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1���>RevMate®;¼½¾¿À®ÁÂ?@<=Ã��ÄÅH�

¼ÆÇÀ¿ÀÈÉÊ>ËÌÍÎ6HÏÐÑ\Ò5>IMiD®HÓÔÕÖZ56� 1×ØÙZÚÛ

Ü�ÓÝÞÍyzßàáâã�E�äåæçØÍ¤èéWêëì�ívÖîäZÚVåìïî�

����ð¹!ñ>ËÌÍ�����HØÏÎ6ÏòóWRVîôõêëöE÷YøùöìÙZ

56ÓVîúûWTüýäÍþ���56���{|E��ÓVå��k56��	
�¾��

ÌØ8(W]^ÖZ��ØÙZÓ��îäZÚ

Î6Ï��Í��EÏ�í����Ø�W��ÖîäZÚþ���56���{|E��Ó

VîÍ��ØÏsRevAssist®tÓÔÕÖZ56��	
�¾�EÍ�åÍ��ØÏ Summary of Product 

Characteristics>SmPCH� Pregnancy Prevention Program>PPPHE-ÎW�����1¦��WS

�å56��	
�¾�E�äîÎ6ì8(W]^ÖîäZÚ

Ý�¨ Wþ���56���{|E!"W#$YZåíWÏÍÎ6ì/0ÖZ$%�1¦

��WS�å56��	
�¾�E#&Í��YZÝÓìûjØÙZÚ�����ÏÍÎ'ØÎ

6E()Í*�9:Í��YZWÙåüÍÎ'�1¦��WÁdVå56��	
�¾�E#&

YZÝÓìiø+ØÙZÓ��åÚ

�����ÏÍÎ'Ø�Î6�,-�./æçW0äîÍ./æç(1QW2ºÎ6ì��

Öîäå���56��	
�¾�sRevAssist®tE3�WÍ4Î5�6��56��	
�¾�

E7$VÍæç�W��VåÚÝÖW¨üÍ4Î556��	
�¾��89:%�;<W=í

ZÓÓôWÍ8(Í12Í562ÍLM�X>?²ÓÎ'�Û�W@Vå56��	
�¾�#

&�åí�ABCDEûEî�åÚ

�åÍFQWÍGHVåÓ0üÍÛÜÍ���IÍ����JK�I�$%ØôKÖLÖ�1

¦��WÁdVå56��	
�¾�ì#&Öî0üÍ��M����NEgOPe<Ø�Z

��Ókïî�åÚ

ÝÖv�CDÏÎ'Ø�56��	
�¾�E#&YZQWûjØÙZÓ��Í�����ÏÍ

ÝÖvRa��1¦��E\�VîÎ'�1¦��Ó�ST�UEB ÓÓôWÍVWÖåX

�ÄçWXYZCDW-Y�KÖLÖ�56��	
�¾�EZ�Vî�åÚ

Ý�¨ WÍ[aÍ��E8\]VWÖå56��	
�¾��ÄçCDE^d�W_`VÍ

�����ÏÎ'Ø�56�� ?@EFíå RevMate®>¼½¾¿À®ÁÂ?@<=HE7$V
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2.����
RevMate®ÏÍÎ6�ÁÂX�E¯ZåíÍÎ6�� LM56��WXYZ?@EÁaWB 

åíWÃ�ÖÍÎ6�þ�����E{|YZÝÓE��ÓYZÚÎ6WX\Zbî�X>(

ÏÍcakPRevMate®E��YZÝÓìdívÖZÚ�

�

3.�������
e/012f�

1¦§XWîÎ6E/0YZ+,Öå12Ú�

e34562f�

1¦§XWîÎ6�\6LM?@G�34Eg +,Öå562Ú�

hiÍ34562ìÎ6�\6%EB ìÍ34562�?@ÌØjklmE�4Öå

562ìABYZÝÓìØ�ZÚ�

e8(f�

Î6W¨Zn¦EopZ8(>yz�S���qrìsöØÙïå%�@tØÍÎ6W¨

Zn¦EopZÝÓìØ�kuïå8(EFGHÚ�

k0ÍRevMate®ØÏ/012ìÍ8(EËÌ�3u�8(vW"wYZÚ�
� � � ;;A.xö�
� � �� ;B.yö�
� � � � � ËÌ�ä]ÖuEzåYyö8(�

;�45{ËGØ1�ËG�ÄìkäÚ�

;�|}~��¤�EopîäZÚ�

;����¤�EopîäZ�åÏ����W��ìkäÚ�

;C�yö>yzYZøùö�ÙZyö8(H�

;�G	B�yö���Ezåkäyö8(�

e56?@AB(f�

8(WA\ïî56�?@EB ÝÓìØ�Z(ÚhiÍbî�8(W��YZÚ��Ø�

kä8(Ø/012W¨üijÓ��ÖåcdÏÝ��üØÏkäÚ�

e��óÆ�f�

��(EFGÍ8(Ó�öC��øùöìÙZ(Ú�

e¡¢£f�

Î6�� WX\Z����l(Ú�

eRevMate®����f�

/0;\6E��YZ12Í562LM8(�+,Í��!¤������Í+,��>IDH

�)Bk�E��YZ§XÚ�

e������f�

/0;\6�Á�öE��YZåí�§ Ú�����ì34562¡¢Ø£¤YZÚ�

������ÏÍ34562ìÍ34E¥ïî?@EB Ú�

]¦W0äî�/01�§hW¨Z Cyö�
¨a�-.ì�pvÖîäZì�ª©�8(

��NW¨üByöÙZäÏCyöÓ8äd
\ªEopZÝÓì«¬ÖZì�ñØÏ

��Ø�käÝÓuv�èÊ®�k¯°W¨

ZÌ	����±��²ÓVåÚ 
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4�RevMate®��� !>p20 ¯³´RevMate®°±²³3µH��

4.1.�RevMate®��� !����

RevMate®��� !>ËÌÍ��� !HE������W�¶VÍRevMate®EÁÂW��;

?@YZÚ 
4.2. RevMate®��� !�#$ 
��� ÏÍñ�� �·uÍ12>¸¹�º12LM»¼«º12HEña� ÓVî�½ 
YZÚk0Í�m¾ÏÍ������¿b?@ÀÁÂÃW��YZÚ 
4.3.�RevMate®��� !���%�

��� !ÏÍ���W(õYZìÍ@QWRSìÄjkcdÍ� ÅÏ.QW� !EÆÇ

YZÚk0Í��� !���%WuäîÏÍ©È�íZÚ�

�

5. RevMate®&'()*� !>p20 ¯³´RevMate®°±²³3µH��

5.1.�RevMate®&'()*� !����

RevMate®&'()*� !>ËÌÍ&'()*� !HÏÍ�����uvÉ¶Vå°±ØÙ

üÍÎ6�þ����{|Ó8(�Î6��Êá�Ë�¬�|¶WXYZ��LM]¦EB Ú�

5.2. RevMate®&'()*� !�#$�

12>¸¹�º12LM»¼«º12HÍ562Í�Ì�ÍÃÎÍ8(!AÏ(ÍÐÇÀÑâ

ÀÒÓ����>äV]�H�AÏ(%W¨ü#$ÖZÚ�

5.3.�RevMate®&'()*� !���%�

&'()*� !���%WuäîÏÍ©È�íZÚ�

�

6. +,-.�
RevMate®��+,R~ØÙZ12Í562Í8(WuäîÏÍËÌ�-.EbîzåkpÖ

ÕkvkäÚ�

6.1.�/012�+,-.�

;�Î6LMRevMate®WXYZCD]^E�����uvopÍ!"k@Ôì��Öîä

ZÚ�

;� RevMate®���WuäîFAìÕvÖîäZÚ�

;�4Î¸¹®!��¸¹ÍÃ1>ËÌÍÍÃ1HØÙZÍÙZäÏÍÃ1ÓVî�_�Ï

ÖVîäkäìFº��WîÍÃ1W×ØÙÚEopZÝÓìØ�Z>ÛÜ1Ï¨PHÚ�

;�»¼«º1Ó�ÝÞìøùØÙZÚ�

;�bc\���ßÏÍjk\���àáWuäîFAìÕvÖZÚ�

âVÍ��� !�ãäW¨üÍÍÃ1ÓF%�åæÓÄçEÖVçuÍÃ1Ó�ÝÞìøù

ØÙZÝÓì��Ö�/012ÓVî+,YZÝÓìèVé�käÓ��ÖåcdÏÍÝ�

�üØÏkäÚ�

k0Íjk12ìêëV/0YZ1¦§XÏÍËÌ�bî���EzåYÝÓÓYZÚ�

;�f�WîÎ6�\6ìøùk1¦§XÚ�
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;�Î6ì¤WXVîÍ��QW!"WRSØ�Z1¦§XÚ�

;�bc\���ßÏÍ«íbc\����WuäîFAìÕvÖí¢ìøùk1¦§XÚ�

6.2.�34562�+,-.�

;�Î6LMRevMate®WXYZCD]^E�����uvopÍ!"k@Ôì��ÖîäZÚ�

;� RevMate®���WuäîFAìÕvÖîäZÚ�

;�Î6E/0YZ12ÓFº1¦§XWî\6EBïîäZÚ�

k0Í8(�Êá�Ëì³�ÖîäZ��W0äî/012îvì\6EªïZEÕk

äcdW0äîÏÍðñòóôõñ��� !�ãäEÄîÍ34562�lmAB(ÓVî�

9:ìøùØÙZÚ�

6.3.� 8(�+,-.�

;�Î6LMRevMate®WXYZCD]^E/012uvopÍ!"k@Ôì��ÖîäZÚ�

>8(Î«ì56�?@ìØ�kä�åö%�8(ØÙïîÍRevMate®E56?@AB

(ì@ÔVÍABØ�ZcdEFGÚH�

;� RevMate®���Wuäî8(î÷ÙZäÏ56?@AB(�FAìÕvÖîäZÚ�

;�¡Wø�yö>yzYZøùö�ÙZyö8(HW0äîÏÍÎ6n¦(1«�4�4ù

�úLM/0×ú�yz�S��ìûöØÙüÍ/04�Ø��ù�W0äîöC�E

ü�Zu}yE��VîäZÝÓÚ>âVÍÎ6n¦(1«�4��ù�ËGúuvö

C�EVîäkäÝÓì��ÖåcdWÏÍ/0�ù�ú�yz�S��ÏýþYZ

ÝÓìØ�ZÚH�

�

7. 9:;+,<=�
+,CDÏÍRevMate®����Wîº�?@ÖZÚ�

7.1.�12�9:;+,<=�

1) 9:AÏ12��!9�AÏ12>9:EAÏVîB 12HÏÍ+,E��YZ12�C

DEsRevMate®��!9��t>¸¹1HW	eVÍRevMate®����W��YZÚ�

2) RevMate®����ÏÍ9�±Eo�pZÓÓôWÍ	
��E��VÍsRevMate®��!`

��t>¸¹2HE9:AÏ12��!9�AÏ12W��YZÚ�

3) ��!��¤�E9V���12ÏÍsRevMate®��!`��tW�ívÖå4QW���

��ì	õYZ��!W¤�VÍ��E
bW@ÔVåÝÓì��ÖåMÍsRevMate®W

XYZFA�t¶¸¹3HE������gj(W]¤YZÚ�

4) ������gj(ÏÍsRevMate®WXYZFA�t¶¸¹3HÓsRevMate®��!¤�(Ç

Ëót>¸¹4HERevMate®����W��YZÚ�

5) RevMate®����ÏÍ��!W¤�VÍ RevMate®���WFAVå12WRVîsRevMate 
®ID+, å�t>¸¹5HE��YZÚ

7.2. 34562�9:;+,<=�

1) 9:AÏ562>9:EAÏVîB 562HÏÍ+,E��YZ34562LMK�I��

!��¤�E��YZ562�CDEsRevMate®��!9��t>¸¹6HW	eVÍRevMate®

��!9�AÏ12WJKV�Y 
>	
��H 
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����W]¤YZÚ�

2) RevMate®����ÏÍ9�±Eo�pZÓÓôWÍ	
��E��VÍsRevMate®��!`�

�t>¸¹7HE9:AÏ562W��YZÚ�

3) ��!��¤�E9V���562ÏÍsRevMate®��!`��t¶¸¹7HW�ívÖå4Q

W�����ì	õYZ��!W¤�VÍ��E
bW@ÔVåÝÓì��ÖåMÍ

sRevMate®WXYZFA�t>¸¹3HE������gj(W]¤YZÚ

4) ������gj(ÏÍsRevMate®WXYZFA�t>¸¹3HÓsRevMate®��!¤�(Ç

Ëót>¸¹�HERevMate®����W��YZÚ

5) RevMate®����ÏÍ��!W¤�VÍRevMate®���WFAVå34562WRVî

sRevMate® ID+, å�t>¸¹8HE��YZÚ�

k0Í34562ÓF¸W��!W¤�VÍ��E
bW@ÔVåÝÓì��Öå562

�CDWuäîôRevMate®����Wîº�?@YZÚ�

7.3�8(�+,<=>56?@AB(CDEFGH�

8(�+,ÏÍÎ6-�/0ú�/012W¨ZRevMate®WXYZ�ú�LMRevMate®��

��FATÕ�MÍ34562ìB Ú>8(+,�<=��WuäîÏÍs10.2� /0;\6

�<=� 1)�-�/0Q�<=tE3µÚH�

7.4�+,CD�

� RevMate®������+,CDÏÍËÌ�Ó0üÓYZÚ

1) /012

+,4Í/012IDÍ�wÍêë��wÍ��êÜ$ÍÝ��>����;FAX��HÍ

ÝÞ»¼«º1��w>/012�êëYZ��Ëa�cd�±HÍÝÞ»¼«º���

wÍ��!¤�4ÍFA4Í4Î¸¹®!��¸¹ÍÃ1��WXYZCD>4Î¸¹®

!��ÍÃ1WÙÚEopZcdÏÍK�ÙÚ12wH

2) 34562

+,4Í34562IDÍ�wÍêë��wÍ��êÜ$ÍÝ��>����;FAX��HÍ

��!¤�4ÍFA4Í562w�+,��

>k0Í��!W¤�VÍRevMate®���E
bW@ÔVåÝÓì��Öå3456

2Ëa�562WuäîôÍK��w�êë��w���!¤�4E+,YZÚH

3) 8(

+,4Í+,9:��w4Í8(IDÍ�wÍè��4Í8(�">AÍBÍCHÍ�8wÍ

FA4

4) 56?@AB(

�wÍ8(Ó���ÍÝ��

8.�+,CD�JK�
/012Í34562ÏÍ���+,CD>1¦§XCDôFGHWJKìè�åcdÏÍ�

JuWRevMate®����W�p¤kpÖÕkvkäÚ8(ÏÍ8(+,CD>56?@AB(C

DEFGHWJKìè�åcdÏÍ/012WÝ�YZÚ�
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8.1./012LM34562�+,CD�JK�

1) +,CDEJKYZ/012�åÏ34562ÏÍsRevMate®1¦(+,CDJK���9:

�t>¸¹12HERevMate®����W��YZÚ�
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