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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000796/PCBA-HN
Ngay cong bo: 05/05/2026

l.ATénA co sc’)’ﬁcéng bd: CONG TY TNHH THUONG MAI VA DICH VU Y
TE DAT VIET ’

2. bia chi: S6 9 ngd 216 Truong Pinh, Phuong Tuong Mai, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 01CBA/DVC-2026 Ngay: 05/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: IVD rira dung cho may phan tich sinh hoa

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 str dung: San pham nay dugc dung dé lam sach may phan tich sinh
hoa

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: ISO 13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s¢ hiru: ZYBIO INC

bia chi chu sé hiru: No.45, Shilin Avenue, Tiaodeng Town, Dadukou District,
400082 Chongqing, PEOPLE'S REPUBLIC OF CHINA, CHINA

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



9. Thanh phéan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chl’mg nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so
doi voi thiét bi y t€ nhap khau.

10 | Tai lidu khéc (néu co)




PHU LUC: BANG KE CHI TIET THIET BI Y TE

X . MA SAN | QUY CACH TEN CO SO SAN . .
STT | TENTHIETBIYTE | CHUNG LOAI PHAM | PONG GOI XUAT DPIA CHI CO SO SAN XUAT [NUOC SAN XUAT
(NEU CO) | (NEU CO)
No.45, Shilin Avenue, Tiaodeng
IVD rtra dung cho may Concentrated Town, Dadukou District, 400082 z
! phan tich sinh hoa Detergent 042304002 | SL/can x 1 ZYBIO INC Chongqing, PEOPLE'S REPUBLIC Trung Quoc
OF CHINA
No.45, Shilin Avenue, Tiaodeng
IVD rtra dung cho may Concentrated Town, Dadukou District, 400082 z
2 phan tich sinh hoa Detergent 042304003 | SL/can x4 ZYBIO INC Chongqing, PEOPLE'S REPUBLIC Trung Quoc
OF CHINA
No.45, Shilin Avenue, Tiaodeng
IVD rtra dung cho may Town, Dadukou District, 400082 z
3 phan tich sinh hoa Probe Detergent | 042304004 [ 30mL/lo x 8 ZYBIO INC Chongqing, PEOPLE'S REPUBLIC Trung Quoc
OF CHINA
No.45, Shilin Avenue, Tiaodeng
IVD rtra dung cho may Town, Dadukou District, 400082 z
4 phan tich sinh hoa Probe Detergent | 042304005 [ 60mL/lo x 8 ZYBIO INC Chongqing, PEOPLE'S REPUBLIC Trung Quoc

OF CHINA




