
ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930416

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
Dental Implamts ʭʩʩʬʨʰʣ�ʭʩʬʺʹ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

1. I6 One Piece Implant
2. I9 Cortical Implant
3. I16 Bendable One Piece Implant 

ʺʥʶʥʡʷ

ʠʴʥʸʬ�ʸʦʲ�ʩʬʫ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

ʭʩʩʬʨʰʣ�ʭʩʬʺʹ���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

ʬʠʸʹʩ���ʣʥʣʹʠ��19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʠ ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

ISRAEL���ʣʥʣʹʠ��19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʥʥʩʣ�ʬʨʰʣ�ʩʡ�ʩʩʠ��1 ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

ʺʥʩʧʰʤ
��ʷʥʷʩʧ�ʬʫ�ʺʥʠʸʥʤʬ�ʳʥʴʫʡʥ��ʺʸʫʥʮ�ʤʰʩʣʮʮ�ʸʹʠʮ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�FDA/CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʸʹʠʮʤ�ʳʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩ�ʴʲ�ʠʥʤ�ʩʠʥʴʸʤ�ʣʥʩʶʡ�ʹʥʮʩʹʤ���

�ʺʥʹʩʸʣ�ʺʠ�ʭʩʮʠʥʺ�ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʶʥʩʮ�ʥʡ�ʬʲʴʮʡ�ʭʩʺʥʠʰʤ�ʸʥʶʩʩʤ�ʩʠʰʺ�ʩʫ�ʪʫ�ʬʲ�ʤʣʩʲʮʤ�ʤʣʥʲʺ�ʬʹ�ʤʮʥʩʷʡ�ʤʰʺʥʮ�ʥʦ�ʤʣʥʲʺ�ʳʷʥʺ���
�ʤʣʥʲʺ��±�ʯʬʤʬ��2013±ʢ�ʲʹʺʤ���ʥʹʥʣʩʧʥ�ʱʷʰʴʡ�ʩʠʥʴʸ�ʣʥʩʶ�ʭʥʹʩʸ��ʩʠʥʴʸ�ʣʥʩʶ�ʺʥʰʷʺʬ��ʠ�19�ʤʰʷʺʡ�ʸʥʮʠʫ�ISO 13485�ʯʷʺ

�ʲʷʴ�ʭʩʺʥʠʰ�ʸʥʶʩʩ�ʩʠʰʺ�ʬʲ�ʤʣʩʲʮʤ�ʤʣʥʲʺʤ�ʳʷʥʺ�ʭʠ�ʲʷʴʩ�ʱʷʰʴʡ�ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʥʹʩʸ�ʺʣʥʲʺ�ʳʷʥʺ����ʭʩʺʥʠʰ�ʸʥʶʩʩ�ʩʠʰʺ�ʬʲ�ʤʣʩʲʮʤ
��ʹʣʥʧ�ʠʬʥ

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/11/2028

ʤʮʩʺʧ

12/12/2023

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ
ʯʥʩʱ�ʺʩʸʹ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930417

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
Dental Prosthetics ʭʩʥʥʬʰ�ʭʩʸʦʩʡʠʥ�ʭʩʩʬʨʰʣ�ʭʩʰʡʮ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

1. P24 Multi-Unit
2. Sleeve for P24

ʺʥʶʥʡʷ

ʭʩʩʰʩʹ�ʺʠʥʴʸ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

ʭʩʩʬʨʰʣ�ʭʩʰʡʮ���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

ʬʠʸʹʩ���ʣʥʣʹʠ��19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʠ ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

ISRAEL���ʣʥʣʹʠ��19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʥʥʩʣ�ʬʨʰʣ�ʩʡ�ʩʩʠ��1 ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

ʺʥʩʧʰʤ
��ʷʥʷʩʧ�ʬʫ�ʺʥʠʸʥʤʬ�ʳʥʴʫʡʥ��ʺʸʫʥʮ�ʤʰʩʣʮʮ�ʸʹʠʮ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�FDA/CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʸʹʠʮʤ�ʳʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩ�ʴʲ�ʠʥʤ�ʩʠʥʴʸʤ�ʣʥʩʶʡ�ʹʥʮʩʹʤ���

�ʺʥʹʩʸʣ�ʺʠ�ʭʩʮʠʥʺ�ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʶʥʩʮ�ʥʡ�ʬʲʴʮʡ�ʭʩʺʥʠʰʤ�ʸʥʶʩʩʤ�ʩʠʰʺ�ʩʫ�ʪʫ�ʬʲ�ʤʣʩʲʮʤ�ʤʣʥʲʺ�ʬʹ�ʤʮʥʩʷʡ�ʤʰʺʥʮ�ʥʦ�ʤʣʥʲʺ�ʳʷʥʺ���
�ʤʣʥʲʺ��±�ʯʬʤʬ��2013±ʢ�ʲʹʺʤ���ʥʹʥʣʩʧʥ�ʱʷʰʴʡ�ʩʠʥʴʸ�ʣʥʩʶ�ʭʥʹʩʸ��ʩʠʥʴʸ�ʣʥʩʶ�ʺʥʰʷʺʬ��ʠ�19�ʤʰʷʺʡ�ʸʥʮʠʫ�ISO 13485�ʯʷʺ

�ʲʷʴ�ʭʩʺʥʠʰ�ʸʥʶʩʩ�ʩʠʰʺ�ʬʲ�ʤʣʩʲʮʤ�ʤʣʥʲʺʤ�ʳʷʥʺ�ʭʠ�ʲʷʴʩ�ʱʷʰʴʡ�ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʥʹʩʸ�ʺʣʥʲʺ�ʳʷʥʺ����ʭʩʺʥʠʰ�ʸʥʶʩʩ�ʩʠʰʺ�ʬʲ�ʤʣʩʲʮʤ
��ʹʣʥʧ�ʠʬʥ

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/11/2028

ʤʮʩʺʧ

12/12/2023

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ
ʯʥʩʱ�ʺʩʸʹ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930405

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
Dental Implant ʭʩʩʬʨʰʣ�ʭʩʬʺʹ� ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

1. I2 Screw Type Implant
2. I5 Conical Implant 
3. L5 Conical Laser Implant 
4. I6 Narrow Integral Implant
5. I6b One Piece Ball Attachment Implant
6. I7 Integral Implant
7. I10 Trapeze Implant
8. I10C Trapeze Implant With Conical Platform 
9. I22 Short And Wide Implant 
10. I55 Screw  Type Implant

ʺʥʶʥʡʷ

ʭʩʩʰʩʹ�ʺʠʥʴʸ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

ʭʩʬʨʰʣ�ʭʩʬʺʹ���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

ISRAEL���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ��1 ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

ʺʥʩʧʰʤ
FDA, BSI��ʸʹʠʮʤ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�FDA/CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʭʩʸʹʠʮʤ�ʭʩʴʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤʬ�ʭʠʺʤʡ�ʹʥʮʩʹʬ�ʸʹʥʠʮ���

��ʺ�ʠʴʥʸ� ��ʣʡʬʡ�ʤʠʴʸʮʡʥ�ʭʩʬʥʧ�ʺʩʡʡ���ʥʣʩ�ʬʲ�ʪʮʱʥʤʹ�ʥʮʲʨʮ�ʢʩʶʰ�ʩ�ʲ�ʥʠ��ʯʸʶʩʤ�ʩ�ʲ�ʪʮʱʥʤʥ�ʪʸʣʥʤʹ�ʠʴʥʸʬ�ʬʡʢʥʮ�ʹʥʮʩʹʤ���
�ʭʩʩʰʩʹ

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/11/2022

ʤʮʩʺʧ

04/10/2021

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ�ʬʤʰʮ
ʸʴʹ�ʡʣʰ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʭʥʹʩʸ�ʹʥʣʩʧʬ�ʤʹʷʡ�ʺʹʢʤ�ʸʥʹʩʠ

ʤʮʩʺʧ

Dental Implants

ʤʩʰʴ�ʸʴʱʮ
57290

ʭʥʹʩʸ�ʸʴʱʮ
6930405

ʤʹʢʤ�ʪʩʸʠʺ
12/03/2023

��ʺʸʡʧʮ�ʭʥʹʩʸʬ�ʤʹʷʡ�ʺʬʡʷ�ʸʹʠʬ�ʩʰʩʸʤʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ

���ʸ�ʮʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʥʡʲ

�ʠʡʩʦʸʩʭ�ʥʮʫʹʩʸʩ�ʲʦʸ�ʸʴʥʠʩʩʭ�ʬʮʲʸʫʺ�ʹʺʬʩʭ�ʣʰʨʬʩʩʭ

AB Dental Devices ; 19 Hayahalomim Str. Ashdod Israel   ; ISRAEL ��ʥʺʡʥʺʫʥ�ʯʸʶʩ�ʭʹ

ʤʱʴʣʤ�ʪʩʸʠʺ
12/03/2023

�ʺʥʸʲʤ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʭʥʹʩʸ�ʹʥʣʩʧʬ�ʤʹʷʡ�ʺʹʢʤ�ʸʥʹʩʠ

ʤʮʩʺʧ

Dental Hand Instruments 

ʤʩʰʴ�ʸʴʱʮ
59985

ʭʥʹʩʸ�ʸʴʱʮ
6930403

ʤʹʢʤ�ʪʩʸʠʺ
08/10/2023

��ʺʸʡʧʮ�ʭʥʹʩʸʬ�ʤʹʷʡ�ʺʬʡʷ�ʸʹʠʬ�ʩʰʩʸʤʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ

���ʸ�ʮʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʥʡʲ

�ʠʡʩʦʸʩʭ�ʥʮʫʹʩʸʩ�ʲʦʸ�ʸʴʥʠʩʩʭ�ʬʮʲʸʫʺ�ʹʺʬʩʭ�ʣʰʨʬʩʩʭ

AB Dental Devices ; 19 Hayahalomim Str. Ashdod Israel   ; ISRAEL ��ʥʺʡʥʺʫʥ�ʯʸʶʩ�ʭʹ

ʤʱʴʣʤ�ʪʩʸʠʺ
08/10/2023

�ʺʥʸʲʤ
�ʬ�ʫʰʮ�ʡʺʫʮ�ʩ
ʴʲ����6930403�ʸʴʱʮ�ʸ
ʮʠ�ʭʥʹʩʸʬ�ʩʨʮʥʨʥʠ�ʹʥʣʩʧ�ʤʥʥʤʮ�ʤʦ�ʤʹʢʤ�ʸʥʹʩʠ��
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EC Declaration of Conformity 

 
 
 

Manufacturer: SRN: IL-MF-000008766 

A.B. Dental Devices Ltd 

19 Hayahalomim Street,  Ashdod 7761117, Israel 

European Authorized  

Representative: 

SRN: NL-AR-000000111 

CEpartner4U BV 

Esdoornlaan 13, 3951 DB  Maarn, The Netherlands 

Basic UDI-DI: 729011127ProstheticAcce93 

 

 

Product Category: Prosthetic Products and Accessories 

Product List: See pages  3-15 

Intended Purpose: Integration with a dental implant as a support for 

single or multiple tooth prostheses 

Classification: Class IIb- Rule 8, in Annex VIII of the Medical 

Device Regulation (EU) 2017/745 

Conformity Assessment Route: Annex IX 

EMDN Code: P01020180 

Applicable Common Specifications: DMS-878_List of International Applicable 

Standards 

Start of CE Marking: 10/08/2005 
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This Declaration of Conformity is issued under the sole responsibility of the manufacturer: 

 

I, the undersigned, hereby declare under the sole responsibility of AB Dental Ltd., that the distributed 

CE marked products, specified in the appendices product list, conform to requirements, in accordance 

with Annex IX (QMS and Technical Documentation) of the Medical Device Regulation 2017/745. 

 

All supporting documentation is retained at the premises of the manufacturer.  

Notified Body:  BSI Group The Netherlands B.V  NB-no: BSI 2797 

The manufacturer has established and is maintaining a quality system which meets the requirements of 

the common specifications and/or international standards. 

 

 

 

This declaration of conformity is issued under the sole responsibility of A.B. Dental Devices Ltd. 

Signed for and on behalf of Manufacturer: 

 

Signed by:      

on behalf of < A.B. Dental Devices Ltd.>  

Name: Victoria Zabit 

Function: VP QA RA 

Place and Date of Issue: 19 Hayahalomim Street, Ashdod 7761117, Israel 

                                      <22 August, 2023> 
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Product List <the following products are covered by this declaration of conformity> 
 

Catalog 

NO. 

Product 

Code 
Description 

Class, 

Rule 

Start of 

CE 

P0-3,2 7290107271325 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3,3 7290107271332 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3,4 7290107271349 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3,5 7290107271356 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3,7 7290111272103 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,0.5 7290111272110 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,2 7290107271370 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,3 7290107271394 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,4 7290107271387 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,5 7290107271400 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,6 7290111272127 Titanium Healing Cap IIb, 8 10/08/2005 

P0-3.75,7 7290107271417 Titanium Healing Cap IIb, 8 10/08/2005 

P0-P14,2.5 7290111272271 Healing Cap for P14 IIb, 8 10/08/2005 

P0-P14,4 7290111272288 Healing Cap for P14 IIb, 8 10/08/2005 

P0-P14,5 7290107271660 Healing Cap for P14 IIb, 8 10/08/2005 

P0-P14,7 7290107271677 Healing Cap for P14 IIb, 8 10/08/2005 

P0-P14C-4 7290111274169 P14C-4 Healing Cap IIb, 8 28/04/2021 

P0-P64,5 7290111272301 Healing Cap for P64 IIb, 8 28/07/2014 

P0C-4,1 7290111273582 Healing Cap D5.3mm GH1mm AH3mm Conical Platform IIb, 8 28/04/2021 

P0C-4,2 7290111272134 Healing Cap D5.3mm GH2mm AH3mm Conical Platform IIb, 8 30/07/2013 

P0C-4,3 7290111272141 Healing Cap D5.3mm GH3mm AH3mm Conical Platform IIb, 8 30/07/2013 

P0C-4,4 7290111272158 Healing Cap D5.3mm GH4mm AH3mm Conical Platform IIb, 8 30/07/2013 

P0C-4,5 7290111272165 Healing Cap D5.3mm GH5mm AH3mm Conical Platform IIb, 8 30/07/2013 

P0N-3.75,3 7290107271585 Narrow Titanium Healing Cap IIb, 8 10/08/2005 

P0N-3.75,4 7290107271592 Narrow Titanium Healing Cap IIb, 8 10/08/2005 

P0N-3.75,5 7290107271608 Narrow Titanium Healing Cap IIb, 8 10/08/2005 

P0N-3.75,6 7290107271615 Narrow Titanium Healing Cap IIb, 8 10/08/2005 

P0N-3.75,7 7290107271622 Narrow Titanium Healing Cap IIb, 8 10/08/2005 

P0NC-4,1 7290111273599 Healing Cap D4.8mm GH1mm AH3mm Conical Platform IIb, 8 28/04/2021 

DMS-29861 D-3 Approved
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Catalog 

NO. 

Product 

Code 
Description 

Class, 

Rule 

Start of 

CE 

P0NC-4,2 7290111273605 Healing Cap D4.8mm GH2mm AH3mm Conical Platform IIb, 8 28/04/2021 

P0NC-4,3 7290111274091 Healing Cap D4.8mm GH3mm AH3mm Conical Platform IIb, 8 28/04/2021 

P0NC-4,4 7290111274107 Healing Cap D4.8mm GH4mm AH3mm Conical Platform IIb, 8 28/04/2021 

P0NC-4,5 7290111274114 Healing Cap D4.8mm GH5mm AH3mm Conical Platform IIb, 8 28/04/2021 

P0NNC-4,1.5 7290111274138 Healing Cap D4.5mm GH1.5mm AH2.5mm Conical Platform IIb, 8 28/04/2021 

P0NNC-4,2.5 7290111274145 Healing Cap D4.5mm GH2.5mm AH2.5mm Conical Platform IIb, 8 28/04/2021 

P0NNC-4,3.5 7290111274152 Healing Cap D4.5mm GH3.5mm AH2.5mm Conical Platform IIb, 8 28/04/2021 

P0W-3.75,2 7290107271486 Wide Titanium Healing Cap IIb, 8 10/08/2005 

P0W-3.75,3 7290107271493 Wide Titanium Healing Cap IIb, 8 10/08/2005 

P0W-3.75,4 7290107271509 Wide Titanium Healing Cap IIb, 8 10/08/2005 

P0W-3.75,5 7290107271516 Wide Titanium Healing Cap IIb, 8 10/08/2005 

P0W-3.75,6 7290107271523 Wide Titanium Healing Cap IIb, 8 10/08/2005 

P0WC-4,2 7290111274268 Healing Cap D5.5mm GH2mm AH2.5mm Conical Platform IIb, 8 28/04/2021 

P0WC-4,3 7290111274275 Healing Cap D5.8mm GH3mm AH2.5mm Conical Platform IIb, 8 28/04/2021 

P0WC-4,4 7290111274930 Healing Cap D5.8mm GH4mm AH2.5mm Conical Platform IIb, 8 28/04/2021 

P12-3.75 7290107273466 Flat Connection Abutment IIb, 8 28/07/2014 

P12-3.75-T 7290107273473 Temporary Flat Connection Abutment IIb, 8 10/08/2005 

P12-3.75-T,L 7290107273480 Temporary Flat Connection Abutment IIb, 8 10/08/2005 

P14-3,17-1 7290111272417 Angular adaptor IIb, 8 05/08/2014 

P14-3,17-3 7290111272424 Angular adaptor IIb, 8 05/08/2014 

P14-3,30-1 7290111272431 Angular adaptor IIb, 8 05/08/2014 

P14-3,30-3 7290111272448 Angular adaptor IIb, 8 05/08/2014 

P14-3.75,17-1 7290107273534 Angular adaptor IIb, 8 10/08/2005 

P14-3.75,17-3 7290107273541 Angular adaptor IIb, 8 10/08/2005 

P14-3.75,30-1 7290107273558 Angular adaptor IIb, 8 10/08/2005 

P14-3.75,30-3 7290107273565 Angular adaptor IIb, 8 10/08/2005 

P14-bR 7290111272530 Cobalt Chrome sleeve  angular adaptor IIb, 8 10/08/2005 

P14-bRs 7290111272547 P14 CoCr Straight Adhesive Sleeve IIb, 8 28/07/2014 

P14-bT 7290107273626 Titanium sleeve for Angular Adaptor IIb, 8 10/08/2005 

P14-bTs 7290111272554 P14 Ti Straight Adhesive Sleeve IIb, 8 28/07/2014 

DMS-29861 D-3 Approved
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Code 
Description 

Class, 

Rule 

Start of 

CE 

P14C-4,17-1 7290111274954 Angular Screw Retained Abutment 17° H1 Conical Platform IIb, 8 28/04/2021 

P14C-4,17-2 7290111274961 Angular Screw Retained Abutment 17° H2 Conical Platform IIb, 8 28/04/2021 

P14C-4,17-3 7290111274978 Angular Screw Retained Abutment 17° H3 Conical Platform IIb, 8 28/04/2021 

P14C-4,30-1 7290111274985 Angular Screw Retained Abutment 30° H1 Conical Platform IIb, 8 28/04/2021 

P14C-4,30-2 7290111274992 Angular Screw Retained Abutment 30° H2 Conical Platform IIb, 8 28/04/2021 

P14C-4,30-3 7290111275005 Angular Screw Retained Abutment 30° H3 Conical Platform IIb, 8 28/04/2021 

P14C-4a 7290111275012 P14C Sleeve Screw IIb, 8 28/04/2021 

P14C-4e 7290111275036 P14C-4 Angular Abutment Screw IIb, 8 28/04/2021 

P14C-bT 7290111275043 P14C-4 Sleeve IIb, 8 28/04/2021 

P14C-bT-AR 7290111275050 P14C-4 Anti-Rotational Sleeve IIb, 8 28/04/2021 

P14C-bTs-AR 7290111275067 P14C-4 Conical Adhesive Sleeve Anti-Rotational IIb, 8 28/04/2021 

P14C-bTs-C 7290111275074 P14C-4 Conical Adhesive Sleeve IIb, 8 28/04/2021 

P14a 7290111272455 Upper screw for Angular Adaptor IIb, 8 10/08/2005 

P14e 7290111272561 Lower screw for Angular Adaptor IIb, 8 10/08/2005 

P16-3,1 7290107273862 Straight adaptor IIb, 8 10/08/2005 

P16-3,2 7290107273879 Straight adaptor IIb, 8 10/08/2005 

P16-3,3 7290107273886 Straight adaptor IIb, 8 10/08/2005 

P16-3,4 7290107273893 Straight adaptor IIb, 8 10/08/2005 

P16-3.75,1 7290107273817 Straight adaptor IIb, 8 10/08/2005 

P16-3.75,2 7290107273824 Straight adaptor IIb, 8 10/08/2005 

P16-3.75,3 7290107273831 Straight adaptor IIb, 8 10/08/2005 

P16-3.75,4 7290107273848 Straight adaptor IIb, 8 10/08/2005 

P16-3.75,5 7290107273855 Straight adaptor IIb, 8 10/08/2005 

P16C-4,1 7290111275081 Straight Screw Retained Abutment H1mm Conical Platform IIb, 8 28/04/2021 

P16C-4,2 7290111275098 Straight Screw Retained Abutment H2mm Conical Platform IIb, 8 28/04/2021 

P16C-4,3 7290111275104 Straight Screw Retained Abutment H3mm Conical Platform IIb, 8 28/04/2021 

P16C-4,4 7290111275111 Straight Screw Retained Abutment H4mm Conical Platform IIb, 8 28/04/2021 

P16C-4,5 7290111275128 Straight Screw Retained Abutment H5mm Conical Platform IIb, 8 28/04/2021 

P25-3,0 7290107278263 AB LOC Width 3 length 0 mm IIb, 8 08/01/2018 

P25-3,1 7290107278270 AB LOC Width 3 length 1 mm IIb, 8 08/01/2018 

DMS-29861 D-3 Approved



A.B. Dental Devices Ltd 

EC Declaration of Conformity  

Prosthetic Products and Accessories  

Document No. 

DMS-29861 

Rev.  

D    

Page: 

6 of 15 

 

 

Catalog 

NO. 
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Code 
Description 

Class, 

Rule 

Start of 

CE 

P25-3,2 7290107278287 AB LOC Width 3 length 2 mm IIb, 8 08/01/2018 

P25-3,3 7290107278294 AB LOC Width 3 length 3 mm IIb, 8 08/01/2018 

P25-3,4 7290107278300 AB LOC Width 3 length 4 mm IIb, 8 08/01/2018 

P25-3,5 7290107278317 AB LOC Width 3 length 5 mm IIb, 8 08/01/2018 

P25-3.75,0 7290107278324 AB LOC Width 3.75 length 0 mm IIb, 8 25/12/2016 

P25-3.75,1 7290107278331 AB LOC Width 3.75 length 1 mm IIb, 8 25/12/2016 

P25-3.75,2 7290107278348 AB LOC Width 3.75 length 2 mm IIb, 8 25/12/2016 

P25-3.75,3 7290107278355 AB LOC Width 3.75 length 3 mm IIb, 8 25/12/2016 

P25-3.75,4 7290107278362 AB LOC Width 3.75 length 4 mm IIb, 8 25/12/2016 

P25-3.75,5 7290107278379 AB LOC Width 3.75 length 5 mm IIb, 8 25/12/2016 

P25-P14,1 7290107278393 AB LOC for Angular Adaptor IIb, 8 25/12/2016 

P25-P14,2 7290107278409 AB LOC for Angular Adaptor IIb, 8 25/12/2016 

P25-a,b/10 7290107278416 Locator Male Processing Package IIb, 8 25/12/2016 

P25-a,b/20 7290107278423 Locator Extended Range Male Processing Package IIb, 8 25/12/2016 

P25a 7290107273329 Metal Cap IIb, 8 25/12/2016 

P25b-10 7290107273336 Silicon Cap (standard) IIb, 8 10/08/2005 

P3-3,12 7290111272806 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-3,2,TI 7290111274923 Ti Base Slim H2mm Narrow Platform IIb, 8 08/01/2019 

P3-3,3,TI 7290107271646 Ti Base Slim H3mm Narrow Platform IIb, 8 08/01/2019 

P3-3,9 7290107272032 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-3,TI 7290111272820 Ti Base Slim H0.8mm Narrow Platform IIb, 8 28/07/2014 

P3-3,TIT 7290111272837 Ti Base Rotational Wide H0.8mm Narrow Platform IIb, 8 28/07/2014 

P3-3.75,11 7290111272844 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-3.75,12 7290107272070 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-3.75,15 7290107272087 Long Abutment IIb, 8 10/08/2005 

P3-3.75,2,TI 7290107277907 Ti Base Slim H2mm Standard Platform IIb, 8 08/01/2019 

P3-3.75,3,TI 7290107278737 Ti Base Slim H3mm Standard Platform IIb, 8 08/01/2019 

P3-3.75,5 7290107272049 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-3.75,7 7290107272056 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-3.75,9 7290107272063 Anti-rotation Abutment IIb, 8 10/08/2005 
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P3-3.75,TI 7290111272875 Ti Base Slim H0.6mm Standard Platform IIb, 8 28/07/2014 

P3-3.75,TIT 7290111272882 Ti Base Rotational Wide H0.8mm Standard Platform IIb, 8 28/07/2014 

P3-5,5 7290107272094 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-5,7 7290107272100 Anti-rotation Abutment IIb, 8 10/08/2005 

P3-5,9 7290107272117 Anti-rotation Abutment IIb, 8 10/08/2005 

P3H-3,TIT 7290111272967 Ti Base Wide H0.8mm Narrow Platform IIb, 8 28/07/2014 

P3H-3.75,TIT 7290111272974 Ti Base Wide H0.7mm Standard Platform IIb, 8 28/07/2014 

P3N-3,0.6,TIT 7290107271639 Ti Base Rotational Slim H0.6mm Narrow Platform IIb, 8 08/01/2019 

P3N-3,2,TIT 7290107271813 Ti Base Rotational Slim H2mm Narrow Platform IIb, 8 08/01/2019 

P3N-3,3,TIT 7290107271820 Ti Base Rotational Slim H3mm Narrow Platform IIb, 8 08/01/2019 

P3N-3.75,0.6,TIT 7290107271653 Ti Base Rotational Slim H0.6mm Standard Platform IIb, 8 08/01/2019 

P3N-3.75,2,TIT 7290107271837 Ti Base Rotational Slim H2mm Standard Platform IIb, 8 08/01/2019 

P3N-3.75,3,TIT 7290111274084 Ti Base Rotational Slim H3mm Standard Platform IIb, 8 08/01/2019 

P3N-3.75,5 7290107272223 Narrow Abutment IIb, 8 10/08/2005 

P3N-3.75,7 7290107272230 Narrow Abutment IIb, 8 10/08/2005 

P3N-3.75,9 7290107272247 Narrow Abutment IIb, 8 10/08/2005 

P3NC-4,1.5 7290111275210 Ti Base Slim H1.5mm Conical Platform IIb, 8 28/04/2021 

P3NC-4,1.5,R 7290111275227 Ti Base Rotational Slim H1.5mm Conical Platform IIb, 8 28/04/2021 

P3NC-4,2.5 7290111275234 Ti Base Slim H2.5mm Conical Platform IIb, 8 28/04/2021 

P3NC-4,2.5,R 7290111275241 Ti Base Rotational Slim H2.5mm Conical Platform IIb, 8 28/04/2021 

P3NC-4,3.5 7290111275258 Ti Base Slim H3.5mm Conical Platform IIb, 8 28/04/2021 

P3NC-4,3.5,R 7290111275265 Ti Base Rotational Slim H3.5mm Conical Platform IIb, 8 28/04/2021 

P3S-3,1 7290111273025 Anatomic Anti-rotation Abutment IIb, 8 25/12/2016 

P3S-3,2 7290111273032 Anatomic Anti-rotation Abutment IIb, 8 25/12/2016 

P3S-3,3 7290111273049 Anatomic Anti-rotation Abutment IIb, 8 25/12/2016 

P3S-3.75,1 7290107272124 Anatomic Anti-rotation Abutment IIb, 8 10/08/2005 

P3S-3.75,2 7290107272131 Anatomic Anti-rotation Abutment IIb, 8 10/08/2005 

P3S-3.75,3 7290107272148 Anatomic Anti-rotation Abutment IIb, 8 10/08/2005 

P3S-PEEK-3,1 7290111273117 PEEK Temporary Abutment IIb, 8 10/08/2005 

P3S-PEEK-3,2 7290111273124 PEEK Temporary Abutment IIb, 8 10/08/2005 
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P3S-PEEK-3,3 7290111273131 PEEK Temporary Abutment IIb, 8 10/08/2005 

P3S-PEEK-3.75,1 7290107278508 PEEK Temporary Abutment IIb, 8 10/08/2005 

P3S-PEEK-3.75,2 7290107278515 PEEK Temporary Abutment IIb, 8 10/08/2005 

P3S-PEEK-3.75,3 7290107278522 PEEK Temporary Abutment IIb, 8 10/08/2005 

P3SC-4,1 7290111275302 Anti-Rotation Abutment H1mm Conical Platform IIb, 8 30/07/2013 

P3SC-4,2 7290111275319 Anti-Rotation Abutment H2mm Conical Platform IIb, 8 30/07/2013 

P3SC-4,3 7290111275326 Anti-Rotation Abutment H3mm Conical Platform IIb, 8 30/07/2013 

P3SC-4,4 7290111275333 Anti-Rotation Abutment H4mm Conical Platform IIb, 8 28/04/2021 

P3SW-3.75,1 7290107272290 Wide Anatomic Anti-rotation Abutment IIb, 8 10/08/2005 

P3SW-3.75,2 7290107272308 Wide Anatomic Anti-rotation Abutment IIb, 8 10/08/2005 

P3SW-3.75,3 7290107272315 Wide Anatomic Anti-rotation Abutment IIb, 8 10/08/2005 

P3W-3,9 7290107272254 Wide Anti-rotation Abutment IIb, 8 10/08/2005 

P3W-3.75,12 7290107272278 Wide Anti-rotation Abutment IIb, 8 10/08/2005 

P3W-3.75,9 7290107272261 Wide Anti-rotation Abutment IIb, 8 10/08/2005 

P3a-3 7290111272899 Short screw for Abutments IIb, 8 10/08/2005 

P3aC 7290111275135 Abutment Screw Conical Platform IIb, 8 30/07/2013 

P4-3,15 7290107272391 Angular Abutment 15º IIb, 8 10/08/2005 

P4-3,25 7290107272407 Angular Abutment 25º IIb, 8 10/08/2005 

P4-3.75,15 7290107272414 Angular Abutment 15° IIb, 8 10/08/2005 

P4-3.75,15st 7290111273223 Angular Abutment 15° IIb, 8 30/07/2013 

P4-3.75,25 7290107272421 Angular Abutment 25° IIb, 8 10/08/2005 

P4-3.75,25st 7290111273247 Angular Abutment 25° IIb, 8 10/08/2005 

P4-3.75,35 7290107272438 Angular Abutment 35° IIb, 8 10/08/2005 

P4-3.75,45 7290107272445 Angular Abutment 45º IIb, 8 10/08/2005 

P4-5,15 7290111273254 Angular Abutment 15º IIb, 8 10/08/2005 

P4-5,25 7290111273261 Angular Abutment 25° IIb, 8 10/08/2005 

P4C-4,15 7290111273292 Angular Abutment 15º Conical Platform IIb, 8 30/07/2013 

P4C-4,25 7290111273308 Angular Abutment 25º Conical Platform IIb, 8 30/07/2013 

P4L-3,15 7290111273322 Long Angular Abutment 15º IIb, 8 10/08/2005 

P4L-3,25 7290111273339 Long Angular Abutment 25º IIb, 8 10/08/2005 
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P4L-3.75,15 7290107272452 Long Angular Abutment 15º IIb, 8 10/08/2005 

P4L-3.75,25 7290107272469 Long Angular Abutment 25º IIb, 8 10/08/2005 

P4LC-4,15 7290111275340 Long Angular Abutment 15º Conical Platform IIb, 8 30/07/2013 

P4LC-4,25 7290111275357 Long Angular Abutment 25º Conical Platform IIb, 8 30/07/2013 

P4N-3.75,15 7290107272476 Narrow Angular Abutment 15º IIb, 8 30/07/2013 

P4S-3,15-1 7290111273391 Anatomic Angular Abutment 15º with Shoulder IIb, 8 10/08/2005 

P4S-3,15-2 7290111273407 Anatomic Angular Abutment 15º with Shoulder IIb, 8 10/08/2005 

P4S-3,15-3 7290111273414 Anatomic Angular Abutment 15º with Shoulder IIb, 8 10/08/2005 

P4S-3.75,15-1 7290107272544 Anatomic Angular Abutment 15º with Shoulder IIb, 8 10/08/2005 

P4S-3.75,15-2 7290107272551 Anatomic Angular Abutment 15º with Shoulder IIb, 8 10/08/2005 

P4S-3.75,15-3 7290107272568 Anatomic Angular Abutment 15º with Shoulder IIb, 8 10/08/2005 

P4S-3.75,25-1 7290107272575 Anatomic Angular Abutment 25º with Shoulder IIb, 8 10/08/2005 

P4S-3.75,25-2 7290107272582 Anatomic Angular Abutment 25º with Shoulder IIb, 8 10/08/2005 

P4S-3.75,25-3 7290107272599 Anatomic Angular Abutment 25º with Shoulder IIb, 8 10/08/2005 

P4S-PEEK,15-1 7290107272483 PEEK Temporary Anatomic Angular Abutment IIb, 8 10/08/2005 

P4S-PEEK,15-2 7290107272490 PEEK Temporary Anatomic Angular Abutment IIb, 8 10/08/2005 

P4S-PEEK,15-3 7290107272506 PEEK Temporary Anatomic Angular Abutment IIb, 8 10/08/2005 

P4S-PEEK,25-1 7290107272513 PEEK Temporary Anatomic Angular Abutment IIb, 8 10/08/2005 

P4S-PEEK,25-2 7290107272520 PEEK Temporary Anatomic Angular Abutment IIb, 8 10/08/2005 

P4S-PEEK,25-3 7290107272537 PEEK Temporary Anatomic Angular Abutment IIb, 8 10/08/2005 

P4SW-3.75,3 7290111273544 wide Anatomic Angular Abutment 15º with Shoulder IIb, 8 25/12/2016 

P4a 7290107272384 Screw for Abutment IIb, 8 10/08/2005 

P4a-S 7290111273285 Screw for Abutment IIb, 8 10/08/2005 

P5-3,1 7290107272780 Ball Attachment IIb, 8 10/08/2005 

P5-3,1set 7290107272841 Ball Attachment IIb, 8 10/08/2005 

P5-3,2 7290107272797 Ball Attachment IIb, 8 10/08/2005 

P5-3,20-1.5 7290111273612 Ball Attachment IIb, 8 10/08/2005 

P5-3,20-1.5set 7290111273629 Angular Ball Attachment 20º - 1.5 mm - a+ b+c IIb, 8 10/08/2005 

P5-3,20-3 7290111273650 Ball Attachment IIb, 8 10/08/2005 

P5-3,20-3set 7290111273667 Angular Ball Attachment 20º - 3 mm - a+ b+c IIb, 8 10/08/2005 
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P5-3,20-4 7290111273674 Ball Attachment IIb, 8 10/08/2005 

P5-3,20-4set 7290111273681 Angular Ball Attachment 20º - 4 mm - a+ b+c IIb, 8 10/08/2005 

P5-3,20-5 7290111273698 Ball Attachment IIb, 8 10/08/2005 

P5-3,20-5set 7290111273704 Angular Ball Attachment 20º - 5 mm - a+ b+c IIb, 8 10/08/2005 

P5-3,2set 7290107272858 Ball Attachment IIb, 8 10/08/2005 

P5-3,3 7290107272803 Ball Attachment IIb, 8 10/08/2005 

P5-3,3set 7290107272865 Ball Attachment IIb, 8 10/08/2005 

P5-3,4 7290107272810 Ball Attachment IIb, 8 10/08/2005 

P5-3,4set 7290107272872 Ball Attachment IIb, 8 10/08/2005 

P5-3,5 7290107272827 Ball Attachment IIb, 8 10/08/2005 

P5-3,5set 7290107272889 Ball Attachment IIb, 8 10/08/2005 

P5-3,6 7290107272834 Ball Attachment IIb, 8 10/08/2005 

P5-3,6set 7290107272896 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,1 7290107272964 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,1set 7290107272902 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,2 7290107272971 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,20-1 7290107273084 Angular Ball Attachment 20° - 1 mm IIb, 8 10/08/2005 

P5-3.75,20-1set 7290107273022 Angular Ball Attachment 20º - 1 mm - a+ b+c IIb, 8 10/08/2005 

P5-3.75,20-2 7290107273091 Angular Ball Attachment 20° - 2 mm IIb, 8 10/08/2005 

P5-3.75,20-2set 7290107273039 Angular Ball Attachment 20º - 2 mm - a+ b+c IIb, 8 10/08/2005 

P5-3.75,20-3 7290107273107 Angular Ball Attachment 20° - 3 mm IIb, 8 10/08/2005 

P5-3.75,20-3set 7290107273046 Angular Ball Attachment 20º- 3mm - a+b+c IIb, 8 10/08/2005 

P5-3.75,20-4 7290107273114 Angular Ball Attachment 20° - 4 mm IIb, 8 10/08/2005 

P5-3.75,20-4set 7290107273053 Angular Ball Attachment 20º - 4 mm - a+ b+c IIb, 8 10/08/2005 

P5-3.75,20-5 7290107273121 Angular Ball Attachment 20° - 5 mm IIb, 8 10/08/2005 

P5-3.75,20-5set 7290107273060 Angular Ball Attachment 20º - 5 mm - a+ b+c IIb, 8 10/08/2005 

P5-3.75,20-6 7290107273138 Angular Ball Attachment 20° - 6 mm IIb, 8 10/08/2005 

P5-3.75,20-6set 7290107273077 Angular Ball Attachment 20-6mm 3 pieces IIb, 8 10/08/2005 

P5-3.75,2set 7290107272919 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,3 7290107272988 Ball Attachment IIb, 8 10/08/2005 
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P5-3.75,3set 7290107272926 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,4 7290107272995 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,4set 7290107272933 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,5 7290107272008 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,5set 7290107272940 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,6 7290107272015 Ball Attachment IIb, 8 10/08/2005 

P5-3.75,6set 7290107272957 Ball Attachment IIb, 8 10/08/2005 

P5-P14,1 7290107273145 Ball for Angular Adaptor IIb, 8 10/08/2005 

P5-P14,2 7290107273152 Ball for Angular Adaptor IIb, 8 10/08/2005 

P55C-4,1 7290111275364 AB LOC H1mm Conical Platform IIb, 8 28/04/2021 

P55C-4,2 7290111275371 AB LOC H2mm Conical Platform IIb, 8 28/04/2021 

P55C-4,3 7290111275388 AB LOC H3mm Conical Platform IIb, 8 28/04/2021 

P55C-4,4 7290111275395 AB LOC H4mm Conical Platform IIb, 8 28/04/2021 

P55C-4,5 7290111275401 AB LOC H5mm Conical Platform IIb, 8 28/04/2021 

P55C-4,6 7290111275418 AB LOC H6mm Conical Platform IIb, 8 28/04/2021 

P5a 7290107272698 Metal Cover IIb, 8 10/08/2005 

P5b-1 7290107272704 Silicon Cap IIb, 8 10/08/2005 

P5b-2 7290107272728 Silicon Cap IIb, 8 10/08/2005 

P5b-3 7290107272742 Silicon Cap IIb, 8 10/08/2005 

P5b-4 7290107278584 Silicon Cap IIb, 8 10/08/2005 

P64-3,1 7290107272025 Straight adaptor single unit IIb, 8 05/09/2018 

P64-3,17-0.5 7290107272155 Base for Angular adaptor single unit 17-0.5 IIb, 8 05/09/2018 

P64-3,17-2 7290107272162 Base for Angular adaptor single unit 17-2 IIb, 8 05/09/2018 

P64-3,2 7290107272179 Straight adaptor single unit IIb, 8 05/09/2018 

P64-3,3 7290107272186 Straight adaptor single unit IIb, 8 05/09/2018 

P64-3,30-0.5 7290107272193 Base for Angular adaptor single unit 30-0.5 IIb, 8 05/09/2018 

P64-3,30-2 7290107272209 Base for Angular adaptor single unit 30-2 IIb, 8 05/09/2018 

P64-3.75,1 7290111273896 Straight adaptor single unit IIb, 8 17/06/2014 

P64-3.75,17-0.5 7290111273902 Base for Angular adaptor single unit IIb, 8 17/06/2014 

P64-3.75,17-2 7290111273919 Base for Angular adaptor single unit 17-2 IIb, 8 17/06/2014 
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P64-3.75,17-3 7290107278591 Base for Angular adaptor single unit 17-3 IIb, 8 17/06/2014 

P64-3.75,17-4 7290107278607 Base for Angular adaptor single unit 17-4 IIb, 8 17/06/2014 

P64-3.75,17-5 7290107278614 Angular adaptor single unit IIb, 8 17/06/2014 

P64-3.75,2 7290111273926 Straight adaptor single unit IIb, 8 17/06/2014 

P64-3.75,3 7290111273933 Straight adaptor single unit IIb, 8 17/06/2014 

P64-3.75,30-0.5 7290111273940 Angular adaptor single unit IIb, 8 17/06/2014 

P64-3.75,30-2 7290111273957 Angular adaptor single unit IIb, 8 17/06/2014 

P64-3.75,30-3 7290107278621 Base for Angular adaptor single unit 30-3 IIb, 8 17/06/2014 

P64-3.75,30-4 7290107278638 Base for Angular adaptor single unit 30-4 IIb, 8 17/06/2014 

P64-3.75,30-5 7290107278645 Base for Angular adaptor single unit 30-5 IIb, 8 17/06/2014 

P64-3.75,4 7290111273964 Straight adaptor single unit IIb, 8 17/06/2014 

P64-3.75,42-0.5 7290111273971 Angular adaptor single unit IIb, 8 17/06/2014 

P64-3.75,42-2 7290107278652 Angular adaptor single unit IIb, 8 17/06/2014 

P64-3.75,5 7290111273988 Straight adaptor single unit IIb, 8 17/06/2014 

P64-bRs 7290111274015 P64 CoCr Straight Adhesive Sleeve IIb, 8 28/07/2014 

P64-bT 7290111274022 Titanium sleeve for Angular Adaptor IIb, 8 17/06/2014 

P64-bTs 7290111274039 P64 Ti Straight Adhesive Sleeve IIb, 8 28/07/2014 

P64-bTs-C 7290107272216 P64 Ti Conical Adhesive Sleeve IIb, 8 08/01/2019 

P64e 7290107278669 Lower screw for Angular Adaptor IIb, 8 05/09/2018 

P9HR-3,11 7290107279406 COBALT CHROME Composed Narrow Hex Abutment IIb, 8 21/10/2018 

P9HR-3.75,11 7290111274053 COBALT CHROME Composed Hex Abutment IIb, 8 30/07/2013 

P9HRC-4,11 7290111275425 CoCr Casting Abutment L11mm Conical Platform IIb, 8 28/04/2021 

P9R-3.75,11 7290111274060 COBALT CHROME Composed non-Hex Abutment IIb, 8 30/07/2013 

P9R-3,11 7290107279390 COBALT CHROME Composed Narrow non-Hex Abutment IIb, 8 21/10/2018 

P9RC-4,11 7290111275432 CoCr Casting Bridge Abutment L11mm Conical Platform IIb, 8 28/04/2021 

PK-3,1 7290111276088 Prosthetic Kit IIb, 8 12/04/2012 

PK-3,2 7290111276095 Prosthetic Kit IIb, 8 12/04/2012 

PK-3,3 7290111276101 Prosthetic Kit IIb, 8 12/04/2012 

PK-3.75,1 7290107274579 Prosthetic Kit IIb, 8 12/04/2012 

PK-3.75,2 7290107274586 Prosthetic Kit IIb, 8 12/04/2012 
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PK-3.75,3 7290107274593 Prosthetic Kit IIb, 8 12/04/2012 

PK-3.75,4 7290107274609 Prosthetic Kit IIb, 8 12/04/2012 

PK-P3-3,1 7290111276118 Anti-Rotation Abutment IIb, 8 12/10/2018 

PK-P3-3,2 7290111276125 Anti-Rotation Abutment IIb, 8 12/10/2018 

PK-P3-3,3 7290111276132 Anti-Rotation Abutment IIb, 8 12/10/2018 

PK-P3-3.75,1 7290107279895 Anti-Rotation Abutment IIb, 8 12/04/2012 

PK-P3-3.75,2 7290107279901 Anti-Rotation Abutment IIb, 8 12/04/2012 

PK-P3-3.75,3 7290107279918 Anti-Rotation Abutment IIb, 8 12/04/2012 

PK-P3-3.75,4 7290107279925 Anti-Rotation Abutment IIb, 8 12/04/2012 

D4-3,1 7290111275975 Plastic Snap Transfer with Abutment 1mm IIb, 8 10/08/2018 

D4-3,2 7290111275999 Plastic Snap Transfer with Abutment 2mm IIb, 8 10/08/2018 

D4-3,3 7290111276002 Plastic Snap Transfer with Abutment 3mm IIb, 8 10/08/2018 

D4-3.75,1 7290111270598 Plastic Snap Transfer with Abutment 1mm IIb, 8 10/08/2005 

D4-3.75,2 7290111270611 Plastic Snap Transfer with Abutment 2mm IIb, 8 10/08/2005 

D4-3.75,3 7290111270635 Plastic Snap Transfer with Abutment 3mm IIb, 8 10/08/2005 

D4-3.75,4 7290111270659 Plastic Snap Transfer with Abutment 4mm IIb, 8 10/08/2005 

P7-3.75,1 7290107273343 Anti-rotation Astheticon Abutment IIb, 8 10/08/2005 

P7-3.75,2 7290107273350 Anti-rotation Astheticon Abutment IIb, 8 10/08/2005 

P7-3.75,3 7290107273367 Anti-rotation Astheticon Abutment IIb, 8 10/08/2005 

P0-P14 07290111276903 Healing Cap for P14 IIb, 8 23/07/2023 

P0-P24 07290111277658 Healing Cap for P24 MU IIb, 8 23/07/2023 

P14-bTs-C 07290111276415 P14/P16 Conical Adhesive Sleeve IIb, 8 23/07/2023 

P14C-3,17-1 07290111277061 Angular Screw Retained Abutment 17° H1 Narrow Platform IIb, 8 23/07/2023 

P14C-3,17-2 07290111277078 Angular Screw Retained Abutment 17° H2 Narrow Platform IIb, 8 23/07/2023 

P14C-3,17-3 07290111277085 Angular Screw Retained Abutment 17° H3 Narrow Platform IIb, 8 23/07/2023 

P14C-3,30-1 07290111277092 Angular Screw Retained Abutment 30° H1 Narrow Platform IIb, 8 23/07/2023 

P14C-3,30-2 07290111277108 Angular Screw Retained Abutment 30° H2 Narrow Platform IIb, 8 23/07/2023 

P14C-3,30-3 07290111277115 Angular Screw Retained Abutment 30° H3 Narrow Platform IIb, 8 23/07/2023 

P16C-3,1 07290111277122 Straight Screw Retained Abutment H1mm Narrow Platform IIb, 8 23/07/2023 

P16C-3,2 07290111277146 Straight Screw Retained Abutment H2mm Narrow Platform IIb, 8 23/07/2023 
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P16C-3,3 07290111277153 Straight Screw Retained Abutment H3mm Narrow Platform IIb, 8 23/07/2023 

P16C-3,4 07290111277160 Straight Screw Retained Abutment H4mm Narrow Platform IIb, 8 23/07/2023 

P16C-3,5 07290111277139 Straight Screw Retained Abutment H5mm Narrow Platform IIb, 8 23/07/2023 

P24-3.75,1_N 07290111277412 Straight MU P24 GH1mm  Standard Platform IIb, 8 23/07/2023 

P24-3.75,17-2_N 07290111277276 Angular MU P24 17° GH2mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,17-3_N 07290111277283 Angular MU P24 17° GH3mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,17-4_N 07290111277290 Angular MU P24 17° GH4mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,17-5_N 07290111277306 Angular MU P24 17° GH5mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,2_N 07290111277429 Straight MU P24 GH2mm  Standard Platform IIb, 8 23/07/2023 

P24-3.75,3_N 07290111277436 Straight MU P24 GH3mm  Standard Platform IIb, 8 23/07/2023 

P24-3.75,30-2_N 07290111277313 Angular MU P24 30° GH2mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,30-3_N 07290111277320 Angular MU P24 30° GH3mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,30-4_N 07290111277337 Angular MU P24 30° GH4mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,30-5_N 07290111277344 Angular MU P24 30° GH5mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,4_N 07290111277443 Straight MU P24 GH4mm  Standard Platform IIb, 8 23/07/2023 

P24-3.75,45-2_N 07290111277351 Angular MU P24 45° GH2mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,45-3_N 07290111277368 Angular MU P24 45° GH3mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,45-4_N 07290111277375 Angular MU P24 45° GH4mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,45-5_N 07290111277382 Angular MU P24 45° GH5mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,5_N 07290111277450 Straight MU P24 GH5mm  Standard Platform IIb, 8 23/07/2023 

P24-3.75,52-2_N 07290111277399 Angular MU P24 52° GH2mm Standard Platform IIb, 8 23/07/2023 

P24-3.75,60-2_N 07290111277405 Angular MU P24 60° GH2mm Standard Platform IIb, 8 23/07/2023 

P24-bTs-C 07290111277481 P24 Conical Adhesive Sleeve IIb, 8 23/07/2023 

P3-3,FP 07290111277047 Abutment PreFace D11.9mm Narrow Platform IIb, 8 23/07/2023 

P3-3.75,FP 07290111277054 Abutment PreFace D11.9mm Standard Platform IIb, 8 23/07/2023 

P3C-4,FP 07290111277207 Abutment PreFace Ø11.9mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,1.5 07290111275142 Ti Base Long Slim GH1.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,1.5,R 07290111277214 Ti Base Rotational Long Slim GH1.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,2.5 07290111275159 Ti Base Long Slim GH2.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,2.5,R 07290111275289 Ti Base Rotational Long Slim GH2.5mm Conical Platform IIb, 8 23/07/2023 

DMS-29861 D-3 Approved
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P3NLC-4,3.5 07290111275166 Ti Base Long Slim GH3.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,3.5,R 07290111275296 Ti Base Rotational Long Slim GH3.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,4.5 07290111277238 Ti Base Long Slim GH4.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,4.5,R 07290111277245 Ti Base Rotational Long Slim GH4.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,5.5 07290111275180 Ti Base Long Slim GH5.5mm Conical Platform IIb, 8 23/07/2023 

P3NLC-4,5.5,R 07290111275173 Ti Base Rotational Long Slim GH5.5mm Conical Platform IIb, 8 23/07/2023 

P3TC-4,1.5 07290111277719 Temporary Ti Base ø4.6 GH=1.5mm CP for Crown IIb, 8 23/07/2023 

P3TC-4,1.5,R 07290111277726 Temporary Ti Base ø4.6 GH=1.5mm CP for Bridge IIb, 8 23/07/2023 

P3TC-4,2.5 07290111277733 Temporary Ti Base ø4.6 GH=2.5mm CP for Crown IIb, 8 23/07/2023 

P3TC-4,2.5,R 07290111277740 Temporary Ti Base ø4.6 GH=2.5mm CP for Bridge IIb, 8 23/07/2023 

P3TC-4,3.5 07290111277757 Temporary Ti Base ø4.6 GH=3.5mm CP for Crown IIb, 8 23/07/2023 

P3TC-4,3.5,R 07290111277764 Temporary Ti Base ø4.6 GH=3.5mm CP for Bridge IIb, 8 23/07/2023 

P4a-P 07290111277177 Dynamic screw for T-base abutment IIb, 8 23/07/2023 

P64e-3 07290111276927 Lower screw for Angular Adaptor 17°+30° Ø3mm IIb, 8 23/07/2023 

P24-bT_N 07290107273008 P24_N Sleeve IIb, 8 23/07/2023 
 

 

 

Revision History 

Doc Rev # Change Description and Reason 

A First Revision 

B Updating After BSI review 

C 
Delete the Certificate table p.2 and correcting Typo: “Narrow” instead 

“Norrow” for P9HR-3,11 and P9R-3,11 

D Adding Prosthetics and Accessories devices (55 Items) 
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ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930404

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
Dental Prosthetics �����ʭʩʥʥʬʰ�ʭʩʸʦʩʡʠʥ�ʭʩʬʨʰʣ�ʭʩʰʡʮ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

1. ʭʩʰʡʮ
2. ʭʩʢʸʡ
3. ʭʩʢʥʬʰʠ
4. ʭʩʸʴʱʰʠʸʨ
5. ʭʩʬʥʥʸʹ

ʺʥʶʥʡʷ

1. Prosthetic Accessories ʭʩʥʥʬʰ�ʭʩʸʶʥʮ

ʭʩʩʰʩʹ�ʺʠʥʴʸ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

ʭʩʬʨʰʣ�ʭʩʰʡʮ���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

ISRAEL���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ��1 ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

ʺʥʩʧʰʤ
FDA, BSI, HEALTH CANADA��ʸʹʠʮʤ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�FDA/CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʭʩʸʹʠʮʤ�ʭʩʴʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤʬ�ʭʠʺʤʡ�ʹʥʮʩʹʬ�ʸʹʥʠʮ���

�ʭʩʩʰʩʹ�ʠʴʥʸ��ʣʡʬʡ�ʤʠʴʸʮʡʥ�ʭʩʬʥʧ�ʺʩʡʡ���ʥʣʩ�ʬʲ�ʪʮʱʥʤʹ�ʥʮʲʨʮ�ʢʩʶʰ�ʩ�ʲ�ʥʠ��ʯʸʶʩʤ�ʩ�ʲ�ʪʮʱʥʤʥ�ʪʸʣʥʤʹ�ʠʴʥʸʬ�ʬʡʢʥʮ�ʹʥʮʩʹʤ���
�ʺʥʠʩʸʡʤ�ʣʸʹʮʬ��ʭʢ��ʹʢʥʤʹ�DoC���ʬ�ʳʥʴʫʡʥ�ʯʸʶʩʤ�ʺʸʤʶʤʡ�ʭʩʨʸʥʴʮʤ�ʭʩʮʢʣʬ�ʠʥʤ�ʸʥʹʩʠʩʤ��ʺʥʴʱʥʰ�ʺʥʸʲʤ���

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/06/2021

ʤʮʩʺʧ

01/01/2021

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ�ʬʤʰʮ
ʸʴʹ�ʡʣʰ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʭʥʹʩʸ�ʹʥʣʩʧʬ�ʤʹʷʡ�ʺʹʢʤ�ʸʥʹʩʠ

ʤʮʩʺʧ

BIOSEAL-C

ʤʩʰʴ�ʸʴʱʮ
57403

ʭʥʹʩʸ�ʸʴʱʮ
6930413

ʤʹʢʤ�ʪʩʸʠʺ
19/03/2023

��ʺʸʡʧʮ�ʭʥʹʩʸʬ�ʤʹʷʡ�ʺʬʡʷ�ʸʹʠʬ�ʩʰʩʸʤʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ

���ʸ�ʮʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʥʡʲ

ʯʢʬʥʷ�ʺʥʰʸʡʮʮ

A.B.Dental Devices Ltd ; 19 Hayahalomim Str. , Ashdod, Israel ; ISRAEL ��ʥʺʡʥʺʫʥ�ʯʸʶʩ�ʭʹ

ʤʱʴʣʤ�ʪʩʸʠʺ
19/03/2023

�ʺʥʸʲʤ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʭʥʹʩʸ�ʹʥʣʩʧʬ�ʤʹʷʡ�ʺʹʢʤ�ʸʥʹʩʠ

ʤʮʩʺʧ

BioFill-B

ʤʩʰʴ�ʸʴʱʮ
56308

ʭʥʹʩʸ�ʸʴʱʮ
6930411

ʤʹʢʤ�ʪʩʸʠʺ
03/01/2023

��ʺʸʡʧʮ�ʭʥʹʩʸʬ�ʤʹʷʡ�ʺʬʡʷ�ʸʹʠʬ�ʩʰʩʸʤʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ

���ʸ�ʮʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʥʡʲ

ʩʡ�ʬʩʴʥʩʡ

AB Dental Germany UG ; Friedrichshtrasse 95, 10117,Berlin,  ; GERMANY ��ʥʺʡʥʺʫʥ�ʯʸʶʩ�ʭʹ

ʤʱʴʣʤ�ʪʩʸʠʺ
03/01/2023

�ʺʥʸʲʤ
�ʬ�ʫʰʮ�ʡʺʫʮ�ʩ
ʴʲ����6930411�ʸʴʱʮ�ʸ
ʮʠ�ʭʥʹʩʸʬ�ʩʨʮʥʨʥʠ�ʹʥʣʩʧ�ʤʥʥʤʮ�ʤʦ�ʤʹʢʤ�ʸʥʹʩʠ��
�ʤʦ�ʸʥʹʩʠʡʹ�ʺʥʩʰʺʤʬ�ʳʥʴʫʡʥ�15001613��ʱʮ�ʯʩʫʥʮʩʱ�2013�ʵʸʮʡ�14�ʭʥʩʮ�ʺʥʠʩʸʡʤ�ʣʸʹʮ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930413

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
BIOSEAL-C ʯʢʬʥʷ�ʺʥʰʸʡʮʮ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

1. BIOSEAL-C-1.5x2 (Cat. No. CM-1.5x2)

2. BIOSEAL-C-2x3 (Cat. No. CM-2x3)
3. BIOSEAL-C-3x4 (Cat. No. CM-3x4)

ʭʩʮʢʣ

ʭʩʩʰʩʹ�ʩʠʴʥʸ�ʩ�ʲ�ʺʥʸʥʣʶʥʸʴ�ʭʩʩʫʩʰʧʡ�ʭʩʩʥʷʩʬʥ�ʺʥʮʷʸ�ʺʥʹʣʧʺʤʬ� ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

ʭʩʩʰʩʹ�ʩʠʴʥʸ�ʩ�ʲ�ʭʩʩʫʩʰʧʡ�ʭʩʩʥʷʩʬʥ�ʺʥʮʷʸ�ʺʥʹʣʧʺʤʬ���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

A.B.Dental Devices Ltd ; 19 Hayahalomim Str. , Ashdod, Israel ; ISRAEL ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

Hyundai Bioland Co., Ltd - 162 Gwahaksaneop 3-ro, Ochang, Cheongwon, Cheongju, ��1
Chungbuk, Korea - REPUBLIC OF KOREA

ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

Hyundai Bioland Co., Ltd ; 162 Gwahaksaneop 3-ro, Ochang, Cheongwon, Cheongju, Chungbuk, 
Korea ; REPUBLIC OF KOREA

ʥʺʡʥʺʫʥ�ʷʴʱʤ�ʭʹ

ʺʥʩʧʰʤ
BSI��ʸʹʠʮʤ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʸʹʠʮʤ�ʳʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤʬ�ʭʠʺʤʡ�ʹʥʮʩʹʬ�ʸʹʥʠʮ���

�ʺʠʴʸʮʡʥ�ʭʩʬʥʧ�ʺʩʡʡ�ʣʡʬʡ�ʭʩʩʰʩʹ�ʩʠʴʥʸʬ����ʥʣʩ�ʬʲ�ʪʮʱʥʤʹ�ʥʮʲʨʮ�ʢʩʶʰ�ʩ�ʲ�ʥʠ��ʯʸʶʩʤ�ʩ�ʲ�ʪʮʱʥʤʥ�ʪʸʣʥʤʹ�ʠʴʥʸʬ�ʬʡʢʥʮ�ʹʥʮʩʹʤ���
�ʣʡʬʡ�ʭʩʩʰʩʹ

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/04/2023

ʤʮʩʺʧ

02/05/2022

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ
ʯʥʩʱ�ʺʩʸʹ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930411

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
BioFill-B ʩʡ�ʬʩʴʥʩʡ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

1. ʸʷʡ�ʸʥʷʮ�ʭʶʲ�ʳʩʬʧʺ BioFill-B-0.5g, 1-2 mm Granules (5 Unit pack)

2. ʸʷʡ�ʸʥʷʮ�ʭʶʲ�ʳʩʬʧʺ BioFill-B-0.5g, 0.5-1 mm Granules (5 Unit pack)
3. ʸʷʡ�ʸʥʷʮ�ʭʶʲ�ʳʩʬʧʺ BioFill-B-2g, 1-2 mm Granules (5 Unit pack)
4. ʸʷʡ�ʸʥʷʮ�ʭʶʲ�ʳʩʬʧʺ BioFill-B-2g, 0.5-1 mm Granules (5 Unit pack)

ʭʩʮʢʣ

ʭʩʩʰʩʹ�ʩʠʴʥʸ�ʩ�ʲ�ʺʥʩʢʸʥʸʩʫ�ʺʥʸʥʣʶʥʸʴʬ� ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

Bone regeneration  and augmentation���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

AB Dental Germany UG ; Friedrichshtrasse 95, 10117,Berlin,  ; GERMANY ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

CHIYEWON - 6F., 192, Gyeongchun-ro, Guri-si, Gyeonggi-do, 11927,Republic of Korea - ��1
REPUBLIC OF KOREA

ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

CHIYEWON Co., Ltd. ; 6F., 192, Gyeongchun-ro, Guri-si, Gyeonggi-do,11927, ; REPUBLIC OF 
KOREA

ʥʺʡʥʺʫʥ�ʷʴʱʤ�ʭʹ

ʺʥʩʧʰʤ
BSI, FDA��ʸʹʠʮʤ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�FDA/CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʭʩʸʹʠʮʤ�ʭʩʴʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤʬ�ʭʠʺʤʡ�ʹʥʮʩʹʬ�ʸʹʥʠʮ���

�ʭʩʩʰʩʹ�ʠʴʥʸ��ʣʡʬʡ�ʤʠʴʸʮʡʥ�ʭʩʬʥʧ�ʺʩʡʡ���ʥʣʩ�ʬʲ�ʪʮʱʥʤʹ�ʥʮʲʨʮ�ʢʩʶʰ�ʩ�ʲ�ʥʠ��ʯʸʶʩʤ�ʩ�ʲ�ʪʮʱʥʤʥ�ʪʸʣʥʤʹ�ʠʴʥʸʬ�ʬʡʢʥʮ�ʹʥʮʩʹʤ���

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/11/2022

ʤʮʩʺʧ

30/09/2020

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ�ʬʤʰʮ
ʸʴʹ�ʡʣʰ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʭʥʹʩʸ�ʹʥʣʩʧʬ�ʤʹʷʡ�ʺʹʢʤ�ʸʥʹʩʠ

ʤʮʩʺʧ

 Physio Motor System MD1

ʤʩʰʴ�ʸʴʱʮ
53991

ʭʥʹʩʸ�ʸʴʱʮ
6930409

ʤʹʢʤ�ʪʩʸʠʺ
06/07/2022

��ʺʸʡʧʮ�ʭʥʹʩʸʬ�ʤʹʷʡ�ʺʬʡʷ�ʸʹʠʬ�ʩʰʩʸʤʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ

���ʸ�ʮʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʸʥʡʲ

��ʮʲʸʫʺ�ʮʫʹʩʸ�ʴʩʱʩʥ�MD11

Nouvag AG ; St. Gallerstr. 23-25 CH-9403 Golda ; SWAZILAND ��ʥʺʡʥʺʫʥ�ʯʸʶʩ�ʭʹ

ʤʱʴʣʤ�ʪʩʸʠʺ
06/07/2022

�ʺʥʸʲʤ
�ʬ�ʫʰʮ�ʡʺʫʮ�ʩ
ʴʲ����6930409�ʸʴʱʮ�ʸ
ʮʠ�ʭʥʹʩʸʬ�ʩʨʮʥʨʥʠ�ʹʥʣʩʧ�ʤʥʥʤʮ�ʤʦ�ʤʹʢʤ�ʸʥʹʩʠ��
�ʤʦ�ʸʥʹʩʠʡʹ�ʺʥʩʰʺʤʬ�ʳʥʴʫʡʥ�15001613��ʱʮ�ʯʩʫʥʮʩʱ�2013�ʵʸʮʡ�14�ʭʥʩʮ�ʺʥʠʩʸʡʤ�ʣʸʹʮ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʥʹʩʸ�ʸʥʹʩʠ
��ʱʮ�ʭʥʹʩʸ�ʺʹʷʡʬ�ʭʠʺʤʡ�ʩʫ���ʸʥʹʩʠ�ʺʠʦʡ�ʯʺʩʰ6930409

��ʠʡʤ����ʸ

ʮʠ���ʭʩʠʥʴʸ�ʭʩʸʩʹʫʮ�/�ʭʩʸʦʩʡʠ��ʩʠʥʴʸʤ�ʣʥʩʶʤ
Physio Motor System MD11 �ʥʩʱʩʴ�ʸʩʹʫʮ�ʺʫʸʲʮ�MD11 ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʭʹ

ʭʩʩʰʩʹ�ʺʠʥʴʸ ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʣʥʲʩ

ʥʩʱʩʴ�ʸʩʹʫʮ�ʺʫʸʲʮ���ʭʩʰʩʹ�ʺʠʥʴʸ��1 ʤʩʥʺʤ

ʬʠʸʹʩ���ʣʥʣʹʠ�19�ʭʩʮʥʬʤʩʤ���ʮ�ʲʡ�ʱʱʩʩʥʩʣ�ʬʨʰʣ��ʩʡ�ʩʩʠ �ʭʥʹʩʸʤ�ʬʲʡ�ʭʹ
ʥʺʡʥʺʫʥ

Nouvag AG ; St. Gallerstr. 23-25 CH-9403 Goldach ; SWITZERLAND ʥʺʡʥʺʫʥ�ʯʸʶʩʤ�ʭʹ

Nouvag - St. Gallerstr. 23-25 CH-9403 Goldach - SWITZERLAND��1 ʥʺʡʥʺʫʥ�ʸʥʶʩʤ�ʸʺʠ�ʭʹ

ʺʥʩʧʰʤ
FDA, TUV Rheinland 0197��ʸʹʠʮʤ�ʳʥʢ�ʩ�ʲ�ʥʸʹʥʠʹ�ʯʸʶʩʤ�ʺʥʠʸʥʤ�ʩʴʬ���

��ʳʷʥʺʡ�ʺʥʫʩʠ�ʺʫʸʲʮʥ�FDA/CE�ʸʥʹʩʠʬ�ʭʠʺʤʡ�ʸʥʹʩʠ���
��ʭʩʸʹʠʮʤ�ʭʩʴʥʢʤ�ʩ�ʲ�ʥʸʹʥʠʹ�ʩʴʫ��ʯʸʶʩʤ�ʺʥʠʸʥʤʬ�ʭʠʺʤʡ�ʹʥʮʩʹʬ�ʸʹʥʠʮ���

�ʺʠʴʸʮʡʥ�ʭʩʬʥʧ�ʺʩʡʡ�ʣʡʬʡ�ʭʩʩʰʩʹ�ʩʠʴʥʸʬ����ʥʣʩ�ʬʲ�ʪʮʱʥʤʹ�ʥʮʲʨʮ�ʢʩʶʰ�ʩ�ʲ�ʥʠ��ʯʸʶʩʤ�ʩ�ʲ�ʪʮʱʥʤʥ�ʪʸʣʥʤʹ�ʠʴʥʸʬ�ʬʡʢʥʮ�ʹʥʮʩʹʤ���
�ʣʡʬʡ�ʭʩʩʰʩʹ

ʩʰʮʦ�ʭʥʹʩʸʬ�ʺʥʩʰʺʤ
�ʳʷʥʺ�ʩʸʡ�ʭʩʩʸʥʨʬʥʢʸ�ʭʩʸʥʹʩʠ�ʹʩʢʤʬʹ�ʹʩ����

ʺʥʩʰʺʤ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/06/2022

ʤʮʩʺʧ

27/02/2022

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ
ʯʥʩʱ�ʺʩʸʹ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ



ʩʰʮʦ�ʭʥʹʩʸʬ�ʺʥʩʰʺʤ
�ʺʥʠʩʸʡʤ�ʣʸʹʮʬ�ʢʶʥʤ�ʠʬʥ�2020�ʸʡʮʨʴʱʡ�ʳʷʥʺ�ʢʴ�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ�ʭʥʹʩʸʤ�ʷʩʺʡ�ʸʥʹʩʠʤ��ʯʸʶʩʤ�ʬʹ�ʹʣʧ�ISO 13485�ʸʥʹʩʠ����

�ʹʣʧ�ʸʥʹʩʠ

�ʺʥʠʩʸʡʤ�ʣʸʹʮʡ��ʸ�ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʱʷʰʴʡ�ʭʹʸʰ
�ʺʥʩʥʥʺʤʬʥ�ʭʩʣʥʲʩʬ�ʥʰʩʤ��ʸ

ʮʠʤ��ʩʠʥʴʸʤ�ʣʥʩʶʤ�ʷʥʥʩʹʬ�ʸʥʹʩʠʤ�ʳʷʥʺ

�ʣʡʬʡ�ʬʩʲʬ�ʭʩʸʠʥʺʮʤ
���ʣʲ�ʳʷʥʺʡ�ʸʥʹʩʠʤ30/06/2021

ʤʮʩʺʧ

01/01/2021

ʸʥʹʩʠʤ�ʺʮʩʺʧ�ʪʩʸʠʺ ʸʹʠʮʤ�ʣʩʷʴʺʥ�ʭʹ

ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ�ʬʤʰʮ
ʸʴʹ�ʡʣʰ�ʸ�ʣ

ʺʥʠʩʸʡʤ�ʣʸʹʮ
ʸʷʧʮʥ�ʲʣʩʮ��ʺʥʩʠʥʴʸ�ʺʥʩʢʥʬʥʰʫʨ�ʺʡʩʨʧ

Ministry of Health
Medical Technology, Information and Research Division

ʬʠʸʹʩ�ʺʰʩʣʮ
STATE OF ISRAEL

Medical Devices Department ʩʠʥʴʸ�ʣʥʩʶ�ʳʢʠ
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