SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

HAI PHONG Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000085/PCBA-HP
Ngay cong bo: 26/06/2026

1. Tén co s¢ cong bé: CONG TY TNHH THUONG MAI THIET B Y TE
SAI GON

2. Pia chi: S6 189 Pudng Trai Lé, Phudng Lé Chan, Thanh phd Hai Phong
3. S6 vin ban cua co so: 260626/CB-TBYTSG Ngay: 26/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu méd rong va tao hinh ong tay (Trim tay n0i nha/
Tram gai - File may ndi nha hay Tram quay ndi nha)/ Dung cu tham hut dich
va lam kho ong tuy (Con gidy ndi nha).

Tén thuong mai (néu c6): Dental Root-Canal Instrumments (Hand Files/
Barbed broach - Rotary Files)/Absorbent Paper Points

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Dental Root-Canal Instrumments (Hand Files/ Barbed broach -
Rotary Files)/Absorbent Paper Points

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Dung cu dung ngoai, hd tro thao tac trong nha khoa, dung
trong nha khoa.

Tén co so san xuat: Shandong Hengfeng Kerui Medical Equipment Co., Ltd
Dia chi co sé san xuit: Room 102, 1st Floor, And Room 202, 2nd Floor,
Building 19, Liandong U Valley Life And Health City,No.80,Tianingshan 2nd
Road, Huanxiu Street, Jimo District, Qingdao City, Shandong CN 266200,
CHINA

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

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

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



Tén chu s¢ hiru: Shandong Hengfeng Kerui Medical Equipment Co., Ltd

bia chi chu sé hiru: Room 102, 1st Floor, And Room 202, 2nd Floor, Building
19, Liandong U Valley Life And Health City,No.80,Tianingshan 2nd Road,
Huanxiu Street, Jimo District, Qingdao City, Shandong CN 266200, CHINA

7. Thong tin vé co s& bao hanh (néu co):
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 bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 te bang tiéng Viét, kém theo X

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.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu c6) X




