SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001075/PCBB-HN
Ngay cong bo: 08/04/2026

1. Tén co s cong bd: CONG TY CO PHAN CONG NGHE AN PHUC

2. bia chi: LK21-16(19), Khu d6 thi mé&i Van Khé, Phuong Ha Dong, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 01-26/AP-STERILMED Ngay: 08/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mdy rira khir khudn

Tén thuong mai (néu co):

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

Chung loai: WD-10 DOUBLE DOOR WASHER-DISINFECTOR; WD-10
SINGLE DOOR WASHER-DISINFECTOR; WD-12 DOUBLE DOOR
WASHER-DISINFECTOR; WD-12 SINGLE DOOR WASHER-
DISINFECTOR; WD-15 DOUBLE DOOR WASHER-DISINFECTOR; WD-
15 SINGLE DOOR WASHER-DISINFECTOR; WD-18 DOUBLE DOOR
WASHER-DISINFECTOR; WD-18 SINGLE DOOR WASHER-
DISINFECTOR; WD-6 DOUBLE DOOR WASHER-DISINFECTOR; WD-6
SINGLE DOOR WASHER-DISINFECTOR; WD-8 DOUBLE DOOR

WASHER-DISINFECTOR; WD-8 SINGLE DOOR WASHER-
DISINFECTOR

Mai san pham (néu co):

Quy céch dong goi:

Muc dich sir dung: St dung dé rira, khir khuan va siy kho cac dung cu va vt
tu y té c6 thé tai str dung

Tén co so san xuat: STERILMED MEDICAL ELEKTRIK ELEKTRONIK
OTOM. INS. GIDA SAN.VE DIS TIC. LTD. STI.,

Dia chi co s& san xuat: Malikdy Baskent O.S.B. Mah. 18
Cad.No:43./SINCAN ANKARA, TURKEY



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

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

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

Tén chu s¢ hiru: STERILMED MEDICAL ELEKTRIK ELEKTRONIK
OTOM. INS. GIDA SAN.VE DIS TIC. LTD. STIL.,

bia chi chu sé¢ hitu: Malikéy Baskent O.S.B. Mah. 18 Cad.No:43./SINCAN
ANKARA, TURKEY

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

Tén co so: Cong ty C6 phan Cong Nghé An Phuc

bia chi: LK21-16(19), Khu d6 thi méi Van Khé, Phuong Ha Bong, Thanh phé
Ha Noi

Pién thoai ¢b dinh: 02462602354 Dién thoai di dong: 0973385639

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 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




