
Phu luc V
MAu BAN KET QuA PHAN LO";'I TRANG THIET BI Y TE

(Kern theaNghi dinh s6 169120181NfJ-CP
ngay 31 thang 12 nam 2018 cua Chinh phu)

CONG HOA xA HOI CHU NGHiA VI.t::TNAM
DQc l~p - Tl}' do - Hanh phu~

CONG TY CP THIET BI SISC VI.t::TNAM
S6 48 ngo 245 ph6 Mai Dich, P. Mai Dich,

Q.C~uGiay, Hit N<)i
Tel: 024.39380045 Fax: 024.39380047

S6: OCD-003/170000033/PCBPL-BYT tt« N(ji, ngay 021 thdng 08 ndm 2019

BAN KET QuA PHAN LO.t).ITRANG THIET BJ

Can cir Nghi dinh s6 36/2016/NU-CP ngay 15 thang 5 nam 2016 cua Chinh phu vS quan ly
trang thiet bi y t~;
Can cir Nghi dinh s6 169/20 18/NU-CP ngay 31 thang 12 nam 2018 cua Chinh phu sua d6i b6
sung mot s6 diSu cua Nghi dinh s6 36/20 16/NU-CP ngay 15 thang 5 narn 2016 cua Chinh phu
vS quan ly trang thiet bi y t~;

" ,
Can err Phieu tiep nhan ho sa cong bo du dieu kien phan loai so 1700000331PCBPL-BYT d c,,004 J ,--;:

Be>y t~ cftp ngay 05 thang 06 nam 2017; ~. c;;; TV d

Can cir GifrYclnrng ehi hanh nghe phan loaicua nguai thve hi~n phan lO£;lis6 19000474' ;9 cO- ~.HA'r
Ch ' ", h" I' h':" b' :"nh THIET 81ung t01p an O£;lltrang t let -! Yte u sau: ~*. ~ISC'

~,.\VI~T NM

TT

1

Sinhph~m
ch~ndoan
in vitro
Thanh thir
phat hi~n
dinh tinh
khangth~

Chung
lo~i/ Hang, Hang,

nuO'cchii
SO' hfru

Ml}cdich sii'
dl}ng theo
chi dinh cua
chu SO' huu

Can cu'
d~ ph an

lo~i
muc dQ
ruiro

rui ro
dlrQ'c
phan
lo~i

Ten trang
- thi~t hi y

t~
nuO'csan
xu§t

Sinhphb
chkdoan
in vitro
Thanh thir
phat hi~n
dinh tinh
khangth~
trong huy€t
tuang ho~c
khangth~
d~nglien
k~tv6i h6ng
cau

2

masan
ph:im

Ortho-Ortho-Ortho
BioVue Clinical Clinical
System IgG Diagnostics, Diagnostics,
cassette Anh Anh
(Code:
707450)

Ortho Ortho- Ortho-
BioVue Clinical Clinical
System IgG Diagnostics, Diagnostics,
cassette Inc., My Anh
(Code:
707450)

D~phat hi~n
dinh tinh
khang th~
trong huy€t
tuO'ngb~nh
nhan ho~c
khang th~
d~ng lien k€t
v6i h6ng c~u

D~phat hi~n
dinh tinh
khangth~
trong huy€t
tU011gb~nh
nhan ho~c
khang th~

.Quyt~e2

Quyt~e 2

C

C



Ph1} 11}cV
MAU BAN KET QuA PHAN LO';'I TRANG THIET BJ Y TE

(Kem thea Nghi dinh s6169120181NfJ-CP
ngay 31 thang 12 nam 2018 cua Chlnh phu)

trong huyet dang lien ket
tirong hoac voi hong duo
khang thS
dang lien
k~t voi hong
diu

NgU'iti d~i di~n hQ'P phap cua CO' sO'

Le Ngoc Anh

Trang thiet bi y t~ kh6ng
la trang thiet bi y t~ chan
doan in vitro D

Trang thiet bi y t~
chan doan in vitro
~

PHO GIAM DOC

5J8{H2;,'7;? ,sinA fhudh

Nu; nhiin:
- B9 Y t~
- Sa Y t~ cac tinh, thanh ph6
- Hai quan cira khau
- LUll van thir


