BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC HA TANG VA THIET BI Y TE Péc 1ap - Tu do - Hanh Phiic
Sb: 129 /QD-HTTB Ha Néi, ngay 22 thang 6 nam 2026
QUYET PINH

Vé viéc thu héi gidy chimg nhin ding ky hru hanh thiét bi y té thudc loai B, C, D

CUC TRUONG CUC HA TANG VA THIET BI Y TE

Cdn cir Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 ndam 2025 ciia Chinh
phiiquy dinh chire nang, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Nghi dinh sé6 98/2021/NP-CP ngay 08 théng 11 nam 2021 ciia Chinh
phii vé qudn 1y thiét bi y té;

Can cir Nghi dinh s6 07/2023/ND-CP ngay 03 thang 3 nam 2023 ciia Chinh
phii sika doi, b6 sung mét so diéu ciia Nghi dinh s6 98/2021/ND-CP ngay 08 thang
11 nam 2021 ciia Chinh phii vé quan 1y thiét bi y té;

Can cir Nghi dinh sé 96/2023/NP-CP ngay 30 thing 12 nam 2023 ciia Chinh
phii quy dinh chi tiét mot sé diéu ciia Ludt Khdam bénh, chita bénh;

Can cir Thong tw s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 ciia B6
trwong B Y té quy dinh viéc phan cdp thuc hién mot sé nhiém vu, gidi quyét mot sé
thii tuc hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia BY Y té va quy
dinh vé mau vin ban, bdo cdo thuc hién quan Iy thiét bi y té;

Can cir Quyét dinh sé6 3637/OP-BYT ngay 25 thang 11 ndam 2025 ciia BY Y té
ban hanh Quy trinh tiép nhdn, tham dinh, cap, hdu kiém va thu hoi sé heu hanh thiét
bi y té (sira d6i) theo tiéu chudn quéc gia ISO 9001:2015 tai co quan Bj Y té;

Theo dé nghi ciia Phong Qudn 1y Pang ky va Kinh doanh thiét bi y té tai phiéu
trinh s6 259/DKKD ngay 22/6/2026.

QUYET PINH:

Piéu 1. Thu hdi gidy chimg nhan dang ky luu hanh thiét bi y té thudc loai B, C,
D ctia hai muoi 1am (25) gidy chting nhan dang ky luu hanh thiét bi y té thudc loai B,
C, D do chii so hitu sb luu hanh dé nghi ty nguyén thu hoi s6 luu hanh theo Phy luc
kém theo Quyét dinh nay.
~ Diéu 2. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh. Hai muoi lam (25)
gidy ching nhan dang ky luu hanh thiét bi y t€ thudc loai B, C, D do chu s¢ hiru s6
h{'u hanh dé nghi tu nguyén thu hoéi s6 luu hanh theo Phu luc kém theo hét hi¢u luc
ké tir ngay Quyét dinh nay c6 hiéu lyc thi hanh.
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Piéu 3. Cac ong, ba: Chanh Vin phong Cuc, Truong phong Quan 1y Pang ky va
Kinh doanh thiét bi y té, Truong phong c6 lién quan cua Cuc Ha ting va Thiét bi y té
va Thi truong cac co so dang ky ¢6 tén tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhdn:

- Nhu biéu 3;

- Bo trudng (dé b/c);

- Cac D/c Thir truong (dé b/c);

- Cac D/c Phé Cyc truong (dé biét);
-S&'Y té cac tinh, thanh phd;

- Luu: VT, HTTB.

Nguyén Minh Lgi



3

BO Y TE
CUC HA TANG VA THIET BI Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phic

PHU LUC
THU HOI GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI B, C, D DO CHU SO HU'U SO LUU HANH
PE NGHI TU NGUYEN THU HOI SO LUU HANH

(Ban hanh kém theo Quyét dinh §5 129 /0D-HTTB ngay 22/ 6 /2026 ciia
Cuc Hag tang va Thiét bi y té)

] S6 gidy chirng
A A, e LK Chi s6 hiru so luu . A nhan dang Ky
STT | Tén thiét biy té hanh Ma ho so . hﬁnhgdﬁy
cﬁp
1 |Hé théng phau | CONG TY TNHH |000.00.04.G18- | 2404969PKLH
thuat than kinh | TRANSMEDIC 241026-0003 | /BYT-HTTB
bang séng siéu &m | HEALTHCARE
2 | Thuéc the xét| CONGTY CO 18006623/DK | 2200030PKLH
nghiém dinh tinh | PHAN XUAT LH-BYT-TB- | /BYT-TB-CT
ban dinh luong | NHAP KHAU Y CT
khang thé khang | TE THANH PHO
Treponema HO CHI MINH
pallidum
3 | B6 truyén insulin | CONG TY TNHH | 000.00.04.G18- | 2300104DKLH
duéi da MEDTRONIC 210708-0024 | /BYT-TB-CT
VIET NAM
4 | Bo truyén insulin | CONG TY TNHH | 000.00.04.G18- | 2300375PKLH
duéi da MEDTRONIC 210708-0022 | /BYT-TB-CT
VIET NAM
5 | B¢ truyén insulin | CONG TY TNHH | 000.00.04.G18- | 2404771DKLH
duéi da MEDTRONIC 210708-0003 | /BYT-HTTB
VIET NAM
6 |May do duong| CONGTY TNHH |000.00.04.G18- | 2301685PKLH
huyét MEDTRONIC 220331-0003 | /BYT-HTTB
VIET NAM
7 | Bom truyén | CONG TY TNHH | 000.00.04.G18- | 2300762DKLH
Insulin lién tuc | MEDTRONIC 210909-0008 | /BYT-HTTB
duéi da VIET NAM




) S6 gidy chirng
A AL e UK Chau sé hiru so luu ~ LA nhan diang ky
STT | Téen thiét biy te hanh Ma ho so lra hz‘mhgdﬁy
dp
8 |Bom truyén | CONG TY TNHH | 000.00.04.G18- | 2300499DKLH
Insulin lién tuc | MEDTRONIC 210909-0011 /BYT-HTTB
dudi da VIET NAM
9 | Pau dét dao dién | CONG TY TNHH | 000.00.04.G18- | 2402688DKLH
don curc MEDTRONIC 220301-0015 | /BYT-HTTB
VIET NAM
10 |Biang ghim cat | CONG TY TNHH | 000.00.04.G18- | 2402163DPKLH
khau ndi ndéisoi | MEDTRONIC 231204-0037 | /BYT-HTTB
VIET NAM
11 | Ca-nuyn tinh | CONG TY TNHH | 000.00.04.G18- | 2403001 DKLH
mach dui MEDTRONIC 210516-0001 | /BYT-HTTB
VIET NAM
12 | Bong tic mach CONG TY TNHH | 000.00.04.G18- | 2100415DKLH
MEDTRONIC 210121-0002 | /BYT-TB-CT
VIET NAM
13 |Ong thong can|CONG TY TNHH | 17000437/DK | 2100754DKLH
thiép mach MEDTRONIC LH-BYT-TB- | /BYT-TB-CT
VIET NAM CT
14 |Khung gia d&|CONGTY TNHH | 17003185/PK |2301035PKLH
mach canh MEDTRONIC LH-BYT-TB- | /BYT-HTTB
VIET NAM CT
15 | Bo cay ghép diéu | CONG TY TNHH | 000.00.04.G18- | 2301080DKLH
bién than kinh tiy | MEDTRONIC 210712-0018 | /BYT-HTTB
song VIET NAM
16 | Bo cay ghép din | CONG TY TNHH | 000.00.04.G18- | 2301081DKLH
truyén ndi tiy | MEDTRONIC 210704-0005 | /BYT-HTTB
song VIET NAM
17 | Hé théng dinh vi | CONG TY TNHH | 17003580/PK | 2402043PKLH
dan duong trong | MEDTRONIC LH-BYT-TB- | /BYT-HTTB
phau thuat VIET NAM CT
18 | Bong nong mach | CONG TY TNHH | 17000962/PK | 2301901DKLH
ngoai vi MEDTRONIC LH-BYT-TB- | /BYT-HTTB
VIET NAM CT
19 |B6 xét nghiém | CONG TY TNHH | 000.00.04.G18- | 2404197DKLH
dinh lwong CK-|STV 230427-0011 | /BYT-HTTB

MB

TECHNOLOGY




S6 gidy chirng

A AL e UK Chau sé hiru so luu ~ A nhan diang ky

STT | Téen thiét biy te hanh Ma ho so lra hz‘mhgdﬁy

Cf,lp

20 |B6 xét nghiém | CONG TY TNHH | 000.00.04.G18- | 2404171PKLH
dinh luong | STV 230428-0005 | /BYT-HTTB
troponin> T  (hs- | TECHNOLOGY
cTnT)

21 |Bo ~xét nghiém | CONG TY TNHH | 000.00.04.G18- | 2403220DKLH
dinh  luwong hs- | STV 230428-0006 | /BYT-HTTB
¢Tnl TECHNOLOGY

22 [Bom kim tiém | VAN PHONG 17005784/DK | 2100030DKLH
insulin DAI DIEN LH-BYT-TB- | /BYT-TB-CT

BECTON CT
DICKINSON

ASIA LIMITED

TAI THANH PHO

HO CHI MINH

23 |Bom kim tiém | VAN PHONG 000.00.04.G18- | 2100402DKLH

insulin DAI DIEN 200910-0008 | /BYT-TB-CT
BECTON
DICKINSON
ASIA LIMITED
TAI THANH PHO
HO CH{ MINH
24 |Bom kim tiém | VAN PHONG 000.00.04.G18- | 2100401 DKLH
insulin DAI DIEN 200910-0009 | /BYT-TB-CT
BECTON
DICKINSON
ASIA LIMITED
TAI THANH PHO
HO CHI MINH
25 |Bom kim tiém | VAN PHONG 000.00.04.G18- | 2100403DKLH
insulin DAI DIEN 200910-0010 | /BYT-TB-CT
BECTON
DICKINSON
ASIA LIMITED
TAI THANH PHO

HO CHI MINH
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