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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: 250002666/PCBB-HCM
Ngay cong bo: 11/09/2025

1. Tén co s cong bd: CONG TY TNHH SAI GON MEDITEC

2. bia chi: S0 417, duong Bui Cong Trung, ap 4, Xa BDong Thanh, Thanh phd
H6 Chi Minh

3. S6 vin ban cua co sO: SYT-20250908-02 Ngay: 08/09/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May xét nghiém HbAlc ty dong

Tén thuong mai (néu co):

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

Chung loai: MQ-3000

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: Puogc st dung két hop voi bd chét thur xét nghi¢ém HbAlc
(HPLC), dung dich ly giai HbAlc, va bd ¢t phan tich HbAlc (HPLC) do
Shanghai Medconn Biotechnology Co., Ltd. san xuat dé phat hién ham luong
Hemoglobin Glycated trong cac mau mau dudi dang phan tram cua tong
hemoglobin.

Tén co so san xuat: Shanghai Medconn Medical Technology Co., Ltd.

Dia chi co s san xuit: Rm 1001-1003, 1F, East of Building 4 & 2F, No.1018
Weichang Road, Shanyang Town, Jinshan District, Shanghai, CHINA

Tiéu chuén chét luong san phdm ap dung: Tiéu chuén ctia nha san xut

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

Tén chu s& hiru: Shanghai Medconn Medical Technology Co., Ltd.

bia chi chu s¢ hiru: Rm 1001-1003, 1F, East of Building 4 & 2F, No.1018



Weichang Road, Shanyang Town, Jinshan District, Shanghai, CHINA
7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong Ty TNHH Sai Gon Meditec

Dia chi: S6 417, duong Bui Cong Trimng, ap 4, Xa Pong Thanh, Thanh phd Ho
Chi Minh

Dién thoai ¢d dinh: 0862508536  Dién thoai di dong: 0862508536
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.




