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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: 260001313/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: 2604283/HKT Ngay: 28/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cot sac ky dung cho may xét nghiém dinh luong HbA Ic
Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: AH-CXZ60008

M3 san pham (néu co):

LYHN-MY-TH-03022

Quy cach dong goi:

Muc dich str dung: San pham nay dya trén nguyén 1y phén tich sac ky long
hi¢u ndng cao (HPLC) va tuong thich v&i May xét nghiém Glycohemoglobin
tu dong (chung loai: AH—600, AH-660, AH—600 Pro, AH-620 Pro, AH-630
Pro) do AILEX san xuat, dugc st dung dé tach hemoglobin glycosyl hoa tur
mau mau toan phan nguoi.

Tén co so san xuat: AILEX (Hunan) Medical Equipment Co., Ltd

DPia chi co so san xuat: 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

Tiéu chun chat luong san pham 4p dung: EN ISO 13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s& hiru: AILEX (Hunan) Medical Equipment Co., Ltd

bia chi chu sé hitru: 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. 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 s¢ 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 hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




