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: 260000009/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 cua co so: 014.2026/CBB-HBDB  Ngay: 08/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mdy xét nghiém huyét hoc

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 cach dong géi: 1 Bo + phu kién, chit thir kém theo

Muc dich str dung: St dung dé phan tich cac thanh phﬁn, thong ) trong mau
ngoai vi.

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. DB6i voi thiét bi y té chira chat ma tay, tién chat (néu c):

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

Tén chu s¢ hiru: Shenzhen Dymind Biotechnology Co., Ltd.

bia chi chu sé hitu: 10th floor, Building B, High-tech park, Guangqgiao Road,
Tianliao community, Yutang street, Guangming district, Shenzhen 518107,
CHINA

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

Tén co so: 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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
10th floor,
Building B,
High-tech park,
Guangqiao
Mév xét nehiem 1 Bo+ Rhl.l %hemnizilgn Road, Tianliao
1 Y ghie Auto Hematology Analyzer | UN73 kién, chat thir Y community, CHINA
huyét hoc \ Biotechnology
kem theo Co.. Ltd Yutang street,
v Guangming
district,
Shenzhen
518107
10th floor,
Building B,
High-tech park,
Guanggiao
Dung dich pha Hematology analyzer ]S)hemnizrlllgn Road, Tianliao
2 | ouns dichp . gy analy DIL-A 10L, 20L Y community, CHINA
loang DIL-A Diluent Biotechnology Yutang street
Co., Ltd. Guangming
district,
Shenzhen
518107
10th floor,
Shenzhen El'mt?ltnghB’ .
Dung dich Lyse 200mL, 500mL, [ Dymind 1gh-tech parx,
3 LYG-1 Hematology analyzer Lyse |LYG-1 1L Biotechnology Guangql'ao ' CHINA
Co., Ltd. Road, Tianliao

community,




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Yutang street,
Guangming
district,
Shenzhen
518107

Dung dich Lyse
LYA-2

Hematology analyzer Lyse

LYA-2

200mL, 500mL,
1L, 4L

Shenzhen
Dymind
Biotechnology
Co., Ltd.

10th floor,
Building B,
High-tech park,
Guanggiao
Road, Tianliao
community,
Yutang street,
Guangming
district,
Shenzhen
518107

CHINA

Dung dich Lyse
LYA-3

Hematology analyzer Lyse

LYA-3

200mL, 500mL,
1L, 4L

Shenzhen
Dymind
Biotechnology
Co., Ltd.

10th floor,
Building B,
High-tech park,
Guanggqiao
Road, Tianliao
community,
Yutang street,
Guangming
district,
Shenzhen
518107

CHINA

Dung dich rira dam
dac CLE-P

Cleanser

CLE-P

50mL

Shenzhen
Dymind
Biotechnology
Co., Ltd.

10th floor,
Building B,
High-tech park,
Guangqiao
Road, Tianliao

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
community,
Yutang street,
Guangming
district,
Shenzhen
518107
High(H): 10th floor,
3mLx1, 3mLx2, Building B,
3mLx3 High-tech park,
Normal(N): Shenzhen Guangqi‘ao ‘
Dung dich QC 3mLx1, 3mLx2, Dymind Road, Tlgnhao
7 huvét he Hematology Control DM-5D 3mLx3 Low(L): | 5: community, CHINA
uyet hoc DM-5D Biotechnology
3mLx1, 3mLx2, Co.. Ltd Yutang street,
3mLx3 Control v Guangming
set: 3mL(H)x1, district,
3mL(N)x1, Shenzhen
3mL(L)x1 518107




