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ANEXA I 
 

REZUMATUL CARACTERISTICILOR PRODUSULUI 
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$FHVW�PHGLFDPHQW�IDFH�RELHFWXO�XQHL�PRQLWRUL]ăUL�VXSOLPHQWDUH��$FHVW�OXFUX�YD�SHUPLWH�
LGHQWLILFDUHD�UDSLGă�GH�QRL�LQIRUPD܊LL�UHIHULWRDUH�OD�VLJXUDQ܊ă��3URIHVLRQL܈WLL�GLQ�GRPHQLXO�VăQăWă܊LL�VXQW�
UXJD܊L�Vă�UDSRUWH]H�RULFH�UHDF܊LL�DGYHUVH�VXVSHFWDWH��9H]L�SFW� ����SHQWUX�PRGXO�GH�UDSRUWDUH�D�UHDF܊LLORU�
DGYHUVH� 
 
 
1. '(180,5($�&20(5&,$/Ă�$�0(',&$0(178/8, 
 
NYXTHRACIS 100 PJ�PO�FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă 
 
 
 7,9Ă$17,7$&�,܇�7,9Ă$7,/$&�$,܉,=2032& .2
 
8Q�PO�GH�FRQFHQWUDW�FRQ܊LQH�RELOWR[D[LPDE���� PJ�� 
Un flacon de 6 PO�FRQ܊LQH�RELOWR[D[LPDE���� PJ� 
 
2ELOWR[D[LPDEXO�HVWH�SURGXV�vQ�FHOXOH�PXULQH�*6-16��GH�PLHORP�SULQ�WHKQRORJLD�$'1�UHFRPELQDQW� 
 
([FLSLHQW�FX�HIHFW�FXQRVFXW 
 
Un ml dH�FRQFHQWUDW�FRQ܊LQH�VRUELWRO��� PJ� 
 
3HQWUX�OLVWD�WXWXURU�H[FLSLHQ܊LORU��YH]L�SFW� ���� 
 
 
3. )250$�)$50$&(87,&Ă 
 
&RQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă��FRQFHQWUDW�VWHULO���� 
NYXTHRACIS HVWH�R�VROX܊LH�GH�OD�OLPSHGH�OD�RSDOHVFHQWă��GH�OD�LQFRORUă�OD�JăOEXLH�VDX�X܈RU�PDURQLX-
JăOEXLH�FDUH�SRDWH�FRQ܊LQH�R�VHULH�GH�SDUWLFXOH�SURWHLFH�FX�DVSHFW�GH�OD�WUDQVSDUHQW�OD�DOE��FDUH�YRU�IL�
vQGHSăUWDWH�SULQ�ILOWUDUHD�OD�QLYHOXO�OLQLHL�GH�SHUIX]LH��FX�YDORDUHD�S+�GH܈�����L�YDORDUHD�RVPRODOLWă܊LL�
vQWUH܈�����L���� P2VP�NJ� 
 
 
4. DATE CLINICE 
 
4.1 ,QGLFD܊LL�WHUDSHXWLFH 
 
NYXTHRACIS HVWH�LQGLFDW�vQ�FRPELQD܊LH�FX�DQWLPLFURELHQH�DGHFYDWH�SHQWUX�WUDWDPHQWXO�DQWUD[XOXL�
GH�LQKDOD܊LH�FDX]DW�GH�Bacillus anthracis OD�WRDWH�FDWHJRULLOH�GH�YkUVWă��YH]L�SFW� ����� 
 
NYXTHRACIS HVWH�LQGLFDW�SHQWUX�D�DVLJXUD�SURILOD[LD�SRVW-H[SXQHUH�vPSRWULYD�DQWUD[XOXL�GH�
LQKDOD܊LH�OD�WRDWH�FDWHJRULLOH�GH�YkUVWă��vQ�FD]XO�vQ�FDUH�QX�H[LVWă�DOWH�RS܊LXQL�WHUDSHXWLFH�VDX�QX�VXQW�
DGHFYDWH��YH]L�SFW� ����� 
 
4.2 'R]H܈�L�PRG�GH�DGPLQLVWUDUH 
 
NYXTHRACIS WUHEXLH�DGPLQLVWUDW�LPHGLDW�FH�VWDUHD�FOLQLFă�R�LPSXQH� 
 
Tratamentul farmDFRORJLF܈�L�PRQLWRUL]DUHD�DGHFYDWH�WUHEXLH�Vă�ILH�vQWRWGHDXQD�GLVSRQLELOH�vQ�FD]XO�vQ�
FDUH��GXSă�DGPLQLVWUDUHD�GH�NYXTHRACIS VXUYLQH�XQ�HYHQLPHQW�GH�WLS�DQDILOD[LH� 
 
'R]H 
 
'R]D�UHFRPDQGDWă�GH�NYXTHRACIS OD�SDFLHQ܊L�DGXO܊L�FX�JUHXWDWHD�GH�PLQLPXP��� NJ�HVWH de 
16 PJ�NLORJUDP�JUHXWDWH�FRUSRUDOă�DGPLQLVWUDWă�vQ�SHUIX]LH�LQWUDYHQRDVă�XQLFă��'R]D�UHFRPDQGDWă�GH�
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NYXTHRACIS OD�SDFLHQ܊L�DGXO܊L�FX�JUHXWDWHD�VXE��� NJ�HVWH�GH��� PJ�NJ�DGPLQLVWUDWă�vQ�SHUIX]LH�
LQWUDYHQRDVă�XQLFă�� 
 
 
ï¿½nainte de administrarea de NYXTHRACIS VH�UHFRPDQGă�SUHPHGLFD܊LH�FX�XQ�DQWLKLVWDPLQLF��YH]L�
SFW� ܈����L������� 
 
3HQWUX�DMXVWăUL�DOH�GR]HL�GLQ�FDX]D�UHDF܊LLORU�DVRFLDWH�DGPLQLVWUăULL�vQ�SHUIX]LH��5$3��YH]L�WDEHOXO �� 
 
7DEHOXO ���$MXVWăUL�DOH�GR]HL�GH�RELOWR[D[LPDE�GLQ�FDX]D�UHDF܊LLORU�DVRFLDWH�DGPLQLVWUăULL�vQ�
SHUIX]LH 
6HYHULWDWHD�5$3� $MXVWDUHD�GR]HL 

5HDF܊LH�DVRFLDWă 
DGPLQLVWUăULL�vQ�
SHUIX]LH�GH�JUDG�
1-� 

6H�RSUH܈WH�SHUIX]LD�FX�RELOWR[D[LPDE܈�L�VH�DGPLQLVWUHD]ă�WUDWDPHQW�GH�VXV܊LQHUH� 

ÌQ�FD]XO�SULPHL�DSDUL܊LL�D�XQXL�HYHQLPHQW�GH�JUDG���GH�WLS�UHVSLUD܊LH܈�XLHUăWRDUH��
EURQKRVSDVP�VDX�XUWLFDULH�JHQHUDOL]DWă��RELOWR[D[LPDEXO�VH�RSUH܈WH�GHILQLWLY� 

ÌQ�FD]XO�UHFLGLYHL�XQXL�HYHQLPHQW�GH�JUDG���GH�WLS�UHVSLUD܊LH܈�XLHUăWRDUH�VDX�
XUWLFDULH�VDX�DO�UHFLGLYHL�RULFăURU�VLPSWRPH�GH�JUDG����RELOWR[D[LPDEXO�VH�
RSUH܈WH�GHILQLWLY��� 

ÌQ�FHOHODOWH�VLWXD܊LL��GXSă�UHPLVLXQHD�FRPSOHWă�D�VLPSWRPHORU��SHUIX]LD�VH�SRDWH�
rHOXD�FX�R�YLWH]ă�FX��� ��PDL�PLFă�GHFkW�YLWH]D�XWLOL]DWă�vQDLQWH�GH�RSULUHD�
SHUIX]LHL��ÌQ�DEVHQ܊D�XQRU�VLPSWRPH�DVRFLDWH�DGPLQLVWUăULL�vQ�SHUIX]LH��YLWH]D�GH�
DGPLQLVWUDUH�D�SHUIX]LHL�HVWH�GHVFULVă�vQ�WDEHOXO ��� 

6H�YD�DGPLQLVWUD�SUHPHGLFD܊LH� 

5HDF܊LH�DVRFLDWă 
DGPLQLVWUăULL�vQ�
SHUIX]LH�GH�JUDG�
4 

6H�RSUH܈WH�LPHGLDW�SHUIX]LD�FX�RELOWR[D[LPDE� 
6H�DGPLQLVWUHD]ă�WUDWDPHQW�GH�VXV܊LQHUH� 
2ELOWR[D[LPDEXO�VH�RSUH܈WH�GHILQLWLY��� 

 
*UXSH�VSHFLDOH�GH�SDFLHQ܊L 
 
Vï¿½rstnici  
 
1X�HVWH�QHFHVDUă�DMXVWDUHD�GR]HL�OD�SDFLHQ܊LL�FX�YkUVWD�� �� GH�DQL��YH]L�SFW� ����� 
 
&RSLL�ЮL�DGROHVFHQаL 
 
'R]D�UHFRPDQGDWă�OD�FRSLL܈�L�DGROHVFHQ܊L�VH�VWDELOH܈WH�vQ�IXQF܊LH�GH�JUHXWDWH��D܈D�FXP�VH�DUDWă�vQ�
tabelul ��GH�PDL�MRV� 
 
7DEHOXO ���'R]H�UHFRPDQGDWH�GH�RELOWR[D[LPDE�OD�FRSLL܈�L�DGROHVFHQ܊L��GR]H�VWDELOLWH�vQ�IXQF܊LH�GH�
JUHXWDWHD�FRUSRUDOă� 

*UHXWDWH�FRUSRUDOă��NJ� 'R]ă��PJ�NJ�
JUHXWDWH�FRUSRUDOă� 

> 40 16 
> ���SkQă�OD��� �� 

��� �� 
 
Mod de administrare  
 
2ELOWR[D[LPDEXO�VH�DGPLQLVWUHD]ă�vQ�SHUIX]LH�LQWUDYHQRDVă�FX�GXUDWD�GH����GH�PLQXWH� 
 
3UHFDXаLL�FDUH�WUHEXLH�OXDWH�vQDLQWH�GH�PDQLSXODUHD�VDX�DGPLQLVWUDUHD�PHGLFDPHQWXOXL 
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1X�VH�DJLWă�IODFRQXO��2ELOWR[D[LPDEXO�VH�GLOXHD]ă�vQ�VROX܊LH�GH�FORUXUă�GH�VRGLX�� PJ�PO����� ���
SHQWUX�SUHSDUDWH�LQMHFWDELOH�vQDLQWH�GH�DGPLQLVWUDUHD�vQ�SHUIX]LH�LQWUDYHQRDVă��YH]L�SFW� ������ 
 
2ELOWR[D[LPDEXO�GLOXDW�SHQWUX�DGPLQLVWUDUH�vQ�SHUIX]LH�LQWUDYHQRDVă�VH�DGPLQLVWUHD]ă�vQ�SHUIX]LH�FX�
GXUDWD�GH��� GH�PLQXWH��OD�YLWH]D�GH�SHUIX]DUH�GHVFULVă�vQ�WDEHOXO ���IRORVLQG�R�SXQJă�GH�SHUIX]LH�VDX�R�
VHULQJă�SHQWUX�SHUIX]LH܈�L�XQ�ILOWUX�vQFRUSRUDW�FX�GLPHQVLXQHD�GH����� PLFURQL�� 
 
3DFLHQ܊LL�WUHEXLH�PRQLWRUL]D܊L�DWHQW�SHQWUX�D�VH�GHSLVWD�VHPQHOH܈�L�VLPSWRPHOH�UHDF܊LLORU�GH�
KLSHUVHQVLELOLWDWH�SH�WRDWă�GXUDWD�SHUIX]LHL܈�L�WLPS�GH�PLQLPXP�R�RUă�GXSă�DGPLQLVWUDUH��YH]L�SFW� ������
ÌQ�FD]XO�DSDUL܊LHL�UHDF܊LLORU�DVRFLDWH�DGPLQLVWUăULL�vQ�SHUIX]LH�VH�SURFHGHD]ă�FRQIRUP�LQGLFD܊LLORU�GLQ�
tabelul �� 
 
/LQLD�LQWUDYHQRDVă�VH�YD�VSăOD�FX�VROX܊LH�GH�FORUXUă�GH�VRGLX�GH�� PJ�PO����� ���SHQWUX�SUHSDUDWH�
LQMHFWDELOH�GXSă�vQFKHLHUHD�SHUIX]LHL�LQWUDYHQRDVH� 
 
7DEHOXO 3: Doza, YROXPXO�SHUIX]DELO�WRWDO܈�L�YLWH]D�DGPLQLVWUăULL�vQ�SHUIX]LH�GH�RELOWR[D[LPDEXO�
vQ�IXQF܊LH�GH�JUHXWDWHD�FRUSRUDOă 

*UHXWDWH�FRUSRUDOă��NJ� 
�GR]H�VWDELOLWH�vQ�IXQF܊LH�GH�JUHXWDWHD�

FRUSRUDOă� 
 

9ROXP�SHUIX]DELO�WRWDO�
�PO� 

�SXQJă�VDX�VHULQJă�
SHQWUX�SHUIX]LH�
 

9LWH]D�DGPLQLVWUăULL�vQ�
SHUIX]LH 
�PO�RUă� 

> 40 NJ�VDX�DGXOW���� PJ�NJ� 
> 40 ��� ��� 

> 15 NJ܈�L��� NJ���� PJ�NJ� 
���- 40 ��� ��� 
16 - �� 100 �� 

��� NJ���� PJ�NJ�JUHXWDWH�FRUSRUDOă� 
11 - �� 100 �� 
��- 10 �� ���� 

����- ��� �� �� 
����- � �� ���� 
����- � �� 10 

�� � ��� 

3HQWUX�LQVWUXF܊LXQL�SULYLQG�GLOXDUHD�PHGLFDPHQWXOXL܈�L�XWLOL]DUHD�SXQJLL�VDX�VHULQJLL�SHQWUX�SHUIX]LH�
vQDLQWH�GH�DGPLQLVWUDUH��YH]L�SFW� ���� 
 
4.3 &RQWUDLQGLFD܊LL 
 
+LSHUVHQVLELOLWDWH�OD�VXEVWDQ܊D�DFWLYă�VDX�OD�RULFDUH�GLQWUH�H[FLSLHQ܊LL�HQXPHUD܊L�OD�SFW� ���� 
 
4.4 $WHQ܊LRQăUL܈�L�SUHFDX܊LL�VSHFLDOH�SHQWUX�XWLOL]DUH 
 
Trasabilitate 
 
3HQWUX�D�DYHD�VXE�FRQWURO�WUDVDELOLWDWHD�PHGLFDPHQWHORU�ELRORJLFH��QXPHOH܈�L�QXPăUXO�ORWXOXL�
PHGLFDPHQWXOXL�DGPLQLVWUDW�WUHEXLH�vQUHJLVWUDWH�FX�DWHQ܊LH� 
 
5HDF܊LL�DVRFLDWH�DGPLQLVWUăULL�vQ�SHUIX]LH��UHDF܊LL�GH�KLSHUVHQVLELOLWDWH܈�L�DQDILOD[LH 
 
5HDF܊LLOH�DVRFLDWH�DGPLQLVWUăULL�vQ�SHUIX]LH�GH�KLSHUVHQVLELOLWDWH�DX�IRVW�REVHUYDWH�IUHFYHQW�vQ�VWXGLLOH�
FOLQLFH�HIHFWXDWH�FX�RELOWR[D[LPDE�OD�VXELHF܊L�VăQăWR܈L��'LQ�FDX]D�ULVFXOXL�GH�DSDUL܊LH�D�UHDF܊LLORU�VHYHUH�
VDX�DQDILOD[LHL��RELOWR[D[LPDEXO�VH�DGPLQLVWUHD]ă�vQ�XQLWă܊L�PRQLWRUL]DWH�GH�SHUVRQDO�LQVWUXLW��DYkQG�OD�
GLVSR]L܊LH�GRWăULOH�QHFHVDUH�SHQWUX�D�JHVWLRQD�DQDILOD[LD��3DFLHQ܊LL�WUHEXLH�PRQLWRUL]D܊L�DWHQW�SH�WRDWă�
GXUDWD�DGPLQLVWUăULL�SHUIX]LHL܈�L�WLPS�GH�PLQLPXP�R�RUă�GXSă�DGPLQLVWUDUH�� 
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$YkQG�vQ�YHGHUH�Fă�VWXGLLOH�FOLQLFH�DX�IRVW�HIHFWXDWH�OD�YROXQWDUL�VăQăWR܈L��SHUIX]LLOH�FX�RELOWR[D[LPDE�
DX�IRVW�RSULWH�vQ�PRPHQWXO�DSDUL܊LHL�RULFăUXL�WLS�GH�UHDF܊LH��3H�ED]D�H[SHULHQ܊HL�DVRFLDWH�XWLOL]ăULL�DOWRU�
DQWLFRUSL�PRQRFORQDOL�vQ�WUDWDPHQWXO�XQRU�DIHF܊LXQL�VHYHUH��vQ�JHQHUDO�DGPLQLVWUDUHD�SHUIX]LLORU�SRDWH�IL�
ILQDOL]DWă�vQ�FD]XO�vQ�FDUH�VH�SURFHGHD]ă�FRUHVSXQ]ăWRU��ÌQ�FD]XO�DSDUL܊LHL�UHDF܊LLORU�DVRFLDWH�
DGPLQLVWUăULL�vQ�SHUIX]LH�VH�SURFHGHD]ă�FRQIRUP�LQGLFD܊LLORU�GLQ�WDEHOXO ��� 
 
ï¿½nainte de administrarea de ob LOWR[D[LPDE�VH�UHFRPDQGă�SUHPHGLFD܊LH�FX�XQ�DQWLKLVWDPLQLF��FXP�este 
GLIHQKLGUDPLQă��YH]L�SFW� ������ÌQ�VWXGLLOH�FOLQLFH�HIHFWXDWH�FX�RELOWR[D[LPDE��GLIHQKLGUDPLQD�D�IRVW�
DGPLQLVWUDWă�FX��� GH�PLQXWH�vQDLQWH�GH�DGPLQLVWUDUHD�RELOWR[D[LPDEXOXL��3UHPHGLFD܊LD cu un 
DQWLKLVWDPLQLF�QX�DUH�HIHFW�GH�SUHYHQ܊LH�D�DQDILOD[LHL܈�L�SRDWH�DVFXQGH�VDX�DPkQD�GHEXWXO�VLPSWRPHORU�
UHDF܊LLORU�GH�KLSHUVHQVLELOLWDWH� 
 
0HQLQJLWD�GLQ�DQWUD[ 
 
2ELOWR[D[LPDEXO�QX�WUDYHUVHD]ă�EDULHUD�KHPDWRHQFHIDOLFă܈�L�QX�SRDWH�IL�XWLOL]DW�vQ�SUHYHQLUHD�VDX�vQ�
WUDWDPHQWXO�PHQLQJLWHL�FDUH�DSDUH�FD�R�FRPSOLFD܊LH�D�DQWUD[XOXL�� 
 
&RSLL܈�L�DGROHVFHQ܊L 
 
Nu s-DX�HIHFWXDW�VWXGLL�SULYLQG�SURILOXO�GH�VLJXUDQ܊ă�VDX�IDUPDFRGLQDPLFă�DO�RELOWR[D[LPDEXOXL�OD�FRSLL�
 ����� �YH]L�SFW��L܊L�DGROHVFHQ܈
 
,QWHUDF܊LXQL�FX�UH]ultatele testelor de laborator 
 
([SXQHUHD�OD�NYXTHRACIS SRDWH�LQWHUIHUD�FX�WHVWHOH�VHURORJLFH�FRUHODWH�FX�DQWUD[XO� 
 
Sorbitol 
 
Un ml de NYXTHRACIS FRQ܊LQH��� PJ�GH�VRUELWRO��YH]L�SFW� ܈��L������� 
8WLOL]DUHD�PHGLFDPHQWHORU�FDUH�FRQ܊LQ�VRUELWRO�SRDWH�IL�letaOă�vQ�FD]XO�DGPLQLVWUăULL�SH�FDOH�
LQWUDYHQRDVă�OD�VXELHF܊L�FX�LQWROHUDQ܊ă�HUHGLWDUă�OD�IUXFWR]ă��,()���2ELOWRWR[D[LPDE�QX�VH�DGPLQLVWUHD]ă�
OD�SDFLHQ܊L�FX�,()�FX�H[FHS܊LD�VLWXD܊LLORU�vQ�FDUH�HVWH�DEVROXW�QHFHVDU�GLQ�FDX]D�VLWXD܊LHL�FOLQLFH܈�L�QX�
H[LVWă�DOWH DOWHUQDWLYH��6H�YD�IDFH�R�DQDPQH]ă�GHWDOLDWă�D�VLPSWRPHORU�,()�OD�ILHFDUH�SDFLHQW�vQDLQWH�GH�
DGPLQLVWUDUHD�DFHVWXL�PHGLFDPHQW� 
 
6XJDULL܈�L�FRSLLL�GH�YkUVWă�IRDUWH�PLFă��FX�YkUVWD�VXE���DQL��DX�XQ�ULVF�DSDUWH��GHRDUHFH�HVWH�SRVLELO�Vă�
QX�IL�IRVW�vQFă�GLDJQRVWLFD܊L�FX�,()�� 
 
Sodiu 
 
$FHVW�PHGLFDPHQW�FRQ܊LQH�sodiu PDL�SX܊LQ�GH�� PPRO���� PJ��SHU IODFRQ�GH���PO��DGLFă SUDFWLF�"nu 
FRQ܊LQH�VRGLX"� 
 
4.5 ,QWHUDF܊LXQL�FX�DOWH�PHGLFDPHQWH܈�L�DOWH�IRUPH�GH�LQWHUDF܊LXQH 
 
&LSURIOR[DFLQă 
 
ï¿½ntr -XQ�VWXGLX�SULYLQG�LQWHUDF܊LXQLOH�PHGLFDPHQWRDVH�����GH�VXELHF܊L�DX�SULPLW�R�GR]ă�XQLFă�GH�
RELOWR[D[LPDE��DGPLQLVWUDWă�vQ�PRQRWHUDSLH�VDX�FRQFRPLWHQW�FX�FLSURIOR[DFLQă��'RXă]HFL�GH�VXELHF܊L�
DX�SULPLW�RELOWR[D[LPDE�DGPLQLVWUDW�vQ�PRQRWHUDSLH��LDU����GH�VXELHF܊L�DX�SULPLW�RELOWR[D[LPDE�DVRFLDW�
FX�FLSURIOR[DFLQă�WLPS�GH���]LOH��$GPLQLVWUDUHD�GH�RELOWR[D[LPDE��� PJ�NJ�vQ�SHUIX]LH�LQWUDYHQRDVă�
vQDLQWH�GH�DGPLQLVWUDUHD�SHUIX]LHL�LQWUDYHQRDVH�FX�FLSURIOR[DFLQă�VDX�GH�DGPLQLVWUDUHD�RUDOă��GH�GRXă�
RUL�SH�]L��GH�FLSURIOR[DFLQă�FRPSULPDWH�QX�D�LQIOXHQ܊DW�SURILOXO�IDUPDFRFLQHWLF�DO�RELOWR[D[LPDEXOXL��ÌQ�
mod similar��RELOWR[D[LPDEXO�QX�D�LQIOXHQ܊DW�SURILOXO�IDUPDFRFLQHWLF�DO�FLSURIOR[DFLQHL�DGPLQLVWUDWH�SH�
FDOH�RUDOă�VDX�LQWUDYHQRDVă� 
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Nu s-DX�HIHFWXDW�DOWH�VWXGLL�SULYLQG�LQWHUDF܊LXQLOH��'HRDUHFH�RELOWR[D[LPDEXO�HVWH�XQ�DQWLFRUS�
PRQRFORQDO��ULVFXO�GH�LQWHUDF܊LXQL�HVWH�UHGXV� 
 
��� )HUWLOLWDWHD��VDUFLQD܈�L�DOăSWDUHD 
 
Sarcina 
 
'DWHOH�SURYHQLWH�GLQ�XWLOL]DUHD�RELOWR[D[LPDEXOXL�OD�IHPHLOH�JUDYLGH�VXQW�LQH[LVWHQWH��vQVă�VH܈�WLH IDSWXO�
Fă�,J*�XPDQă�WUDYHUVHD]ă�SODFHQWD� 
6WXGLLOH�OD�DQLPDOH�QX�DX�HYLGHQ܊LDW�HIHFWH�WR[LFH�GăXQăWRDUH�GLUHFWH�VDX�LQGLUHFWH�DVXSUD�IXQF܊LHL�GH�
UHSURGXFHUH��YH]L�SFW� ����� 
&D�PăVXUă�GH�SUHFDX܊LH��HVWH�GH�SUHIHUDW�Vă�VH�HYLWH�XWLOL]DUHD�NYXTHRACIS vQ�WLPSXO�VDUFLQLL� 
 
$OăSWDUHD 
 
1X�VH�FXQRD܈WH�GDFă�RELOWR[D[LPDEXO�VH�H[FUHWă�vQ�ODSWHOH�XPDQ��6H�FXQRD܈WH�Fă�,J*�XPDQă�VH�H[FUHWă�
vQ�ODSWHOH�XPDQ�vQ�SULPHOH�]LOH�GXSă�QD܈WHUH܈�L�VFDGH�SkQă�OD�FRQFHQWUD܊LL�PLFL�LPHGLDW�GXSă�DFHDVWD��ÌQ�
FRQVHFLQ܊ă��QX�VH�SRDWH�H[FOXGH�XQ�ULVF�SHQWUX�QRX-QăVFX܊LL�DOăSWD܊L�SH�GXUDWD�DFHVWXL�VFXUW�LQWHUYDO�GH�
WLPS��8OWHULRU��XWLOL]DUHD�RELOWR[D[LPDEXOXL�SRDWH�IL�DYXWă�vQ�YHGHUH�vQ�WLPSXO�DOăSWăULL�QXPDL�GDFă�
VWDUHD�FOLQLFă�LPSXQH�WUDWDPHQWXO� 
 
)HUWLOLWDWHD 
 
Nu s-au HIHFWXDW�VWXGLL�SULYLQG�IHUWLOLWDWHD�FX�RELOWR[D[LPDE� 
 
4.7 (IHFWH�DVXSUD�FDSDFLWă܊LL�GH�D�FRQGXFH�YHKLFXOH܈�L�GH�D�IRORVL�XWLODMH 
 
2ELOWR[D[LPDEXO�SRDWH�DYHD�R�LQIOXHQ܊ă�PLFă�DVXSUD�FDSDFLWă܊LL�GH�D�FRQGXFH�YHKLFXOH�VDX�GH�D�IRORVL�
XWLODMH�GHRDUHFH��GXSă�DGPLnistrarea de NYXTHRACIS��DU�SXWHD�VXUYHQL�FHIDOHH��DPH܊HOL��RERVHDOă܈�L�
YăUVăWXUL��YH]L�SFW� ����� 
 
4.8 5HDF܊LL�DGYHUVH 
 
5H]XPDWXO�SURILOXOXL�GH�VLJXUDQ܊ă 
 
6LJXUDQ܊D�DGPLQLVWUăULL�GH�RELOWR[D[LPDE�D�IRVW�VWXGLDWă�QXPDL�OD�VXELHF܊L�DGXO܊L�VăQăWR܈L� 
 
6LJXUDQ܊D�RELOWR[D[LPDEXOXL�D�IRVW�HYDOXDWă�OD���� GH�VXELHF܊L�VăQăWR܈L��FX�YkUVWD�vQWUH܈����L����GH�DQL��
WUDWD܊L�FX�XQD�VDX�GRXă�GR]H�GH��� PJ�NJ�DGPLQLVWUDWH�LQWUDYHQRV�vQ�WUHL�VWXGLL�FOLQLFH�� 
 
3HU�WRWDO������GLQ�FHL���� GH�VXELHF܊L�DX�SULPLW�R�GR]ă�XQLFă�GH��� PJ�NJ�GH�RELOWR[D[LPDE��5HDF܊LL�
DGYHUVH�DVRFLDWH�FX�KLSHUVHQVLELOLWDWHD��LQFOXVLY�HUXS܊LL�FXWDQDWH�WUDQ]LWRULL��DX�DSăUXW�OD�� �����������
GLQ�DFH܈WL�VXELHF܊L܈�L�V-D�vQUHJLVWUDW�XQ�FD]�GH�DQDILOD[LH�vQ�WLPSXO�SHUIX]LHL��$GPLQLVWUDUHD�SHUIX]LHL�D�
IRVW�vQWUHUXSWă�OD�� ����������GLQ�FDX]D�UHDF܊LLORU�GH�KLSHUVHQVLELOLWDWH�VDX�DQDILOD[LHL�� 
 
&HOH�PDL�IUHFYHQWH�UHDF܊LL�DGYHUVH�UDSRUWDWH�DX�IRVW�FHIDOHH��� �����������SUXULW��� �����L�XUWLFDULH܈������
�� ���������� 
 
&HOH�PDL�IUHFYHQWH�UHDF܊LL�DGYHUVH�REVHUYDWH�SH�GXUDWD�SULPHORU�WUHL�RUH�GXSă�LQL܊LHUHD�DGPLQLVWUăULL�
SHUIX]LHL�DX�IRVW�SUXULW��Q ������ ����XUWLFDULH��Q ������ ����FHIDOHH��Q ������ ����HUXS܊LH�FXWDQDWă�
WUDQ]LWRULH��Q ������ ����WXVH��Q ������ ����DPH܊HOL��Q ������ ����LQFOXGH�DPH܊HDOă܈�L�DPH܊HDOă�
SRVWXUDOă��� 
8UPăWRDUHOH�UHDF܊LL�DGYHUVH�VHYHUH�DX�DSăUXW�SH�GXUDWD�SULPHORU�WUHL�RUH�GXSă�DGPLQLVWUDUHD�SHUIX]LHL��
XUWLFDULH��Q ������ ����SUXULW��Q ������ ��܈�L�GRUVDOJLH��Q ������ ��� 
5HDF܊LD�DGYHUVă�REVHUYDWă�FHO�PDL�IUHFYHQW�vQ�LQWHUYDOXO�FXSULQV�vQWUH܈���L��� GH�RUH�GXSă�LQL܊LHUHD�
DGPLQLVWUăULL�SHUIX]LHL�D�IRVW�FHIDOHH��Q ������ ��� 
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/LVWD�UHDF܊LLORU�DGYHUVH VXE�IRUPă�GH�WDEHO 
 
7DEHOXO���SUH]LQWă�UHDF܊LLOH�DGYHUVH�REVHUYDWH�vQ�DVRFLHUH�FX�RELOWR[D[LPDE�OD�FHL�����GH�VXELHF܊L�
VăQăWR܈L�FDUH�DX�SULPLW�R�GR]ă�LQWUDYHQRDVă�XQLFă�GH��� PJ�NJ�RELOWR[D[LPDE��JUXSDWH�SH�DSDUDWH��
VLVWHPH܈�L�RUJDQH܈�L�vQ�IXQF܊LH�GH�IUHFYHQ܊ă� 
 
)UHFYHQ܊D�UHDF܊LLORU�DGYHUVH�HVWH�GHILQLWă�GXSă�FXP�XUPHD]ă��IRDUWH�IUHFYHQWH��� �������IUHFYHQWH�
� ��������ÌQ�FDGUXO�ILHFăUHL�FDWHJRULL�GH��L܈���� ��� ���LQ�IUHFYHQWH܊L�PDL�SX܈������ ��L܈������ ��
IUHFYHQ܊ă��UHDF܊LLOH�DGYHUVH�VXQW�SUH]HQWDWH�vQ�RUGLQHD�GHVFUHVFăWRDUH�D�VHYHULWă܊LL� 
 
7DEHOXO ���5HDF܊LLOH�DGYHUVH�UDSRUWDWH�OD�VXELHF܊L�DGXO܊L�VăQăWR܈L 
&ODVLILFDUH�0HG'5$�SH�DSDUDWH��
VLVWHPH܈�L�RUJDQH 

)UHFYHQWH� 0DL�SX܊LQ�IUHFYHQWH 

7XOEXUăUL�DOH�VLVWHPXOXL�LPXQLWDU  5HDF܊LL�DQDILODFWLFH� 
+LSHUVHQVLELOLWDWH 

7XOEXUăUL�DOH�VLVWHPXOXL�QHUYRV Cefalee $PH܊HDOă 
$PH܊HDOă�SRVWXUDOă 
+LSRHVWH]LH 

7XOEXUăUL�RFXODUH  )RWRIRELH 
7XOEXUăUL�DFXVWLFH܈�L�YHVWLEXODUH  'LVFRQIRUW�OD�QLYHOXO�XUHFKLL 
7XOEXUăUL�YDVFXODUH  )OHELWă 
7XOEXUăUL�UHVSLUDWRULL��WRUDFLFH 
 L�PHGLDVWLQDOH܈

Tuse ,ULWD܊LH�IDULQJLDQă� 
'LVIRQLH� 
&RQJHVWLH�VLQXVDOă� 
'LVSQHH 

7XOEXUăUL�JDVWURLQWHVWLQDOH  'XUHUL�OD�QLYHOXO�EX]HORU 
$IHF܊LXQL�FXWDQDWH܈�L�DOH܊�HVXWXOXL�
subcutanat 

3UXULW��XUWLFDULH� 
HUXS܊LH�FXWDQDWă�
tranzitorie 

'HUPDWLWă�DOHUJLFă� 
(UXS܊LH�FXWDQDWă�WUDQ]LWRULH�
JHQHUDOL]DWă� 
([IROLHUHD�SLHOLL 

7XOEXUăUL�PXVFXOR-VFKHOHWLFH 
 HVXWXOXL�FRQMXQFWLY܊�L�DOH܈

 'XUHUL�OD�QLYHOXO�H[WUHPLWă܊LORU� 
6SDVPH�PXVFXODUH� 
&RQWUDF܊LL�PXVFXODUH�LQYROXQWDUH� 
'XUHUL�OD�QLYHOXO�PD[LODUHORU� 

7XOEXUăUL�JHQHUDOH܈�L�OD�QLYHOXO�
locului de administrare 

'XUHUH�OD�ORFXO�
DGPLQLVWUăULL�SHUIX]LHL 

'XUHUH� 
'LVFRQIRUW�WRUDFLF� 
)ULVRDQH� 
2ERVHDOă� 
(GHP�OD�ORFXO�DGPLQLVWUăULL�
SHUIX]LHL� 
$QJLQă�SHFWRUDOă�GH�DOWă�FDX]ă��
GLIHULWă�GH�FHD�FDUGLDFă� 
Sensibilitate  
'XUHUH�OD�QLYHOXO�ORFXOXL�GH�
vQ܊HSDUH�vQ�YHQă 

 
'HVFULHUHD�UHDF܊LLORU�DGYHUVH�VHOHF܊LRQDWH 
 
+LSHUVHQVLELOLWDWH�ЮL�DQDILOD[LH 
5HDF܊LLOH� DGYHUVH� UDSRUWDWH� OD� FHL� �� VXELHF܊L� OD� FDUH� DGPLQLVWUDUHD� SHUIX]LHL� FX� RELOWR[D[LPDE� D� IRVW�
vQWUHUXSWă� GLQ� FDX]D� XQRU� SRVLELOH� UHDF܊LL� GH� KLSHUVHQVLELOLWDWH� DX� LQFOXV� XUWLFDULH�� HUXS܊LL� FXWDQDWH�
WUDQ]LWRULL��WXVH��SUXULW��DPH܊HOL��LULWD܊LH�IDULQJLDQă��GLVIRQLH��GLVSQHH܈�L�GLVFRQIRUW�OD�QLYHO�WRUDFLF��5HVWXO�
VXELHF܊LORU�FX�UHDF܊LL�GH�KLSHUVHQVLELOLWDWH�DX�SUH]HQWDW�FX�SUHFăGHUH�VLPSWRPH�FXWDQDWH�FXP�sunt SUXULW�
�L܈ HUXS܊LL� FXWDQDWH� WUDQ]LWRULL�� LDU� �� VXELHF܊L� DX� UDSRUWDW� WXVH�� (YHQLPHQWXO� GH� WLS� DQDILOD[LH� D� IRVW�
FDUDFWHUL]DW� GH� HUXS܊LH� FXWDQDWă� WUDQ]LWRULH� FX� DVSHFW� GH� XUWLFDULH� GLIX]ă�� SUXULJLQRDVă�� DSURDSH�
JHQHUDOL]DWă�� LQFOXVLY� OD� QLYHOXO� FHIHL�� WRUDFHOXL�� VSDWHOXL�� DEGRPHQXOXL�� PHPEUHORU� VXSHULRDUH� �L܈
LQIHULRDUH��GLVSQHH܈�L�WXVH� 

Pr
od

us
ul

 m
ed

ici
na

l n
u 

m
ai

 e
st

e 
au

to
riz

at



8 

 
1X�DX�H[LVWDW�GRYH]L�Fă�UHDF܊LLOH�GH�KLSHUVHQVLELOLWDWH܈�L�HUXS܊LLOH�FXWDQDWH�WUDQ]LWRULL�DX�IRVW�SURYRFDWH�
GH�HOLEHUDUHD�GH�FLWRNLQH��QX�V-DX�REVHUYDW�PRGLILFăUL�UHOHYDQWH�GLQ�SXQFW�GH�YHGHUH�FOLQLF�DOH�DFHVWRUD�
GLQ�XUPă� 
 
,PXQRJHQLWDWH 
)RUPDUHD�GH�DQWLFRUSL�anti-RELOWR[D[LPDE�D�IRVW�HYDOXDWă�OD�WR܊L�VXELHF܊LL�FDUH�DX�SULPLW�XQD�VDX�GRXă�
GR]H�GH�RELOWR[D[LPDE�vQ�WUHL�VWXGLL�FOLQLFH��2SW�VXELHF܊L�>��� ���������@�FDUH�DX�SULPLW�FHO�SX܊LQ�R�GR]ă�
LQWUDYHQRDVă� GH� RELOWR[D[LPDE� DX� SUH]HQWDW� UăVSXQV� SULQ� DQWLFRUSL� DQti-WUDWDPHQW� �$$7�� DVRFLDW�
WUDWDPHQWXOXL�SR]LWLY��'LQ�SXQFW�GH�YHGHUH�FDQWLWDWLY��WLWUXULOH�DX�IRVW�UHGXVH��YDULLQG�vQWUH������L܈��������
1X�DX�H[LVWDW�GRYH]L�DOH�PRGLILFăULL�SURILOXOXL�IDUPDFRFLQHWLF�VDX�SURILOXOXL�GH�WR[LFLWDWH�OD�VXELHF܊LL�FX�
UăVSXQV�GH�WLS�$$7� 
 
5DSRUWDUHD�UHDF܊LLORU�DGYHUVH�VXVSHFWDWH 
 
5DSRUWDUHD�UHDF܊LLORU�DGYHUVH�VXVSHFWDWH�GXSă�DXWRUL]DUHD�PHGLFDPHQWXOXL�HVWH�LPSRUWDQWă��$FHVW�OXFUX�
SHUPLWH�PRQLWRUL]DUHD�FRQWLQXă�D�UDSRUWXOXL�EHQHILFLX�ULVF�DO�PHGLFDPHQWXOXL��3URIHVLRQL܈WLL�GLQ�
domenLXO�VăQăWă܊LL�VXQW�UXJD܊L�Vă�UDSRUWH]H�RULFH�UHDF܊LH�DGYHUVă�VXVSHFWDWă�SULQ�LQWHUPHGLXO�sistemului 
QD܊LRQDO�GH�UDSRUWDUH��DVWIHO�FXP�HVWH�PHQ܊LRQDW�vQ�$QH[D 9� 
 
4.9 6XSUDGR]DM 
 
ÌQ�FD]�GH�VXSUDGR]DM��SDFLHQ܊LL�WUHEXLH�PRQLWRUL]D܊L�SHQWUX�D�VH�GHSLVWD�VHPQHOH�VDX�VLPSWRPHOH�
HYHQLPHQWHORU�DGYHUVH� 
 
 
5. 35235,(7Ă܉,�)$2/2&$50*,&( 
 
5.1 3URSULHWă܊L�IDUPDFRGLQDPLFH 
 
*UXSD�IDUPDFRWHUDSHXWLFă��6HUXUL�LPXQH܈�L�LPXQRJOREXOLQH��LPXQRJOREXOLQH�VSHFLILFH��FRGXO�$7&��
-��%%�� 
 
0HFDQLVP�GH�DF܊LXQH 
 
2ELOWR[D[LPDEXO�HVWH�XQ�DQWLFRUS�PRQRFORQDO�FDUH�OHDJă�DQWLJHQXO�SURWHFWRU��$3��DO�B. anthracis��
2ELOWR[D[LPDEXO�LQKLEă�OHJDUHD�$3�GH�UHFHSWRULL�GH�OD�QLYHOXO�FHOXOHORU��vPSLHGLFkQG�SăWUXQGHUHD�vQ�
FHOXOă�D�IDFWRUXOXL�OHWDO�DO�DQWUD[XOXL܈�L�D�IDFWRUXOXL�HGHPDWRV��FHOH�GRXă�HQ]LPH�GLQ�FRPSRQHQ܊D�
WR[LQHL�VSHFLILFH�DQWUD[XOXL�FX�URO�vQ�PHGLHUHD�HIHFWHORU�SDWRJHQH�DOH�DFHVWHLD� 
 
Efecte farmacodinamice 
 
9DORDUHD�FRQVWDQWHL�GH�GLVRFLHUH��.G��SHQWUX�DILQLWDWHD�GH�OHJDUH�D�RELOWR[D[LPDEXOXL�GH�$3�OLEHU�HVWH�
GH����� Q0�� 
In vitro��RELOWR[D[LPDEXO�VH�OHDJă�GH�$3�GH�OD�QLYHOXO�WXOSLQLORU�$PHV��9ROOXP܈�L�6WHUQH�GH�B. 
anthracis��(SLWRSXO�GH�SH�$3�OD�QLYHOXO�FăUXLD�VH�OHDJă�RELOWR[D[LPDEXO�HVWH�vQWkOQLW�vQ�FD]XO�WXOSLQLORU�
de B. anthracis SHQWUX�FDUH�H[LVWă�UDSRUWăUL� 
 
Studiile efectuate in vitro vQ�FDGUXO�XQXL�WHVW�FHOXODU��FDUH�XWLOL]HD]ă�PDFURIDJH�PXULQH��VXJHUHD]ă�Fă�
RELOWR[D[LPDEXO�QHXWUDOL]HD]ă�HIHFWHOH�WR[LFH�DOH�WR[LQHL�OHWDOH��R�FRPELQD܊LH�GH�$3܈�L�IDFWRU�OHWDO�� 
 
Studiile efectuate in vivo SHQWUX�HYDOXDUHD�HILFDFLWă܊LL�OD�LHSXUL�1HZ�=HDODQG�:KLWH��1=:�܈�L�PDFDFL�
F\QRPROJXV�VXSX܈L�XQXL�WHVW�GH�SURYRFDUH�SH�FDOH�LQKDODWRULH�FX�VSRUL�GH�WXOSLQă�$PHV�GH�B. anthracis 
DX�GHPRQVWUDW�R�FUH܈WHUH�GHSHQGHQWă�GH�GR]ă�D�VXSUDYLH܊XLULL�GXSă�WUDWDPHQWXO�FX�RELOWR[D[LPDE��
([SXQHUHD�OD�VSRUL�GH�B. anthracis D�GXV�OD�FUH܈WHUHD�FRQFHQWUD܊LLORU�VHULFH�GH�$3�OD�LHSXULL�1=:܈�L�OD�
PDLPX܊HOH�F\QRPROJXV��'XSă�WUDWDPHQWXO�FX�RELOWR[D[LPDE��V-D�vQUHJLVWUDW�R�VFăGHUH�D�FRQFHQWUD܊LLORU�
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GH�$3�OD�PDMRULWDWHD�DQLPDOHORU�VXSUDYLH܊XLWRDUH��&RQFHQWUD܊LLOH�GH�$3�OD�DQLPDOHOH�OD�FDUH�V-a folosit 
SODFHER�DX�FUHVFXW�SkQă�OD�GHFHVXO�DFHVWRUD� 
 
Eficacitate  
 
'HRDUHFH�QX�HVWH�IH]DELO�VDX�HWLF�Vă�VH�HIHFWXH]H�VWXGLL�FOLQLFH�FRQWURODWH�FX�DQWUD[�GH�LQKDOD܊LH�OD�
VXELHF܊L�XPDQL��HILFDFLWDWHD�RELOWR[D[LPDEXOXL�DGPLQLVWUDW�vQ�PRQRWHUDSLH�FRPSDUDWLY�FX�SODFHER�vQ�
WUDWDPHQWXO�DQWUD[XOXL�GH�LQKDOD܊LH�VH�ED]HD]ă�SH�VWXGLL�GH�HYDOXDUH�D�HILFDFLWă܊LL�HIHFWXDWH�OD�LHSXUL�
 ��L�PDFDFL�F\QRPROJXV܈�:=1
 
ÌQ�DFHVWH�VWXGLL��V-D�HIHFWXDW�WHVW�GH�SURYRFDUH�D�DQLPDOHORU�FX�VSRUL�GH�B. anthracis VXE�IRUPă�GH�
DHURVROL��WXOSLQD�$PHV��OD�DSUR[LPDWLY����[/'�� FăURUD�XOWHULRU�OL�V-a administrat tratament cu 
RELOWR[D[LPDE�OD�UHSHUH�WHPSRUDOH�GLIHULWH��ÌQ�VWXGLLOH�SULYLQG�WUDWDPHQWXO�DQWUD[XOXL�GH�LQKDOD܊LH��
animalelor li s-a administrat traWDPHQW�GXSă�GHEXWXO�VHPQHORU�VDX�VLPSWRPHORU�FOLQLFH�GH�DQWUD[�
VLVWHPLF��ÌQ�VWXGLLOH�GH�SURILOD[LH�SRVW-H[SXQHUH��DQLPDOHOH�DX�IRVW�WUDWDWH�GXSă�H[SXQHUHD�OD�B. 
anthracis��vQVă�vQDLQWH�GH�DSDUL܊LD�VLPSWRPDWRORJLHL��0DFDFLL�F\QRPROJXV�DX�IRVW�WUDWD܊L�OD�PRPentul 
RE܊LQHULL�UH]XOWDWHORU�SR]LWLYH�OD�WHVWXO�VHULF�GH�HOHFWURFKHPLOXPLQHVFHQ܊ă��(&/��SHQWUX�$3�DO�B. 
anthracis OD�XQ�LQWHUYDO�PHGLX�GH�DSUR[LPDWLY����GH�RUH�GXSă�SURYRFDUHD�FX�B. anthracis��ÌQ�VWXGLLOH�
SULYLQG�WUDWDPHQWXO�HIHFWXDWH�SH�LHSXUL�1=:��DQLPDOHOH�DX�IRVW�WUDWDWH�GXSă�XQ�WHVW�SR]LWLY�SULQ�(&/�
SHQWUX�3$�VDX�FUH܈WHUHD�SHUVLVWHQWă�D�WHPSHUDWXULL�FRUSRUDOH�SHVWH�QLYHOXO�LQL܊LDO��OD�XQ�LQWHUYDO�PHGLX�
GH�DSUR[LPDWLY����GH�RUH�GXSă�SURYRFDUH��6XSUDYLH܊XLUHD�D�IRVW�HYDOXDWă�OD����GH�]LOH�GXSă�SURYRFDUH�
cu B. anthracis vQ�VWXGLLOH�GHVFULVH�vQ�FRQWLQXDUH� 
 
(ILFDFLWDWHD�XQHL�VLQJXUH�GR]H�LQWUDYHQRDVH�GH�RELOWR[D[LPDE�XWLOL]DW�vQ�PRQRWHUDSLH�SHQWUX�
WUDWDPHQWXO�DQWUD[XOXL�GH�LQKDOD܊LH�D�IRVW�HYDOXDWă�vQ�FDGUXO�XQXL�VWXGLX�HIHFWXDW�OD�LHSXUL�1=:܈�L�D�WUHL�
studLL�HIHFWXDWH�OD�PDFDF�F\QRPROJXV��$3�����$3܈����L�$3������WRDWH�VWXGLLOH�DX�IRVW�FRQWURODWH�FX�
SODFHER��UDQGRPL]DWH܈�L�HIHFWXDWH�vQ�FRQIRUPLWDWH�FX�EXQHOH�SUDFWLFL�GH�ODERUDWRU��6WXGLLOH�$5�����
�L�$3����DX�IRVW�HIHFWXDWH�vQ�PDQLHUă�RDUEă܈����$3�VWXGLXO�$3�04 a fost efectuat cu mascarea 
JUXSXOXL�� 
 
7DEHOXO ���5DWH�GH�VXSUDYLH܊XLUH�vQ�VWXGLLOH�HIHFWXDWH�FX�PRQRWHUDSLH�SHQWUX�HYDOXDUHD�
HILFDFLWă܊LL�FX�RELOWR[D[LPDE���� PJ�NJ� 

 
3URSRU܊LD�VXSUDYLH܊XLULL�OD�ILQDOXO�VWXGLXOXL 
[% �VXSUDYLH܊XLWRUL�Q�@ 9DORDUH�S2 Iï¿½ 95  %3 
3ODFHER 2ELOWR[D[LPDE��� PJ�NJ� 

7UDWDPHQW�- LHSXUL�1=: 
6WXGLXO�$5���1 �������� ���� �������� ������
 �������- ������ 
7UDWDPHQW�- PDFDFL�F\QRPROJXV 
6WXGLXO�$3���1 6 �������� ���� �������� ������
 �������- ������ 
6WXGLXO�$3���1 �������� ���� �������� ������
 �������- ������� 
3URILOD[LH�SRVW-H[SXQHUH�– PDFDFL�F\QRPROJXV 

Studiul 
$3���4 

���RUH 
SRVW-
H[SXQHUH 

������� 100 ������� ������
 �������- ������ 

���RUH 
SRVW-
H[SXQHUH 

-- �� ������� ������
 �������- ������ 

���RUH 
SRVW-
H[SXQHUH 

-- �� ������� ������ �-������- 
������ 

,Ì��,QWHUYDO�GH�vQFUHGHUH 
1 6XSUDYLH܊XLUHD�HYDOXDWă�OD����GH�]LOH�GXSă�SURYRFDUHD�FX�VSRUL�LQGLFă�IDSWXO�Fă�WRDWH�DQLPDOHOH�
UDQGRPL]DWH�DX�IRVW�SR]LWLYH�SHQWUX�EDFWHULHPLH�vQDLQWH�GH�WUDWDPHQW��LDU�WUDWDPHQWXO�D�IRVW�LQL܊LDW�vQ�
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XUPD�XQHL�FUH܈WHUL�VHPQLILFDWLYH�D�WHPSHUDWXULL�FRUSRUDOH��VWXGLXO�$5�����VDX�D�XQXL�UH]XOWDW�SR]LWLY�DO�
WHVWXOXL�GH�GHSLVWDUH�D�DQWLJHQXOXL�SURWHFWRU�SULQ�HOHFWURFKHPLOXPLQHVFHQ܊ă��VWXGLLOH�$3܈����L�$3����� 
��9DORDUHD�S�VH�ED]HD]ă�SH�WHVWXO�%RVFKORR�XQLGLUHF܊LRQDO��FX�PRGLILFDUH�GH�WLS�%HUJHU-Boos a 
JDPD �������FRPSDUDWLY�FX�SODFHER 
��9DORDUHD�H[DFWă�D�LQWHUYDOXOXL�GH�vQFUHGHUH��� ��SHQWUX�GLIHUHQ܊D�DVRFLDWă�UDWHORU�GH�VXSUDYLH܊XLUH 
4 6XSUDYLH܊XLUHD�HYDOXDWă�OD����GH�]LOH�GH�OD�SURYRFDUHD�FX�VSRUL�� 

x GHQRWă�VHPQLILFD܊LH�VWDWLVWLFă�OD�XQ�QLYHO�GH������ 
 
&RSLL܈�L�DGROHVFHQ܊L 
 
$JHQ܊LD�(XURSHDQă�SHQWUX�0HGLFDPHQWH�D�VXVSHQGDW�WHPSRUDU�REOLJD܊LD�GH�GHSXQere a rezultatelor 
studiilor efectuate cu NYXTHRACIS OD�XQD�VDX�PDL�PXOWH�VXEJUXSH�GH�FRSLL܈�L�DGROHVFHQ܊L�vQ�
WUDWDPHQWXO�LQIHF܊LHL�SURYRFDWH�GH�EDFLO��YH]L�SFW� ����SHQWUX�LQIRUPD܊LL�SULYLQG�XWLOL]DUHD�OD�FRSLL܈�L�
DGROHVFHQ܊L�� 
 
$FHVW�PHGLFDPHQW�D�IRVW�DXWRUL]DW�vQ�ÄFRQGL܊LL�H[FHS܊LRQDOH´��$FHDVWD�vQVHDPQă Fă�GLQ�FDX]D�UDULWă܊LL�
EROLL܈�L�GLQ�PRWLYH�HWLFH�QX�D�IRVW�SRVLELOă�RE܊LQHUHD�LQIRUPD܊LLORU�FRPSOHWH�SULYLQG�DFHVW�PHGLFDPHQW� 
$JHQ܊LD�(XURSHDQă�SHQWUX�0HGLFDPHQWH�YD�UHYL]XL�vQ�ILHFDUH�DQ�RULFH�LQIRUPD܊LL�QRL�GLVSRQLELOH܈�L�
DFHVW�5&3�YD�IL�DFWXDOL]DW��GXSă�FXP�YD�IL�QHFHVDU� 
 
5.2 3URSULHWă܊L�IDUPDFRFLQHWLFH 
 
$EVRUE܊LH 
 
)DUPDFRFLQHWLFD�RELOWR[D[LPDEXOXL�HVWH�OLQHDUă�SHQWUX�XQ�LQWHUYDO�de doze FXSULQV�vQWUH�� PJ�NJ��GH�
�����RUL�GR]D�PLQLPă�UHFRPDQGDWă�܈�L��� PJ�NJ�GXSă�DGPLQLVWUDUH�XQLFă�vQ�SHUIX]LH�LQWUDYHQRDVă�OD�
VXELHF܊L�VăQăWR܈L��'XSă�DGPLQLVWUDUHD�XQLFă�vQ�SHUIX]LH�LQWUDYHQRDVă�GH�RELOWR[D[LPDE�vQ�GR]ă�GH�
16 PJ�NJ�OD�VXELHF܊L�VăQăWR܈L�GH�DPEHOH�VH[H��YDORDUHD�PHGLH�D�&PD[ ܈L�D�$6&inf a fost de 
400 ± ���� PFJ�PO܈�L��UHVSHFWLY������ ± ���� PFJā]L�PO��7LPSXO�GH�vQMXPăWă܊LUH�SODVPDWLFă�D�
RELOWR[D[LPDEXOXL�D�IRVW�GH�DSUR[LPDWLY��� GH�]LOH��PHGLH�� 
 
'LVWULEX܊LH 
 
9DORDUHD�PHGLH�D�YROXPXOXL�GH�GLVWULEX܊LH�D�RELOWR[D[LPDEXOXL�OD�VWDUHD�GH�HFKLOLEUX�D�IRVW�GH�
���� ± ���� PO�NJ܈�L�D�GHSă܈LW�YDORDUHD�YROXPXOXL�SODVPDWLF��FHHD�FH�VXJHUHD]ă�XQ�DQXPH�JUDG�GH�
GLVWULEX܊LH�WLVXODUă� 
 
Metabolizare 
 
Nu s-DX�HIHFWXDW�VWXGLL�IRUPDOH�SULYLQG�PHWDEROL]DUHD�FX�RELOWR[D[LPDE� 
&X�WRDWH�DFHVWHD��vQ�JHQHUDO��GLVWULEX܊LD�DQWLFRUSLORU�PRQRFORQDOL�LPSOLFă�GLVWULEX܊LH�vQ�DIDUD�VSD܊Lului 
YDVFXODU�vQVR܊LWă�GH�SUHOXDUH�SRWHQ܊LDOă�OD�QLYHO�WLVXODU܈�L�FDWDEROL]DUHD�GH�FăWUH�SURWHD]H�vQ�SHSWLGH�GH�
GLPHQVLXQL�PLFL܈�L�DPLQRDFL]L�FDUH�VXQW�XOWHULRU�vQFRUSRUD܊L�vQ�UH]HUYRUXO�HQGRJHQ�VDX�H[FUHWD܊L� 
 
Eliminare 
 
9DORULOH�PHGLL�FRUHVSXQ]ăWRDUH�HOLPLQăULL�RELOWR[D[LPDEXOXL�DX�IRVW�GH����� ± ����� PO�]L�NJ܈�L�PXOW�
PDL�PLFL�GHFkW�UDWD�GH�ILOWUDUH�JORPHUXODUă��FHHD�FH�LQGLFă�IDSWXO�Fă��SUDFWLF��FOHDUDQFH-ul 
RELOWR[D[LPDEXOXL�QX�HVWH�PHGLDW�UHQDO� 
 
*UXSH�VSHFLDOH�GH�SDFLHQ܊L 
 
(IHFWXO�VH[XOXL��YkUVWHL�ЮL�UDVHL 
3URILOXO�IDUPDFRFLQHWLF�DO�RELOWR[D[LPDEXOXL�D�IRVW�HYDOXDW�SULQWU-R�DQDOL]ă�IDUPDFRFLQHWLFă�
SRSXOD܊LRQDOă�FDUH�D�XWLOL]DW�SUREH�VHULFH�SURYHQLWH�GH�OD�����GH�VXELHF܊L�VăQăWR܈L�FDUH�DX�SULPLW�R�GR]ă�
LQWUDYHQRDVă�XQLFă�vQ�FDGUXO�D���VWXGLL�FOLQLFH��3H�ED]D�DFHVWHL�DQDOL]H��VH[XO��IHPHL�ID܊ă�GH�EăUED܊L���
UDVD��QRQ-FDXFD]LHQL�ID܊ă�GH�FDXFD]LHQL��VDX�YkUVWD��YkUVWQLFL�ID܊ă�GH�WLQHUL��QX�DX�DYXW�HIHFWH�
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VHPQLILFDWLYH�DVXSUD�SDUDPHWULORU�GH�IDUPDFRFLQHWLFă�DL�RELOWR[D[LPDEXOXL��&X�WRDWH�DFHVWHD��VWXGLLOH�
FOLQLFH�HIHFWXDWH�FX�RELOWR[D[LPDE�QX�DX�LQFOXV�XQ�QXPăU�VXILFLHQW�GH�VXELHF܊L�FX�YkUVWD�GH����DQL܈�L�
SHVWH�SHQWUX�D�VWDELOL�GDFă�H[LVWH�GLIHUHQ܊H�GH�IDUPDFRFLQHWLFă�ID܊ă�GH�VXELHF܊LL�GH�YkUVWă�PDL�WkQăUă��
'LQWUH�FHL�����GH�VXELHF܊L�vQUROD܊L�vQ�VWXGLLOH�FOLQLFH�HIHFWXDWH�FX�RELOWR[D[LPDE����� ������GLQ �����
DYHDX�YkUVWD�GH����DQL܈�L�SHVWH��LDU�� �����GLQ������DYHDX�YkUVWD�GH����DQL܈�L�SHVWH� 
 
(IHFWH�FRUHODWH�FX�FRQVWLWXаLD�IL]LFă 
Clearance-XO�FRUHVSXQ]ăWRU�XQRU�YDORUL�PDUL�DOH�JUHXWă܊LL�FRUSRUDOH����� NJ��D�IRVW�FX�DSUR[LPDWLY�
�� ��PDL�PDUH�GHFkW�vQ�SRSXOD܊LD�GH�UHIHULQ܊ă��8WLOL]DUHD�GR]ăULL�vQ�IXQF܊LH�GH�JUHXWDWHD�FRUSRUDOă�
��� PJ�NJ��GHWHUPLQă�FUH܈WHUHD�FX��� % a ASCinf��FDUH�QX�HVWH�UHOHYDQWă�GLQ�SXQFW�GH�YHGHUH�FOLQLF� 
 
&RSLL�ЮL�DGROHVFHQаL 
3URILOXO�IDUPDFRFLQHWLF�SHQWUX�RELOWR[D[LPDE�QX�D�IRVW�HYDOXDW�OD�FRSLL܈�L�DGROHVFHQ܊L��5HFRPDQGăULOH�
SULYLQG�VWDELOLUHD�GR]HORU�GLQ�WDEHOXO ���SFW� �����VXQW�GHULYDWH�GLQ�VLPXOăUL�FDUH�XWLOL]HD]ă�R�VWUDWHJLH�GH�
IDUPDFRFLQHWLFă�SRSXOD܊LRQDOă�FRQFHSXWă�SHQWUX�D�FRUHVSXQGH�H[SXQHULL�REVHUYDWH�OD�DGXO܊L�OD�
RELOWR[D[LPDE�DGPLQLVWUDW�vQ�GR]ă�GH��� PJ�NJ� 
 
5.3 'DWH�SUHFOLQLFH�GH�VLJXUDQ܊ă 
 
'DWHOH�QRQ-FOLQLFH�QX�DX�HYLGHQ܊LDW�QLFLXQ�ULVF�VSHFLDO�OD�RP�SH�ED]D�VWXGLLORU�FRQYHQ܊LRQDOH�
IDUPDFRORJLFH�SULYLQG�HYDOXDUHD�VLJXUDQ܊HL��WR[LFLWDWHD�GXSă�GR]H�UHSHWDWH��WR[LFLWDWHD�DVXSUD�IXQF܊LHL�
GH�UHSURGXFHUH܈�L�GH]YROWăULL� 
 
/H]LXQLOH�OD�QLYHOXO�VLVWHPXOXL�QHUYRV�FHQWUDO��61&���SUH]HQ܊D�EDFWHULLORU��LQIODPD܊LH��KHPRUDJLH܈�L�
RFD]LRQDO�QHFUR]ă��DX�IRVW�REVHUYDWH�OD�LHSXUL�1=:܈�L�PDFDFL�F\QRPROJXV�LQIHFWD܊L�FX�DQWUD[�FDUH�DX�
GHFHGDW��FăURUD�OL�V-D�DGPLQLVWUDW�LQWUDYHQRV�RELOWR[D[LPDE��vQ�GR]ă�� 4 PJ�NJ��VDX�DJHQWXO�FRQWURO�OD�
PRPHQWXO�FRQILUPăULL�EROLL��0RGLILFăULOH�PLFURVFRSLFH�OD�DQLPDOHOH�FDUH�DX�GHFHGDW܈�L�FăURUD�Oi s-a 
DGPLQLVWUDW�RELOWR[D[LPDE�DX�IRVW�SURYRFDWH�GH�SUH]HQ܊D�EDFWHULLORU�H[WUDYDVFXODUH܈�L�QX�GH�HIHFWXO�
RELOWR[D[LPDEXOXL��1X�V-D�LGHQWLILFDW�R�UHOD܊LH�GR]ă-UăVSXQV�SHQWUX�UH]XOWDWHOH�KLVWRSDWRORJLFH�OD�QLYHO�
FHUHEUDO��1X�V-DX�HYLGHQ܊LDW�OH]LXQL�FHUHEUDOH�DVRFLDWH�WUDWDPHQWXOXL�OD�LHSXULL�1=:��OD�]LXD�����VDX�
PDLPX܊HOH�F\QRPROJXV��SkQă�OD�]LXD�����LQIHFWD܊L�FX�DQWUD[܈�L�FDUH�DX�VXSUDYLH܊XLW�GXSă�R�DGPLQLVWUDUH�
XQLFă�GH�RELOWR[D[LPDE�vQ�GR]H�GH�SkQă�OD��� PJ�NJ܈�L��UHVSHFWLY��SkQă�OD��� PJ�NJ�GR]ă��'XSă�
trDWDPHQWXO�FX�RELOWR[D[LPDE��QX�V-DX�REVHUYDW�HIHFWH�QHXUR-FRPSRUWDPHQWDOH�DVRFLDWH�FX�
RELOWR[D[LPDE�OD�PDLPX܊HOH�F\QRPROJXV�LQIHFWDWH�FX�DQWUD[܈�L�FDUH�DX�VXSUDYLH܊XLW� 
 
S-D�HIHFWXDW�XQ�VLQJXU�VWXGLX�SULYLQG�GH]YROWDUHD�HPEULRQDUă܈�L�IHWDOă�OD�LHSXURDLFH�1=:�VăQăWRDVH�
JHVWDQWH�FăURUD�OL�V-DX�DGPLQLVWUDW���GR]H�LQWUDYHQRDVH�GH�RELOWR[D[LPDE�GH�SkQă�OD��� PJ�NJ��GH���RUL�
PDL�PDUL�GHFkW�GR]D�DGPLQLVWUDWă�OD�RP�VWDELOLWă�SH�ED]D�JUHXWă܊LL�FRUSRUDOH�H[SULPDWă�vQ�PJ�NJ��vQ�
]LOHOH܈�����������L����DOH�JHVWD܊LHL��1X s-DX�REVHUYDW�GRYH]L�DOH�XQRU�HIHFWH�QRFLYH�OD�IHPHOHOH�JHVWDQWH�
VDX�HIHFWH�QRFLYH�IHWDOH�GLQ�FDX]D�RELOWR[D[LPDEXOXL��([SXQHULOH�FXPXODWLYH�OD�LHSXULL�1=:�
��� 000 PFJ�]L�PO��OD�XQ�QLYHO�OD�FDUH�QX�VH�REVHUYă�QLFLXQ�HIHFW�DGYHUV�GH��� PJ�NJ�GR]ă��Q ��GR]H��
SH�ED]D�$6&0-��]LOH DX�IRVW�GH�DSUR[LPDWLY�GRXă�RUL�PDL�PDUL�GHFkW�YDORDUHD�PHGLH�D�$6&�FXPXODWH�
REVHUYDWH�OD�RP�SHQWUX�DPEHOH�VH[H�FRUHVSXQ]ăWRDUH�XQHL�GR]H�FOLQLFH�LQWUDYHQRDVH�GH��� PJ�NJ��
9DORULOH�&PD[ GXSă�R�GR]ă�GH��� PJ�NJ�DX�IRVW�GH����� PFJ�]L�PO� 
 
Nu s-DX�HIHFWXDW�VWXGLL�FX�RELOWR[D[LPDE�SULYLQG�FDUFLQRJHQLWDWHD��JHQRWR[LFLWDWHD܈�L�IHUWLOLWDWHD� 
 
 
�� 35235,(7Ă܉,�)$87)&$50,&( 
 
��� /LVWD�H[FLSLHQ܊LORU 
 
+LVWLGLQă 
6RUELWRO��(���� 
3ROLVRUEDW�����(���� 
$FLG�FORUKLGULF��(�����SHQWUX�DMXVWDUHD�S+-XOXL� 
+LGUR[LG�GH�VRGLX��(�����SHQWUX�DMXVWDUHD�S+-XOXL� 
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$Să�SHQWUX�SUHSDUDWH�LQMHFWDELOH 
 
��� ,QFRPSDWLELOLWă܊L 
 
$FHVW�PHGLFDPHQW�QX�SRDWH�IL�DPHVWHFDW�FX�DOWH�PHGLFDPHQWH��FX�H[FHS܊LD�FHORU�PHQ܊LRQDWH�OD�SFW� ���� 
 
��� 3HULRDGD�GH�YDODELOLWDWH 
 
)ODFRQ�VLJLODW 
 
� ani 
 
6ROX܊LH�GLOXDWă�vQ�SXQJD�SHQWUX�SHUIX]LH 
 
'XSă�GLOXDUH�vQ�SXQJD�SHQWUX�SHUIX]LH��VWDELOLWDWHD�FKLPLFă��IL]LFă܈�L�PLFURELDQă�vQ�WLPSXO�XWLOL]ăULL�D�
IRVW�GHPRQVWUDWă�SHQWUX�XQ�LQWHUYDO�GH�� RUH�OD�WHPSHUDWXUD�FDPHUHL�����&�– ���&��VDX�vQ�FRQGL܊LLOH�
SăVWUăULL OD�IULJLGHU����&�– ��&�� 
 
'LQ�SXQFW�GH�YHGHUH�PLFURELRORJLF��medicamentul WUHEXLH�XWLOL]DW�LPHGLDW��FX�H[FHS܊LD�FD]XOXL�vQ�FDUH�
PHWRGD�GH�SULPă�GHVFKLGHUH�UHFRQVWLWXLUH�GLOXDUH�HOLPLQă�ULVFXULOH�GH�FRQWDPLQDUH�PLFURELDQă� 
 
'DFă�QX�VH�XWLOL]HD]ă�LPHGLDW��WLPSLL܈�L�FRQGL܊LLOH�GH�SăVWUDUH�SH�GXUDWD�XWLOL]ăULL�VXQW�UHVSRQVDELOLWDWHD�
XWLOL]DWRUXOXL� 
 
6ROX܊LH�GLOXDWă�vQ�VHULQJD�SHQWUX�SHUIX]LH� 
 
'XSă�SUHJăWLUHD�VROX܊LHL�GLOXDWH�GH�NYXTHRACIS��DFHDVWD�VH�DGPLQLVWUHD]ă�LPHGLDW܈�L�QX�VH�
GHSR]LWHD]ă��2ULFH PHGLFDPHQW�QHXWLOL]DW�WUHEXLH�DUXQFDW� 
 
��� 3UHFDX܊LL�VSHFLDOH�SHQWUX�SăVWUDUH 
 
$�VH�SăVWUD�OD�IULJLGHU����&�– ��&�� 
$�QX�VH�FRQJHOD� 
$�VH�SăVWUD�vQ�DPEDODMXO�RULJLQDO�SHQWUX�D�IL�SURWHMDW�GH�OXPLQă� 
 
3HQWUX�FRQGL܊LLOH�GH�SăVWUDUH�DOH�PHGLFDPHQWXOXL�GXSă�GLOXDUH��YH]L�SFW� ���� 
 
��� 1DWXUD܈�L�FRQ܊LQXWXO�DPEDODMXOXL 
 
600 PJ���PO�GH�FRQFHQWUDW�vQ�IODFRQ��VWLFOă�GH�WLS�,��FX�GRS�GH�FDXFLXF܈�L�FDSDF�GLQ�SROLSURSLOHQă�FX�
FDSVă�GH�DOXPLQLX� 
&XWLD�FRQ܊LQH���IODFRQ� 
 
��� 3UHFDX܊LL�VSHFLDOH�SHQWUX�HOLPLQDUHD�UH]LGXXULORU܈�L�DOWH�LQVWUXF܊LXQL�GH�PDQLSXODUH 
 
,QVWUXF܊LXQL�LPSRUWDQWH�UHIHULWRDUH�OD�SUHJăWLUH 
 
x ÌQDLQWH�GH�DGPLQLVWUDUH��FRQFHQWUDWXO�SHQWUX�VROX܊LH�SHUIX]DELOă�WUHEXLH�LQVSHFWDW�YL]XDO�SHQWUX�D�

GHWHFWD�SUH]HQ܊D�XQRU�HYHQWXDOH�SDUWLFXOH�VDX�PRGLILFăUL�GH�FXORDUH��NYXTHRACIS este o 
VROX܊LH�GH�OD�OLPSHGH�OD�RSDOHVFHQWă��GH�OD�LQFRORUă�OD�JăOEXLH�VDX�X܈RU�PDURQLX-JăOEXLH�FDUH�
SRDWH�FRQ܊LQH�R�VHULH�GH�SDUWLFXOH�SURWHLFH�FX�DVSHFW�GH�OD�WUDQVSDUHQW�OD�DOE��FDUH�YRU�IL�
vQGHSăUWDWH�SULQ�ILOWUDUHD�OD�QLYHOXO�OLQLHL�GH�SHUIX]LH�� 

x ÌQ�FD]XO�vQ�FDUH�VROX܊LD�SUH]LQWă�PRGLILFăUL�GH�FXORDUH�VDX�SDUWLFXOH�VWUăLQH��IODFRQXO�WUHEXL�
HOLPLQDW��YH]L�SFW� ��� 

x $�QX�VH�DJLWD�IODFRQXO� 
 
3UHJăWLUHD܈�L�GLOXDUHD�vQ�SXQJD�SHQWUX�SHUIX]LH� 

Pr
od

us
ul

 m
ed

ici
na

l n
u 

m
ai

 e
st

e 
au

to
riz

at



13 

 
�� 6H�FDOFXOHD]ă�FDQWLWDWHD�QHFHVDUă�GH�RELOWR[D[LPDE�H[SULPDWă�vQ�PLOLJUDPH�vQPXO܊LQG�GR]D�

UHFRPDQGDWă��PJ�NJ��GLQ�WDEHOXO ���YH]L�SFW� �����FX�YDORDUHD�LQGLYLGXDOă�D�JUHXWă܊LL�FRUSRUDOH�D�
SDFLHQWXOXL�H[SULPDWă�vQ�NLORJUDPH� 

�� 6H�FDOFXOHD]ă�YROXPXO�QHFHVDU�H[SULPDW�vQ�PLOLOLWUL�GH�RELOWR[D[LPDE�FRQFHQWUDW�SHQWUX�VROX܊LH�
SHUIX]DELOă܈�L�QXPăUXO�GH�IODFRDQH�QHFHVDUH�SHQWUX�GR]ă�SULQ�vPSăU܊LUHD�GR]HL�FDOFXODWH�
H[SULPDWH�vQ�PLOLJUDPH��HWDSD ���OD�FRQFHQWUD܊LH����� PJ�PO��)LHFDUH�IODFRQ�SHUPLWH�
administrarea a 6 PO�GH�RELOWR[D[LPDE�FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă� 

�� 6H�DOHJH�R�SXQJă�GH�SHUIX]LH�FX�GLPHQVLXQHD�DGHFYDWă�GH�VROX܊LH�SHQWUX�SUHSDUDWH�LQMHFWDELOH�GH�
FORUXUă�GH�VRGLX�� PJ�PO����� ����6H�H[WUDJH�XQ�YROXP�GH�VROX܊LH�GLQ�SXQJD�SHQWUX�SHUIX]LH�HJDO�
FX�YROXPXO�FDOFXODW�H[SULPDW�vQ�PLOLOLWUL�GH�RELOWR[D[LPDE�vQ�HWDSD���GH�PDL�VXV��6H�HOLPLQă�
VROX܊LD�FDUH�D�IRVW�H[WUDVă�GLQ�SXQJD�SHQWUX�SHUIX]LH� 

�� 6H�H[WUDJH�YROXPXO�QHFHVDU�GH�RELOWR[D[LPDE�FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă��FDOFXODW�OD�
HWDSD����GLQ�IODFRQXO��IODFRDQHOH��GH�NYXTHRACIS��&DQWLWDWHD�QHXWLOL]DWă�UăPDVă�vQ�IODFRQXO�
�IODFRDQHOH��GH�NYXTHRACIS WUHEXLH�DUXQFDWă� 

�� 6H�WUDQVIHUă�YROXPXO�QHFHVDU�GH�RELOWR[D[LPDE�FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă�vQ�SXQJa 
SHQWUX�SHUIX]LH�DOHDVă�� 

�� 6H�UăVWRDUQă�X܈RU�SXQJD�SHQWUX�SHUIX]LH�SHQWUX�D�RPRJHQL]D�VROX܊LD��$�QX�VH�DJLWD� 
�� 3HUIX]LD�VH�DGPLQLVWUHD]ă�WLPS�GH��� GH�PLQXWH�OD�YLWH]D�GH�SHUIX]DUH�GHVFULVă�vQ�WDEHOXO ���YH]L�

SFW� ������IRORVLQG�XQ�ILOWUX�vQFRUSRUDW�FX�GLPHQVLXQHD�GH����� PLFURQL�� 
�� 6ROX܊LD�SUHJăWLWă�HVWH�VWDELOă�WLPS�GH���RUH�vQ�FRQGL܊LLOH�SăVWUăULL�OD�WHPSHUDWXUD�FDPHUHL�����&�- 

���&��VDX�WLPS�GH���ore vQ�FRQGL܊LLOH�SăVWUăULL�OD�IULJLGHU����&�- ��&�� 
 
3UHJăWLUHD܈�L�GLOXDUHD�vQ�VHULQJD�SHQWUX�SHUIX]LH 
 
�� Se caOFXOHD]ă�FDQWLWDWHD�QHFHVDUă�GH�RELOWR[D[LPDE�H[SULPDWă�vQ�PLOLJUDPH�vQPXO܊LQG�GR]D�

UHFRPDQGDWă��PJ�NJ��GLQ�WDEHOXO ���YH]L�SFW� �����FX�YDORDUHD�LQGLYLGXDOă�D�JUHXWă܊LL�FRUSRUDOH�D�
SDFLHQWXOXL�H[SULPDWă�vQ�NLORJUDPH� 

�� 6H�FDOFXOHD]ă�YROXPXO�QHFHVDU�H[SULPDW vQ�PLOLOLWUL�GH�RELOWR[D[LPDE�FRQFHQWUDW�SHQWUX�VROX܊LH�
SHUIX]DELOă܈�L�QXPăUXO�GH�IODFRDQH�QHFHVDUH�SHQWUX�GR]ă�SULQ�vPSăU܊LUHD�GR]HL�FDOFXODWH�
H[SULPDWH�vQ�PLOLJUDPH��HWDSD ���OD�FRQFHQWUD܊LH����� PJ�PO��)LHFDUH�IODFRQ�SHUPLWH�
administrarea a 6 ml de NYXTHRACIS FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă� 

�� 6H�DOHJH�R�VHULQJă�FX�GLPHQVLXQHD�DGHFYDWă�SHQWUX�YROXPXO�WRWDO�DO�SHUIX]LHL�FDUH�XUPHD]ă�Vă�ILH�
DGPLQLVWUDWă� 

�� )RORVLQG�VHULQJD�DOHDVă܈�L�R�OLQLH�GH�SHUIX]LH�FX�ILOWUX�vQFRUSRUDW�FX�GLPHQVLXQHD�GH�
���� microni��VH�H[WUDJH�YROXPXO�QHFHVDU�GH�RELOWR[D[LPDE�FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă�
�FDOFXODW�OD�HWDSD�����&DQWLWDWHD�QHXWLOL]DWă�UăPDVă�vQ�IODFRQXO��IODFRDQHOH��GH�NYXTHRACIS 
WUHEXLH�DUXQFDWă�� 

�� 6H�H[WUDJH�R�FDQWLWDWH�DGHFYDWă�GH�VROX܊LH�SHQWUX�SUHSDUDWH�LQMHFWDELOH�GH�FORUXUă�GH�VRGLX�
� PJ�PO����� ���SHQWUX�SUHJăWLUHD�YROXPXOXL�WRWDO�SHQWUX�SHUIX]LH�LQGLFDW�vQ�WDEHOXO �� 

�� 6H�RPRJHQL]HD]ă�FX�JULMă�VROX܊LD��$�QX�VH�DJLWD� 
�� 'XSă�SUHJăWLUHD�VROX܊LHL�GLOXDWH�GH�2ELOWR[D[LPDE��DFHDVWD�VH�DGPLQLVWUHD]ă�LPHGLDW��$�Qu se 

GHSR]LWD�VROX܊LD�vQ�VHULQJă��0HGLFDPHQWXO�UăPDV�QHXWLOL]DW�WUHEXLH�HOLPLQDW� 
 
Eliminare 
 
2ULFH�PHGLFDPHQW�QHXWLOL]DW�VDX�PDWHULDO�UH]LGXDO�WUHEXLH�HOLPLQDW�vQ�FRQIRUPLWDWH�FX�UHJOHPHQWăULOH�
ORFDOH� 
 
 
 Ă܉$,�3)�3)5)�381)'�,),܉$=,1Ă7258/�$8725,܉)' .7
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-Curie-6WUDVVH�� 
������/|UUDFK 
*HUPDQLD 
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8. 180Ă58/�(/(��$8725,=$܉$,�3)�3)5)�381)'�,),܉Ă� 
 
(8�������������� 
 
 
9. '$7$�35,0(,�$8725,=Ă5,�6$8�$�5(Ì112,5,,�$8725,=$܉,(, 
 
'DWD�SULPHL�DXWRUL]ăUL�����QRLHPEULH����� 
 
 
10. DATA REVIZUIRII TEXTULUI 
 
,QIRUPD܊LL�GHWDOLDWH�SULYLQG�DFHVW�PHGLFDPHQW�VXQW�GLVSRQLELOH�SH�VLWH-XO�$JHQ܊LHL�(XURSHQH�SHQWUX�
Medicamente KWWS���ZZZ�HPD�HXURSD�HX�܈�L�SH�VLWH-XO�^QXPHOH�$JHQ܊LHL�60��OLQN�`!� 
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ANEXA II 
 

A. )$%5,&$178/�68%67$1܇�)7,9&$�&,*2/2,%�,)܉,�
FABRICANTUL RESPONSABIL PENTRU ELIBERAREA 
SERIEI 

 
B. &21',܇�$)5$=,851(�'�35,9,1,,܉&,675)8�5$�6,,܉,�

UTILIZAREA 
 

C. $/7(�&21',܉$=,8725$�)/$�)܉5,1)&�,܇�,,܉,(,�'(�
 Ă܉$,�3)�3)5)381

 
D. &21',5$=,/,�87'�35,9,1,,܉&,675)8�5$�6,,܉($�

6,*85Ă178/8)0$&,')�0$�)&$&,()�,܇�, 
 

E. 2%/,*$1758)�3)&,(,&)�63,,܉�Ì1'(3/,1,5($�
0Ă685,/25�3267-AUTORIZARE ï¿½N CAZUL 
$8725,=Ă5,,�Ì1 &21',21,܉3)&;)�,,܉$/( 
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A. )$%5,&$178/�)$%5,&$1,)܉1$67%�68�,,܉�܇�)7,9&$�&,*2/2,%��25/,�
 ,),5)�6$)5$5)%,/)�1758)�3�,�/,%$63216)�5�,,܉$1&,$%5(��/$178&,$%5(

 
1XPHOH܈�L�DGUHVD�IDEULFDQWXOXL�IDEULFDQ܊LORU��VXEVWDQ܊HL�ORU��ELRORJLF�DFWLYH 
 
/RQ]D�%LRORJLFV��,QF�� 
101 ,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
SUA 
 
1XPHOH܈�L�DGUHVD�IDEULFDQWXOXL�IDEULFDQ܊LORU��UHVSRQVDELO�L��SHQWUX�HOLEHUDUHD�VHULHL 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��Breda 
Olanda 
 
 
B. &21',5$=,/,�87,܇�$)5$=,851(�'�35,9,1,,܉&,675)8�5$�6,,܉($� 
 
0HGLFDPHQW�HOLEHUDW�SH�ED]ă�GH�SUHVFULS܊LH�PHGLFDOă 
 
 
C. $/7(�&21',܉$,�3)�3)5)�381)'�,),܉$=,8725$�)/$�)܉5,1)&�,܇�,,܉Ă 
 
x 5DSRDUWHOH�SHULRGLFH�DFWXDOL]DWH�SULYLQG�VLJXUDQ܊D��53$6� 

 
&HULQ܊HOH�SHQWUX�GHSXQHUHD�53$6�SHQWUX�DFHVW�PHGLFDPHQW�VXQW�SUH]HQWDWH�vQ�OLVWD�GH�GDWH�GH�
UHIHULQ܊ă܈�L�IUHFYHQ܊H�GH�WUDQVPLWHUH�OD�QLYHOXO�8QLXQLL��OLVWD�(85'���PHQ܊LRQDWă�OD�
articolul ���F�DOLQHDWXO ����GLQ�'LUHFWLYD ��������&(܈�L�RULFH�DFWXDOL]ăUL�XOWHULRDUH�DOH�DFHVWHia 
SXEOLFDWH�SH�SRUWDOXO�ZHE�HXURSHDQ�SULYLQG�PHGLFDPHQWHOH� 
 
 
D. &21',85*,�6$)5$=,/,�87'�35,9,1,,܉&,675)8�5$�6,,܉Ă܇�,�(),&$&(�$�

MEDICAMENTULUI   
 
x 3ODQXO�GH�PDQDJHPHQW�DO�ULVFXOXL��305� 

 
'H܊LQăWRUXO�DXWRUL]D܊LHL�GH�SXQHUH�SH�SLD܊ă��'$33��VH�DQJDMHD]ă�Vă�HIHFWXH]H�DFWLYLWă܊LOH܈�L�
LQWHUYHQ܊LLOH�GH�IDUPDFRYLJLOHQ܊ă�QHFHVDUH�GHWDOLDWH�vQ�305�DSUREDW܈�L�SUH]HQWDW�vQ�
modulul ������DO�DXWRUL]D܊LHL�GH�SXQHUH�SH�SLD܊ă܈�L�RULFH�DFWXDOL]ăUL�XOWHULRDUH�DSUREDWH�DOH�305� 
 
2�YHUVLXQH�DFWXDOL]DWă�D�305�WUHEXLH�GHSXVă� 

x la cerHUHD�$JHQ܊LHL�(XURSHQH�SHQWUX�0HGLFDPHQWH� 
x OD�PRGLILFDUHD�VLVWHPXOXL�GH�PDQDJHPHQW�DO�ULVFXOXL��vQ�VSHFLDO�FD�XUPDUH�D�SULPLULL�GH�

LQIRUPD܊LL�QRL�FDUH�SRW�GXFH�OD�R�VFKLPEDUH�VHPQLILFDWLYă�D�UDSRUWXOXL�EHQHILFLX�ULVF�VDX�FD�
XUPDUH�D�DWLQJHULL�XQXL�RELHFWLY LPSRUWDQW��GH�IDUPDFRYLJLOHQ܊ă�VDX�GH�UHGXFHUH�OD�PLQLPXP�D�
ULVFXOXL�� 

 
 
E. 2%/,*$1758)�3)&,(,&)�63,,܉�Ì1'(3/,1,5($�0Ă685,/25�3267-

$8725,=$5(�Ì1�&$=8/�$8725,=Ă5,,�Ì1�&21',21,܉3)&;)�,,܉$/( 
 
$FHDVWD�ILLQG�R�DXWRUL]DUH�vQ�ÄFRQGL܊LL�H[FHS܊LRQDOH´܈�L�vQ�FRQIRUPLWDWH�FX�DUWLFROXO����DOLQHDWXO�����GLQ�
5HJXODPHQWXO��&(��QU������������'$33�WUHEXLH�Vă�SXQă�vQ�DSOLFDUH��vQ�LQWHUYDOXO�GH�WLPS�VSHFLILFDW��
XUPăWRDUHOH�PăVXUL� 
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'HVFULHUHD 'DWD�GH�ILQDOL]DUH 
 
3HQWUX�D�YDOLGD�PHWRGD�GH�GHWHUPLQDUH�D�SDUDPHWULORU�GH�
IDUPDFRFLQHWLFă�D�RELOWR[D[LPDEXOXL��*&/-�����vQ�VHU�GH�
SURYHQLHQ܊ă�XPDQă��'$33�WUHEXLH�Vă�GHSXQă�UH]XOWDWHOH�YDOLGăULL�
WHVWXOXL�SHQWUX�XUPăWRDUHOH�DVSHFWH�vQDLQWH�GH�XWLOL]DUHD�WHVWXOXL�
SHQWUX�DQDOL]D�SUREHORU�SHQWUX�VWXGLXO�FOLQLF�$+�����LQWHUIHUHQ܊D�
GLQ�SDUWHD�$3��܈���L������)(��)/܈�L�DQWLFRUSLORU�DQWLPHGLFDPHQW܈�L�
SHUIRUPDQ܊D�WHVWXOXL�vQ�VHU�FX�LQWHUIHUHQ܊ă�DVRFLDWă�KHPROL]HL܈�L�
OLSHPLHL��6H�YD�HIHFWXD�R�HYDOXDUH�SDUDOHOă�FX�SUREHOH�SURYHQLWH�GLQ�
studiul $+��� FX�PHGLFD܊LH�FXQRVFXWă��SULYLQG�SUDFWLFD�FOLQLFă� 
 
 
 
3HQWUX�D�HYDOXD�UăVSXQVXO�FOLQLF��VLJXUDQ܊D܈�L�WROHUDELOLWDWHD��LQFOXVLY�
HYROX܊LD�EROLL܈�L�VXSUDYLH܊XLUHD�OD�VXELHF܊LL�FX�VXVSLFLXQH��
SUREDELOLWDWH�VDX�FRQILUPDUH�GH�DQWUD[�GH�LQKDOD܊LH�WUDWD܊L�FX�
RELOWR[D[LPDE��'$33�YD�GHUXOD��FX�UHVSHFWDUHD�SURWRFROXOXL�
FRQYHQLW܈��L�YD�GHSXQH�UH]XOWDWHOH�UDSRUWXOXL�ILQDO�SHQWUX�VWXGLXO�
$+����GH�ID]ă����FX�PHGLFD܊LH�FXQRVFXWă��SULYLQG�SUDFWLFD�FOLQLFă�
vQ�FRQGL܊LLOH�DSDUL܊LHL�XQXL�IRFDU�GH�DQWUD[�vQ܊�ăULOH�vQ care 
RELOWR[D[LPDEXO�HVWH�DXWRUL]DW܈�L�GLVSRQLELO� 
 
 
 
 

 
6H�YD�GHSXQH�vPSUHXQă�FX�
UDSRUWXO�FOLQLF�ILQDO�DO�
VWXGLXOXL�$+��� 
 
 
 
 
 
 
 
 
 
 
5DSRDUWH�DQXDOH�FDUH�
WUHEXLH�GHSXVH� 
 
5DSRUWXO�ILQDO�YD�IL�IXUQL]DW�
OD�PD[LPXP����OXQL�GXSă�
ultima administrare de 
RELOWR[D[LPDE�VDX�XOWLPD�
vQUHJLVWUDUH�D�GDWHORU�vQ�
FD]XO�FROHFWăULL�
UHWURVSHFWLYH�D�GDWHORU� 
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ANEXA III 
 

 /78&)�35263,܇�$)7$5)+&,7)
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 �6Ă�$3$5Ă�3(�$0%$/$-8/�6(&81'$5),8%)�75)5$&�,,܉250$(1,
 
&87,(�'(�$0%$/$- 
 
 
1. '(180,5($�&20(5&,$/Ă�$�0(',&$0(178/8, 
 
NYXTHRACIS 100 PJ�PO�FRQFHQWUDW�VWHULO 
RELOWR[D[LPDE� 
 
 
 )7,9&$��25/)܉1$67%68�,)܉$�68%67$1)$5$5/&)' .2
 
1 PO��RELOWR[D[LPDE���� PJ� 
 
 
 25/,܉1),3,&;)�67$,/ .3
 
([FLSLHQ܊L��KLVWLGLQă��VRUELWRO��(�����DFLG�FORUKLGULF��KLGUR[LG�GH�VRGLX��DSă�SHQWUX�SUHSDUDWH�
LQMHFWDELOH� 
 
 
4. )250$�)$50$&(87,&Ă1878,܉21&�,܇�/ 
 
&RQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă 
600 PJ�� ml 
1 flacon 
 
 
 )Ă,/(��'(�$'0,1,675$5&�$)/$&�,܇�/8'02 .5
 
$�VH�FLWL�SURVSHFWXO�vQDLQWH�GH�XWLOL]DUH� 
,9�GXSă�GLOXDUH� 
1XPDL�SHQWUX�R�VLQJXUă�XWLOL]DUH� 
$�QX�VH�DJLWD� 
 
&RG�45�FH�XUPHD]ă�D�IL�LQWURGXV���ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�),$378/�&Ă�0(',&$0(178/�18�75(%8(�'Ă�35,9,1/$,&)�63)5$21,܉1)$7 ��

3Ă675$7�/$�9('(5($܇�,�Ì1'(0Æ1$�&23,,/25 
 
 
7. $/7Ă�(��$7(15$21,܉(�Ă5,��63(&,$/Ă�(���'$&Ă�(67(�6817��1(&(6$5Ă�(� 
 
 
 
8. DATA DE EXPIRARE 
 
(;3 
 
 
 )�3Ă675$5)'�)/$,&)�63,,܉,'21& .9
 
$�VH�SăVWUD�OD�IULJLGHU�� 
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$�QX�VH�FRQJHOD�� 
$�VH�SăVWUD�vQ�DPEDODMXO�RULJLQDO�SHQWUX�D�IL�SURWHMDW�GH�OXPLQă� 
 
 
 �PRIVIND ELIMINAREA MEDICAMENTELOR)/$,&)�63,,܉$8&)35 .10

NEUTILIZATE SAU A MATERIALELOR REZIDUALE PROVENITE DIN ASTFEL 
'(�0(',&$0(17(��'$&Ă�(67(�&$=8/ 

 
 
 Ă܉$,�3)�3)5)�381)'�,),܉$=,1Ă7258/8,�$8725,܉)'�$6)5'$�,܇�)/)180 .11
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-Curie-6WUDVVH�� 
������/|UUDFK 
*HUPDQLD 
 
 
12. 180Ă58/�(/(��$8725,=$܉$,�3)�3)5)�381)'�,),܉Ă� 
 
(8�������������� 
 
 
 ),܉$&,$%5(�)'�$,5)6 .13
 
Lot 
 
 
14. &/$6,),&$5(�*(1(5$/Ă�35,9,1'�02'8/�'(�(/,%(5$5( 
 
 
 )5$=,/,�87)'�,81,܉&16758, .15
 
 
 )//,�Ì1�%5$,,܉250$(1, ���
 
-XVWLILFDUH�DFFHSWDWă�SHQWUX�QHLQFOXGHUHD�LQIRUPD܊LHL�vQ�%UDLOOH� 
 
 
17. IDENTIFICATOR UNIC – COD DE BARE BIDIMENSIONAL 
 
FRG�GH�EDUH�ELGLPHQVLRQDO�FDUH�FRQ܊LQH�LGHQWLILFDWRUXO�XQLF� 
 
 
18. IDENTIFICATOR UNIC – DATE LIZIBILE PENTRU PERSOANE 
 
3&� 
SN  
NN  
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�)�6Ă�$3$5Ă�3(�$0%$/$-(/(�35,0$5),8%)�75)5$&�,,܉250$(1,�)'�0,1,080
MICI 
 
(7,&+(7Ă�)/$&21 
 
 
1. '(180,5($�&20(5&,$/Ă�$�0(',&$0(178/8,܇�,�&$/($�&Ă,/(��'(�

ADMINISTRARE 
 
NYXTHRACIS 100 PJ�PO�FRQFHQWUDW�VWHULO 
RELOWR[D[LPDE� 
,9�GXSă�GLOXDUH� 
 
 
2. MODUL DE ADMINISTRARE 
 
1XPDL�SHQWUX�R�VLQJXUă�XWLOL]DUH� 
 
3. DATA DE EXPIRARE 
 
(;3 
 
 
 ),܉$&,$%5(�)'�$,5)6 .4
 
Lot 
 
 
 6Ă��92/80�6$8�81,7$7($�'(�'2=Ă$�0)1878/�3,܉21& .5
 
600 PJ�� ml 
 
 
 ,,܉250$(1,�)7/$ ��
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B. PROSPECTUL 
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3URVSHFW��,QIRUPD܊LL�SHQWUX�SDFLHQW 
 

NYXTHRACIS 100 PJ�PO�FRQFHQWUDW�SHQWUX�VROX܊LH�SHUIX]DELOă 
RELOWR[D[LPDE 

 
$FHVW�PHGLFDPHQW�IDFH�RELHFWXO�XQHL�PRQLWRUL]ăUL�VXSOLPHQWDUH��$FHVW�OXFUX�YD�SHUPLWH�

LGHQWLILFDUHD�UDSLGă�GH�QRL�LQIRUPD܊LL�UHIHULWRDUH�OD�VLJXUDQ܊ă��3XWH܊L�Vă�IL܊L�GH�DMXWRU�UDSRUWkQG�RULFH�
UHDF܊LL�DGYHUVH�SH�FDUH�OH�SXWH܊L�DYHD��9H]L�XOWLPD�SDUWH�GH�OD�SFW� ��SHQWUX�PRGXO�GH�UDSRUWDUH�D�
UHDF܊LLORU�DGYHUVH� 
 
&LWL܊L�FX�DWHQ܊LH܈�L�vQ�vQWUHJLPH�DFHVW�SURVSHFW�vQDLQWH�GH�D�vQFHSH�Vă�XWLOL]D܊L�DFHVW�PHGLFDPHQW�

GHRDUHFH�FRQ܊LQH�LQIRUPD܊LL�LPSRUWDQWH�SHQWUX�GXPQHDYRDVWUă� 
- 3ăVWUD܊L�DFHVW�SURVSHFW��6-DU�SXWHD�Vă�ILH�QHFHVDU�Vă-O�UHFLWL܊L�� 
- 'DFă�DYH܊L�RULFH�vQWUHEăUL�VXSOLPHQWDUH��DGUHVD܊L-Yă�PHGLFXOXL�GXPQHDYRDVWUă��IDUPDFLVWXOXL�VDX�

DVLVWHQWHL�PHGLFDOH� 
- 'DFă�PDQLIHVWD܊L�RULFH�UHDF܊LL�DGYHUVH��DGUHVD܊L-Yă�PHGLFXOXL�GXPQHDYRDVWUă��IDUPDFLVWXOXL�VDX�

DVLVWHQWHL�PHGLFDOH� $FHVWHD�LQFOXG�RULFH�SRVLELOH�UHDF܊LL�DGYHUVH�QHPHQ܊LRQDWH�vQ�DFHVW�SURVSHFW��
9H]L�SFW� �� 

 
&H�JăVL܊L�vQ�DFHVW�SURVSHFW 
 
�� Ce este NYXTHRACIS ܈L�SHQWUX�FH�VH�XWLOL]HD]ă� 
�� Ce tUHEXLH�Vă܈�WL܊L�vQDLQWH�Vă�YL�VH�DGPLQLVWUH]H�NYXTHRACIS 
�� &XP�VH�DGPLQLVWUHD]ă�NYXTHRACIS 
�� 5HDF܊LL�DGYHUVH�SRVLELOH� 
�� &XP�VH�SăVWUHD]ă�NYXTHRACIS 
�� &RQ܊LQXWXO�DPEDODMXOXL܈�L�DOWH�LQIRUPD܊LL 
 
 
1. &H�HVWH�NYXTHRACIS ܈L�SHQWUX�FH�VH�XWLOL]HD]ă 
 
NYXTHRACIS FRQ܊LQH�VXEVWDQ܊D�DFWLYă�RELOWR[D[LPDE��2ELOWR[D[LPDEXO�HVWH�XQ�DQWLFRUS�
PRQRFORQDO��XQ�WLS�GH�SURWHLQă�FDUH�VH�OHDJă�GH�WR[LQHOH�SURGXVH�GH�EDFWHULD�FDUH�SURYRDFă�DQWUD[XO܈�L�
GHWHUPLQă�LQDFWLYDUHD�ORU� 
 
NYXTHRACIS eVWH�XWLOL]DW�vQ�DVRFLHUH�FX�PHGLFDPHQWH�DQWLELRWLFH�SHQWUX�D�WUDWD�DGXO܊L܈�L�FRSLL�FDUH�
VXIHUă�GH�DQWUD[�SURYRFDW�GH�SăWUXQGHUHD�EDFWHULHL�SH�FDOH�UHVSLUDWRULH��DQWUD[�GH�LQKDOD܊LH��� 
 
NYXTHRACIS SRDWH�IL�XWLOL]DW܈�L�GDFă�HVWH�SRVLELO�FD�GXPQHDYRDVWUă�Vă�IL�LQWUDW�vQ�FRQWDFW�FX�EDFWHULD�
VDX�VSRULL�EDFWHULHL�FDUH�SURYRDFă�DQWUD[XO��vQVă�QX�DYH܊L�VLPSWRPH�DOH�EROLL��SUHFXP܈�L�vQ�FD]XO�vQ�FDUH�
QX�H[LVWă�DOW�WUDWDPHQW�GLVSRQLELO܈�L�SRWULYLW� 
 
 
2. &H�WUHEXLH�Vă܈�WL܊L�vQDLQWH�Vă�YL�VH�DGPLQLVWUH]H�NYXTHRACIS 
 
1X�WUHEXLH Vă�YL�VH�DGPLQLVWUH]H�NYXTHRACIS 
- GDFă�VXQWH܊L�DOHUJLF�OD�RELOWR[D[LPDE�VDX�OD�RULFDUH�GLQWUH�FHOHODOWH�FRPSRQHQWH�DOH�DFHVWXL�

PHGLFDPHQW��HQXPHUDWH�OD�SFW� ��� 
 
$WHQ܊LRQăUL܈�L�SUHFDX܊LL� 
ÌQDLQWH�Vă�YL�VH�DGPLQLVWUH]H�NYXTHRACIS��DGUHVD܊L-Yă�PHGLFXOXL�GXPQHDYRDVWUă��IDUPDFLVWXOXL�VDX�
DVLVWHQWHL�PHGLFDOH� 
 
- GDFă�DYH܊L��VDX�FRSLOXO�GXPQHDYRDVWUă�DUH��R�LQWROHUDQ܊ă�HUHGLWDUă�OD�IUXFWR]ă��,()���R�WXOEXUDUH�

JHQHWLFă�UDUă��VDX�GDFă�FRSLOXO�GXPQHDYRDVWUă�QX�PDL�SRDWH�FRQVXPD�DOLPHQWH�VDX�EăXWXUL�GXOFL�
GHRDUHFH�L�VH�IDFH�JUHD܊ă��DUH�YăUVăWXUL�VDX�vL�SURYRDFă�HIHFWH�QHSOăFXWH�FXP�DU�IL�EDORQDUH��
FUDPSH�DEGRPLQDOH�VDX�GLDUHH� 
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8QHRUL��UHDF܊LLOH�DOHUJLFH�FDUH�SRW�DSăUHD�GXSă�WUatamentul cu NYXTHRACIS SRW�IL�JUDYH��(VWH�SRVLELO�
FD��vQDLQWH�GH�DGPLQLVWUDUHD�GH�NYXTHRACIS Vă�YL�VH�DGPLQLVWUH]H�XQ�DQWLKLVWDPLQLF��SHQWUX�D�
UHGXFH�ULVFXO�GH�UHDF܊LL�DOHUJLFH� 
 
NYXTHRACIS vPSUHXQă�FX�DOWH�PHGLFDPHQWH 
6SXQH܊L�PHGLFXOXL�GXPQHDYRDVWUă�VDX�IDUPDFLVWXOXL�GDFă�XWLOL]D܊L��D܊L�XWLOL]DW�UHFHQW�VDX�V-DU�SXWHD�Vă�
XWLOL]D܊L�RULFH�DOWH�PHGLFDPHQWH� 
(VWH�SRVLELO�Vă�YL�VH�DGPLQLVWUH]H�DQWLELRWLFH��FXP�este FLSURIOR[DFLQă��SHQWUX�D�DMXWD�OD�WUDWDPHQWXO�
DQWUD[XOXL�GH�LQKDOD܊LH� 
 
6DUFLQD܈�L�DOăSWDUHD 
'DFă�VXQWH܊L�JUDYLGă�VDX�DOăSWD܊L��FUHGH܊L�Fă�D܊L�SXWHD�IL�JUDYLGă�VDX�LQWHQ܊LRQD܊L�Vă�UăPkQH܊L�JUDYLGă��
DGUHVD܊L-Yă�PHGLFXOXL�SHQWUX�UHFRPDQGăUL�vQDLQWH�GH�D�YL�VH�DGPLQLVWUD�DFHVW�PHGLFDPHQW� 
 
1X�VH܈�WLH�GDFă�NYXTHRACIS SRDWH�GăXQD�IăWXOXL�� 
 
NX�VH܈�WLH�GDFă�NYXTHRACIS WUHFH�vQ�ODSWHOH�PDWHUQ��'XPQHDYRDVWUă܈�L�PHGLFXO�GXPQHDYRDVWUă�YH܊L�
GHFLGH�GDFă�PDL�SXWH܊L�DOăSWD�GXSă�FH�YL�VH�DGPLQLVWUHD]ă�NYXTHRACIS� 
 
&RQGXFHUHD�YHKLFXOHORU܈�L�IRORVLUHD�XWLODMHORU 
NYXTHRACIS SRDWH�SURYRFD�UHDF܊LL�DGYHUVH�FXP�VXQW�FHIDOHH��DPH܊HOL��RERVHDOă܈�L�YăUVăWXUL��$FHVW�
OXFUX�SRDWH�DIHFWD�FDSDFLWDWHD�GH�D�FRQGXFH�YHKLFXOH�VDX�GH�D�IRORVL�XWLODMH� 
 
NYXTHRACIS FRQ܊LQH�VRUELWRO��(���� 
6RUELWROXO�HVWH�R�VXUVă�GH�IUXFWR]ă��XQ�WLS�GH�]DKăU���'DFă�DYH܊L��VDX�FRSLOXO�GXPQHDYRDVWUă�DUH��R�
LQWROHUDQ܊ă�HUHGLWDUă�OD�IUXFWR]ă��,()���R�WXOEXUDUH�JHQHWLFă�UDUă��PHGLFXO�GXPQHDYRDVWUă�SRDWH�GHFLGH�
Fă�DFHVW�PHGLFDPHQW�HVWH�FRQWUDLQGLFDW�SHQWUX�GXPQHDYRDVWUă�VDX�FRSLOXO�GXPQHDYRDVWUă��2UJDQLVPXO�
SDFLHQ܊LORU�FX�,()�QX�SRDWH�GHVFRPSXQH�IUXFWR]D��FHHD�FH�SRDWH�SURYRFD�UHDF܊LL�DGYHUVH�JUDYH� 
ÌQDLQWH�GH�D�SULPL�DFHVW�PHGLFDPHQW��WUHEXLH�Vă�VSXQH܊L�PHGLFXOXL�GXPQHDYRDVWUă�GDFă�DYH܊L��VDX�
FRSLOXO�GXPQHDYRDVWUă�DUH��,()�VDX�GDFă�FRSLOXO�GXPQHDYRDVWUă�QX�PDL�SRDWH�FRQVXPD�DOLPHQWH�VDX�
EăXWXUL�GXOFL�GHRDUHFH�L�VH�IDFH�JUHD܊ă��DUH�YăUVăWXUL�VDX�vL�SURYRDFă�HIHFWH�QHSOăFXWH�FXP�DU�IL�
EDORQDUH��FUDPSH�DEGRPLQDOH�VDX�GLDUHH� 
 
NYXTHRACIS FRQ܊LQH�VRGLX 
$FHVW�PHGLFDPHQW�FRQ܊LQH�sodiu PDL�SX܊LQ�GH�� PPRO���� PJ��SHU flacon de 6 ml de NYXTHRACIS��
adiFă SUDFWLF�"QX�FRQ܊LQH�VRGLX"� 
 
 
3. &XP�VH�DGPLQLVWUHD]ă�NYXTHRACIS 
 
NYXTHRACIS Yă�YD�IL�DGPLQLVWUDW�GH�FăWUH�XQ�PHGLF�VDX�R�DVLVWHQWă�PHGLFDOă��0HGLFXO�VDX�DVLVWHQWD�
PHGLFDOă�YD�FDOFXOD�GR]D�SH�ED]D�JUHXWă܊LL�GXPQHDYRDVWUă��VDX�D�FRSLOXOXL�GXPQHDYRDVWUă��� 
 
0HGLFXO�GXPQHDYRDVWUă��IDUPDFLVWXO�VDX�DVLVWHQWD�PHGLFDOă�YD�SUHJăWL�PHGLFDPHQWXO�SHQWUX�SHUIX]LH�� 
6ROX܊LD�GH�NYXTHRACIS YD�IL�DGPLQLVWUDWă�SULQ�SHUIX]LH�LQWUDYHQRDVă��SLFXUDUH�vQ�YHQă��FX�GXUDWD�GH�
�� GH�PLQXWH��GH�RELFHL�GH�OD�QLYHOXO�EUD܊XOXL��9H܊L�IL VXSUDYHJKHDW�SH�GXUDWD�DGPLQLVWUăULL�SHUIX]LHL�FX�
NYXTHRACIS ܈L��GH�DVHPHQHD��WLPS�GH�FHO�SX܊LQ�R�RUă�GXSă�vQFKHLHUHD�DFHVWHLD�� 
ÌQDLQWH�GH�D�YL�VH�DGPLQLVWUD�NYXTHRACIS��YL�VH�YRU�DGPLQLVWUD�GH�RELFHL�PHGLFDPHQWH�SHQWUX�D�
SUHYHQL�VDX�UHGXFH�ULVFXO�DSDUL܊LHL�GH�UHDF܊LL�DOHUJLFH�� 
 
'DFă�DYH܊L�RULFH�vQWUHEăUL�VXSOLPHQWDUH�FX�SULYLUH�OD�DFHVW�PHGLFDPHQW��DGUHVD܊L-Yă�PHGLFXOXL�
GXPQHDYRDVWUă��IDUPDFLVWXOXL�VDX�DVLVWHQWHL�PHGLFDOH� 
 
 
4. 5HDF܊LL�DGYHUVH�SRVLELOH 
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&D�WRDWH�PHGLFDPHQWHOH��DFHVW�PHGLFDPHQW�SRDWH�SURYRFD�UHDF܊LL�DGYHUVH��FX�WRDWH�Fă�QX�DSDU�OD�WRDWH�
SHUVRDQHOH� 
 
6SXQH܊L�LPHGLDW�PHGLFXOXL�GXPQHDYRDVWUă�VDX�SHUVRDQHL�FDUH�Yă�DGPLQLVWUHD]ă�SHUIX]LD�vQ�FD]XO�
vQ�FDUH�REVHUYD܊L�RULFDUH�GLQWUH�XUPăWRDUHOH�UHDF܊LL�DGYHUVH�� 
 
0kQFăULPH��HUXS܊LH�SH�SLHOH��diILFXOWă܊L�GH�UHVSLUD܊LH VDX�UHVSLUD܊LH܈�XLHUăWRDUH�– DFHVWHD�DU�SXWHD�IL�
VHPQH�GH�DSDUL܊LH�D�XQHL�UHDF܊LL�DOHUJLFH��GH�KLSHUVHQVLELOLWDWH�� 
 
$OWH�UHDF܊LL�DGYHUVH�DOH�NYXTHRACIS LQFOXG� 
 
)UHFYHQWH �SRW�DIHFWD�SkQă�OD�� SHUVRDQă�GLQ���� 
- 'XUHUL�GH�FDS 
- Tuse 
- 'XUHUH�OD�ORFXO�DGPLQLVWUăULL�SHUIX]LHL 
- 0kQFăULPH��HUXS܊LH�SH�SLHOH��LQFOXVLY�HUXS܊LH�FDUH�HVWH�YL]LELOă�SH�SLHOH܈�L�HVWH�vQVR܊LWă�GH�

PkQFăULPL��XUWLFDULH� 
 
0DL�SX܊LQ�IUHFYHQWH �SRW�DIHFWD�SkQă�OD�� SHUVRDQă�GLQ����� 
- 5HDF܊LL�DOHUJLFH 
- $PH܊HDOă 
- 6HQ]D܊LH�GH�DPRU܊HDOă 
- 6HQVLELOLWDWHD�RFKLORU�OD�OXPLQă��IRWRIRELH� 
- 'LVFRQIRUW�OD�QLYHOXO�XUHFKLL 
- ,ULWD܊LH�vQ�JkW 
- 5ăJX܈HDOă 
- &RQJHVWLH�VLQXVDOă 
- 'LILFXOWă܊L�GH�UHVSLUD܊LH  
- 'XUHUL�OD�QLYHOXO�EX]HORU 
- (F]HPă��H[IROLHUHD�SLHOLL 
- &RQWUDF܊LL�DOH�PX܈FKLORU��VSDVPH�DOH�PX܈FKLORU 
- 2ERVHDOă 
- )ULVRDQH��VHQ]D܊LH�GH�IULJ� 
- 'LVFRQIRUW�WRUDFLF� 
- 6HQ]D܊LH�GH�GXUHUH�JHQHUDOă܈�L�GXUHUH�GH�PkLQL܈�L�SLFLRDUH��SLHSW��PD[LODU��PX܈FKL��OLJDPHQWH��

tendoane sau oase  
- 8PIODUH�OD�ORFXO�DGPLQLVWUăULL�SHUIX]LHL��GXUHUH�OD�ORFXO�DGPLQLVWUăULL�SHUIX]LHL�VDX�IOHELWă�

�LQIODPD܊LD�YHQHORU� 
 
5DSRUWDUHD�UHDF܊LLORU�DGYHUVH 
'DFă�PDQLIHVWD܊L�RULFH�UHDF܊LL�DGYHUVH��DGUHVD܊L-Yă�PHGLFXOXL�GXPQHDYRDVWUă��IDUPDFLVWXOXL�VDX�
DVLVWHQWHL�PHGLFDOH� $FHVWHD�LQFOXG�RULFH�SRVLELOH�UHDF܊LL�DGYHUVH�QHPHQ܊LRQDWH�vQ�DFHVW�SURVSHFW��'H�
DVHPHQHD��SXWH܊L�UDSRUWD�UHDF܊LLOH�DGYHUVH�GLUHFW�SULQ�LQWHUPHGLXO�VLVWHPXOXL�QD܊LRQDO�GH�UDSRUWDUH��D܈D�
FXP�HVWH�PHQ܊LRQDW�vQ�$QH[D�9��5DSRUWkQG�UHDF܊LLOH�DGYHUVH��SXWH܊L�FRQWULEXL�OD�IXUQL]DUHD�GH�
LQIRUPD܊LL�VXSOLPHQWDUH�SULYLQG�VLJXUDQ܊D�DFHVWXL�PHGLFDPHQW� 
 
 
5. &XP�VH�SăVWUHD]ă�NYXTHRACIS 
 
1X�OăVD܊L�DFHVW�PHGLFDPHQW�OD�YHGHUHD܈�L�vQGHPkQD�FRSLLORU� 
 
1X�XWLOL]D܊L�DFHVW�PHGLFDPHQW�GXSă�GDWD�GH�H[SLUDUH�vQVFULVă�SH�FXWLH܈�L�SH�HWLFKHWă�GXSă�(;3��'DWD�GH�
H[SLUDUH�VH�UHIHUă�OD�XOWLPD�]L�D�OXQLL�UHVSHFWLYH� 
 
$�VH�SăVWUD�OD�IULJLGHU����&�– ��&��� 
$�QX�VH�FRQJHOD� 
$�VH�SăVWUD�vQ�DPEDODMXO�RULJLQDO�SHQWUX�D�IL�SURWHMDW�GH�OXPLQă� 
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'XSă�GLOXDUH�vQ�SXQJD�SHQWUX�SHUIX]LH��VWDELOLWDWHD�FKLPLFă��IL]LFă܈�L�PLFURELDQă�vQ�WLPSXO�XWLOL]ăULL�D�
IRVW�GHPRQVWUDWă�SHQWUX�XQ�LQWHUYDO�GH�� RUH�OD�WHPSHUDWXUD�FDPHUHL�����&�– ���&��VDX�vQ�FRQGL܊LLOH�
SăVWUăULL�OD�IULJLGHU����&�– ��&�� 
 
'XSă�GLOXDUHD�NYXTHRACIS vQWU-R�VHULQJă�SHQWUX�SHUIX]LH��DFHDVWD�VH�DGPLQLVWUHD]ă�LPHGLDW܈�L�QX�VH�
GHSR]LWHD]ă��2ULFH�PHGLFDPHQW�QHXWLOL]DW�WUHEXLH�DUXQFDW� 
 
 
�� &RQ܊LQXWXO�DPEDODMXOXL܈�L�DOWH�LQIRUPD܊LL 
 
&H�FRQ܊LQH�NYXTHRACIS  
- 6XEVWDQ܊D�DFWLYă�HVWH�RELOWR[D[LPDEXO��8Q�PO�GH�FRQFHQWUDW�FRQ܊LQH�RELOWR[D[LPDE���� PJ��8Q�

flacon de 6 PO�FRQ܊LQH�RELOWR[D[LPDE���� PJ� 
- &HOHODOWH�FRPSRQHQWH�VXQW�KLVWLGLQă��VRUELWRO��(������SROLVRUEDW�����(������DFLG�FORUKLGULF�

 �´LQH�VRUELWRO܊L�SFW� ��ÄNYXTHRACIS FRQ܈�(������9H]L��L�KLGUR[LG�GH�VRGLX܈�����)�
 
&XP�DUDWă�NYXTHRACIS ܈L�FRQ܊LQXWXO�DPEDODMXOXL 
NYXTHRACIS HVWH�XQ�FRQFHQWUDW�SHQWUX�VROX܊LH�GH�OD�OLPSHGH�OD�RSDOHVFHQWă��GH�OD�LQFRORU�OD�JăOEXL�
VDX�X܈RU�PDURQLX-JăOEXL� 
NYXTHRACIS HVWH�DPEDODW�vQ�FXWLL�FX���IODFRQ� 
 
'H܊LQăWRUXO�DXWRUL]D܊LHL�GH�SXQHUH�SH�SLD܊ă 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
Marie-Curie-6WUDVVH�� 
������/|UUDFK 
*HUPDQLD 
 
)DEULFDQWXO� 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��Breda 
Olanda 
 
$FHVW�SURVSHFW�D�IRVW�UHYL]XLW�vQ 
 
$FHVW�PHGLFDPHQW�D�IRVW�DXWRUL]DW�vQ�ÄFRQGL܊LL�H[FHS܊LRQDOH´��$FHDVWD�vQVHDPQă�Fă�GLQ�FDX]D�UDULWă܊LL�
EROLL܈�L�GLQ�PRWLYH�HWLFH�QX�D�IRVW�SRVLELOă�RE܊LQHUHD�LQIRUPD܊LLORU�FRPSOHWH�SULYLQG�DFHVW�PHGLFDPHQW� 
$JHQ܊LD�(XURSHDQă�SHQWUX�0HGLFDPHQWH�YD�UHYL]XL�vQ�ILHFDUH�DQ�RULFH�LQIRUPD܊LL�QRL�GLVSRQLELOH�GHVSUH�
DFHVW�PHGLFDPHQW܈�L�DFHVW�SURVSHFW�YD�IL�DFWXDOL]DW��GXSă�FXP�YD�IL�QHFHVDU� 
 
$OWH�VXUVH�GH�LQIRUPD܊LL 
 
,QIRUPD܊LL�GHWDOLDWH�SULYLQG�DFHVW�PHGLFDPHQW�VXQW�GLVSRQLELOH�SH�VLWH-XO�$JHQ܊LHL�(XURSHQH�SHQWUX�
0HGLFDPHQWH��KWWS���ZZZ�HPD�HXURSD�HX��([LVWă��GH�DVHPHQHD��OLQNXUL�FăWUH�DOWH�VLWH-XUL�GHVSUH�EROL�
UDUH܈�L�WUDWDPHQWH� 
 
$FHVW�SURVSHFW�HVWH�GLVSRQLELO�vQ�WRDWH�OLPELOH�8(�6((�SH�VLWH-XO�$JHQ܊LHL�(XURSHQH�SHQWUX�
0HGLFDPHQWH� 
 
,QIRUPD܊LL�VXSOLPHQWDUH��ZZZ�RELOWR[D[LPDE-VIO�HX Cod QR cH�XUPHD]ă�D�IL�LQWURGXV� 
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