SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

DIEN BIEN Péc 1ap - 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: 260000008/PCBB-DB
Ngay cong bo: 08/06/2026

1. Tén co sd cong bé: CONG TY TNHH MTV HBDB

2. bia chi: P61 C17, Phuong Muong Thanh, Tinh Di¢n Bién

3. S6 vin ban cuia co so: 09.2026/CBB-HBDB Ngay: 08/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y t&: My phan tich huyét hoc ty dong

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goéi: 1 Bo + phu kién

Muc dich su dung: May Phan Tich thu thép va phan tich tin hiéu quang dién tur
mau mau dé phan tich dinh lugng cac thanh phan hiru hinh trong mau nguoi
va cung cap dit liéu chan doan lién quan.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

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: Hunan ehome health technology company limited

bia chi chu s¢ hiru: Room 103 and 104, No.13 Building, Country Garden
Wisdom Garden, Xueshi Street, Yuelu District, Changsha, Hunan, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH MTV HBDB



Dia chi: Bgi C17, Phuong Muong Thanh, Tinh Dién Bién

Pién thoai ¢b dinh: 0965166607  Dién thoai di dong: 0965166607

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd 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 mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
doi vaoi thiét bi y té nhap khau.




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

~ 3 Quy cach n . oo X
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)
Room 103 and
104, No.13
Hunan ehome | Building,
M4y phan tich health Country Garden
1 Y P o Auto Hematology analyzer |[EHBT-75 1 B + phu kién | technology Wisdom Garden, | CHINA
huyét hoc ty dong )
company Xueshi Street,
limited Yuelu District,
Changsha,
Hunan
Room 103 and
I Test/Hop, 10 104, No.13
A Hunan ehome | Building,
n . Tests/Hop, 20
B9 dung cu xir Iy Kit for sample processin Tests/Hop, 60 health Country Garden
2 | mau cho may phan pie b N | YH-HC200 °P> technology Wisdom Garden, | CHINA
, X for Hematology analysis Tests/Hop, 120 .
tich huyét hoc N company Xueshi Street,
Test/Hop, 240 .. ..
Tests/Ho limited Yuelu District,
P Changsha,
Hunan
Room 103 and
1 Test/Hop, 10 104, No.13
A Hunan ehome | Building,
n . Tests/Hop, 20
B9 dung cu xir Iy Kit for sample processin Tests/Hop, 60 health Country Garden
3 | mau cho may phan pie b " 1 YH-HC201 oP, technology Wisdom Garden, | CHINA
, X for Hematology analysis Tests/Hop, 120 .
tich huyét hoc N company Xueshi Street,
Test/Hop, 240 .. ..
Tests/Ho limited Yuelu District,
P Changsha,

Hunan




