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

Sé: 4450/Qb-BYT Ha Noéi, ngay08thang 12 nam 2023

‘ o QUYETPINH ]
Ve viéc thu hoi S0 dang ky luwu hanh sinh pham chan doan in vitro

BO TRUONG BQ Y TE

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15 thang 11 nam 2022 ciia Chinh
phii quy dinh chike ning, nhiém vu, quyén han va co cau to chire ciia B3 Y té;

Can cir Nghi dinh 0 98/2021/Nb-CP ngay 08 thang 11 nam 2021 cua
Chinh phu vé quan ly trang thiet bi y té;

Can cit Nghi dinh s6 07/2023/NP-CP ngay 03 thdng 3 niam 2023 ciia Chinh
phii sira doi, b6 sung mét so diéu ciia Nghi dinh sé6 98/2021/NP-CP ngay 08 thang
11 nam 2021 ciia Chinh phii vé qudn 1y trang thiét bi y té;

Can cir Cong van ngay 22 thang 8 nam 2023 cua co'so dang ky Sistar BH Korea
Co., Ltd vé viec de nghi thu hoi so dang ky luu hanh sinh pham chan doan in vitro;

Theo dé nghi cua Cuc truong Cuc Co so ha tcing va Thiét biy té.

QUYET PINH:

Piéu 1. Thu hoéi 27 S6 dang ky luu hanh sinh pham chan doan in vitro tai Viét
Nam theo Phuy luc dinh kém Quyét dinh nay.

Ly do: Co so dang ky Sistar BH Korea Co., Ltd dé nghi thu hoi S6 dang ky
lwu hanh sinh pham chan doan in vitro d3 dugc BO Y té cip vi khéng con hoat dong
kinh doanh tai Viét Nam.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Cac Ong (Ba): Chanh Vin phong BO Y té; Giam dbc So'Y té cac tinh,
thanh phd truc thudc Trung wong; Sistar BH Korea Co., Ltd va cac don vi lién quan
chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhn: TUQ. BQ TRUONG
- Nhu Dicu 3; CUC TRUONG
- B0 trudng (dé b/c); K

- Cac P/c Thir truéng (dé blc); MGHA TANG VA THIET BI Y TE

- Tong Cuc Hai quan - Bo Tai chinh;
- Vu Phap ché, Cuc YTDP, Cuc
QLKCB, Thanh tra B9;

- Vién KPQG VX&SPYT;

- Cac Bénh vién truc thudc BO;

- Hé théng dich vu cong truc tuyén quan
ly TTBYT;

-Luu: VT, HTTB.
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PHU LUC
DANH MUC THU HOI 27 SO PANG KY LUU HANH
SINH PHAM CHAN DOAN IN VITRO

(Ban hanh keém theo Quyét dinh s6 4450/QD-BYT ngdy 08 thing12 ndm 2023
ciia B Y )

STT Tén sinh pham chin Nha san xuat S6 ding ky
doan in vitro
1. | BioTracer HBsAg Rapid NanoEnTek Inc. i 103
Card (Dia chi: 851-14 | SPCD-TTB-493-17
- : Seohae-ro, Paltan-
2. | BioTracer Anti-HBs :
Rapid Card myeon, Hwaseong- | SPCD-TTB-494-17
_ _ si, Gyeonggi-do,
3. | BioTracer HCV Rapid 18531 Korea) SPCD-TTB-495-17
Card
: . :
4. | BioTracer HIV % Rapid SPCD-TTB-549-17
Card
5. | Asan Easy Test AFP Asan SPCD-TTB-536-17
. Pharmaceutical
6. | Asan Easy Test Anti-HBs PCD-TTB-537-17
y ! Co.. Ltd (Dia chi: |_>0C
7. | Asan Easy Test CEA 122-26 SPCD-TTB-538-17
8. | Asan Easy Test Dengue Gieopdanji-ro,
9 | Asan Easy Test D Anseong-sl,
I NeT Ao o 9% Gyeonggi-do, | SPCP-TTB-540-17
9 Korea)
10. | Asan Easy Test FOB SPCH-TTB-541-17
11. | Asan Easy Test HBs SPCD-TTB-542-17
12. | Asan Easy Test HIV 1/2 SPCH-TTB-543-17
13. | Asan Easy Test Influenza SPCD-TTB-534-17
A/B
14. | Asan Easy Test Malaria
Pf/Pan Ag SPCD-TTB-545-17
15. | Asan Easy Test PSA SPCD-TTB-546-17
16. Asz_;m Easy Test Rota SPCD-TTB-547-17
Strip
17. | Asan Easy Test Syphilis SPCH-TTB-548-17




18. | Asan Easy Test HCV Asan SPCH-TTB-611-17
19. | Asan Easy Test H.Pylori | Pharmaceutical qpep 7R 61017
Co., Ltd (DPia chi:

20. | Asan Easy Test Adeno 122-26 SPCD-TTB-724-19
21. | Asan Easy Test Cardiac Gieopdanji-ro,

Combo Gongdo-eup, SPCD-TTB-725-19

n Anseong-si,

22. | Asan Easy Test hCG Gyeonggi-do, SPCH-TTB-726-19
23. ﬁ;an Easy Test H.pylori Korea) SPCD-TTB-727-19
24. | Asan Easy Test Malaria

PF/PV Strip SPCDH-TTB-728-19
25. | Asan Easy Test RSV SPCH-TTB-729-19
26. | Asan Easy Test Strep A SPCH-TTB-730-19
217. Asan

Asan Helicobacter Test

Pharmaceutical
Co., Ltd (Dia chi:
163, Yeongcheon-

ro, Dongtan-
myeon, Hwaseong-
si, Gyeonggi-do,
Korea)

SPCDb-TTB-731-19
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