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

S6: 985 /QD-BYT Ha Noi, ngay 21 thdang3 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 chite ndng, nhiém vu, quyén han va co cdu t6 chire ciia B6 Y té;

Can cir Nghi dinh sé 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 thang
11 nam 2021 ciia Chinh phii vé qudn 1y thiét bi y té;

Can cir Nghi dinh s6 96/2023/NB-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 twr s6 19/2021/TT-BYT ngay 16 thang 11 ndm 2021 ciia B6
trieéng Bo Y té quy dinh mdu van ban, bédo cdo thuwe hién Nghi dinh so 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 sira doi, b6 sung mét sé diéu ciia Thong i so 19/2021/TT-BYT ngay 16 thang
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
IHTTB-BKKD ngay 21 |/ 3 [2025.

QUYET PINH:

Piéu 1. Thu hoi gidy chimg nhan dang ky luu hanh thiét bi y té thudc loai C, D
ctia mudi sau (16) gidy chting nhan dang ky luu hanh thiét bi y té thudc loai C, D theo
Phu luc kém theo Quyét dinh nay.

Diéu 2. Quyét dinh nay ¢6 hiu luc ké tir ngdy ky ban hanh. Muoi séu (16) giay
chung nhan dang ky luu hanh thiét bi y t€ thudc loai C, D theo Phu luc keém theo hét
hi¢u luc ké tir ngay Quyét dinh nay co6 hi¢u luc thi hanh.
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Piéu 3. Cac ong, ba: Chanh Van phong B, Chanh Thanh tra B9, Cuc truéng Cuc
Ha ting va Thiét bi y t&, Thu truong cac don vi c¢6 lién quan va Thu trudng cac co s&
dang ky c6 tén tai Pidu 1 chiu trach nhiém thi hanh quyét dinh nay./.

Noi nhdn:

d TUQ. BQ TRUONG

- I];I}Ani: D}éu ?E&A b CUC TRUONG

- Bo trudng (d€ b/c); A TA A n [
- Cac P/c Thir trudng (dé b/c); CC e NG VATHIET BLY TE

- S&'Y té céc tinh, thanh phd;

Y
- Lwu: VT, HTTB. ”
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PHU LUC

THU HOI GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAIC, D

(Ban hanh kém theo Quyét dinh s6 985  /OD-BYT ngay 21/ 3 2025 ciia Bé Y té)

B+ So giay chin
STT | Tén thibtbjycé | CMUsOhiruso M3 hd so nhijngdﬁ};g ky Em
luwu hanh R ~ X
hanh da cap
1 |Bd IVD xét|Congty Cophan | 18007576/PKL | 2300004DKLH/
nghiém dinh tinh | Thiét bi SISC H-BYT-TB-CT BYT-TB-CT
khang thé khang | Viét Nam
HAV
2 |Hé théng X-|Congty TNHH | 17001341/DKL | 2200003DKLH/
quang di dong Siemens H-BYT-TB-CT BYT-TB-CT
Healthcare
3 | Vong cang bao Vian phong dai 000.00.04.G18- | 2400014bKLH/
dién Alcon 220923-0015 BYT-HTTB
Pharmaceuticals
Ltd tai Ha Noi
4 | Khéang huyét | Van phong dai | 000.00.04.G18- | 2300584DKLH/
thanh dinh tinh | dién Becton 201222-0003 BYT-HTTB
khang nguyén | Dickinson Asia
Salmonella H Limited tai thanh
phd H6 Chi Minh
5 | Khang huyét | Van phong dai 000.00.04.G18- | 2300784DKLH/
thanh dinh tinh | dién Becton 220503-0002 BYT-HTTB
khang  nguyén | Dickinson Asia
Salmonella O Limited tai thanh
phb H6 Chi Minh
6 | Thudc tha xét| Van phong dai 000.00.04.G18- | 2301109DKLH/
nghi¢m tinh nhay | dién Becton 210726-0023 BYT-HTTB
cam voi  khang | Dickinson Asia
sinh cua | Limited tai thanh
Mycobacterium | phé Ho Chi Minh
tuberculosis




Chu s6 hiru so

S6 gidy chirng

STT | Tén thiét biy té lwa hanh Ma hd so nhan déng ky luu
hanh da cap
7 | Thubc thu > xét | Van phong dai 000.00.04.G18- | 2301108DbKLH/
nghiém tinh nhay | dién Becton 210802-0008 BYT-HTTB
cam véi | Dickinson Asia
streptomycin cua | Limited tai thanh
Mycaobacterium | phé Ho Chi Minh
tuberculosis
8 | Khang huyét | Van phong dai | 000.00.04.G18- | 2300790DKLH/
thanh dinh tinh | di€n Becton 220503-0005 BYT-HTTB
khang  nguyén | Dickinson Asia
Salmonella O Limited tai thanh
phb H6 Chi Minh
9 | Khang huyét | Van phong dai 18006341/DKL | 2300586DKLH/
thanh dinh tinh | dién Becton H-BYT-TB-CT BYT-HTTB
khang nguyén | Dickinson Asia
Salmonella O Limited tai thanh
phd H6 Chi Minh
10 | Bom tiém dién Van phong dai 000.00.04.G18- | 2300765DKLH/
dién Becton 201209-0006 BYT-HTTB
Dickinson Asia
Limited tai thanh
phb HO Chi Minh
11 | Bom truyén dich | Vin phong dai 000.00.04.G18- | 2200107bKLH/
dién Becton 201209-0001 BYT-TB-CT
Dickinson Asia
Limited tai thanh
phd H6 Chi Minh
12 | Vatliéu kiém soat | Cong ty C6 phan | 000.00.04.G18- | 2300191DKLH/
cho xét nghiém | Vat tu khoa hoc 220514-0007 BYT-TB-CT
dinh luong HCV | BIOMEDIC
13 |Dung cu mé | Congty TNHH | 000.00.04.G18- | 2301870DKLH/
duong vao mach | Thiét bi y té Khai | 230325-0004 BYT-HTTB
méau dung trong | Vinh
can thi¢p tim
mach
14 | Qua loc mau hap | Congty TNHH | 000.00.04.G18- | 2100736DKLH/
phu Baxter Viét Nam | 200914-0006 BYT-TB-CT

Healthcare




Chu s6 hiru so

S6 gidy chirng

STT | Tén thiét biy té lwa hanh Ma hd so nhan déng ky luu
hanh da cap
15 | Khay thu -~ xét | Van phong dai 000.00.04.G18- | 2405112bKLH/
nghiém dinh tinh | dién Abbott 231219-0062 BYT-HTTB
khang . nguyén | Laboratories
SARS-CoV-2 GmbH tai thanh
phb Ha Nbi
16 | Khay thir xét| Van phong dai 000.00.04.G18- | 2300269DKLH/
nghiém dinh tinh | dién Abbott 210730-0024 BYT-TB-CT
khang  nguyén | Laboratories
SARS-CoV-2 GmbH tai thanh

ph6 Ha Noi
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