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So:
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Poc 1ap - Tw do - Hanh phic

CONG HOA XA HOI CHU NGHIA VIET NAM

Ha No¢i, ngay 24 thdng 08 nam 2018

BAN PHAN LOAI TRANG THIET BI Y TE

Kinh giti: Vu Trang thiét bi va Cong trinh Y té - Bj Y té

Can cir Nghi dinh so 36/2016/ND-CP ngay 15 thang 5 nim 2016 ciia Chinh phii vé Quan

Iy trang thiét bj

y1é;

Can cir Thong tu s0 39/2016/TT-BYT ngay 28 thang 10 nam 2016 ciua By Y 16 vé Quy
dinh chi tiét viéc phan logi trang thiét bj y 1é;

Can cir Théng tw s6 42/2016/TT-BYT ngay 15 ‘thang 11 nam 2016 cua B$ Y 1é vé Quy
dinh viéc thira nhén két qua phan loai trang thiét bi y té;

Nguyén tic dugc st dung dé phan loai: Quy tic phan loai déi véi trang thiét bj y t& khong
phai trang thiét bi y té chin doan In Vitro:

Quy tiic 6: Phan loai trang thiét bi y té xam nhép qua phau thuit sir dung tam thoi

Tit ca céc trang thiét bi y té xdm nhap qua phiu thuat st dung tam thoi thudc loai B
(khong thude cac truong hop quy dinh tai khoan 1, 2, 3, 4, 5, 6 Quy tic 6)
Chung t6i phan loai trang thiét bi y t& nhu sau:

TT | Tén trang thiét Chiing loai M3 san phim Hang, nuéc sin | Hing, nwée Loai trang
biy té xuit chii s& hiru | thiét bi y té
Dau kim cho but | Omnican® fine | 929G12S-AP | B. Braun B. Braun Loai B
ticm Medical Melsungen
931G08S-AP Industries Sdn. | AG,
Bhd., Malaysia | Germany
931G06S-AP
931G04S-AP
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