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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: 260001566/PCBB-HN
Ngay cong bo: 20/05/2026

1. Tén co s¢ cong bd: VAN PHONG DAI DIEN SNIBE HQLDINQS
(HONGKONG) COMPANY LIMITED TAI THANH PHO HA NOT

2. bia chi: Phong l1am viéc s6 31, Tang 8, Toa nha Detech II Tower, s6 107
phd Nguyén Phong Séc, Phuong Cau Gidy, Thanh phd Ha Noi

3. S6 vin ban cua co so: 16/2026/CBB.SNIBE Ngay: 20/05/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Thudc thir xét nghiém ISE

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: Géi thude thir 1a thude thir chan doan trong 6ng nghiém dé
dinh lugng K+, Na+, Cl-, iCa2+, Li+, pH (chi dugc st dung dé hiéu chinh
iCa2+) trong huyét thanh ngudi hodc mau toan phan va K+, Na+, Cl- trong
nude tiéu ngudi, sir dung mo-dun dién giai May phan tich sinh hoa ty dong
dong Biossays, mo-dun dién giai Hé thong tich hop dong Biolumi va May
phan tich dién giai dong Biossays va cic muc xét nghiém dugc sir dung dé hd
trg chan doan cac ca nhan bi nghi ngd hodc duge xac nhan bi rdi loan chuyén
héa kali, natri, clorua, canxi va ngd doc lithi. San pham nay dugc st dung dé
theo dbi dién thé dap tmg dién cuc hé thdng va rira duong ong.

Tén co sé san xuat: Theo phu luc

Dia chi co s 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 cha so hitu thiét bi y té:

Tén chu s& hiru: Shenzhen New Industries Biomedical Engineering Co., Ltd.

bia chi chu sé hitu: No. 23, Jinxiu East Road, Pingshan District, 518122
Shenzhen, CHINA

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

8. SO cong bo du diéu ki¢n san xuat doi voi thiet b1 y t€ san xuat trong nudc:

9. Thanh phan hd so:

1

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

Gidy chimg nhan dat tiéu chuan quan 1y chat luong ISO 13485

Gidy uy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

Dn|l ] W] D

Tai licu ky thuat bang tiéng Viét kem theo tai licu 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 gom bao cao d6 6n dinh d6i véi thude
thir, chat hi¢u chuan, vat lidu kiém soat in vitro

Giay ching nhén hop chuén hogc ban tiéu chuan ma cha so hitu thiét
bi y té cong b ap dung

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




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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) Shenzhen New | No.23, Jinxiu
Thugc thir xét ISE Reagent Pack (ISE 1305570011, 130557001, quustne;s Egst Road,
1 |[nghiém ISE method) 130557001 A Biomedical Pingshan CHINA

Engineering District, 518122
Co., Ltd. Shenzhen




