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THONG TIN

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

S6 cong bd: 260001312/PCBB-HN
Ngay cong bo: 28/04/2026

1. Tén co s cong bd: CONG TY TNHH THIET BI CONG NGHE HKT
2. Pia chi: S6 nha 67 t6 8, Phudng Phii Luong, Thanh phd Ha Noi

3. S6 vin ban cua co so: 2604282/HKT Ngay: 28/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: B IVD xét nghiém dinh lugng HbAlc

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 su dung: Bugc str dung két hop voi hé thong phén tich hemoglobin
glycosyl hoa dé dinh lugng ham lugng hemoglobin glycosyl hoa trong mau
mau toan phan nguoi.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: EN ISO 13485:2016

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 sé hiru: AILEX (Hunan) Medical Equipment Co., Ltd

Dia chi chu s& hiru: Floors 1-3, Building 2 and Floor 3, Building 3, Jinliugu
Science and Technology Park, No.1155 Zhongqing Road, Kaifu District,
410000 Changsha City, Hunan Province, CHINA

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

8. SO cong bod du diéu ki¢n san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén ho so:

1

Vin ban cong bd tiéu chuan ap dung cia thiét bi y té thudc loai B.

Gidy chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485

Gidy uy quyén cta chu so hiru thiét bi y té

Giay xac nhan du di€u kién bao hanh

DNl | W] BN

Tai liu k§ thuét bang tiéng Viét kém theo tai liéu vé nguyén vat liéu,
vé an toan cua san pham, quy trinh san Xuat, cac bao cao nghién ciu
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi v6i thude
thir, chat hiéu chuan, vat lidu kiém soat in vitro

Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

Glay chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so
do6i voi 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)
Floors 1-3,
Building 2 and
Floor 3,
Dung dich rura giai AILEX B'ul!dmg 3’.
\ . Jinliugu Science
dung cho xét Eluentl (Hunan) and Technolo
1 |[nghiém dinh lugng LYHN-MY-TH-03001 800mL x Ibag |Medical 5 | cHINA
] Park, No.1155
HbAlc Equipment Co., .
Lid Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province
Floors 1-3,
Building 2 and
Floor 3,
Dung dich rira gii AILEX Building 3,
\ . Jinliugu Science
dung cho xét Eluentl 800mL x (Hunan) and Technolo
2 | nghiém dinh luong LYHN-MY-TH-03002 Medical £Y | CHINA
10bags . Park, No.1155
HbAlc Equipment Co., .
Lid Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province
Dung dich rua giai AILEX Floors 1-3,
dung cho xét Eluent2 (Hunan) Building 2 and
3 nghiém dinh luong LYHN-MY-TH-03003 800mL x lbag | Medical Floor 3, CHINA

HbAlc

Equipment Co.,

Building 3,




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

Ltd

Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

Dung dich rua giai
dung cho xét
nghiém dinh luong
HbAlc

Fluent2

LYHN-MY-TH-03004

800mL x
10bags

AILEX
(Hunan)
Medical
Equipment Co.,
Ltd

Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

CHINA

Dung dich rua giai
dung cho xét
nghiém dinh luong
HbAlc

Eluent3

LYHN-MY-TH-03005

800mL x lbag

AILEX
(Hunan)
Medical
Equipment Co.,
Ltd

Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

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)
Floors 1-3,
Building 2 and
Floor 3,
Dung dich rira gii AILEX Building 3,
\ . Jinliugu Science
dung cho xét Eluent3 800mL x (Hunan) and Technolo
6 |nghiém dinh luong LYHN-MY-TH-03006 Medical £Y | CHINA
10bags . Park, No.1155
HbAlc Equipment Co., .
Lid Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province
Floors 1-3,
Building 2 and
Floor 3,
Dung dich rira gidi AILEX Building 3,
\ . Jinliugu Science
dung cho xét Eluent4 (Hunan) and Technolo
7 | nghiém dinh lugng LYHN-MY-TH-03007 800mL x lbag | Medical =Y | CHINA
] Park, No.1155
HbAlc Equipment Co., .
Ltd Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province
Floors 1-3,
Building 2 and
Dung dich rura giai AILEX Floor 3,
dung cho xét (Hunan) Building 3,
8 | nghiém dinh lugng | F1Ue1 LYHN-MY-TH-03008 ?8322; * Medical Jinliugu Science | CHINA
HbAlc Equipment Co., | and Technology
Ltd

Park, No.1155
Zhongqing




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

Road, Kaifu
District, 410000
Changsha City,
Hunan Province

Dung dich tan
huyét va rira ding
cho xét nghiém
dinh lugong HbAlc

Hemolysis & Wash
Solution

LYHN-MY-TH-03009

2L x 1 bottle

AILEX
(Hunan)
Medical
Equipment Co.,
Ltd

Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

CHINA

10

Dung dich tan
huyét va rira ding
cho xét nghiém
dinh lugong HbAlc

Hemolysis & Wash
Solution

LYHN-MY-TH-03010

2L x 5 bottles

AILEX
(Hunan)
Medical
Equipment Co.,
Ltd

Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

CHINA

11

Chaét hiéu chuén
x¢t nghiém dinh
luong HbAlc

Calibrator 1~2

LYHN-MY-TH-03016

IxImL

AILEX
(Hunan)
Medical

Floors 1-3,
Building 2 and
Floor 3,

CHINA




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

Equipment Co.,
Ltd

Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

12

Chét hi¢u chuéan
xét nghiém dinh
lugng HbA1c

Calibrator 1~2

LYHN-MY-TH-03017

4xImL

AILEX
(Hunan)
Medical
Equipment Co.,
Ltd

Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province

CHINA

13

Chét hiéu chuén
x¢ét nghiém dinh
luong HbAlc

Calibrator 1~2

LYHN-MY-TH-03018

1x4mL

AILEX
(Hunan)
Medical
Equipment Co.,
Ltd

Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Jinliugu Science
and Technology
Park, No.1155
Zhongqing
Road, Kaifu
District, 410000
Changsha City,

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
Hunan Province
Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Chat hi¢u chuan éﬁfﬁ) Jinliugu Science
14 x€t nghiém dinh Calibrator 1~2 LYHN-MY-TH-03019 AxdmL Medical and Technology CHINA
lugng HbAlc . Park, No.1155
Equipment Co., .
Ltd Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province
Floors 1-3,
Building 2 and
Floor 3,
Building 3,
Vat liéu kiém soat gﬁiﬁ) Jinliugu Science
x¢ét nghiém dinh Control 1~2 : and Technology
15 LYHN-MY-TH-03020 1x0.5mL Medical CHINA
luong HbAlc . Park, No.1155
Equipment Co., .
Ltd Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province
Floors 1-3,
Vat lidu kidm sodt AILEX Building 2 and
xét nghiém dinh | Control 1~2 (Hunan) Floor 3,
16 lurone HbA 1o LYHN-MY-TH-03021 4x0.5mL Medical Building 3, CHINA
e Equipment Co., | Jinliugu Science
Ltd and Technology

Park, No.1155




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

Zhongqing
Road, Kaifu
District, 410000
Changsha City,
Hunan Province




