CONG TY TNHH DUGIC PHAM VA CONG

TRANG THIET BI Y TE HOANG
pUC

$6: PL230924-HD

ONG HOA XA HQI CHU NGHIA VIET NAM

Doc Iap - Ty do - Hanh phiic

H6 Chi Minh, ngay 23 thdang 09 ném 2024

BAN KET QUA PHAN LOAI TRANG THIET BIY TE

trang thiét bj v té;

Can ctt Thong tur 05/2022/TT-BYT n
dinh chi ti¢t thi hanh mét s6 diéu cia N

Cin ctt Nghj dinh sé 98/2021/ND-CP n

phti vé quan ly trang thiét bj y té;
Ching t6i phan loai trang thiét bj y t& nhu sau:

gay 08 thang 11 nam 2021 ctia Chinh phti vé& quéan ly

gdy 01 thang 8 nam 2022 ctia B trudng Bo Y té quy
ghi dinh 50 98/2021/ND-CP ngay 08/11/2021 ctia Chinh

TT |Tén trang thiét Ching | Hing, | Hing, |Muc dich sit| Ciin cit dé | Mirc do rii
biy te loai/ma |nwée sannwée chi dung theo | phin loai ro dwgc
san pham| xuat s6 hiru |chi dinh ciia

chil s& hitu

mirc dj rii
ro

phin loai




Tén trang thiét Ching | Hing, | Hang, |[Muc dich sit| Cin civ dé | Mitc dé rai
biy té logi/ma |nwée san|nwée chi| dung theo phan loai ro duge

san phdm| xuét s6 hitu |chi dinh cialmie d§ rii| phén loai

chi s hiru ro

Hé thong
theo déi
dudng huyét
Contour
Plus duoc
bénh nhéin
dai thao
dudng hodc
nhéin vién y
té dung dé
tu kiém tra
néng do
glucose &
mau mao
mach toan
phan tuoi
ldy tir ddu
ngon tay
hodc long
ban tay, mau
dong mach |Quy tic 4,
Ascensia [toan phin, phan IIL,
Diabetes |mau tinh Phu luc I

Hé théng theo |Theo phu |Theo phu \ 8 , TBYT Loai
A5t Aisins hividt iue lue Care mach toan  |ctia thong C
ot uong uyetily ¥ Holdings [phan hodc |tu
AG madu tré so  [05/2022/TT

sinh. Hé -BYT
théng do sb
luong
glucose
trong mau
toan phan tir
0.6 mmol/L
—33.3
mmol/L (10
mg/dl, —
600mg/dL).
Két qué chi
dugc ding
dé chan
dodn trong
éng nghiém.
Hé thong
theo dai
duong huyét
Contour
Plus c6 thé




TT

Tén trang thiét
biy te

Chiing

loai/ma |nwéc sdn

san pham

Hang,

Xuat

Hang, (Muc dich sit| Cin cit dé | Mike dé rai

nude chi| dung theo | phan loai ro duwoc

s6 hitu |chi dinh cialmic d¢ riii| phan loai
chu sé hiru ro

dugce ding
dé hd tro
thém trong
viéc theo doi
hiéu qua cua
trinh kiém
soat dudng
huyét cta
mot ca nhén.
Hé théng
theo doi
dudng huyét
Contour
Plus khong
dugc ding
dé chan
doan hay
tAm soat
bénh Dai
thdo dudng.

Nguoi dai dién hgp phap ciia ¢
thure hién phén loai /"‘E_/

e N

GiAM BDOC
> afe G
i /’.‘?fw’;,én T {ﬁ‘mfn;}x Giking

Taoy,
e ‘rvj
C PHA
3 THIET
ANG |
TPHE

e
—_—



M0

SHLV.LS QALINM | $EF10 VIA SUsAa(] peoy uosyoer / "OU SOLSOUOL Bt} wonN[og [0U07 SAL MO0 Sunyo 10p yoip Funy L
ANVIOd | MONI0ZQ) $£0-S6 *L YoMOWERDPY [N V'S VATULS-TLH S00Z SI190UE] J310MMN new Agjwry | 9
ANVIOd | MONI0ZO §£0-56 °L Yomouwepy 'a V'S VATILS-TLH e ET— neur Agwry | ¢
ANVTOd | 8942297 001-66 UI T #ZoIWo [n V'S VATMLS-TLH 201ABC] SUIOUE ] §XAN O[O Re g 1 Jorq . r

ALVLS QILINA EBID U] “Sonsouorg 3
SELVLS VIA SUDAS(] PROY UOSNIR[ £ : : [PULION UOLN[OS s[4 inojuo)) sunyo 10p yoip Fungy
sdng 1831, 05T
S6E0-16L uoISIAIQ sonsouderq | ‘sding 1891, 0gx1 sding
NVdVT ‘AWIYH TWOQ], “eleFIWRUIA [-[E€[E omiA u uonetodio) JHJ | ‘sduig isay ¢gxg 183, 9s0on[n) poo[y snjd nojue) _‘mh:: Suonp ni ang) £
tsding 1591 §7N
_ 0TSLI 1seyag ‘Jereq Suemeyr) “[-0
VISHNOAN] OIS 001 TNIA HISIpU[ Uesemes] _ISaUOpU] JHd Ld 1545 SuLtonuoly yokny Suonp op Kepy| |
:E mnooy) ;
LVIX NYS (93 n9N) (09 ngN) /A
EILS Ny LYOX NYS 05 00 IHD via LYOX NVS 0S 00 NIL 109 ONQ U ¥ :@g% JL A I8 LIMHL ONVIL NIL [ LLS
DONN : : : ; S g IWYHd NYS YIN f* >
? HOYD AND ’ : r_ g SNl

AL A ig LITHL ONVIL LILL THO I ONVE 00T

_H\

§ WYHd ooz ;

n\.




