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: 260000010/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: 015.2026/CBB-HBDB  Ngay: 08/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: May xét nghi¢ém sinh hoa kho tu 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 sir dung: St dung dé xét nghiém thong s sinh hoéa.
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Seamaty Medical Co., Limited

bia chi chu sé hitru: 11th Floor,Building H,SZZT Indusrtial Park,Yutang
Street,Guangming District,Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH MTV HBDB
bia chi: Boi1 C17, Phuong Muong Thanh, Tinh Dién Bién



Pién thoai ¢ dinh: 0965166607  Dién thoai di dong: 0965166607
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 so 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 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.

8 | Tai liéu khac (néu co) X




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)
No. 111,
Longyun Ist
. = Se?amaty . Road, Eastern
May xét nghiém Auto Dry Biochemist Diagnostic New Area
1 | sinh hoa kho tu ry y SDI1 1 Bo + phu kién | Technology ’ CHINA
A Analyzer 641400
dong (Chengdu) Co.,
Chengdu,
Ltd. i
Sichuan
Province
No. 1 Floor 1
Chengdu Building 1. No.
; x Polytech I Floor 1
2 Dia héa chgt kho 2 General Chemistry II Kit AWO01075 ! 1\:/Iau/¥)1a, 10 Biological Building2. No. CHINA
Pancreas Kit Mau/Hop 333 Hezuo
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
£ x Polytech ! Floor 1
3 |Piahoachatkhod | 5 o) Chemistry TTKit | AW00411 I Mawbia, 10 g 1 oical Building2. No. | o
Cardiac Kit Mau/Hop 333 Hezuo
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
) Chengdu No. 1 Floor 1
Dia hoa chat kho 7 , , 1 Mau/Dia, 10 | Polytech Building 1. No.
4 Electrolyte Kit General Chemistry II Kit MD20383 Mau/Hop Biological 1 Floor 1 CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Building2. No.
333 Hezuo
Technology Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
Polytech I Floor 1
Pia hoa chit kho 7 . . 1 Mau/Pia, 10 . . Building2. No.
5 Renal function Kit General Chemistry II Kit MD20381 Mau/Hop Biological 333 Heato CHINA
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
Polytech I Floor 1
Dia hoa chit kho 8 . . 1 Mau/Pia, 10 . . Building2. No.
6 Renal function kit General Chemistry II Kit AW00275 Mauw/Hop Biological 333 Hexto CHINA
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
Polytech 1 Floor 1
Dia hoa chat kho : : 1 Maw/Dia, 10 |: 7 Building2. No.
7 10 Relyte kit General Chemistry II Kit MD20105 Mau/Hop Biological 333 Hezuo CHINA
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
Dia hoa chat kho /D7 Chengdu No. 1 Floor 1
8 |14 General General Chemistry III Kit [ AW0002 1{/[1%{1311{1/6})})13’ 10 Polytech Building 1. No. CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
1 Floor 1
Biological Building2. No.
Chemistry Kit Technology 333 Hezuo
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
Polytech I Floor 1
Pia hoa chat kho 8 . . 1 Mau/Pia, 10 L) Building2. No.
9 Renal function kit General Chemistry II Kit AWO00088 Mauw/Hop Biological 333 Hezuo CHINA
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
| Chengas [Pl o
Dia hoa chat kho | Mawbia. 10 Polytech Buildine?. No
10 |10 Liver function [ General Chemistry III Kit | AW00131 X 1A Biological £2- 0| CHINA
. Mau/Hop 333 Hezuo
kit Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
’ Chengdu }13111:111(()1(1)Ir1g1 1. No.
Dia hoa chat kho I Miu/Pia, 10 |FOIytech Building2. No
11 |13 Health check General Chemistry I Kit | AW00194 X i Biological £2- N0 | cHINA
. Mau/Hop 333 Hezuo
kit Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
12 | Pia hoa chat kho 7 General Chemistry 11 Kit AW00246 1 Mau/Dia, 10 | Chengdu No. 1 Floor 1 CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Building 1. No.
1 Floor 1
) g‘i’g:)e‘;gal Building2. No.
Electrolyte kit Mau/Hop £ 333 Hezuo
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
; x Polytech I Floor 1
13 |Prahoachatkho 6 | 5o o1 Chemistry T Kit | AW00353 I Mawbia, 10 g 1 oical Building2. No. 1 py\
Lipid kit Mau/Hop 333 Hezuo
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
| Chngas (Bt N
Dia hoa chat kho | MawBia. 10 Polytech Buildine?. No
14 |10 Liver function | General Chemistry III Kit [ AW00430 X A Biological £2- N0 | CHINA
. Mau/Hop 333 Hezuo
plus kit Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
’ Chengdu ]f)l;lllgérrlgl 1. No.
Bia hoa chat kho 1 Mau/Pia, 10 Polytech Building2. No
15 |11 Chemistry CRP | General Chemistry III Kit [ AWO00857 X A Biological 82 N0 | CHINA
. Mau/Hop 333 Hezuo
kit Technology .
Road, Hi-Tech
Co., Ltd
Zone of

Chengdu




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
No. 1 Floor 1
’ Chengdu ]?111“1113(1)?% 1. No.
bia hoa chat kho X e Polytech g
16 | 18 General General Chemistry T Kit | AW00866 I Mauia, 10 gi 1 oicar | Building2. No. 4 opypga
. Mau/Hop 333 Hezuo
Chemistry II Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chingau (P 1 No
Dia hoa chat kho X e Polytech o
17 |19 General General Chemistry III Kit | AW00867 I Mawbia, 10 g 1 oical Building2. No. | i\ o
. Mau/Hop 333 Hezuo
Chemistry II1 Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
’ Chengdu }13111:111(()1(1)Ir1g1 1. No.
Dia hoa chat kho I Miu/Pia, 10 |FOIytech Building2. No
18 | 17 Conventional | General Chemistry III Kit | AWO01076 X A Biological £2- N0 | cHINA
. ! Mau/Hop 333 Hezuo
Chemistry Kit Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
’ Chengdu ]ls%lllgcl)?gl 1. No.
bia hoa chat kho X e Polytech i g
19 | 14 General General Chemistry III Kit | AW01077 ! 1\:/[au/];)1a, 10 Biological Building2. No. CHINA
. . Mau/Hop 333 Hezuo
Chemistry B kit Technology .
Co.. Ltd Road, Hi-Tech

Zone of




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)
Chengdu
No. 1 Floor 1
| Chingas [Pl o
Bia hoa chat kho 1 Mau/Pia, 10 Polytech Building2. No
20 |13 Livernal General Chemistry III Kit [ AWO01078 X A Biological 82 N0 | CHINA
) . Mau/Hop 333 Hezuo
Function kit Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
Polytech 1 Floor 1
Pia hoa chat kho 5 . ) 1 Mau/Dia, 10 . . Building2. No.
21 CRP Kit General Chemistry [IT Kit | MD10132 Mauw/Hop Biological 333 Hexto CHINA
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
Chengdu Building 1. No.
. x Polytech 1 Floor 1
22 B.l a héa Che.lt kh(? 8 General Chemistry III Kit | MD20380 ! 1\:/Iau/¥)1a, 10 Biological Building2. No. CHINA
Liver function kit Mau/Hop 333 Hezuo
Technology .
Road, Hi-Tech
Co., Ltd
Zone of
Chengdu
No. 1 Floor 1
ghlengd}lll Building 1. No.
S A Xy olytec 1 Floor 1
bia hoa chat kho 9 ) ) 1 Mau/bia, 10 . . 10C
23 Comprehensive kit General Chemistry III Kit | MD20384 MawHop Biological Building2. No. CHINA
Technology 333 Hezuo
Co., Ltd

Road, Hi-Tech
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