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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: 260001407/PCBB-HN
Ngay cong bo: 07/05/2026

1. Tén co s cong bd: CONG TY CO PHAN KANPEKI NHAT BAN
2. bia chi: Phong 201, s6 17 BT5 Phap Van - Tt Hi€p, Phuong Yén So,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 05-2026/CBB- NB Ngay: 07/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Hoa chat diung cho may phan tich mién dich

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 str dung: Hoa chat diing cho may phan tich mién dich

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia NSX

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu sé hiru: Jiangxi Medicalsystem Biological Technology Co., Ltd.
Dia chi chu sé hitu: Floor 3 and 4, Science and Technology Building 2,
Electronic Information Industrial Park, Nanchang Economic and
Technological Development Zone, Nanchang, Jiangxi, 330044, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

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

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy iy quyén cta chu so hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu ky thuét bang tiéng Viét kém theo tai liéu vé nguyén vat liéu,
vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gdm bao cao d6 6n dinh ddi véi thude
thtr, chat hiéu chuan, vat liéu ki€m soat in vitro

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

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so

d6i v6i thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Hoa chat dung cho
may phan tich
mién dich

B-type natriuretic peptide
Kit (CLIA)

Jiangxi
Medicalsystem
Biological
Technology
Co., Ltd.

Floor 3 and 4,
Science and
Technology
Building 2,
Electronic
Information
Industrial Park,
Nanchang
Economic and
Technological
Development
Zone,
Nanchang,
Jiangxi, 330044

CHINA

Hoa chat dung cho
mdy phén tich
mién dich

D-Dimer Kit (CLIA)

Jiangxi
Medicalsystem
Biological
Technology
Co., Ltd.

Floor 3 and 4,
Science and
Technology
Building 2,
Electronic
Information
Industrial Park,
Nanchang
Economic and
Technological
Development
Zone,
Nanchang,
Jiangxi, 330044

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Floor 3 and 4,
Science and
Technology
Building 2,
) Tianexi Electronic
Hoa chat dung cho Me d%cals stem Information
may phan tich Vitamin B12 Kit (CLIA) . L8y Industrial Park,
3 2 Biological CHINA
mién dich Nanchang
Technology :
Co.. Ltd Economic and
v Technological
Development
Zone,
Nanchang,

Jiangxi, 330044




