


Clinical Trials of RECOTHROM Applied with  
Spray Applicator
�*�O �B�O �P�Q�F�O���M�B�C�F�M�
 �T�J�O�H�M�F���H�S�P�V�Q�
 �1�I�B�T�F �� �T�U�V�E�Z �J�O �C�V�S�O �Q�B�U�J�F�O�U�T�
 ���� 
�Q�B�U�J�F�O�U�T �X�F�S�F �U�S�F�B�U�F�E �X�J�U�I �3�&�$�0�5�)�3�0�. �B�Q�Q�M�J�F�E �X�J�U�I �B �T�Q�S�B�Z �B�Q�Q�M�J�D�B�U�P�S 
�B�U �U�I�F �C�V�S�O �X�P�V�O�E �F�Y�D�J�T�J�P�O �T�J�U�F �Q�S�J�P�S �U�P �B�V�U�P�M�P�H�P�V�T �T�L�J�O �H�S�B�G�U�J�O�H �<���>��  
�5�I�J�T �T�U�V�E�Z �J�O�D�M�V�E�F�E �C�P�U�I �B�E�V�M�U�T �	�K���� �Z�F�B�S�T �P�G �B�H�F�
 �O�������
 �B�O�E �Q�F�E�J�B�U�S�J�D 
�Q�B�U�J�F�O�U�T �J ���� �Z�F�B�S�T �P�G �B�H�F �	�O�����
�� �5�I�F �N�P�T�U �D�P�N�N�P�O �B�E�W�F�S�T�F �F�W�F�O�U�T 
�J�O �U�I�F �B�E�V�M�U �B�O�E �Q�F�E�J�B�U�S�J�D �B�H�F �H�S�P�V�Q�T �J�O�D�M�V�E�F�E �Q�S�P�D�F�E�V�S�B�M �Q�B�J�O �	�������
�
 
�Q�S�V�S�J�U�J�T �	�������
�
 �B�O�E �D�P�O�T�U�J�Q�B�U�J�P�O �	�������
��

Immunogenicity
�5�I�F �Q�P�U�F�O�U�J�B�M �E�F�W�F�M�P�Q�N�F�O�U �P�G �B�O�U�J�C�P�E�J�F�T �U�P �3�&�$�0�5�)�3�0�. �I�B�T �C�F�F�O 
�F�W�B�M�V�B�U�F�E �J�O �N�V�M�U�J�Q�M�F �D�M�J�O�J�D�B�M �U�S�J�B�M�T��  �5�I�F�T�F �Q�S�F���T�Q�F�D�J�m�F�E �F�W�B�M�V�B�U�J�P�O�T �X�F�S�F 
�Q�F�S�G�P�S�N�F�E �J�O �P�S�E�F�S �U�P �D�I�B�S�B�D�U�F�S�J�[�F �U�I�F �J�N�N�V�O�P�H�F�O�J�D�J�U�Z �P�G �3�&�$�0�5�)�3�0�. 
�B�O�E �U�I�F �O�F�V�U�S�B�M�J�[�J�O�H �Q�P�U�F�O�U�J�B�M �P�G �B�O�Z �E�F�U�F�D�U�F�E �B�O�U�J�C�P�E�J�F�T��  �*�O �D�P�N�Q�M�F�U�F�E 
�D�M�J�O�J�D�B�M �T�U�V�E�J�F�T�
 �� �P�G ������ �	���������
 �Q�B�U�J�F�O�U�T �F�Y�Q�P�T�F�E �U�P �3�&�$�0�5�)�3�0�. 
�X�J�U�I �C�P�U�I �C�B�T�F�M�J�O�F �B�O�E �Q�P�T�U���U�S�F�B�U�N�F�O�U �B�O�U�J�C�P�E�Z �T�Q�F�D�J�N�F�O�T �B�W�B�J�M�B�C�M�F�
 
�E�F�W�F�M�P�Q�F�E �T�Q�F�D�J�m�D �B�O�U�J���3�&�$�0�5�)�3�0�. �Q�S�P�E�V�D�U �B�O�U�J�C�P�E�J�F�T��  �/�P�O�F �P�G �U�I�F�T�F 
�B�O�U�J�C�P�E�J�F�T �X�F�S�F �G�P�V�O�E �U�P �O�F�V�U�S�B�M�J�[�F �O�B�U�J�W�F �I�V�N�B�O �U�I�S�P�N�C�J�O�� 
�*�O �U�I�F �S�B�O�E�P�N�J�[�F�E�
 �E�P�V�C�M�F���C�M�J�O�E�
 �1�I�B�T�F �� �T�U�V�E�Z �U�I�B�U �D�P�N�Q�B�S�F�E 
�3�&�$�0�5�)�3�0�. �U�P �C�P�W�J�O�F �U�I�S�P�N�C�J�O�
 �C�P�U�I �B�Q�Q�M�J�F�E �X�J�U�I �H�F�M�B�U�J�O �T�Q�P�O�H�F�
 �J�O 
�Q�B�U�J�F�O�U�T �V�O�E�F�S�H�P�J�O�H �T�Q�J�O�B�M �T�V�S�H�F�S�Z�
 �I�F�Q�B�U�J�D �S�F�T�F�D�U�J�P�O�
 �Q�F�S�J�Q�I�F�S�B�M �B�S�U�F�S�J�B�M 
�C�Z�Q�B�T�T �T�V�S�H�F�S�Z�
 �P�S �B�S�U�F�S�J�P�W�F�O�P�V�T �H�S�B�G�U �G�P�S�N�B�U�J�P�O �G�P�S �I�F�N�P�E�J�B�M�Z�T�J�T �B�D�D�F�T�T�
 
�U�I�F �E�F�W�F�M�P�Q�N�F�O�U �P�G �T�Q�F�D�J�m�D �B�O�U�J���Q�S�P�E�V�D�U �B�O�U�J�C�P�E�J�F�T �X�B�T �F�W�B�M�V�B�U�F�E �J�O 
�C�P�U�I �U�S�F�B�U�N�F�O�U �H�S�P�V�Q�T �<���>��  �#�M�P�P�E �T�B�N�Q�M�F�T �X�F�S�F �D�P�M�M�F�D�U�F�E �B�U �C�B�T�F�M�J�O�F 
�B�O�E �B�U �E�B�Z ���� �G�P�S ������ �P�G �U�I�F �Q�B�U�J�F�O�U�T �J�O �C�P�U�I �U�S�F�B�U�N�F�O�U �H�S�P�V�Q�T��  �'�P�S 
�Q�B�U�J�F�O�U�T �S�B�O�E�P�N�J�[�F�E �U�P �3�&�$�0�5�)�3�0�.�
 �U�I�F �T�B�N�Q�M�F�T �X�F�S�F �B�O�B�M�Z�[�F�E �C�Z 
�&�-�*�4�" �G�P�S �B�O�U�J�C�P�E�J�F�T �U�P �3�&�$�0�5�)�3�0�.�
 �$�I�J�O�F�T�F �I�B�N�T�U�F�S �P�W�B�S�Z �	�$�)�0�
 �I�P�T�U 
�D�F�M�M �Q�S�P�U�F�J�O�
 �B�O�E �Q�S�P���U�I�S�P�N�C�J�O �B�D�U�J�W�B�U�P�S �	�V�T�F�E �J�O �U�I�F �D�P�O�W�F�S�T�J�P�O �P�G �T�J�O�H�M�F 
�D�I�B�J�O �Q�S�F�D�V�S�T�P�S �U�P �B�D�U�J�W�F �3�&�$�0�5�)�3�0�.�
��  �'�P�S �Q�B�U�J�F�O�U�T �S�B�O�E�P�N�J�[�F�E �U�P 
�C�P�W�J�O�F �U�I�S�P�N�C�J�O�
 �U�I�F �T�B�N�Q�M�F�T �X�F�S�F �B�O�B�M�Z�[�F�E �C�Z �&�-�*�4�" �G�P�S �B�O�U�J�C�P�E�J�F�T �U�P 
�C�P�W�J�O�F �U�I�S�P�N�C�J�O �Q�S�P�E�V�D�U��
�"�U �C�B�T�F�M�J�O�F �������� �P�G �Q�B�U�J�F�O�U�T �	�O�������������
 �J�O �U�I�F �3�&�$�0�5�)�3�0�. �H�S�P�V�Q �I�B�E 
�Q�P�T�J�U�J�W�F �B�O�U�J���Q�S�P�E�V�D�U �B�O�U�J�C�P�E�Z �U�J�U�F�S�T �D�P�N�Q�B�S�F�E �X�J�U�I ���� �P�G �Q�B�U�J�F�O�U�T �J�O �U�I�F 
�C�P�W�J�O�F �U�I�S�P�N�C�J�O �H�S�P�V�Q �	�O���������������
��  �0�G �U�I�F �Q�B�U�J�F�O�U�T �X�I�P �I�B�E �E�F�U�F�D�U�B�C�M�F 
�B�O�U�J���Q�S�P�E�V�D�U �B�O�U�J�C�P�E�J�F�T �B�U �C�B�T�F�M�J�O�F�
 �� �P�G �� �J�O �U�I�F �3�&�$�0�5�)�3�0�. �H�S�P�V�Q �B�O�E 
�� �P�G ���� �J�O �U�I�F �C�P�W�J�O�F �U�I�S�P�N�C�J�O �H�S�P�V�Q �F�Y�I�J�C�J�U�F�E �K������ �U�J�U�F�S �V�O�J�U �	�K������
�G�P�M�E�
 �J�O�D�S�F�B�T�F�T �J�O �B�O�U�J�C�P�E�Z �M�F�W�F�M�T �B�G�U�F�S �T�U�V�E�Z �U�S�F�B�U�N�F�O�U��
�5�S�F�B�U�N�F�O�U �X�J�U�I �3�&�$�0�5�)�3�0�. �B�Q�Q�M�J�F�E �X�J�U�I �B�C�T�P�S�C�B�C�M�F �H�F�M�B�U�J�O �T�Q�P�O�H�F 
�S�F�T�V�M�U�F�E �J�O �B �T�U�B�U�J�T�U�J�D�B�M�M�Z �T�J�H�O�J�m�D�B�O�U�M�Z �M�P�X�F�S �J�O�D�J�E�F�O�D�F �P�G �T�Q�F�D�J�m�D �B�O�U�J��
�Q�S�P�E�V�D�U �B�O�U�J�C�P�E�Z �E�F�W�F�M�P�Q�N�F�O�U��  �5�I�S�F�F �P�G ������ �	���������� ������ �$�*�
 �� �U�P �����
 
�P�G �U�I�F �Q�B�U�J�F�O�U�T �J�O �U�I�F �3�&�$�0�5�)�3�0�. �B�S�N �E�F�W�F�M�P�Q�F�E �T�Q�F�D�J�m�D �B�O�U�J���U�I�S�P�N�C�J�O 
�Q�S�P�E�V�D�U �B�O�U�J�C�P�E�J�F�T �	�� �Q�B�U�J�F�O�U �B�M�T�P �E�F�W�F�M�P�Q�F�E �B�O�U�J���$�)�0 �I�P�T�U �D�F�M�M �Q�S�P�U�F�J�O 
�B�O�U�J�C�P�E�J�F�T�
��  �/�P �Q�B�U�J�F�O�U�T �E�F�W�F�M�P�Q�F�E �B�O�U�J�C�P�E�J�F�T �U�P �Q�S�P���U�I�S�P�N�C�J�O �B�D�U�J�W�B�U�P�S��  
�'�P�S�U�Z���U�I�S�F�F �P�G ������ �Q�B�U�J�F�O�U�T �	�������� ������ �$�*�
 ���� �U�P �������
 �J�O �U�I�F �C�P�W�J�O�F 
�U�I�S�P�N�C�J�O �B�S�N �E�F�W�F�M�P�Q�F�E �T�Q�F�D�J�m�D �B�O�U�J�C�P�E�J�F�T �U�P �C�P�W�J�O�F �U�I�S�P�N�C�J�O �Q�S�P�E�V�D�U�� 
�/�P�O�F �P�G �U�I�F �B�O�U�J�C�P�E�J�F�T �J�O �U�I�F �3�&�$�0�5�)�3�0�. �H�S�P�V�Q �O�F�V�U�S�B�M�J�[�F�E �O�B�U�J�W�F 
�I�V�N�B�O �U�I�S�P�N�C�J�O�� �"�O�U�J�C�P�E�J�F�T �B�H�B�J�O�T�U �C�P�W�J�O�F �U�I�S�P�N�C�J�O �Q�S�P�E�V�D�U �X�F�S�F �O�P�U 
�U�F�T�U�F�E �G�P�S �O�F�V�U�S�B�M�J�[�B�U�J�P�O �P�G �O�B�U�J�W�F �I�V�N�B�O �U�I�S�P�N�C�J�O��  �#�F�D�B�V�T�F �U�I�F �T�U�V�E�Z 
�X�B�T �O�P�U �Q�P�X�F�S�F�E �U�P �E�F�U�F�D�U �B �E�J�õ�F�S�F�O�D�F �J�O �D�M�J�O�J�D�B�M �P�V�U�D�P�N�F�T �B�U�U�S�J�C�V�U�B�C�M�F 
�U�P �B�O�U�J�C�P�E�Z �G�P�S�N�B�U�J�P�O�
 �O�P �D�P�O�D�M�V�T�J�P�O�T �D�B�O �C�F �E�S�B�X�O �S�F�H�B�S�E�J�O�H �U�I�F �D�M�J�O�J�D�B�M 
�T�J�H�O�J�m�D�B�O�D�F �P�G �U�I�F �E�J�õ�F�S�F�O�D�F �J�O �B�O�U�J�C�P�E�Z �G�P�S�N�B�U�J�P�O �C�B�T�F�E �P�O �U�I�F �S�F�T�V�M�U�T 
�P�G �U�I�J�T �T�U�V�E�Z��
�*�O �U�I�F �P�Q�F�O���M�B�C�F�M�
 �T�J�O�H�M�F �H�S�P�V�Q�
 �1�I�B�T�F ���C �T�U�V�E�Z �J�O �Q�B�U�J�F�O�U�T �X�J�U�I �B 
�I�J�H�I �M�J�L�F�M�J�I�P�P�E �P�G �Q�S�J�P�S �C�P�W�J�O�F �U�I�S�P�N�C�J�O �F�Y�Q�P�T�V�S�F �V�O�E�F�S�H�P�J�O�H �T�Q�J�O�B�M�
 
�Q�F�S�J�Q�I�F�S�B�M �B�S�U�F�S�J�B�M �C�Z�Q�B�T�T �T�V�S�H�F�S�Z�
 �P�S �B�S�U�F�S�J�P�W�F�O�P�V�T �H�S�B�G�U �G�P�S�N�B�U�J�P�O �G�P�S 
�I�F�N�P�E�J�B�M�Z�T�J�T �B�D�D�F�T�T�
 ���������� �P�G �Q�B�U�J�F�O�U�T �	�O���������������
 �I�B�E �B�O�U�J���C�P�W�J�O�F 
�U�I�S�P�N�C�J�O �Q�S�P�E�V�D�U �B�O�U�J�C�P�E�J�F�T �B�U �C�B�T�F�M�J�O�F �Q�S�J�P�S �U�P �U�S�F�B�U�N�F�O�U �X�J�U�I 
�3�&�$�0�5�)�3�0�.�� �'�P�M�M�P�X�J�O�H �U�S�F�B�U�N�F�O�U�
 �O�P�O�F �P�G �U�I�F ������ �F�W�B�M�V�B�C�M�F �Q�B�U�J�F�O�U�T 
�	�Q�B�U�J�F�O�U�T �G�P�S �X�I�P�N �T�Q�F�D�J�N�F�O�T �X�F�S�F �B�W�B�J�M�B�C�M�F �G�P�S �B�O�U�J�C�P�E�Z �U�F�T�U�J�O�H �B�U 
�C�B�T�F�M�J�O�F �B�O�E �Q�P�T�U���3�&�$�0�5�)�3�0�. �U�S�F�B�U�N�F�O�U�
 �E�F�W�F�M�P�Q�F�E �B�O�U�J�C�P�E�J�F�T �U�P 
�3�&�$�0�5�)�3�0�.��
�*�O �U�I�F �S�B�O�E�P�N�J�[�F�E�
 �E�P�V�C�M�F���C�M�J�O�E�
 �D�P�O�U�S�P�M�M�F�E �1�I�B�T�F �� �T�U�V�E�J�F�T �P�G 
�3�&�$�0�5�)�3�0�. �D�P�N�Q�B�S�F�E �U�P �Q�M�B�D�F�C�P �	�3�&�$�0�5�)�3�0�. �F�Y�D�J�Q�J�F�O�U�T �S�F�D�P�O�T�U�J�U�V�U�F�E 
�X�J�U�I �������� �T�P�E�J�V�N �D�I�M�P�S�J�E�F�
 �6�4�1�
 �B�Q�Q�M�J�F�E �J�O �D�P�O�K�V�O�D�U�J�P�O �X�J�U�I �B�C�T�P�S�C�B�C�M�F 
�H�F�M�B�U�J�O �T�Q�P�O�H�F�
 �X�I�J�D�I �X�F�S�F �Q�F�S�G�P�S�N�F�E �B�D�S�P�T�T �B �S�B�O�H�F �P�G �T�V�S�H�J�D�B�M �T�F�U�U�J�O�H�T 
�	�T�Q�J�O�B�M �T�V�S�H�F�S�Z�
 �I�F�Q�B�U�J�D �S�F�T�F�D�U�J�P�O�
 �Q�F�S�J�Q�I�F�S�B�M �B�S�U�F�S�J�B�M �C�Z�Q�B�T�T �T�V�S�H�F�S�Z�
 �P�S 
�B�S�U�F�S�J�P�W�F�O�P�V�T �H�S�B�G�U �G�P�S�N�B�U�J�P�O �G�P�S �I�F�N�P�E�J�B�M�Z�T�J�T �B�D�D�F�T�T�
�
 �U�I�F �J�O�D�J�E�F�O�D�F �P�G 
�B�O�U�J�C�P�E�Z �E�F�W�F�M�P�Q�N�F�O�U �U�P �3�&�$�0�5�)�3�0�.  �X�B�T �������� �J�O �U�I�F �3�&�$�0�5�)�3�0�. 
�H�S�P�V�Q �	�O�����������
 �D�P�N�Q�B�S�F�E �U�P �������� �	�O�����������
 �J�O �U�I�F �Q�M�B�D�F�C�P �H�S�P�V�Q��  
�*�O �U�I�F �P�Q�F�O���M�B�C�F�M�
 �T�J�O�H�M�F �H�S�P�V�Q �1�I�B�T�F �� �T�U�V�E�Z �P�G �3�&�$�0�5�)�3�0�. �B�Q�Q�M�J�F�E 
�X�J�U�I �U�I�F �T�Q�S�B�Z �B�Q�Q�M�J�D�B�U�P�S �U�P �F�Y�D�J�T�F�E �C�V�S�O �X�P�V�O�E�T�
 �� �Q�B�U�J�F�O�U �E�F�W�F�M�P�Q�F�E 
�B�O�U�J�C�P�E�J�F�T �G�P�M�M�P�X�J�O�H �U�S�F�B�U�N�F�O�U �	���������
 �O�����������
��
�5�I�F �E�F�U�F�D�U�J�P�O �P�G �B�O�U�J�C�P�E�Z �G�P�S�N�B�U�J�P�O �J�T �I�J�H�I�M�Z �E�F�Q�F�O�E�F�O�U �V�Q�P�O �U�I�F 
�T�F�O�T�J�U�J�W�J�U�Z �B�O�E �T�Q�F�D�J�m�D�J�U�Z �P�G �U�I�F �B�T�T�B�Z��  �5�I�F �B�C�T�P�M�V�U�F �J�N�N�V�O�P�H�F�O�J�D�J�U�Z 
�S�B�U�F�T �S�F�Q�P�S�U�F�E �I�F�S�F �B�S�F �E�J�ö�D�V�M�U �U�P �D�P�N�Q�B�S�F �X�J�U�I �S�F�T�V�M�U�T �G�S�P�N �T�U�V�E�J�F�T 
�P�G �P�U�I�F�S �Q�S�P�E�V�D�U�T�
 �E�V�F �U�P �E�J�õ�F�S�F�O�D�F�T �J�O �B�T�T�B�Z �N�F�U�I�P�E�P�M�P�H�Z�
 �Q�B�U�J�F�O�U 
�Q�P�Q�V�M�B�U�J�P�O�T�
 �B�O�E �P�U�I�F�S �V�O�E�F�S�M�Z�J�O�H �G�B�D�U�P�S�T��

7  DRUG INTERACTIONS
�%�S�V�H �J�O�U�F�S�B�D�U�J�P�O�T �I�B�W�F �O�P�U �C�F�F�O �G�P�S�N�B�M�M�Z �T�U�V�E�J�F�E��

8  USE IN SPECIFIC POPULATIONS
8.1  Pregnancy
�1�S�F�H�O�B�O�D�Z �$�B�U�F�H�P�S�Z �$�� �"�O�J�N�B�M �S�F�Q�S�P�E�V�D�U�J�P�O �T�U�V�E�J�F�T �I�B�W�F �O�P�U �C�F�F�O 
�D�P�O�E�V�D�U�F�E �X�J�U�I �3�&�$�0�5�)�3�0�.��  �*�U �J�T �B�M�T�P �O�P�U �L�O�P�X�O �X�I�F�U�I�F�S �3�&�$�0�5�)�3�0�. 
�D�B�O �D�B�V�T�F �G�F�U�B�M �I�B�S�N �X�I�F�O �B�E�N�J�O�J�T�U�F�S�F�E �U�P �B �Q�S�F�H�O�B�O�U �X�P�N�B�O �P�S �D�B�O 
�B�õ�F�D�U �S�F�Q�S�P�E�V�D�U�J�P�O �D�B�Q�B�D�J�U�Z��  �3�&�$�0�5�)�3�0�. �T�I�P�V�M�E �C�F �H�J�W�F�O �U�P �B �Q�S�F�H�O�B�O�U 
�X�P�N�B�O �P�O�M�Z �J�G �D�M�F�B�S�M�Z �O�F�F�E�F�E��

8.4  Pediatric Use
�0�G �U�I�F ���� �Q�B�U�J�F�O�U�T �V�O�E�F�S�H�P�J�O�H �C�V�S�O �X�P�V�O�E �F�Y�D�J�T�J�P�O �B�O�E �H�S�B�G�U�J�O�H �U�S�F�B�U�F�E 
�X�J�U�I �3�&�$�0�5�)�3�0�. �B�Q�Q�M�J�F�E �X�J�U�I �U�I�F �T�Q�S�B�Z �B�Q�Q�M�J�D�B�U�P�S �J�O �U�I�F �P�Q�F�O���M�B�C�F�M�
 
�T�J�O�H�M�F �H�S�P�V�Q�
 �1�I�B�T�F �� �T�U�V�E�Z�
 �� �X�F�S�F �Q�F�E�J�B�U�S�J�D �Q�B�U�J�F�O�U�T�� �"�M�M �X�F�S�F �B�H�F ���� �U�P 
���� �Z�F�B�S�T�� �5�I�F �T�B�G�F�U�Z �B�O�E �F�õ�F�D�U�J�W�F�O�F�T�T �P�G �3�&�$�0�5�)�3�0�. �J�O �B�M�M �Q�F�E�J�B�U�S�J�D �B�H�F 
�H�S�P�V�Q�T �I�B�W�F �O�P�U �C�F�F�O �G�V�M�M�Z �F�T�U�B�C�M�J�T�I�F�E��

������  �(�F�S�J�B�U�S�J�D �6�T�F
�0�G �U�I�F �U�P�U�B�M �O�V�N�C�F�S �P�G �Q�B�U�J�F�O�U�T �J�O �1�I�B�T�F �� �B�O�E �1�I�B�T�F �� �D�M�J�O�J�D�B�M �T�U�V�E�J�F�T �P�G 
�3�&�$�0�5�)�3�0�. �X�J�U�I �B�C�T�P�S�C�B�C�M�F �H�F�M�B�U�J�O �T�Q�P�O�H�F�
 ������ �X�F�S�F ���� �Z�F�B�S�T �P�M�E �B�O�E 
�P�W�F�S�
 �X�I�J�M�F ������ �X�F�S�F ���� �Z�F�B�S�T �P�M�E �B�O�E �P�W�F�S��
�/�P �T�V�C�T�U�B�O�U�J�W�F �E�J�õ�F�S�F�O�D�F�T �J�O �T�B�G�F�U�Z �P�S �F�õ�F�D�U�J�W�F�O�F�T�T �X�F�S�F �P�C�T�F�S�W�F�E 
�C�F�U�X�F�F�O �U�I�F�T�F �Q�B�U�J�F�O�U�T �B�O�E �Z�P�V�O�H�F�S �Q�B�U�J�F�O�U�T�
 �B�O�E �P�U�I�F�S �S�F�Q�P�S�U�F�E �D�M�J�O�J�D�B�M 

�F�Y�Q�F�S�J�F�O�D�F �I�B�T �O�P�U �J�E�F�O�U�J�m�F�E �E�J�õ�F�S�F�O�D�F�T �J�O �S�F�T�Q�P�O�T�F�T �C�F�U�X�F�F�O �U�I�F �F�M�E�F�S�M�Z 
�B�O�E �Z�P�V�O�H�F�S �Q�B�U�J�F�O�U�T�
 �C�V�U �H�S�F�B�U�F�S �T�F�O�T�J�U�J�W�J�U�Z �P�G �T�P�N�F �P�M�E�F�S �J�O�E�J�W�J�E�V�B�M�T 
�D�B�O�O�P�U �C�F �S�V�M�F�E �P�V�U��

11  DESCRIPTION
�3�&�$�0�5�)�3�0�. �5�I�S�P�N�C�J�O�
 �U�P�Q�J�D�B�M �	�3�F�D�P�N�C�J�O�B�O�U�
�
 �J�T �B �I�V�N�B�O �D�P�B�H�V�M�B�U�J�P�O 
�Q�S�P�U�F�J�O �Q�S�P�E�V�D�F�E �W�J�B �S�F�D�P�N�C�J�O�B�O�U �%�/�" �U�F�D�I�O�P�M�P�H�Z �G�S�P�N �B �H�F�O�F�U�J�D�B�M�M�Z 
�N�P�E�J�m�F�E �$�)�0 �D�F�M�M �M�J�O�F�� �3�&�$�0�5�)�3�0�. �J�T �J�E�F�O�U�J�D�B�M �J�O �B�N�J�O�P �B�D�J�E �T�F�R�V�F�O�D�F 
�B�O�E �T�U�S�V�D�U�V�S�B�M�M�Z �T�J�N�J�M�B�S �U�P �O�B�U�V�S�B�M�M�Z �P�D�D�V�S�S�J�O�H �I�V�N�B�O �U�I�S�P�N�C�J�O�� 
�3�&�$�0�5�)�3�0�. �Q�S�F�D�V�S�T�P�S �J�T �T�F�D�S�F�U�F�E �U�P �D�V�M�U�V�S�F �N�F�E�J�V�N �B�T �T�J�O�H�M�F �D�I�B�J�O 
�G�P�S�N �U�I�B�U �J�T �Q�S�P�U�F�P�M�Z�U�J�D�B�M�M�Z �D�P�O�W�F�S�U�F�E �U�P �B �U�X�P���D�I�B�J�O �B�D�U�J�W�F �G�P�S�N �B�O�E 
�J�T �Q�V�S�J�m�F�E �C�Z �B �D�I�S�P�N�B�U�P�H�S�B�Q�I�J�D �Q�S�P�D�F�T�T �U�I�B�U �Z�J�F�M�E�T �B �Q�S�P�E�V�D�U �I�B�W�J�O�H 
�I�F�N�P�T�U�B�U�J�D �B�D�U�J�W�J�U�J�F�T �T�J�N�J�M�B�S �U�P �O�B�U�J�W�F �I�V�N�B�O �U�I�S�P�N�C�J�O�� �5�I�F �D�F�M�M �M�J�O�F 
�V�T�F�E �U�P �N�B�O�V�G�B�D�U�V�S�F �3�&�$�0�5�)�3�0�. �I�B�T �C�F�F�O �U�F�T�U�F�E �B�O�E �T�I�P�X�O �U�P �C�F 
�G�S�F�F �P�G �L�O�P�X�O �J�O�G�F�D�U�J�P�V�T �B�H�F�O�U�T�� �5�I�F �D�F�M�M �D�V�M�U�V�S�F �Q�S�P�D�F�T�T �V�T�F�E �J�O �U�I�F 
�N�B�O�V�G�B�D�U�V�S�F �P�G �3�&�$�0�5�)�3�0�. �F�N�Q�M�P�Z�T �O�P �B�E�E�J�U�J�W�F�T �P�G �I�V�N�B�O �P�S �B�O�J�N�B�M 
�P�S�J�H�J�O�� �5�I�F �Q�V�S�J�m�D�B�U�J�P�O �Q�S�P�D�F�T�T �J�O�D�M�V�E�F�T �T�P�M�W�F�O�U���E�F�U�F�S�H�F�O�U �U�S�F�B�U�N�F�O�U �B�O�E 
�O�B�O�P���m�M�U�S�B�U�J�P�O �T�U�F�Q�T �E�F�E�J�D�B�U�F�E �U�P �W�J�S�B�M �D�M�F�B�S�B�O�D�F�� 
�3�&�$�0�5�)�3�0�. �J�T �Q�S�P�W�J�E�F�E �B�T �B �T�U�F�S�J�M�F�
 �X�I�J�U�F �U�P �P�õ���X�I�J�U�F�
 �Q�S�F�T�F�S�W�B�U�J�W�F��
�G�S�F�F�
 �M�Z�P�Q�I�J�M�J�[�F�E �Q�P�X�E�F�S �J�O �W�J�B�M�T �G�P�S �S�F�D�P�O�T�U�J�U�V�U�J�P�O �X�J�U�I �E�J�M�V�F�O�U �	�T�U�F�S�J�M�F 
�������� �T�P�E�J�V�N �D�I�M�P�S�J�E�F�
 �6�4�1�
�� �3�&�$�0�5�)�3�0�. �J�T �B�W�B�J�M�B�C�M�F �J�O �B �����N�- �W�J�B�M 
�D�P�O�U�B�J�O�J�O�H �������� �V�O�J�U�T �B�O�E �B �������N�- �W�J�B�M �D�P�O�U�B�J�O�J�O�H �����
������ �V�O�J�U�T �P�G 
�S�F�D�P�N�C�J�O�B�O�U �U�I�S�P�N�C�J�O�� �3�F�D�P�O�T�U�J�U�V�U�J�P�O �X�J�U�I �U�I�F �Q�S�P�W�J�E�F�E �E�J�M�V�F�O�U�
 �B�T 
�E�F�T�D�S�J�C�F�E �<see DOSAGE AND ADMINISTRATION (2.1)�>�
 �Z�J�F�M�E�T �B �T�P�M�V�U�J�P�O 
�X�J�U�I �B �Q�) �P�G ������ �D�P�O�U�B�J�O�J�O�H �������� �V�O�J�U�T���N�- �P�G �S�F�D�P�N�C�J�O�B�O�U �U�I�S�P�N�C�J�O �G�P�S 
�U�P�Q�J�D�B�M �V�T�F��  �5�I�F �G�P�S�N�V�M�B�U�F�E �Q�S�P�E�V�D�U �J�T �B �D�M�F�B�S�
 �D�P�M�P�S�M�F�T�T �T�P�M�V�U�J�P�O �V�Q�P�O 
�S�F�D�P�O�T�U�J�U�V�U�J�P�O �B�O�E �D�P�O�U�B�J�O�T �U�I�F �G�P�M�M�P�X�J�O�H �F�Y�D�J�Q�J�F�O�U�T�� �I�J�T�U�J�E�J�O�F�
 �N�B�O�O�J�U�P�M�
 
�T�V�D�S�P�T�F�
 �Q�P�M�Z�F�U�I�Z�M�F�O�F �H�M�Z�D�P�M ���������
 �T�P�E�J�V�N �D�I�M�P�S�J�E�F�
 �B�O�E �D�B�M�D�J�V�N �D�I�M�P�S�J�E�F 
�E�J�I�Z�E�S�B�U�F�
 �6�4�1��

12  CLINICAL PHARMACOLOGY
�3�&�$�0�5�)�3�0�. �5�I�S�P�N�C�J�O�
 �U�P�Q�J�D�B�M �	�3�F�D�P�N�C�J�O�B�O�U�
�
 �J�T �B �I�J�H�I�M�Z �T�Q�F�D�J�m�D 
�I�V�N�B�O �T�F�S�J�O�F �Q�S�P�U�F�B�T�F �U�I�B�U �Q�S�P�N�P�U�F�T �I�F�N�P�T�U�B�T�J�T �B�O�E �B�D�U�T �M�P�D�B�M�M�Z 
�X�I�F�O �B�Q�Q�M�J�F�E �U�P�Q�J�D�B�M�M�Z �U�P �B �T�J�U�F �P�G �C�M�F�F�E�J�O�H �<see NONCLINICAL 
TOXICOLOGY (13.3)�>��  �3�&�$�0�5�)�3�0�. �B�D�U�J�W�B�U�F�T �Q�M�B�U�F�M�F�U�T �B�O�E �D�B�U�B�M�Z�[�F�T �U�I�F 
�D�P�O�W�F�S�T�J�P�O �P�G �m�C�S�J�O�P�H�F�O �U�P �m�C�S�J�O�
 �X�I�J�D�I �B�S�F �T�U�F�Q�T �U�I�B�U �B�S�F �F�T�T�F�O�U�J�B�M �G�P�S 
�C�M�P�P�E �D�M�P�U �G�P�S�N�B�U�J�P�O�� 

13  NONCLINICAL TOXICOLOGY
13.1  Carcinogenesis, Mutagenesis, Impairment of Fertility
�-�P�O�H���U�F�S�N �B�O�J�N�B�M �T�U�V�E�J�F�T �U�P �F�W�B�M�V�B�U�F �U�I�F �D�B�S�D�J�O�P�H�F�O�J�D �Q�P�U�F�O�U�J�B�M 
�P�G �3�&�$�0�5�)�3�0�. �I�B�W�F �O�P�U �C�F�F�O �Q�F�S�G�P�S�N�F�E��  �5�I�F �J�O �W�J�U�S�P �N�V�U�B�H�F�O�J�D 
�Q�P�U�F�O�U�J�B�M �P�G �3�&�$�0�5�)�3�0�. �I�B�T �O�P�U �C�F�F�O �F�W�B�M�V�B�U�F�E��  �*�O �W�J�U�S�P �D�Z�U�P�U�P�Y�J�D�J�U�Z 
�T�U�V�E�J�F�T �I�B�W�F �C�F�F�O �Q�F�S�G�P�S�N�F�E �J�O �N�P�V�T�F �-������ �m�C�S�P�C�M�B�T�U �D�F�M�M �D�V�M�U�V�S�F�T �B�O�E 
�E�F�N�P�O�T�U�S�B�U�F �B �D�P�O�D�F�O�U�S�B�U�J�P�O �E�F�Q�F�O�E�F�O�U �F�õ�F�D�U �P�O �D�F�M�M �N�P�S�Q�I�P�M�P�H�Z�� �5�I�F 
�U�I�S�P�N�C�J�O �J�O�E�V�D�F�E �N�P�S�Q�I�P�M�P�H�J�D�B�M �D�I�B�O�H�F�T �X�F�S�F �T�J�N�J�M�B�S �U�P �U�I�P�T�F �T�F�F�O 
�X�J�U�I �C�P�W�J�O�F �U�I�S�P�N�C�J�O��   �5�I�F �F�õ�F�D�U �P�G �3�&�$�0�5�)�3�0�. �P�O �G�F�S�U�J�M�J�U�Z �I�B�T �O�P�U 
�C�F�F�O �D�I�B�S�B�D�U�F�S�J�[�F�E��

13.2  Animal Toxicology and/or Pharmacology
�3�&�$�0�5�)�3�0�. �X�B�T �G�P�V�O�E �U�P �C�F �X�F�M�M �U�P�M�F�S�B�U�F�E �X�J�U�I �N�J�O�J�N�B�M 
�J�N�N�V�O�P�H�F�O�J�D�J�U�Z �J�O �O�P�O�I�V�N�B�O �Q�S�J�N�B�U�F�T �X�I�F�O �B�Q�Q�M�J�F�E �E�J�S�F�D�U�M�Z �U�P �B 
�M�J�W�F�S �X�P�V�O�E �X�J�U�I �B�O �B�C�T�P�S�C�B�C�M�F �H�F�M�B�U�J�O �T�Q�P�O�H�F�
 �6�4�1��  �3�&�$�0�5�)�3�0�. �X�B�T 
�B�M�T�P �X�F�M�M �U�P�M�F�S�B�U�F�E �B�O�E �N�J�O�J�N�B�M�M�Z �J�N�N�V�O�P�H�F�O�J�D �X�I�F�O �B�E�N�J�O�J�T�U�F�S�F�E 
�T�V�C�D�V�U�B�O�F�P�V�T�M�Z �P�O�D�F �X�F�F�L�M�Z �G�P�S �� �X�F�F�L�T �U�P �O�P�O�I�V�N�B�O �Q�S�J�N�B�U�F�T 
�G�P�M�M�P�X�J�O�H �S�F�Q�F�B�U �E�P�T�F�T �P�G �������� �V�O�J�U�T���N����  �3�&�$�0�5�)�3�0�. �X�B�T �G�P�V�O�E �U�P �C�F 
�O�P�O���J�S�S�J�U�B�U�J�O�H �X�I�F�O �J�O�T�U�J�M�M�F�E �J�O �U�I�F �F�Z�F�T �	������ �V�O�J�U�T�
 �P�S �B�Q�Q�M�J�F�E �U�P �O�P�S�N�B�M 
�P�S �B�C�S�B�E�F�E �T�L�J�O �P�G �S�B�C�C�J�U�T �	�V�Q �U�P �������� �V�O�J�U�T���T�J�U�F�
��

13.3  Pharmacology
�5�P �F�W�B�M�V�B�U�F �3�&�$�0�5�)�3�0�. �J�O�I�J�C�J�U�J�P�O �B�O�E �D�M�F�B�S�B�O�D�F �G�S�P�N �U�I�F �C�M�P�P�E�T�U�S�F�B�N�
 
�S�B�E�J�P�M�B�C�F�M�F�E �3�&�$�0�5�)�3�0�. �X�B�T �B�E�N�J�O�J�T�U�F�S�F�E �J�O�U�S�B�W�F�O�P�V�T�M�Z �P�S 
�T�V�C�D�V�U�B�O�F�P�V�T�M�Z �U�P �O�P�O���I�V�N�B�O �Q�S�J�N�B�U�F�T �B�O�E �B�Q�Q�M�J�F�E �X�J�U�I �B�O �B�C�T�P�S�C�B�C�M�F 
�H�F�M�B�U�J�O �T�Q�P�O�H�F�
 �6�4�1�
 �J�O �B �S�B�C�C�J�U �I�F�Q�B�U�J�D �X�P�V�O�E �N�P�E�F�M�� �3�&�$�0�5�)�3�0�. �E�J�E �O�P�U 
�D�J�S�D�V�M�B�U�F �J�O �U�I�F �C�M�P�P�E �B�T �G�S�F�F�
 �B�D�U�J�W�F �N�P�M�F�D�V�M�F�
 �C�V�U �X�B�T �S�B�Q�J�E�M�Z �J�O�B�D�U�J�W�B�U�F�E 
�	�� �� �N�J�O�V�U�F�T�
 �B�G�U�F�S �G�P�S�N�B�U�J�P�O �P�G �D�P�N�Q�M�F�Y�F�T �X�J�U�I �F�O�E�P�H�F�O�P�V�T �J�O�I�J�C�J�U�P�S�T 
�	�F���H���
 �B�O�U�J�U�I�S�P�N�C�J�O �*�*�*�
�� �U�I�F�T�F �D�P�N�Q�M�F�Y�F�T �X�F�S�F �D�M�F�B�S�F�E �C�Z �U�I�F �M�J�W�F�S�� 
�3�&�$�0�5�)�3�0�. �B�Q�Q�M�J�F�E �X�J�U�I �B�O �B�C�T�P�S�C�B�C�M�F �H�F�M�B�U�J�O �T�Q�P�O�H�F�
 �6�4�1�
 
�X�B�T �T�I�P�X�O �U�P �T�J�H�O�J�m�D�B�O�U�M�Z �E�F�D�S�F�B�T�F �U�J�N�F �U�P �I�F�N�P�T�U�B�T�J�T �	�5�5�)�
 
�X�I�F�O �D�P�N�Q�B�S�F�E �U�P �T�B�M�J�O�F �J�O �B �S�B�C�C�J�U �I�F�Q�B�U�J�D �X�P�V�O�E �N�P�E�F�M �B�O�E �S�B�U 
�I�F�N�J�O�F�Q�I�S�F�D�U�P�N�Z �N�P�E�F�M��  �3�&�$�0�5�)�3�0�. �T�J�H�O�J�m�D�B�O�U�M�Z �S�F�E�V�D�F�E �5�5�) �X�I�F�O 
�E�J�S�F�D�U�M�Z �B�Q�Q�M�J�F�E �J�O �B �Q�P�S�D�J�O�F �Q�B�S�U�J�B�M���U�I�J�D�L�O�F�T�T �F�Y�D�J�T�J�P�O�B�M �T�L�J�O‑�X�P�V�O�E 
�N�P�E�F�M �B�T �D�P�N�Q�B�S�F�E �U�P �T�B�M�J�O�F �D�P�O�U�S�P�M �	�P�S �O�P �U�S�F�B�U�N�F�O�U�
��
�3�&�$�0�5�)�3�0�. �B�Q�Q�M�J�F�E �X�J�U�I �B �H�B�V�[�F �T�Q�P�O�H�F �E�F�D�S�F�B�T�F�E �5�5�) �J�O �B 
�D�P�O�D�F�O�U�S�B�U�J�P�O���E�F�Q�F�O�E�F�O�U �N�B�O�O�F�S �J�O �C�P�U�I �U�I�F �S�B�C�C�J�U �B�O�E �S�B�U �N�P�E�F�M�T�� 
�$�P�O�D�F�O�U�S�B�U�J�P�O�T �P�G �3�&�$�0�5�)�3�0�. �� �������� �V�O�J�U�T���N�- �X�F�S�F �O�P �E�J�õ�F�S�F�O�U �U�I�B�O 
�������� �V�O�J�U�T���N�- �X�I�J�M�F �U�I�F �F�õ�F�D�U �P�G �3�&�$�0�5�)�3�0�. �E�J�M�V�U�F�E �U�P �B �D�P�O�D�F�O�U�S�B�U�J�P�O 
�P�G ������ �V�O�J�U�T���N�- �P�O �5�5�) �X�B�T �J�O�E�J�T�U�J�O�H�V�J�T�I�B�C�M�F �G�S�P�N �Q�M�B�D�F�C�P��
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��������  �4�U�V�E�Z �%�F�T�J�H�O �B�O�E �0�C�K�F�D�U�J�W�F�T
�3�&�$�0�5�)�3�0�. �X�B�T �F�W�B�M�V�B�U�F�E �J�O �B �1�I�B�T�F �� �T�U�V�E�Z �D�P�O�E�V�D�U�F�E �J�O ������ 
�Q�B�U�J�F�O�U�T �V�O�E�F�S�H�P�J�O�H �T�V�S�H�F�S�Z �J�O �� �P�G �� �T�V�S�H�J�D�B�M �T�F�U�U�J�O�H�T��  �T�Q�J�O�B�M �T�V�S�H�F�S�Z�
 
�I�F�Q�B�U�J�D �S�F�T�F�D�U�J�P�O�
 �Q�F�S�J�Q�I�F�S�B�M �B�S�U�F�S�J�B�M �C�Z�Q�B�T�T �T�V�S�H�F�S�Z�
 �B�O�E �B�S�U�F�S�J�P�W�F�O�P�V�T 
�H�S�B�G�U �G�P�S�N�B�U�J�P�O �G�P�S �I�F�N�P�E�J�B�M�Z�T�J�T �B�D�D�F�T�T�� �5�I�F �T�U�V�E�Z �X�B�T �B �N�V�M�U�J�Q�M�F���T�J�U�F�
 
�S�B�O�E�P�N�J�[�F�E�
 �E�P�V�C�M�F���C�M�J�O�E�
 �D�P�O�U�S�P�M�M�F�E �F�W�B�M�V�B�U�J�P�O �P�G �3�&�$�0�5�)�3�0�. 
�D�P�N�Q�B�S�F�E �U�P �C�P�W�J�O�F �U�I�S�P�N�C�J�O�
 �F�B�D�I �B�U �B �O�P�N�J�O�B�M �D�P�O�D�F�O�U�S�B�U�J�P�O �P�G �������� 
�6���N�- �U�P�Q�J�D�B�M�M�Z �B�Q�Q�M�J�F�E �U�P �C�M�F�F�E�J�O�H �T�J�U�F�T �X�J�U�I �B�O �B�C�T�P�S�C�B�C�M�F �H�F�M�B�U�J�O 
�T�Q�P�O�H�F �<���>��
�" �I�F�U�F�S�P�H�F�O�F�P�V�T �T�V�S�H�J�D�B�M �Q�P�Q�V�M�B�U�J�P�O �X�B�T �F�O�S�P�M�M�F�E �J�O �U�I�F �1�I�B�T�F �� 
�T�U�V�E�Z �X�J�U�I �O�P �D�P�N�P�S�C�J�E�J�U�Z �F�Y�D�M�V�T�J�P�O�T �F�Y�D�F�Q�U �G�P�S �Q�S�J�P�S �I�F�Q�B�S�J�O���J�O�E�V�D�F�E 
�U�I�S�P�N�C�P�D�Z�U�P�Q�F�O�J�B��  �1�B�U�J�F�O�U �B�H�F�T �S�B�O�H�F�E �G�S�P�N ���� �U�P ���� �Z�F�B�S�T�
 �H�F�O�E�F�S 
�X�B�T ������ �N�B�M�F �B�O�E ������ �G�F�N�B�M�F�
 �B�O�E �U�I�F �E�J�T�U�S�J�C�V�U�J�P�O �C�Z �S�B�D�F �X�B�T ������ 
�X�I�J�U�F�
������ �C�M�B�D�L �P�S �"�G�S�J�D�B�O �"�N�F�S�J�D�B�O�
 �B�O�E ������ �P�U�I�F�S�� �5�I�F �E�J�T�U�S�J�C�V�U�J�P�O 
�P�G �U�I�F�T�F �D�I�B�S�B�D�U�F�S�J�T�U�J�D�T �X�B�T �T�J�N�J�M�B�S �J�O �C�P�U�I �U�I�F �3�&�$�0�5�)�3�0�. �B�O�E �C�P�W�J�O�F 
�U�I�S�P�N�C�J�O �U�S�F�B�U�N�F�O�U �H�S�P�V�Q�T��
�5�I�F �P�C�K�F�D�U�J�W�F�T �P�G �U�I�F �T�U�V�E�Z �X�F�S�F �U�P �F�W�B�M�V�B�U�F �U�I�F �D�P�N�Q�B�S�B�U�J�W�F �F�ö�D�B�D�Z�
 
�T�B�G�F�U�Z�
 �B�O�E �J�N�N�V�O�P�H�F�O�J�D�J�U�Z �P�G �3�&�$�0�5�)�3�0�. �B�O�E �C�P�W�J�O�F �U�I�S�P�N�C�J�O �J�O 
�D�P�N�C�J�O�B�U�J�P�O �X�J�U�I �B�O �B�C�T�P�S�C�B�C�M�F �H�F�M�B�U�J�O �T�Q�P�O�H�F �B�T �B�E�K�V�O�D�U�T �U�P �I�F�N�P�T�U�B�T�J�T 
�J�O �T�V�S�H�F�S�Z��  �&�ö�D�B�D�Z �X�B�T �F�W�B�M�V�B�U�F�E �C�Z �U�I�F �J�O�D�J�E�F�O�D�F �P�G �I�F�N�P�T�U�B�T�J�T �X�J�U�I�J�O 
���� �N�J�O�V�U�F�T��  �#�M�F�F�E�J�O�H �B�Q�Q�S�P�Q�S�J�B�U�F �G�P�S �F�W�B�M�V�B�U�J�P�O �X�B�T �E�F�m�O�F�E �B�T �N�J�M�E �U�P 
�N�P�E�F�S�B�U�F �C�M�F�F�E�J�O�H�
 �F�J�U�I�F�S �P�O �J�U�T �P�X�O �P�S �S�F�N�B�J�O�J�O�H �B�G�U�F�S �C�S�J�T�L �C�M�F�F�E�J�O�H 
�X�B�T �D�P�O�U�S�P�M�M�F�E �C�Z �T�U�B�O�E�B�S�E �T�V�S�H�J�D�B�M �N�P�E�B�M�J�U�J�F�T��  �"�M�U�I�P�V�H�I �N�V�M�U�J�Q�M�F 

�C�M�F�F�E�J�O�H �T�J�U�F�T �D�P�V�M�E �C�F �U�S�F�B�U�F�E�
 �P�O�M�Z �� �C�M�F�F�E�J�O�H �T�J�U�F �Q�F�S �Q�B�U�J�F�O�U �X�B�T 
�V�T�F�E �U�P �E�F�U�F�S�N�J�O�F �Q�S�J�N�B�S�Z �F�õ�F�D�U�J�W�F�O�F�T�T �	�U�I�F �Q�S�P�Y�J�N�B�M �B�O�B�T�U�P�N�P�T�J�T 
�G�P�S �Q�F�S�J�Q�I�F�S�B�M �B�S�U�F�S�J�B�M �C�Z�Q�B�T�T �T�V�S�H�F�S�Z �B�O�E �U�I�F �B�S�U�F�S�J�B�M �B�O�B�T�U�P�N�P�T�J�T �G�P�S 
�B�S�U�F�S�J�P�W�F�O�P�V�T �H�S�B�G�U �G�P�S�N�B�U�J�P�O�
��

14.2  Clinical Study Results
�5�I�F �1�I�B�T�F �� �T�U�V�E�Z �J�O�D�M�V�E�F�E ������ �Q�B�U�J�F�O�U�T �V�O�E�F�S�H�P�J�O�H �T�Q�J�O�B�M �T�V�S�H�F�S�Z 
�	�O���������
 �������
�
 �I�F�Q�B�U�J�D �T�V�S�H�F�S�Z �	�O���������
 �������
�
 �Q�F�S�J�Q�I�F�S�B�M �B�S�U�F�S�J�B�M 
�C�Z�Q�B�T�T �T�V�S�H�F�S�Z �	�O�������
 �������
�
 �B�O�E �B�S�U�F�S�J�P�W�F�O�P�V�T �H�S�B�G�U �G�P�S�N�B�U�J�P�O �	�O�������
 
�������
��  �5�B�C�M�F �� �T�V�N�N�B�S�J�[�F�T �U�I�F �J�O�D�J�E�F�O�D�F �P�G �I�F�N�P�T�U�B�T�J�T �X�J�U�I�J�O ���� 
�N�J�O�V�U�F�T �G�P�S �F�B�D�I �U�S�F�B�U�N�F�O�U �G�P�S �U�I�F ������ �F�ö�D�B�D�Z �F�W�B�M�V�B�C�M�F �Q�B�U�J�F�O�U�T��  �5�F�O 
�Q�B�U�J�F�O�U�T �X�F�S�F �O�P�U �J�O�D�M�V�E�F�E �J�O �U�I�F �Q�S�J�N�B�S�Z �F�ö�D�B�D�Z �F�W�B�M�V�B�U�J�P�O �C�F�D�B�V�T�F 
�U�I�F�Z �X�F�S�F �O�P�U �U�S�F�B�U�F�E �B�U �� �P�G �� �Q�S�J�N�B�S�Z �C�M�F�F�E�J�O�H �T�J�U�F �U�Z�Q�F�T��  �0�W�F�S�B�M�M�
 �U�I�F 
�J�O�D�J�E�F�O�D�F �P�G �I�F�N�P�T�U�B�T�J�T �X�J�U�I�J�O ���� �N�J�O�V�U�F�T �X�B�T ���������� �G�P�S �Q�B�U�J�F�O�U�T �J�O 
�U�I�F �3�&�$�0�5�)�3�0�. �H�S�P�V�Q �B�O�E ���������� �G�P�S �Q�B�U�J�F�O�U�T �J�O �U�I�F �D�P�N�Q�B�S�B�U�P�S �H�S�P�V�Q��  
�5�I�J�T �S�F�Q�S�F�T�F�O�U�T �B �������� �	������ �$�*�
 �������� �U�P ���������
 �E�J�õ�F�S�F�O�D�F �J�O �Q�B�U�J�F�O�U�T 
�S�F�D�F�J�W�J�O�H �3�&�$�0�5�)�3�0�. �D�P�N�Q�B�S�F�E �U�P �U�I�P�T�F �S�F�D�F�J�W�J�O�H �C�P�W�J�O�F �U�I�S�P�N�C�J�O�
 
�E�F�N�P�O�T�U�S�B�U�J�O�H �U�I�B�U �U�I�F �� �U�S�F�B�U�N�F�O�U�T �I�B�W�F �D�P�N�Q�B�S�B�C�M�F �F�ö�D�B�D�Z�� 

Table 2.  Hemostasis Within 10 Minutes*

RECOTHROM
(N = 198)

(%)

Thrombin-JMI†

(N = 203)
(%)

95.4%
98.4%
98.4%
85.0%
97.1%

Overall   
Spinal surgery  
Hepatic resection

 Peripheral arterial bypass
 Arteriovenous graft formation

 95.1%
98.4% 
96.8%
85.7%
97.3%

* The primary e�cacy analysis evaluated incidence of hemostasis at �10 minutes for 
patients treated at 1 of 4 primary TTH bleeding site types: epidural venous plexus, 
hepatic resection site, peripheral arterial bypass proximal anastomosis, and 
arteriovenous graft arterial anastomosis (401 e�cacy evaluable patients).

† THROMBIN-JMI® Thrombin, Topical (Bovine)
��

�5�I�F �Q�F�S�D�F�O�U�B�H�F �P�G �Q�B�U�J�F�O�U�T �B�D�I�J�F�W�J�O�H �I�F�N�P�T�U�B�T�J�T �B�U �������
 ���
 ���
 �B�O�E ���� 
�N�J�O�V�U�F�T �J�T �M�J�T�U�F�E �J�O �5�B�C�M�F ����

Table 3.  Cumulative Incidence of Hemostasis Over Time *,†

RECOTHROM
(N = 198)

n (%)Time (Minutes)

Thrombin-JMI‡
(N = 203)

n (%)

 95 (48%)
160  (81%)
183  (92%)
189  (95%)

 93 (46%)
146  (72%)
178  (88%)
193  (95%)

 1.5
3
6

10

*   Includes 401 e�cacy evaluable patients.
†   Percentages are rounded to whole numbers.
‡ THROMBIN-JMI® Thrombin, Topical (Bovine)
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