VAN PHONG PAI DIEN BECTON DICKINSON ASIA

LIMITED TAl THANH PHO HO CHI MINH

Sé: 220313-04.DSM/BPL

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phuc

TP. Ho Chi Minh, ngay 13 thang 03 nam 2022

BAN KET QUA PHAN LOAI TRANG THIETBI Y TE

Can ct Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nim 2021 ctia Chinh phu vé quan ly trang thiét bi y té;
Can ct Thong tu 39/2016/TT-BYT ngay 28 thang 10 nim 2016 cua Bo Y té vé quy dinh chi tiét viéc phan loai trang thiét bi y té.

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

TT Tén trang Chung loai/ ma Hang, nwéc Hang, nwéc | Muc dich sir dung theo chi dinh | Cin cir dé Mirc do
thiét biy té san pham san xuét chi sé hiru ciia chi sé hiru phan loai rii ro
mirc d§ rai | dwoc phan
ro loai
BD BACTEC™ MGIT™ 960
SIRE Kit la mét quy trinh dinh tinh
. . hanh dé xét nghiém tinh nhay cam ,
Thuoc thir xét Becton, nq anh d¢ xet ng : Iem 4 &y Fa . | Quy tac 3,
nghiém tinh Dickinson and Becton cua Mycobacterium tuberculosis ti Phan 11
nhga éém Vi BD BACTEC™ Compan Dickinson1and nudi cay véi streptomycin (STR), Phu Iuci
1 ,_y . . | MGIT™ 960 SIRE pany isoniazid (INH), rifampin (RIF) va . C
khang sinh caa . (BD), BD Company L Thong tu
. Kit/ 245123 . . g ethambutol (EMB). Céc kit xét
Mycobacterium Diagnostic (BD), My nghiem  tinh nhav  cim BD 39/2016/TT-
tuberculosis Systems, My gnie 2y BYT

BACTEC MGIT 960 duoc str dung
vé6i hé théng BD BACTEC MGIT
960 va BD BACTEC MGIT 320.

Nguwoi dai dién hep phap cia co sé thuc hién phéan loai
(Ky tén, ghi ho tén day di, chirc danh)

X&c nhan bang ddu hogc chiz ky
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