CONG TY TNHH MEGA

CONG HOA XA HQI CHU NGHIA VIET NAM

LIFESCIENCES (VIET NAM)

S6: 03/2022-MEGA

Poc 1ap - Tw do - Hanh phic

Ho Chi Minh, ngay 02 thang 08 nam 2022

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Can cr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 cia Chinh phu vé quan 1y

trang thiét bi y té; o
Cén ctr Thong tu 39/2016/TT-BYT ngay 28 thang 10 nam 2016 cia By Y té vé quy dinh chi

tiét viéc phan loai trang thiét bi y té.

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

chu sé¢ hiru

TT |Tén trang thiét| Ching | Hang, | Hang, [Muc dich sit| Cin cir dé | Mirc dd rii
biy te loai/ma [nwéc san|nuwéc chi| dung theo | phan loai ro duogc
san pham| xuat s¢ hitu |chi dinh cia|mirc do rui| phan loai

ro
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Cin ctr dé
phan loai
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ro

Murc d§ rui
ro dugc
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Tai dyng nudc
tiéu

Dover
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Luer-Lock
Sampling
400 ml

Covidien
/ Mexico

Cardinal
Health
200, LLC
/ Hoa Ky

T dung
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tiéu khi
duge ndi véi
dng thong
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Thiét bi do
thé tich nude
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thiét ké dé
gin vao tai
dan va dung
dé do luong
nude ticu.
Nhiing thiét
bi nay duoc
thiét ké dé
su dung
trong moi
truong 1am
sang cho
nhitng bénh
nhan st
dung ong
thong tiéu
Foley voi
cac tinh
trang y té
sau day, bao
gdém nhung
khong gioi
han voi: « Bi
tiéu cap tinh
hodc man
tinh * Téc
nghén ni¢u
dao * Di tiéu
khong tu
chu

Quy tic 4,
Muc A,
Phéan 11,
phu luc I
Thong tu
39/2016/TT
-BYT

TTBYT Loai
A




Nguwoi dai dién hgp phap cia co s&
thwe hién phan loai
(Ky tén, ghi ho tén ddy di, chirc danh)
Xdc nhdn bang dau hodc chit ky
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