SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

PHUTHO Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000039/PCBB-PT
Ngay cong bo: 14/07/2026

1. Tén co s& cong bé: CONG TY CO PHAN SEMIND

2. bia chi: L6 CN9.2, duong RO1, Khu cong nghi¢p Tam Duong I - Khu vuc
2, Xa Tam Duong, Tinh Phil Tho

3. S6 vin ban cua co so: 036/2026/CBBZB-SM Ngay: 14/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Vat liéu kiém soat xét nghi¢ém can léng nudce tiéu da mirc
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:

Muc dich sir dung: San pham nay Gng dung trong quy trinh kiém soat chat
lugng (QC) cua may phén tich nudc tiu Zybio d€ dam bao do chinh xac cua
thiét bi.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuén chét luong san pham ap dung: Xem Tuyén bd Tiéu chuin phu hop
(Declaration of Conformity) (dinh kém ho so)

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 so hiru: ZYBIO INC.,

bia chi chu s hitu: No. 45, Shilin Avenue, Tiaodeng Town, Dadukou
District, 400082 Chongqing, CHINA

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 | Tai liéu k§ thudt bang tiéng Viét kem theo tai liéu vé nguyén vét liéu, | ¢

vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi vé6i thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

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

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi 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 oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
At 1ia 1s A , Floor 1 to Floor 5,
Xveitég}ﬁ ékrfgzoat Building 38, No. 5 of
1 |tang nu & tidu mite Sediment Dual Control ZYBIO INC., Taﬂ'(ang' Road, Blo.ck C CHINA
0 of Jianqgiao Industrial
Park, Dadukou District,
400082 Chongging
At 1ia 1k A , Floor 1 to Floor 5,
Xveitég}ﬁ ékrfgzoat Building 38, No. 5 of
2 | ling nu & tidu mite Sediment Dual Control ZYBIO INC., Taﬂ'(ang' Road, Blo.ck C CHINA
1 of Jianqgiao Industrial
Park, Dadukou District,
400082 Chongging
At 1ia 1k A , Floor 1 to Floor 5,
Xveitég}ﬁ ékrfgzoat Building 38, No. 5 of
3 | léng nu S tidu mire Sediment Dual Control ZYBIO INC., Taikang Road, Block C CHINA

2

of Jiangiao Industrial
Park, Dadukou District,
400082 Chongging




