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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001118/PCBA-HN
Ngay cong bod: 12/06/2026

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE B2K

2. bia chi: Khu dau gia quyén str dung dat xen ket nho 1¢, thon Pai Ang, Xa
Ngoc Hbi, Thanh phé Ha Noi

3. S6 vin ban cua co so: 0126/CBA Ngay: 12/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: IVD 1a dung dich rtra ding cho mdy xét nghiém sinh hoa
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:

Muc dich sir dung: 1 dung dich dung dé rira may sinh hoa.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét
5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s¢ hiru: Zhejiang Xinke Medical Technology Co., Ltd

bia chi chu sé hitu: No.133, Lengshui Road, Jinpan Development Zone,
Jinhua City, Zhejiang Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:



Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A.

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

3 | Giay uy quyén ctia chu s6 hitu thiét b y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

¢ | Gidy chimg nhan hop chuan hogc ban tiéu chuan ma chu s¢ hiru thiét
bi y t€ cong bo ap dung

7 | Tai liéu hudéng dan st dung cua thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

A ~ «i~ | TEN CO SO CHU
A . . . TEN CO SO SAN oo =
TEN TRANG PON VI , < QUY CACH DbONG GOI 5 - SO HUU/ HANG,
STT| rhigT BIY TE TINH CHUNG LOAISAN PHAM (NEU CO) XUAT/HANG, | \y:65¢ cHU 6
NUOC SAN XUAT =
HUU
1 Lo AU Cleaning Solution 2Lx2; 10L; 20L
50ml, 50mlx14, 60ml, 70ml,
2 Lo W1 Alkaline Cleaning Solution |70mlx14, 200ml, 500ml, 1L,
2L, 10L, 20L
50ml, 50mlx14, 60ml, 70ml,
3 Lo W2 Alkaline Cleaning Solution |70mlx14, 200ml, 500ml, 1L,
. S, 2L, 10, 201 Zhejiang Xinke Zhejiang Xinke
IVD la dung dich rira 50ml, 50mlx14, 60ml, 70ml, . .
, ) ) i ) Medical Technology [ Medical Technology
4 | sirdungcho may Lo W2 Acid Cleaning Solution ~ |70mlx14, 200ml, 500ml, 1L, Co.. Ltd Co.. Ltd
phan tich sinh hoa 2L, 10L, 20L O P
- - - 2 2 Trung Quoc Trung Qudc
5 Lo BS I Alkaline Cleaning Solution |500ml, 1L, 2L, 10L, 20L
6 Lo BS I Acid Cleaning Solution [500ml, 1L, 2L, 10L, 20L
7 Lo BS 1I Alkaline Cleaning Solution |500ml, 1L, 2L, 10L, 20L
8 Lo QDB2 Cleaning Solution iggml, 250ml, 500ml, 10L,
9 Lo BSA Acid Cleaning Solution ;(’;TIX& >3ml, S5mix6, 500ml,
10 Lo BSB Alkaline Cleaning Solution 39mlx6, 55ml, 55mlx6, 500ml,

20L




