


DESCRIPTION
PLUS

CLINICAL TEST

THERAPEUTIC INDICATIONS

PRESENTATION

INGREDIENTS

Revaginal Ovules�j �‡�/�²�j �M�7�²�Ì�M�ó�j �Û�þ�j �,�/�²�e�²�þ�E�Û�þ�Í�j �‡�þ�«�j
�E�/�²�‡�E�Û�þ�Í�j �þ�	�þ�9�7�,�²�¤�Û�Ú�¤�j�e�‡�Í�Û�þ�‡�ó�j�«�/�l�þ�²�7�7�j�‡�7�j�f�²�ó�ó�j�‡�7�j
�‡�E�/�	�,�Õ�Û�¤�j�e�‡�Í�Û�þ�Û�E�Û�7���j���«�ì�M�e�‡�þ�E�j�Û�þ�j�¤�‡�7�²�j�	�Ì�j�Û�/�/�Û�E�‡�E�Û�	�þ���j
�£�M�/�þ�Û�þ�Í�j�‡�þ�«�j�e�‡�Í�Û�þ�‡�ó�j�«�Û�7�¤�Õ�‡�/�Í�²�j�‡�7�j�f�²�ó�ó�j�‡�7�j�Û�þ�j�e�‡�Í�Û�9
�þ�‡�ó�j �‡�þ�«�j �Û�	�Í�Û�¤�j �‡�þ�«�j �Û�þ�Ì�²�¤�E�Û�	�M�7�j �«�Û�7�²�‡�7�²�7���j �¯�M�Û�E�‡�£�ó�²�j
�Ì�	�/�j�f�	�ü�²�þ�j�	�Ì�j�¤�Õ�Û�ó�«�£�²�‡�/�Û�þ�Í�j�‡�Í�²���j�ü�²�þ�	�,�‡�M�7�²�j�‡�þ�«�j
�,�²�/�Û�ü�²�þ�	�,�‡�M�7�²���j�½�Õ�²�j�,�/�	�«�M�¤�E�j�Û�7�j�¤�	�ü�,�‡�E�Û�£�ó�²�j�f�Û�E�Õ�j
�¤�	�þ�«�	�ü�7��

Dosing: �¿�j�7�M�,�,�	�7�Û�E�	�/�l�%�«�‡�l�j�Û�þ�7�²�/�E�²�«�j�Û�þ�j�E�Õ�²�j
�e�‡�Í�Û�þ�‡�j �‡�E�j �£�²�«�E�Û�ü�²�j �Ì�	�/�j �Ã�9�Å�j �¤�	�þ�7�²�¤�M�E�Û�e�²�j
�«�‡�l�7�j�-�‡�f�‡�l�j�Ì�/�	�ü�j�E�Õ�²�j�ü�²�þ�7�E�/�M�‡�ó�j�,�²�/�Û�	�«�.��

�-�‡�¤�Õ�j�,�‡�¤�ï�j�	�Ì�j�§�²�e�‡�Í�Û�þ�‡�ó�j�	�e�M�ó�²�7�j�¤�	�þ�E�‡�Û�þ�7���j
�¿�¾�j�e�‡�Í�Û�þ�‡�ó�j�	�e�M�ó�²�7�j�	�Ì�j�À�Í�j�Û�þ�j�£�ó�Û�7�E�²�/��

�t�²�«�Û�¤�‡�ó�j �«�²�e�Û�¤�²�j �£�‡�7�²�«�j �	�þ�j �j �Õ�l�‡�ó�M�/�	�þ�Û�¤�j �‡�¤�Û�«�j
�7�	�«�Û�M�ü�j �7�‡�ó�E���j �,�	�ó�l�¤�‡�/�£�	�,�Õ�Û�ó���j �ó�‡�¤�E�Û�¤�j �‡�¤�Û�«���j �Ü�Û�E�‡�ü�Û�þ�j
�-���j �¿�Æ�9�£�²�E�‡�9�Í�ó�l�¤�l�/�/�Õ�²�E�Û�þ�Û�¤�j �‡�¤�Û�«���j �E�²�‡�j �E�/�²�²�j �	�Û�ó���j
�,�Õ�	�7�,�Õ�‡�E�Û�«�l�ó�¤�Õ�	�ó�Û�þ�²���j �7�²�ü�Û�9�7�l�þ�E�Õ�²�E�Û�¤�j �E�/�Û�Í�ó�l�¤�²�/�Û�9
�«�²�7��

REGULATORY STATUS
Class IIa
�F�/�²�²�j�7�‡�ó�²�j�¤�²�/�E�Û�Ú�¤�‡�E�²
���-�j�¤�²�/�E�Û�Ú�¤�‡�E�²�j
���²�/�E�Û�Ú�¤�‡�E�²�j�	�Ì�j�	�/�Û�Í�Û�þ�j�-�‡�E�j�E�Õ�²�j�E�Û�ü�²�j�	�Ì�j�Û�þ�e�	�Û�¤�Û�þ�Í�.
�U�¯�•�j�¿�Á�Â�Æ�Ã�j�¤�²�/�E�Û�Ú�¤�‡�E�²�j
�Ä�¯�j�F�%���j�/�²�Í�Û�7�E�/�‡�E�Û�	�þ

RISK ANALYSIS - according to UNI CEI EN ISO 14971
BIOCOMPATIBILITY – according to UNI EN ISO 10993-1:2010
���ã�½�•�½�•�â�U���U�½�ã�j�Ì�	�/�j �%�U�§�-���½�j���•�v�½�����½�j�9�j�‡�¤�¤�	�/�«�Û�þ�Í�j�E�	�j �-�v�j�U�¯�•�j�¿�¾�Ç�Ç�Á�9�Ã���¿�Ç�Ç�Ç�j
�-�Ä�v�U�j�-�v�j�U�¯�•�j�¿�¾�Ç�Ç�Á�9�Ã���À�¾�¾�Ç�.�j
�%�-�j���ã�-�%�j �O�ã�¤�-�§�-�v�¯�U�Ü�U�½�ã�j �½�-�¯�½�j �-�G�¤�t�½�.�j �9�j �‡�¤�¤�	�/�«�Û�þ�Í�j �E�	�j �-�v�j �U�¯�•�j
�¿�¾�Ç�Ç�Á�9�¿�¾���À�¾�¾�À�j�-�Ä�v�U�j�-�v�j�U�¯�•�j�¿�¾�Ç�Ç�Á�9�Ã���À�¾�¿�¾�.
COMPATIBILITY WITH CONDOMS - According to EN ISO 4074:2002
CLINICAL EVALUATION – according to MEDDEV 2.7-1 rev.4
STABILITY - according to ICH Guidelines and current F.U. and E.P. :
�j�•�v�G�j�½�-�§�t

Menopausal women
Young women with hormonal problems
Women with fungal or bacterial vaginitis 
(also in antifungal/antibacterial therapies)

�v�	�E�j�¤�l�E�	�E�	�k�Û�¤
�v�	�E�j�Û�/�/�Û�E�‡�þ�E
�v�	�E�j�7�²�þ�7�Û�E�Û�v�Û�þ�Í

�¤�	�ó�Û�¤�‡�/�£�	�,�Õ�Û�ó

�,�O�j�Á���Ã

�j�‡�¤�E�Û�¤�j�‡�¤�Û�«

�O�l�‡�ó�M�/�	�þ�Û�¤�j�‡�¤�Û�«

�Ý�	�ü�‡�þ
�F�/�Û�²�þ�«�ó�l

�§�²�7�E�	�/�²�7�j�	�Ì�j�E�Õ�²
�,�Õ�l�7�Û�	�ó�	�Í�Û�¤�‡�ó
�e�‡�Í�Û�þ�‡�ó�j�,�O�j

�§�‡�,�Û�«�j�ó�	�f�²�/�Û�þ�Í
�‡�¤�E�Û�	�þ�j�	�Ì�j�e�‡�Í�Û�þ�‡�ó�j�,�O�j

�-�k�¤�²�ó�ó�²�þ�E�j�ü�	�Û�7�E�M�/�Û�v�Û�þ�Í
�‡�þ�«�j�ó�M�£�/�Û�¤�‡�E�Û�þ�Í�j�‡�¤�E�Û�	�þ

�	�þ�j�e�‡�Í�Û�þ�‡�ó�j�ü�M�¤�	�7�‡

�§�²�«�M�¤�²�7�j�e�‡�Í�Û�þ�‡�ó
�£�M�/�þ�Û�þ�Í

�½�/�Û�Í�ó�l�¤�²�/�Û�«�²�7 �j�M�£�/�Û�¤�‡�E�Û�þ�Í�j�‡�¤�E�Û�	�þ�§�²�ó�Û�²�Ì�j�‡�þ�«�j�f�²�ó�ó�9�£�²�Û�þ�Í

�¯�ó�	�f�j�«�²�¤�/�²�‡�7�²�j�	�Ì�j�,�O
�§�²�7�E�	�/�‡�E�Û�	�þ�j�	�Ì�j�þ�‡�E�M�/�‡�ó

�e�‡�Í�Û�þ�‡�ó�j�«�²�Ì�²�þ�7�²�7
�-�e�‡�Í�Û�þ�‡�ó�j�Û�	�/�‡�.

�O�Û�Í�Õ�j�E�	�ó�²�/�‡�£�Û�ó�Û�E�l

���	�ü�,�‡�E�Û�£�ó�²
�f�Û�E�Õ�j�¤�	�þ�«�	�ü�7

�Ý�	�ü�‡�þ
�F�/�Û�²�þ�«�ó�l�U�þ�E�Û�ü�‡�E�²�j�7�²�¤�M�/�Û�E�l

�j�²�7�7�j�Û�þ�Ì�²�¤�E�Û�	�þ�7

�§�²�7�E�	�/�‡�E�Û�	�þ�j�	�Ì�j�þ�‡�E�M�/�‡�ó
�e�‡�Í�Û�þ�‡�ó�j�«�²�Ì�²�þ�7�²�7

�-�e�‡�Í�Û�þ�‡�ó�j�Û�	�/�‡�.
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The importance of the acid pH for the
�ü�‡�Û�þ�E�²�þ�‡�þ�¤�²�j�‡�j�þ�	�/�ü�‡�ó�j�e�‡�Í�Û�þ�‡�ó�j�Û�	�/�‡

Increase:
HYDRATION

LUBRICATION
MICROFLORA VAGINAL

Decrease:
pH 

Vaginal Infection

Lactobacilli

Characteristics Advantages ���²�þ�²�Ú�E�7

Ovules

INTIMATEDISCOMFORT

18-beta-glycyrrhetinic Acid
and VItamin E

Contribute to 
cellular integrity

Natural preservativeTea Tree Oil
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