BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

Sé: 2504530DKLH/HTTB-DKKD Ha Ngi, ngay 04 thang 12 nam 2025

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can cit Thong tu s6 44/2025/QD-BYT ngay 22 thang 11 ndm 2025 cia Bo trudng
Bo Y té quy dinh viéc phan cép thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: May xét nghiém dinh lugng glucose va lipid

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cta chu sé hitu thiét bi y té: SD Biosensor, Inc., C-4th&5th, 16,

Deogyeong-daero 1556beon-gil, Yeongtong-gu, Suwon-si, Gyeonggido, 16690,

KOREA, REPUBLIC OF

6. Tén, dia chi ctia cht s& hitu s6 luu hanh: CONG TY CO PHAN Y TE BUC

MINH, Sé 51, ngd 205, ngach 323/83, duong Xuan Pinh, Phuong Xuan Dinh,

Thanh phd Ha Nbi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Dia chi co so san xuit va Nude san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 138/Qb-HTTB
ngay 04 thang 12 ndm 2025./.

Noi nhan:

- CONG TY CO PHAN Y TE BUC
MINH;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, bKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

May xét nghiém STANDARD LipidoCare Analyzer dugc thiét ké dé do dinh luong ciia cac thong sé mau: Cholesterol toan phan(‘TC”),
Triglycerides(‘TG”), Cholesterol Lipoprotein ti trong cao (‘HDL”), chi s6 ‘LDL’, ‘LDL/HDL’, ‘non-HDL’ dugc tinh toan va glucose. Hé théng
nay duoc chi dinh str dung trong chan doan invitro dé xét nghiém mau mau toan phin mao mach twoi, mau toan phan tinh mach, huyét trong hoic
huyét thanh. Hé théng xét nghiém STANDARD LipidoCare Lipid test system chi dugc st dung véi STANDARD LipidoCare Lipid test strip ciing
nhu STANDARD LipidoCare Blood Glucose Test Strip hodc SD Codefree Blood glucose test strip. Hé théng phu hop danh cho chuyén gia sir
dung ciling nhu ty xét nghiém va la mdt cong cu co gia tri trong viéc theo doi tiéu dudng va mirc do cholesterol, nhung né khong dugc chi dinh dé

chan doan bénh tiéu duong hay cac truong hop lién quan dén cholesterol.

2. Tén, dia chi co sé bao hanh:
Tén co s6 bao hanh: Cong ty ¢6 phan Y té Ptc Minh ’
Dia chi co s& bao hanh: S6 51, ngd 205, nghach 323/83, duong Xuan Pinh, Phuong Xuan Dinh, Thanh pho Ha Ni

Dién thoai c¢b dinh: 02462589929

3. Thong tin chi tiét thiét bi y té:

Dién thoai di dong: 0988778725

~ = 2 Quy cach A - o e -
STT| Tén thiét biy té Chiing loai Ma san phim dong goi Teéncoso | Diachicoso | g0 san xudt
’ ; (Néu cd) (Néu c6) san xuat san xuat
74,
Osongsaengmye
Mady xét nghiém M s : ong 4-ro,
1 | dinh lugng glucose STANDARD™ LipidoCare 0OLA10G Hop 1 méy SD Biosensor, | Osong-eup, KOREA,
A Livid Analyzer j Inc. Heungdeok-gu, | REPUBLIC OF
valip Cheongju-si,
Chungcheongbu
k-do, 28161
74,
A A Osongsaengmye
May xét nghiém STANDARD™ LipidoCare R , SD Biosensor, |ong 4-ro KOREA,
2 | dinh lugng glucose 02LA20G Hop 1 may ’
. Analyzer Inc. Osong-eu REPUBLIC OF
va lipid y g-eup,
Heungdeok-gu,
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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

Cheongju-si,
Chungcheongbu
k-do, 28161
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