BQYTE

So: 2033 /BYT-TB-CT

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lgp - Ty do - Hanh phiic

V/v cip phép nhép khdu TTBYT

Kinh giri: Céng ty TNHH Thiét bj y té TERUMO Viét Nam

Ha Ngi, ngay 26 thang S ndm 2016

Can cfr Théng t s6 30/2015/TT-BYT ngay 12/10/2015 cia BO Y té quy dinh
viéc nhép khfu trang thiét bj y té.

Xét ndi dung d& nghij tai céng vin 02/DKNK/CV-TERUMO ngay 06/4/2016
ciia don vi nhép khéu vé viéc nhép khéu trang thiét bj y té. B§ Y té da td chirc hop
thdm djnh hé so nhap khéu va duyét cp gidy phép nhap khdu céc trang thiét bj y té
(méi 100%) theo danh myc nhu sau:

. . . HANG, NUOC HANG, NUGC
TEN TRANG THIET B] Y TE CHUNG LOAI SAN XUAT CHU SO HOTU
Céc dyng cy can thiép thudc chuyén khoa tim mach, thén kinh so nio:
Dyng cy mé dudmg vio Radifocus Introducer [1
dong mach céc oy {(Radifocus Introducer I M Coat) TERUMO TERUMO
CORPORATION, Nhiit;
Radifocus Optitorque TERUMO VIETNAM | CORPORATION,
Catheter chyp tim, mach CO, LTD, Viét Nam '
vinh, chyp mach nilo, Radifocus Angiographic
mach ngoagi bién céc cl
Radifocus Glidecath; Outlook TERUMO CORPORATION, Nhat
Catheter siéu nhd Progreat; FineCross TERUMO CORPORATION, Nhit
TERUMO
TERUMO
Déy déin dudng cho ; gt CORPORATION, Nhit;
catheter cic logi c&¢ ¢& Radifocus Guide Wire M TERUMO VIETNAM CORPth;TION.
CO., LTD, Vié Nam
B Runthough NS (Runthough NS Floppy,
Day dudmg cho béng Runthough NS Exwra Floppy,
o3 ent Rurthough NS Hypercoet, Runthough TERUMO CORPORATION, Nhat
NS Intermexiate)
Catheter trq gilp can thiép | Heartrail 11 TERUMO CORPORATION, Nhét
Ryujin Plus, Ryujin Plus OTW
Béng nong ddng mycl TERUMO CORPORATION, Nhit
vanh .
Tazuna; Hiryu
Khung gi4 4& dng mach . )
vanh (Stent) Tsunami Gold; Kaname TERUMO CORPORATION, Nhit
p TERUMO TERUMO
Khung gid 4 dong mach | 1 y1ivacier CORPORATION, | EUROPE N.V., Bi
vanh (Stent) Nhét

p b




Khung gia d& ddng mach

10 ngogi vi (Steat) Misago TERUMO CORPORATION, Nhit
TERUMO TERUMO
11| Catheter hit huyét khéi Eliminate CLINICAL SUPPLY| CORPORATION,
CO., LTD, Nhat Nhit

Déu nbi cim méu cia dung ; ;

12 oy s dutm g vio &g mach Radiofocus Hemostasis Valve 11 TERUMO CORPORATION, Nhét

Gelseal; Gelsoft; Gelsoft Plus;

13| Mach méiu nhén tgo Thinwall Fluoropassive; Gelweave; VASCUTEK LTD- TERUMO,

(céc logi) SealPTFE; Maxiflo; Anaconda; Anh

Thoraflex Hybrid.

D¢ nghi don vj nhip khu thyc hién ding c4c quy dinh hién hanh vé nhap
khéu trang thiét bj y té. V& nhan hang hoé phai theo diing quy dinh phép ludt vé
nhén, dént% thoi phai chju trdch nhiém vé sb hwong, trj gia va chét lrong céc trang

thiét bj y

Noi nhin:
= Nhu trén;

- B trudmg BY Y té (dé bio cdo);

- Héi quan cira khéu;

- Thanh tra B§;

-Cong TTPT B Y 14;
- Luu: VT, TB-CT(2b).

nhdp khiu theo quy dinh cia phép lujt.
Gidy phép nhip khiu nay c6 hiéu lyc mdt (01) nam ké tir

ngay ky ban hanh. frme—"
RYONG o




