Péc lap - Ty do - Hanh phl’lé
Q.Ciu Gidy, Ha Nbi

Tel: 024.39380045  Fax: 024.39380047

S6: OCD-003/170000033/PCBPL-BYT

Ha Néi, ngay 4 thang 08 niam 2019

BAN KET QUA PHAN LOAI TRANG THIET BI

Can cir Nghi dinh s6 36/2016/ND-CP ngay 15 thiang 5 nim 2016 cta Chinh phu vé quan ly
trang thiét bi y té;

Cian ct Nghi dinh s6 169/2018/ND-CP ngay 31 thang 12 nim 2018 ctia Chinh pht sira dbi bd
sung mot sb diéu ciia Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 ctia Chinh phu
vé quan ly trang thiét bi y té;

Can cir Phiéu tiép nhan hd so cong b du diéu kién phan loai s6 170000033/PCBPL-BYT d

Bo Y té cép ngay 05 thang 06 nim 2017;

Cin ctt Gidy ching chi hanh nghé phén loai ctia ngudi thuc hién phan loai s6 19000474,

Chiing t6i phan loai trang thiét bi y té nhu sau:

Q/ CONG TY_
%/ cd PHAI
[  THIET Bl

SISC
O\VIET NAN
- Ny ==
n Chiing . . Muc dich sir (,;an il Mww
Tén trang loai/ Hang, Hang, Ao de phan rui ro
sE 3 2 b 2 g . ung theo "
TT | - thietbiy i nwéc san nuéce cha . 3 loai dwge
té Sy S Xuét s6 hiru ol d u}h U3 e do phan
pham ol ok e rui ro loai
Sinh phdm | Ortho Ortho- Ortho- Dé phat hién | Quy tic 2 C
chan doan BioVue Clinical Clinical dinh tinh
in vitro- System IgG | Diagnostics, | Diagnostics, | khang thé
Thanh thtr | cassette Anh Anh trong huyét
phat hién (Code: tuong bénh
dinh tinh 707450) nhan hoic
1 | khang thé khang thé
trong huyét dang lién két
tuong hodc v6i hong cau
khang thé
dang lién
két voi hong
cau
Sinh phdm | Ortho Ortho- Ortho- Dé phat hién Quy tic 2 C
chan doan BioVue Clinical Clinical dinh tinh
in vitro — System IgG | Diagnostics, | Diagnostics, | khang thé
2 | Thanhthir | cassette Inc., My Anh trong huyét
phat hién (Code: tuong bénh
dinh tinh 707450) nhan hodc
khéng thé khang thé




Phuy luc V
MAU BAN KET QUA PHAN LOAI TRANG THIET BI Y TE
(Kém theo Nghi dinh s6 169/2018/ND-CP
ngay 31 thang 12 nam 2018 cua Chinh phu)

trong huyét dang lién k‘ét
tuong hodc v6i hong cau.
khéng thé
dang lién
ket vdi hong
cau
Nguwoi thwe hién phan loai }\f/ ' Nguwoi dai dién hgp phap cia co sé¢
Lé Ngoc Anh

Trang thiét bi y té khong Trang thiét bi y té
1 trang thiét bi y té chin  chén doan in vitro

PHO GIAM PAC
doan in vitro [] X J w«:md@ JM .%'aa/&
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