BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
— Doc 1ap - Tw do - Hanh phic

Sb: 3485 /QP-BYT Ha Néi, ngay 16 thdng 7 nam 2021

QUYET PINH

Vé viéc ban hanh danh muc s6 lvu hanh trang thiét bi y té khong phai 1a
trang thiét bi y té chin do4n in vitro dwoc cap tai Viét Nam (Dot 14/2021)

BO TRUONG BO Y TE

Can cir Nghi dinh sé 75/2017/NP-CP ngay 20/6/2017 cia Chinh phit quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Bo Y té;

Can cit Nghi dinh sé 36/2016/ND-CP ngay 15/5/2016 ciia Chinh phii vé
qudn 1y trang thiét bi y té;

Can cir Nghi dinh so 169/2018/ND-CP ngay 31/12/2018 ciia Chinh phi
stta d6i, bé sung mét sé diéu ciia Nghi dinh so 36/2016/ND-CP ngay 15/5/2016
ctia Chinh phit vé qudn Iy trang thiét bi y té;

Can cit Nghi dinh s6 03/2020/ND-CP ngay 01/01/2020 ciia Chinh phii
sika d6i, bé sung diéu 68 Nghi dinh s6 36/2016/NP-CP ngay 15/5/2016 ciia
Chinh phii vé quan Iy trang thiét bi y té da duwoc sika doi, bo sung tai Nghi dinh s6
169/2018/ND-CP ngay 31/12/2018 ciia Chinh phii sita doi, bé sung mét s6 diéu
ciia Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016 cia Chinh phii vé qudn 1y
trang thiét bi y té;

Can cir ¥ kién ciia Hoi dong tw van cdp phép heu hanh trang thiét bi y té;

Theo dé nghi ciia Vu truéng Vu Trang thiét bi va Cong trinh y té.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc sd luu hanh trang
thiét bi y t& khong phai 1a trang thiét bi y té chan doan in vitro dugc cap tai Viét
Nam dot 14/2021.

Piéu 2. Chu s6 hitu s6 luu hanh trang thiét bi y té ¢ trach nhiém:

1. Cung cép trang thiét bi y té theo ding cac hd so, tai liéu da dang ky véi
Bo Y té va phai dam bao thong tin day du, chinh xac vé san phAm trén nhan, trong
tai liéu kém theo trang thiét bi y té theo quy dinh ctia phap lut vé nhan hang hoa;

2. Thanh 1ap, duy tri co s¢ bao hanh trang thiét bi y té hodc ky hop dong
v6i co s¢ bao hanh trang thiét bi y t&; Lap, duy tri hd so theo doi trang thiét bi y té
va thye hién truy xuat ngudn goc trang thiét bi y té;
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3. Canh bao kip thoi, day du, chinh xac vé nguy co gdy anh hudng xiu
dén stc khoe nguoi sir dung, moi trudng; cach phong ngira cho ngudi ban hang
va nguoi tiéu dung; cung cap théng tin vé yéu cau ddi voi viée van chuyén, luu
giir, bao quan, str dung trang thiét bi y té;

4. Kip thoi ngung luu hanh, thong bao cho cac bén lién quan va c6 bién
phap xtr 1y, khic phuc hozc thu hoi trang thiét bj y té c6 15i. Bdi thudng thiét hai
theo quy dinh ctia phap luat khi trang thiét bi y té c6 15i;

5. Tuan tha quy dinh phap luat, quyét dinh vé thanh tra, kiém tra cia co
quan nha nudc co tham quyén;

6. Thoi han nop ho so dé nghi gia han s6 luu hanh téi thiéu 60 ngay trudc
khi s6 lwu hanh hét han.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Cha s& hiru sd luu hanh trang thiét bi y té tai Didu 1 chiju trach
nhiém thi hanh quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 4;

- Bo truong BO Y té (dé blc);

- Céc d/c Thir truong Bo Y té;

- Vu Phép ché, Cuc QL KCB, Thanh tra
Bo Y té;

- Tong Cuc Hai quan - B Tai chinh;

- Cong thong tin dién tir cia BO Y té;

- Luu: VT, TB-CT (4 ban).

KT. BO TRU:O’NG




BO Y TE
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CONG HOA XA HQI CHU NGHIA VIET NAM

Poc 1ap — Tw do — Hanh phic

DANH MUC SO LUU HANH TRANG THIET BI Y TE
KHONG PHAI LA TRANG THIET B Y TE CHAN DOAN IN-VITRO
DPUQC CAP TAI VIET NAM (PQT 14/2021)

(Ban hanh kém theo Quyét dinh s6 3485 /OP-BYT ngay 16 /07/2021 ciia Bé Y té)

STT Tén trang thiét bi y té Chii s& hiru s6 Iru hanh S6 lwu hanh
| | Thiw tinh thé nhin ta CONG TY CO PHAN OPTICA | 2100184DKLH/
wy ¢ a0 VIET NAM BYT-TB-CT
> | Qui loc than nhan tao CONG TY TNHH BAXTER 2100185DKLH/
il ; VIET NAM HEALTHCARE BYT-TB-CT
3 | Phéinhan ta CONG TY TNHH 2100186DKLH/
° 40 MEDTRONIC VIET NAM BYT-TB-CT
A Ehunﬁ b ddo dong r}‘l“ad,’ chi | CONG TY TNHH THIET BI Y | 2100187DKLH/
gHC KO CORR MACL WAL | T TERUMO VIET NAM BYT-TB-CT
nhan tao quai dong mach chu
5 Boéng nong dong mach vanh ap CONG TY TNHH THIET BI'Y | 2100188DKLH/
luc cao TE TERUMO VIET NAM BYT-TB-CT
6 Van tim co hoc kém dng ghép | CONG TY TNHH THUONG 2100189DKLH/
mach mau va phu kién MAI TAM HOP BYT-TB-CT
VAN PHONG PAI DIEN
o ALCON 2100190DKLH/
7| Thuy tinh thé nhan tao PHARMACEUTICALS LTD BYT-TB-CT
TAI HA NOI
g | Chikhau phau thuat khong CONG TY CO PHAN DUGC | 2100191DKLH/
tiéu, khong gin kim PHAM VA SINH HOC Y TE BYT-TB-CT
CONG TY CO PHAN NHA
9 | Bom tiém thudc can quang MAY TRANG THIET BI Y TE 2?8?%1%;{/
USM HEALTHCARE e
. . CONG TY CO PHAN NHA
10 KAlrlln luon tinh mach ¢6 canh, MAY TRANG THIET BI Y TE 21]3(.)8}[9?1“})]31(5]1“{/
cong USM HEALTHCARE e
CONG TY CO PHAN NHA
11 | Phin loc khi ding cho may thé | MAY TRANG THIET Bl Y TE 21];)%9_%1%;{/
USM HEALTHCARE
12 | B& rita miii xoan CONG TY CO PHAN THIET | 2100195DKLH/
O fua mui xoang BIVATTU Y TE H VA X BYT-TB-CT
. . . CONG TY CO PHAN
May hiéu (g nhiét (b6 thudc), T 2100196DKLH/
13 dién xung THUONG MAI VA PAU TU BYT.TB-CT

VI LONG




STT Tén trang thiét bi y té Chii s& hiru s6 Iwru hanh S6 luvu hanh
14 | HE thng ghé may diéu tri nha | CONG TY TNHH BELMONT | 2100197DKLH/
khoa MANUFACTURING BYT-TB-CT
, \ . CONG TY TNHH CHUYEN
15 ls\i[r?g trg thd CPAP cho tré so GIAO C ON G NGHE VA DICH 2%3(,)8}[9_%?1%4]{{/
VU Y TE (MTTS)
CONG TY TNHH CONG
16 | Day truyén mau NGHE Y TE PERFECT VIET 2100199DKLH/
BYT-TB-CT
NAM
CONG TY TNHH CONG
17 | Day truyén mau NGHE Y TE PERFECT VIET 2100200DKLH/
BYT-TB-CT
NAM
CONG TY TNHH CONG
18 | Day truyén dich NGHE Y TE PERFECT VIET 2100201DKLH/
BYT-TB-CT
NAM
CONG TY TNHH CONG
19 | Day din mau trong chay than | NGHE Y TE PERFECT VIET 2100202DKLH/
BYT-TB-CT
NAM
CONG TY TNHH CONG
20 | Day truyén mau NGHE Y TE PERFECT VIET 2100203BKLH/
BYT-TB-CT
NAM
CONG TY TNHH CONG
21 | Day truyén mau kém kim tiém | NGHE Y TE PERFECT VIET 2100204DKLH/
BYT-TB-CT
NAM
CONG TY TNHH CONG
22 | Bé day kim cong canh buém | NGHE Y TE PERFECT VIET | 2L00205DKLH/
BYT-TB-CT
NAM
. NPT CONG TY TNHH CONG
73 Day t}'}lyen dich c6 bau kém NGHE Y TE PERFECT VIET 2100206DKILH/
kim tiém BYT-TB-CT
NAM
CONG TY TNHH SAN XUAT
24 | Gang tay phau thuat THUGONG MAI TAN XUAN 2100207BKLH/
A BYT-TB-CT
TAM
, NHA MAY 7755 - BO QUOC
55 | Méy Tinh di¢n ion (két hop PHONG (CONG TY TNHH 2100208DKLH/
nhiét, dién xung tri liéu) MTV THONG TIN BIEN TU BYT-TB-CT
Z755)
VIEN DIEN TU/VIEN KHOA
26 | Méy kéo dan cot sbng HOC VA CONG NGHE QUAN | 2100209DKLH/
SU BYT-TB-CT
A x . i CONG TY TNHH CHI PHAU | 2100210DKLH/
27 | Chi khau phau thuat ty tiéu THUAT CPT BYT-TB-CT
vt A e o CONG TY TNHHPIENTUY | 2100211DKLH/
28 | Thiét bi hap tiét trung TE HASAKY BYT.-TB-CT




STT Tén trang thiét bi y té Chii s& hiru s6 Iwru hanh S6 luvu hanh
TRUNG TAM CONG NGHE
29 | Thiét bi phau thuat Plasma LASER - VIEN UNG DUNG 21};)3?_%?%?/
CONG NGHE
Ao x TRUNG TAM CONG NGHE
30 ;{;1\1;‘[ bi phau thuat Laser CO2 L 1§SER _VIEN UNG DUNG 2%2(‘)8?1“ 1 %E];Ké]{{/
CONG NGHE e
CONG TY TNHH CONG
31 | Van ba hudng NGHE Y TE PERFECT VIET 2100214DKLH/
BYT-TB-CT
NAM
~ g . \ 2100215DKLH/
32 | B c0 dinh ngoai khoi cap Cong ty TNHH Cao Kha BYT-TB-CT
A A CONG TY CO PHAN NHA
33 gl(i)épht??nprﬁgéﬁung trongean | \jAy TRANG THIET BI Y TE 21308?_%1%%{/
P : USM HEALTHCARE
. . CONG TY CO PHAN NHA
34 gl‘l’m Zlinl‘f;acio ding trong can | vy i< TRANG THIET BI Y TE zg)ngl %E];KCLTH/
P A USM HEALTHCARE I
35 | Kepsinh thiét bang xung dién | CONG TY TNHH OLYMPUS | 2100218DKLH/
dung mot lan VIET NAM BYT-TB-CT
36 | BO dan luu than qua da kiéu CONG TY TNHH VIET NAM | 2100219DKLH/
bong CREATE MEDIC BYT-TB-CT
37 | Dung dich khir khudn mc d9 | CONG TY CO PHAN CONG 2100220DKLH/
cao dung cuy té NGHE LAVITEC BYT-TB-CT
. an Cong ty lién doanh Y Hoc Viét - | 2100221 DKLH/
38 | May X-quang di dong Han BYT-TB-CT
39 Day dan huéng can thiép tim CONG TY TNHH ASAHI 2100222DKLH/
mach INTECC HA NOI BYT-TB-CT
40 | D3y dn huéng can thigp tim | CONG TY TNHH ASAHI 2100223DKLH/
mach INTECC HA NOI BYT-TB-CT
GAC XOP SILICONE VO . . 2100224DKLH/
41 TRUNG Cong ty TNHH Lavichem BYT-TB-CT




