CONG TY TNHH SUC KHOE  CONG HOA XA HQI CHU NGHIA VIET NAM
VA MOI TRUONG VIET NAM Déc l1ap - Tw do - Hanh phic

Sé: 72/2022/SKMT-PL Ha Néi, ngay 08 thang 12 nim 2022

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Can ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 cua Chinh phu vé quan
1y trang thiét bi y té;

Can ctr Thong tu sé 05/2022/TT-BYT ngay 01 thang 8 nam 2022 cta BO truong Bo Y té
quy dinh chi tiét thi hanh mot s6 diéu cia Nghi dinh s6 98/2021/NB-CP ngay 08 thang 11 nim
2021 cua Chinh phu vé quan 1y trang thiét bi y té;

Chung t6i phan loai trang thiét bi y t& nhu sau: Xem Phu luc dinh kém.

Nguwoi dai dién hop phap cia co sé
thwe hién phan loai
Xdc nhdn bang chir ky sé

TNHH.
_ SUc kHOE

VA MOI TRUGNG

Nguyen Thi Minh Phuong
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PHU LUC PiNH KEM
(Kém theo Ban két qua phan loai trang thiét bi y té s6: 72/2022/SKMT-PL, ngay 08 thang 12 ndm 2022)

TT

Tén trang thiét
biy té

Chung loai/ ma san
phflm

Hang, nwoc san xuat

Hang, nude chu

s6 hiru

Muc dich sir dung theo chi dinh cua
chi sé hirtu

Cin ctr dé phan loai
mirc do rai ro

Mirc d9 rii
ro dugc
phan loai

Thudc thir xét
nghiém dinh
lwong HDL-

Cholesterol

Cholesterol HDL
Direct, Enzymatic/
F21100

Cholesterol HDL
Direct, Enzymatic/
F21115

Dialab Produktion
und Vertrieb von
chemisch-
technischen
Produkten und
Laborinstrumenten
Gesellschaft m.b.H.
(tén viét tat
DIALAB hoac
DIALAB GmbH),
Austria

Dialab Produktion
und Vertrieb von
chemisch-
technischen
Produkten und
Laborinstrumenten

Gesellschaft m.b.H.

(tén viét tat
DIALAB hoac
DIALAB GmbH),
Austria

Thudc thir chan doan dung cho xét
nghié€m in vitro, dé dinh luong HDL-
C (Lipoprotein cholesterol ty trong
cao) c6 trong huyét thanh hodc huyét
tuong ngudi did chéng dong bing
heparin trén cac h¢ thong do quang.

Céac nguyén tic phan
loai trang thiét bi y té;

Quy tic phan loai dbi
v6i trang thiét bj y té
chan doan in vitro -
Quy tic 6.
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