SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260002412/PCBB-HN
Ngay cong bo: 22/07/2026

1. Tén co s& cong bé: CONG TY TNHH STV TECHNOLOGY

2. bia chi: Tang 1 va tang 7, B3, B4, B5 Khu dau gia QSD dat Van Phuc,
Phuong Ha Pong, Thanh phd Ha Noi

3. S6 vin ban cua co so: 1607/2026-CB-01 Ngay: 22/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Que thir/Khay thtr xét nghiém dinh tinh hCG

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi: Theo phu luc

Muc dich str dqu: San phém 13 xét nghiém mién dich sdc k}i/ tryc quan, xét‘
nghiém nhanh d€ phat hi¢n dinh tinh hormone hCG trong mau nudc tiéu nham
ho trg phat hién som thai ky.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s& hiru: GeneSign Biotech (Xiamen) Co., Ltd.

bia chi chu s¢ hiru: Unit 03, 8th Floor, Building B14, Xiamen Biomedical,
Industrial Park 2076 Wengjiao West Road, Haicang District, Xiamen, Fujian,
CHINA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma szzn plrlam dong goi Tfn co AS o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Que thir xét Unit 03, 8th Floor,
nghiém dinh tinh | HCG Pregnancy Rapid Test gie;zzllgn E?Sﬁﬁiﬁf ‘}nﬁ:?lnzrll
1 gf;f)} (Que thwr Strip GS110302S01 1 que/hop (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Que thir xét Unit 03, 8th Floor,
nghiém dinh tinh | HCG Pregnancy Rapid Test gie;zzllgn E?Sﬁﬁiﬁf ‘}nﬁ:?lnzrll
2 gf;f)} (Que thwr Strip GS110302S07 7 que/hop (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Que thir xét Unit 03, 8th Floor,
nghiém dinh tinh | HCG Pregnancy Rapid Test gie;zzllgn E?Sﬁﬁiﬁf ‘}nﬁ:?lnzrll
3 gf;f)} (Que thwr Strip GS110302S10 10 que/hdp (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Que thir xét Unit 03, 8th Floor,
nghiém dinh tinh | HCG Pregnancy Rapid Test gie;zzllgn E?Sﬁﬁiﬁf ‘}nﬁ:?lnzrll
4 gf;f)} (Que thwr Strip GS110302S50 50 que/hdp (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Que thir xét HCG Pregnancy Rapid Test GeneSign Unit 03, 8th Floor,
5 nghiém dinh tinh Strip GS110302100 100 que/hop Biotech Building B14, Xiamen CHINA
hCG (Que tht ' (Xiamen) Co., [Biomedical, Industrial




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
thai) Park 2076 Wengjiao
Ltd. West Road, Haicang
District, Xiamen, Fujian
Khay thur xét GeneSign gﬁ:ltd(zr?;, 81;}; 41: lg((;z’men
nghiém dinh tinh | HCG Pregnancy Rapid Test Bio techg Biome dgical ]
6 ng)} (Khay thur Card GS110302C01 1 khay/hdp (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Khay thir xét GeneSign gﬁ:ltd(zr?;, 81;}; 41: lg((;z’men
nghiém dinh tinh | HCG Pregnancy Rapid Test Biotock Biomodeal. Tndustial
7 ng)} (Khay thir Card GS110302C07 7 khay/hop (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Khay thir xét GeneSign gﬁ:ltd(zr?;, 81;}; 41: lg((;z’men
nghiém dinh tinh | HCG Pregnancy Rapid Test Biotock Biomodeal. Tndustiel
8 ng)} (Khay thir Card GS110302C10 10 khay/hop (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
Khay thr xét GeneSign gﬁ:ltd(zr?;, 81;}; 41: lg((;z’men
nghiém dinh tinh | HCG Pregnancy Rapid Test Bio techg Biome dgical ]
9 ng)} (Khay thur Card GS110302C25 25 khay/hop (Xiamen) Co., | Park 2076 Wengjiao CHINA
Ltd. West Road, Haicang
District, Xiamen, Fujian
e o k| I = e N
hCG (Khay thir ar ay/hop (Xiamen) Co., [Biomedical, Industrial




- x Quy cach " . . . . . .
STT| Tén thiét by té Chiing loai Ma san pham dong gbi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
thai) Park 2076 Wengjiao
Ltd. West Road, Haicang
District, Xiamen, Fujian




