No. 26, Yandanghe Road, Xinbei District,

9 SIFARY 213000, Changzhou, Jiangsu, China

Tel/Fax: 05619-85962691

Declaration of Conformity

Name and address of the manufacturer: Changzhou Sifary Medical Technology Co., Ltd.
No. 26 Yandanghe Road, Xinbei District, 213000

Changzhou, Jiangsu, China

We declare under our sole responsibility that:

Name of the medical device: Ultrasonic Scaler Tip
Model: refer to Annex |

Intended Purpose: This product is used with the ultrasonic scaler for
cleaning and shaping of tooth surface, root canal

and other parts.

Brand Name: Eighteeth
Classification: Class |
Issued by: JSMPA

We Changzhou Sifary Medical Technlogy Co., Ltd. hereby declare under our sole responsibility

that the products are in full compliance with the following Chinese legislative requirements and

standards:
® Regulations on the Supervision and Administration of Medical Devices

® Measures for the Administration of Registration and Recordation of Medical Devices

Weng Gungi
Signature: g Gergvin Date: J0%b-3 .
Name: Wang Gongmin Place: Changzhou, China

Position: Management Representative

Changzhou Sifary Medical Technology Co., Ltd.



No. 26, Yandanghe Road, Xinbei District,

9 SIFARY 213000, Changzhou, Jiangsu, China

Tel/lFax: 0519-85962691

Annex 1:

Model: G1, G2, G4, G5, G1-S, G2-S, G4-S, G5-S, P1, P3, P4, P50L, PSOR, P52, P53L, P33R,
P56, P59, P3D, P4D, P1-S, P3-S, P4-S, P50L-S, P50R-S, P52-S, P53L-S, P53R-S, P56-S, P59-S,
P3-SD, P4-SD, E1, E3, E4, E5, E6, E7, E8, E9, E10, E30, E31, E3D, E4D, E5D, E6D, E7D, E8D,
E9D, E1-S, E3-S, E4-S, E5-S, E6-S, E7-S, E8-S, E9-S, E10-S, E30-S, E31-S, E3-SD, E4-SD, E5-
SD, E6-SD, E7-SD, E8-SD, E9-SD, E30-SD, E31-SD, TC1, TCID, TC1-S, TC1-SD

Changzhou Sifary Medical Technology Co., Ltd.



