BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Doc 1ap - Tu do - Hanh phic

Sb: 2243 /QP-BYT Ha Ngi, ngay 05 thang 7 nam 2025

QUYET PINH
Ve viéc thu hoi giay chimg nhan dang ky luu hanh thiét bi y te thugc loai C, D

BO TRUONG BOQ Y TE

Cdn cir Nghi dinh s6 42/2025/NP-CP ngay 27 thang 02 nam 2025 ciia Chinh
phii quy dinh chire ndng, nhiém vu, quyén han va co cdu t6 chire ciia B6 Y té;

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

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

Can cir Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 ciia Chinh
phu quy dinh chi tiet mét sé dieu cua Ludt Khdam bénh, chita bénh;

Can cir Théng tw s6 19/2021/TT-BYT ngay 16 thang 11 ndm 2021 ciia Bo
trieéng Bo Y té quy dinh mdu van ban, bédo cdo thuwce hién Nghi dinh s6 98/2021/ND-
CP ngay 08 thang 11 ndam 2021 ciia Chinh phii vé qudn 1y thiét bi y té;

Can cir Thong tw s6 10/2023/TT-BYT ngay 11 thang 5 nam 2023 ciia B trudng
B$ Y té siva doi, b6 sung mot sé diéu cia Thong tie s6 19/2021/TT-BYT ngay 16 thing
11 nam 2021 cua Bo truong Bo Y té quy dinh mau van ban, bdo cdo thue hién Nghi
dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ciia Chinh phii vé qudn 1y thiét
biy té;

Can cir Quyét dinh s6 836/0P-BYT ngay 11 thang 3 nam 2025 ciia B trudng
B Y té vé viéc uy quyén ky mot s6 van ban thudc linh vic thiét bi y té;

Theo dé nghi cua Cuc Ha tdng va Thiét bi y 16 tai phiéu trinh s6

165/HTTB-DKKD ngay 04/ 7 /2025.

QUYET PINH:

Piéu 1. Thu hoi gidy chimg nhan dang ky luu hanh thiét bi y té thudc loai C, D
ciia mudi (10) gidy chimg nhan ding ky luu hanh thiét bi y té thudc loai C, D do chu
so hitu s6 luu hanh d& nghi tw nguyén thu hdi sé luu hanh theo Phu luc kém theo
Quyét dinh nay.

Diéu 2. Quyét dinh ndy ¢6 hiéu lyc ke tir ngdy ky ban hanh. Muoi (10) gidy
ching nhan dang ky luu hanh thiét b1 y t€ thudc loai C, D do chu s& hitu s6 luu hanh



2
dé nghi tu nguyén thu hoi s6 Iwu hanh theo Phu luc kém theo hét hiéu luc ké tir ngay
Quyét dinh nay c6 hiéu luc thi hanh.
Piéu 3. Cac ong, ba: Chanh Van phong B9, Cuc truéng Cuc Ha tr:ing va Thiét bi

y té, Thu trudng cac don vi co lién quan va Thu trudng cac co so dang ky co tén tai
Piéu 1 chiu trach nhiém thi hanh quyét dinh nay./.

Noi nhin: TUQ. BO TRUONG
- Nhu Diéu 3; CUC TRUONG
- B truong (déb/e); . A

- Céc D/c Thir trudng (dé ble); P=LANG VA THIET BL Y TE
-S6 Y t€ cac'tinh, thanh pho;

- Luu: VI, HTTB.




BO Y TE

NGHI TU NGUYEN THU HOI SO LUU HANH
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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 C, D DO CHU SO HU'U SO LUU HANH PE

(Ban hanh kém theo Quyét dinh s6 2243 /OD-BYT ngay 05/ 7 /2025 ciia BJ Y té)

e arm K So giay chirng
STT | Tén thiétbjyté | CMusOhiuso Mz hdso | nhén ding ky luu
lwu hanh \ ~ X
hanh da cap
1 | Dungcumo dudng | CONG TY TNHH | 000.00.04.G18- | 2300353DKLH/B
vo1 dién cuc tham | BIOTRONIK 220622-0017 YT-TB-CT
chiéu VIET NAM
2 | Dung cu mod dudng | CONG TY TNHH | 000.00.04.G18- | 2300229PKLH/B
co thé diéu khién | BIOTRONIK 220622-0011 YT-TB-CT
hudng VIET NAM
3 | Gia 45 mach ngoai | VAN PHONG 17000283/DKLH | 2301277DKLH/B
vi DAI DIEN -BYT-TB-CT YT-HTTB
BIOTRONIK
ASIA PACIFIC
PTE. LTD. TAI
THANH PHO HO
CHI MINH
4 | May theo ddi bénh | CONG TY TNHH | 000.00.04.G18- | 2403330DKLH/B
nhan THUONG MAI 221117-0009 YT-HTTB
VA DICH VU
THIET BI Y TE
QUANG HUY
5 |Boéng chen can|CONG TY TNHH | 000.00.04.G18- | 2404274DKLH/B
thiép mach vanh | BIOTRONIK 240905-0011 YT-HTTB
VIET NAM
6 | Vi 6ng thong dung | VAN PHONG 18007633/DKLH | 2403521PKLH/B
trong can thiép tim | DAI DIEN -BYT-TB-CT YT-HTTB
mach BIOTRONIK
ASIA PACIFIC
PTE. LTD. TAI
THANH PHO HO

CHI MINH




STT

Tén thiét bi y té

Chu ¢ hiru sb
lru hanh

Mai ho so

S6 gidy chirng
nhan dang ky luu
hanh da cap

Vi 6ng thong ding
trong can thi€p tim
mach

VAN PHONG
DAI DIEN
BIOTRONIK
ASIA PACIFIC
PTE. LTD. TAI |
THANH PHO HO
CHI MINH

18006608/DKLH
-BYT-TB-CT

2404248DKLH/B
YT-HTTB

Ong théng  can
thi€p ndi dai dan
hudng

VAN PHONG
DAI DIEN
BIOTRONIK
ASIA PACIFIC
PTE. LTD. TAI
THANH PHO HO
CHI MINH

18006607/DKLH
-BYT-TB-CT

2404260DKLH/B
YT-HTTB

Ong théng  can
thi€p ndi dai dan
hudng

VAN PHONG
DAI DIEN
BIOTRONIK
ASIA PACIFIC
PTE. LTD. TAI
THANH PHO HO
CHI MINH

17000845/DKLH
-BYT-TB-CT

2404529DKLH/B
YT-HTTB
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Gid do can thiép
mach mau

VAN PHONG
DAI DIEN
BIOTRONIK
ASIA PACIFIC
PTE. LTD. TAI
THANH PHO HO
CHI MINH

17000298/DKLH
-BYT-TB-CT

2200010bKLH/B
YT-TB-CT
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