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

Sé: 2402945PKLH/BYT-HTTB Ha Ngi, ngay 22 thang 10 nam 2024

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Khay thir xét nghiém dinh tinh khang nguyén SARS-CoV-2, vi

rit cam A, vi rat cim B, vi rat hop bao ho hip (RSV) va Adenovirus (ADV)

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TTBYT Loai C

5. Tén, dia chi cua chi s¢ hitu thiét bi y té: GeneSign Biotech (Xiamen) Co., Ltd,

Unit 03, 8th Floor, Building B14, Xiamen Biomedical Industrial Park, 2076

Wengjiao West Road, Haicang District, Xiamen, Fujian, CHINA

6. Tén, dia chi cua chu s& hitu s6 luu hanh: CONG TY TNHH STV

TECHNOLOGY, Tang 7, B3, B4, B5 Khu d4u gia QSD dat Van Phuc, Phuong Van

Phiic, Quan Ha Pong, Thanh phd Ha Noi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Dia chi co so san xuit va Nude san xuét): Theo phu luc dinh kem.

Gidy chtng nhan nay duoc cip theo Quyét dinh sb 3133/Qb-BYT

ngay 22 thang 10 ndm 2024./.

Noi nhn: TUQ. BQO TRUONG
- CONG TY TNHH STV CUC TRUONG

TECHNOLOGY; CUC COSOHA TANG VA THIET BI Y TE
- B0 trudng (dé b/c); p

- TT. P6 Xuan Tuyén (dé b/c); ’
- Hai quan ctra khau;

- Luu: VT, HTTB.
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PHU LUC PINH KEM

1. Muc dich sir dung:

Respiratory Combo Antigen Rapid Test 1a xet nghiém mién dich dong chay bén nham muc dich phat hién va phan biét dinh tinh d6ng thoi, nhanh
chong khang nguyén nucleocapsid trong chan doan in vitro thong qua hoi chirng h6 hap cap tinh néng do coronavirus 2 (SARS-CoV-2), vi rut cim
A, virat cam B, vi rut hop bao ho hap (RSV) va Adenovirus (ADV) truc ti€p tur cac mau bénh pham dich ty hau dugc lay tir cac ca nhan bi nghi
ngd nhiém vi rat duong ho hap bdi nha cung cap dich vu cham soc stc khoe, trong vong bay ngay dau tién ké tir khi cac triéu ching khoi phat.

2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

~ 2 x Quy cach " . . ) .
STT| Tén thiét biy t Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 can xubt
: ¢ (Néu cod) S san xuat san xuat
(Néu co0)
Khay thir xét Unit 03, 8th
nghi¢ém dinh tinh o
. A Floor, Building
khang nguyén B14, Xiamen
SARS-CoV-2, vi . . GeneSign Lo
rit ctm A. vi rt Respiratory Combo Antigen GS110112C20 Biotech Biomedical
1 , D, Rapid Test 20 test/hop . Industrial Park, |CHINA
cum B, vi rtt hop (Xiamen) Co., .
Y 2076 Wengjiao
bao ho hap (RSV) Ltd
. . West Road,
va Adenovirus i D
(ADV) Haicang District,
Xiamen, Fujian
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