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

S6 cong bd: 260002316/PCBB-HN
Ngay cong bod: 15/07/2026

1. Tén co s¢ cong bd: CONG TY CO PHAN TRANG THIET BI VA PHAT
TRIEN DU ANY TE VIET NAM ’
2. bia chi: S6 90 ngd 164 Vuong Thira Vi, Phuong Khuong Dinh, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 260702/CBB/Medivest Ngay: 15/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé théng 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 céch dong goi:

Muyc dich str dung: 1. May xét nghiém HbA1c do Shanghai Medconn Medical
Techno-logy Co., Ltd. san xuit, dung cho cac co s& y té dé thuc hién xét
nghiém in vitro ham luong HbA 1¢ trong miu mau toan phan cta ngudi nham
hd tro chan doan.

2. B thudc thir xét nghiém dinh lugng HbAlc dugc sir dung cung véi may xét
nghiém HbA1c do Shanghai Medconn Medical Technology Co., Ltd. san XUAt,
dung cho cac co sd'y té dé thyc hién xét nghiém in vitro ham luong HbAlc
trong mAu méu toan phan cua ngudi nham hd tro chan doan.

3. IVD ly giai trong xét nghiém dinh luong HbA 1c dugc str dung dé tién xir Iy
cac mau méu cho xét nghiém HbA lc.

4. Cot sac ky xét nghiém dinh lugng HbA 1¢ (HPLC) duoc st dung cing véi
may xét nghiém HbA 1c (Mau MQ-6000/MQ-8000) do Shanghai Medconn
Medical Technology Co., Ltd. san xuét, dung cho céc co sd y té dé thyc hién
xét nghiém in vitro dinh luong ham luong HbA 1¢ trong miu mau toan phan



ctia ngudi nham hd tro chan doan.

Cot sac ky xét nghiém dinh luong HbA 1c (HPLC) sir dung phuong phap
HPLC dé xac dinh ham luong HbA ¢ trong mau ngudi. Phuong phap nay 1a
tiéu chuan vang dé xac dinh HbA lc va duoc sir dung rong rai trong thuc hanh
lam sang.

5. Chat hiéu chuan xét nghiém dinh luong HbA lc dugc dung dé hiéu chuan
xét nghiém dinh lugng Hemoglobin Alc, duoc sir dung két hop v6i Bo hoa
chat xét nghiém Hemoglobin (do Shanghai Medconn Biotechnology Co., Ltd.
san xuat).

6. Vat liéu kiém soat xét nghiém dinh luong HbA1c duoc dung dé kiém soat
ndi bg xét nghiém dinh luong Hemoglobin Alc, dugce st dung két hop voi Bo
hoa chit xét nghiém Hemo-globin (do Shanghai Medconn Biotechnology Co.,
Ltd. san xuét).

Bdi canh 1am sang: HbA I¢ dugc st dung rong rai trong thuc hanh 1am sang
nhu mot chi s6 xét nghiém bénh tiéu dudng. La san pham cua phan Gmg
enzyme khong thuan nghich gitra hemo-globin ngudi va glucose trong mau,
chi s6 nay co thé phan anh mirc glucose mau trung binh ciia con ngudi trong
vong 2-3 thang, va két qua xét nghiém khong bi nhiéu bai thirc an.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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 s¢ hiru: Hangzhou Medconn Diagnostics Technology Co., Ltd.
(Shanghai Branch)

bia chi chu s¢ hiru: Room F189, 3rd Floor, No. 1500 Tingwei Road,
Shanyang Road, Jinshan District, Shanghai, CHINA

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

Tén co sé: Cong Ty C6 Phan Trang Thiét Bi Va Phat Trién Du An Y Té Viét
Nam

Dia chi: S6 90 ngd 164 Vuong Thira Vii, Phuong Khuong Pinh, Thanh phd
Ha Noi

Dién thoai ¢b dinh: +84 2437738358 bi¢n thoai di dong: +84
971249906

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X

2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X




Gidy uy quyén cua chi s hitu thiét b y té

Giay xac nhan du di€u kién bao hanh

Tai li¢u k¥ thuat bﬁng tiéng Viét kém theo tai liéu vé nguyén vat liéu,
vé an toan cua san pham, quy trinh san xuat, cac bao cao nghién ciru

1am sang va tién 1am sang bao gdm bao céo do on dinh di véi thude

thir, chat hiéu chuan, vat liéu kiém soat in vitro

Giay chtng nhan hgp chuan hogc ban tiéu chuan ma chu sé hiru thiét
bi y t€ cong bo ap dung

Giay chimg nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so
d6i véi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

~ . x Quy cach " . . . 2 (o
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o Dia chi ¢ so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Shanghai .
May xét nghi¢m Glycated Hemoglobin Medconn I;gé; OéEaYIV2§ha; fwn
1 |HbAlc Analyzer MQ-6000 Medical Tt Disfric tg * | cHINA
Technology Shanghai ’
Co., Ltd.
£ o AL The 1st, 2nd and 4th
A A L Thube thur A: . floor of Building 3, the
B0 thuoc thir xét 1000 ml x 3 + | Shanghai 3rd and 4th of Building
) nghiém dinh luong | HbAlc Assay Kit (HPLC) HC234T10 Thudc thtr B: Medconn 2. No. 1018 Weichang | CHINA
HbAlc 1000 mlx 1 + | Biotechnology Road, Shanyang Town
3(1)1(1)1 (r)riltilui C: Co., Ltd. Jinshan District,
Shanghai
The 1st, 2nd and 4th
£ . . floor of Building 3, the
Thuoc thr xét Shanghai 3rd and 4th of Building
3 |nghiém dinh lugng | HbAlc Reagent A HC234T19 Can 1000mi | Medconn 2,No. 1018 Weichang | CHINA
HbAlc Biotechnology Road, Shanyang Town
Co., Ltd. Jinshan District,
Shanghai
The 1st, 2nd and 4th
B ., ) floor of Building 3, the
Thube thu xét Shanghai 3rd and 4th of Bguilding
4 |nghiém dinh luong | HbAlc Reagent B HC234T21 Can 1000mi | Medconn 2, No. 1018 Weichang | CHINA
HbAlc Biotechnology Road, Shanyang Town
Co., Ltd. Jinshan District,
Shanghai
5 Thudc thir xét HbAlc Reagent C HC234T23 Can 1000 ml Shanghai The 1st, 2nd and 4th CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu co)
floor of Building 3, the
nghiém dinh luong Medconn 2. No. 1018 Weichang.
HbAlc Biotechnology Raoad. Shanyang Towi
Co., Ltd. Jinshan District,
Shanghai
The 1st, 2nd and 4th
. floor of Building 3, the
IVD ly giai trong Shanghai 3rd and 4th of Bguilding
6 | xét nghiém dinh | HbAlc Haemolyser HC224501 B6 2000 ml x 1 Medconn 2, No. 1018 Weichang | CHINA
luong HbAlc Biotechnology Road, Shanyang Town
Co., Ltd. Jinshan District,
Shanghai
The 1st, 2nd and 4th
. floor of Building 3, the
IYD ly giai trong Shanghai 3rd and 4th of Bguilding
7 | xét nghiém dinh [ HbAlc Haemolyser HC224502 B6 2000 ml x 5 Medconn 2, No. 1018 Weichang | CHINA
luong HbAlc Biotechnology Road, Shanyang Town
Co., Ltd. Jinshan District,
Shanghai
The 1st, 2nd and 4th
. . floor of Building 3, the
IVD ly giai trong Shanghai 3rd and 4th of Bguilding
g |x¢étnghiémdinh | HbAlc Haemolyser HC224S03 B0 2000 mlx 3 | Medeonn 2, No. 1018 Weichang | CHINA
lugng HbAlc Biotechnology | o' 4 Shanyang Town
Co., Ltd. Jinshan District,
Shanghai
IVD ly gisi trong g o Building 3 te
xét nghi¢m dinh HbA1lc Haemolyser R Medconn 2,
9 | yong HbAle HC224804 B 2000 mIx 4 | i technology | 3rd and 4th of Building | CHINA

Co., Ltd.

2, No. 1018 Weichang




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Road, Shanyang Town,
Jinshan District,
Shanghai
The 1st, 2nd and 4th
IVD ly gidi trong Shanghai floor of Building ?’ t'he
xét nghi¢m dinh HbA1lc Haemolyser Medconn 3rd and 4th of Building
10 : : HC224S05 B0 2000 ml x 2 . 2, No. 1018 Weichang | CHINA
luong HbAlc Biotechnology
Co.. Ltd Road, Shanyang Town,
" ’ Jinshan District,
Shanghai
The 1st, 2nd and 4th
j1 |nehiem dinh luong | HbAle column kit (HPLC) | 1y0ns 500 B 3000 test | Medeonn 2, No. 1018 Weichang | CHINA
HbAlc Biotechnology
Co.. Ltd Road, Shanyang Town,
v Jinshan District,
Shanghai
The 1st, 2nd and 4th
12 | nghiém dinh luong | HbAlc column kit (HPLC) | 11555006 Bo 6000 test | Medeonn 2, No. 1018 Weichang | CHINA
HbAlc Biotechnology
Co.. Ltd Road, Shanyang Town,
v Jinshan District,
Shanghai
The 1st, 2nd and 4th
Chat hi¢u chuan . Shanghai floor of Building ?’ t'he
xét nghi¢m dinh Hemoglobin Alc Calibrator Level 1: 1 x 20 Medconn 3rd and 4th of Bu11d1ng
13 N HC236T01 ul + Level 2: 1 . 2, No. 1018 Weichang [ CHINA
lugng HbAlc Biotechnology
x 20 uL Co.. Ltd Road, Shanyang Town,

Jinshan District,
Shanghai




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
The 1st, 2nd and 4th

Vit liéu kiém soat ) Shanghai floor of Building T?” t.he

xét nghiém dinh Hemoglobin Alc Control Level 1: 1 x 0.5 Medconn 3rd and 4th of Building
14 S HC235T01 ml + Level 2: 1 . 2, No. 1018 Weichang [ CHINA

luong HbAlc Biotechnology
x 0.5 ml Co.. Ltd Road, Shanyang Town,

Jinshan District,
Shanghai




