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S6: VN/2022/05/57

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

Tp Ho Chi Minh, ngay 20 thang 05 nam 2022

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé quan ly trang thiét bj

y t&;

Cén ¢t Thong tw 39/2016/TT-BYT ngay 28 thang 10 nam 2016 cia B Y t€ vé quy dinh chi tiét viéc phan
loai trang thiét bi y te.

Chung t6i phan loai trang thiét bi y t& nhu sau:

Tén . . ~ ~ < . 2z | Mirc dd
trang Chul~1g }oal/ H'a ne, H,ang, . | Muc dich sir dung theo chi dinh ctia Cal} o d.e rii ro
TT| .z, 7.| masin | nuwdc san |nwoce chu oy phan loai
thiét bi Z A oy~ chu sé¢ hiru LA duwgc
J pham xuat s0 hiru murc d§ ruiro| . . .
y te phan loai
Phdi nhén tao Affinity NT voi bé mit
Balance biosurface dugc dung trong
Affinity NT mach truyén ngoai co thé dé cp oxy
Oxygenator va loai bo carbon dioxide khoi mau va
with dé 1am mat hodc lam Am mau trong Phu luc I,
. Balance | Medtronic quy trinh tim phdi nhan tao (CPB) phan IIA,
Phoi | Biosurface | Perfusion |Medtronic|théng thuong co thoi gian tdi da 6 gio. QT3,
1 |lnhan tao with Systems, | Inc., My |Bé chira tinh mach/phéau truong Thong tu C
Cardiotomy My Affinity NT (CVR) duoc dung trong | 39/2016/TT-
Venous mach truyén ngoai co thé dé thu thap BYT
Reservoir/ mau tinh mach va mau dugc hut tir
541B phiu truong trong quy trinh tim phdi

nhan tao thong thudng c6 thoi gian toi
da 6 gio.

Nguwoi dai dién hgp phap cia co sé thue hién

phéan loai

(Ky tén, ghi ho tén dc?y du, chirc danh)
Xdc nhdn bang dau hodc chit ky
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