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

S6 cong bd: 260001005/PCBA-HN
Ngay cong bod: 29/05/2026

1. Tén co s¢ cong bd: CONG TY CO PHAN XUAT NHAP KHAU
THUONG MAI VIET TUAN ]

2. bia chi: S0 51, ngd 228 duong Lé Trong Tan, Phuong Binh Cong, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 18/2026/VT Ngay: 29/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Dung dich rira ding cho médy phan tich dién giai

Tén thuong mai (néu co):

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

Chung loai: Cleaning Solution

M3 san pham (néu co):

HS003

Quy cach dong goi:

Muc dich st dung: - Buoc su dung dé lam sach cac mau bénh pham trong qua
trinh x¢ét nghiém, giup tinh sach mau dé phuc vu cho cac budc xét nghiém tiép
theo trén cac thiét bi phan tich hoic theo cac phuong phap thong thudng.
Khéng dung dé vé sinh may méc, dung cu kiém tra hodc méi trudng xung
quanh

- Str dung cho cdc may phan tich di¢n giai: IMS-972, IMS-972Plus, IMS-
972Popular, H900, IMS-986, IMS-986Plus, IMS-986Popular, IMS-988,
H930, H960, H980, H981, H982, H983, EM-100, EM-120, EM-130, EM-
200, M-900, M-930, M-960, EA2000, EA2100, EA2200, EA2300, S5, S7,
S9, S9Max, S7Pro, STMax, S9Pro

- Ngoai ra, n6 phi hgp cho nhiéu hé thong may phan tich sinh ho4 khac nhau
nhu: Abbott Laboratories (ARCHITECT c16000); Siemens Healthineers Inc.,
(ADVIA Chemistry XPT, Atellica Solution Chemistry System, Atellica CH
930, Dimension EXL 200, Dimension® EXL™with LM); Beckman Coulter



(DxC 500 AU, AU480, AU5800, DxC 700AU, AU680)...

Tén co s& san xuat: Shenzhen Xilaiheng Medical Electronics Co., Ltd.

Dia chi co sé san xuat: 10/F, YiFangBuilding, No.315, ShuangMing Road,
DongZhou Community, GuangMing Street, GuangMing District, Shenzhen ,
CHINA

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

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

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

Tén chu s& hiru: Shenzhen Xilaiheng Medical Electronics Co., Ltd.

Dia chi chu s¢ hiru: 10/F, YiFangBuilding, No.315, ShuangMing Road,

DongZhou Community, GuangMing Street, GuangMing District, Shenzhen ,
CHINA

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

Tén co s6: CONG TY CO PHAN XUAT NHAP KHAU THUONG MAI
VIET TUAN

Dia chi: S6 51, ngd 228 duong LE Trong Tén, Phuong Pinh Cong, Thanh phé
Ha Noi

Dién thoai cd dinh: 02436416213 Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X

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 gom bao cdo do on dinh dbi véi thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




