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THONG TIN

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

S6 cong bd: 260001505/PCBB-HN
Ngay cong bod: 15/05/2026

1. Tén co s cong bd: CONG TY TNHH Y TE VINDRAY

2. bia chi: Tang 6, B3, B4, B5 Khu d4u gia QSD dit Van Phiic, Phuong Ha
bong, Thanh phé Ha Noi

3. S6 vin ban cua co so: 08-05/2026-CB-01 Ngay: 15/05/2026

4. Thiét bi y té thudc loai B

Tép thiét b y té: BO xét nghi¢m chuan bi thu vién dung cho giai trinh tu gen
thé hé mai

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 cach dong goi:

Muc dich st dung: BO VAHTS DNA ijrary Prep Kit fqr MGI 12 mot thiét bi
y t€ chan doan in vitro (IVD), dugc thiét ké dé chuyén doi 100 pg - 1 ug DNA
dau vao thanh thu vién tuong thich voi hé thong MGI thong qua cac budc sira
dau, gan adapter va khuéch dai PCR. San pham duogc thiét ké dé sir dung béi
nhan vién chuyén mon trong phong thi nghiém.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i 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: Nanjing Vazyme Medical Technology Co., Ltd.

bia chi chu sé hitru: Floor 1-3, Building C2, Red Maple Park of Technological



Industry Kechuang Road, Economy & Technology Development Zone,
Nanjing, CHINA

7. Thong tin v€ co s& bao hanh (néu co):

8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
1 Shugang
B xet nghiém Nanjing Road, Nanjing
chuan bi thu vién | VAHTS DNA Library Prep 24 rxns (24 xét Vazyme Economic and
1 | dung cho gidi trinh | Kit for MGI NDM609ME-01 i Medical Technological | CHINA
S nghiém/ set)
tu gen theé hé méi Technology Development
Co., Ltd. Zone, Nanjing
Jiangsu, 210058
1 Shugang
Bo xét nghiém Nanjing Road, Nanjing
chuan bi thu vién | VAHTS DNA Library Prep 96 rxns (96 xét Vazyme Economic and
2 | dung cho giai trinh | Kit for MGI NDM609ME-02 n Medical Technological | CHINA
A nghiém/ set)
tu gen thé hé maoi Technology Development
Co., Ltd. Zone, Nanjing

Jiangsu, 210058




