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9\NGRPD�SDSLOGRPD�ãLR�YDLVWLQLR�SUHSDUDWR�VWHEơVHQD��7DL�SDGơV�JUHLWDL�QXVWDW\WL�QDXMą�VDXJXPR�
LQIRUPDFLMą��6YHLNDWRV�SULHåLǌURV�VSHFLDOLVWDL�WXUL�SUDQHãWL�DSLH�EHW�NRNLDV�ǯ뾽WDULDPDV�QHSDJHLGDXMDPDV�
UHDNFLMDV��$SLH�WDL��NDLS�SUDQHãWL�DSLH�QHSDJHLGDXMDPDV�UHDNFLMDV��åU� ��� VN\ULXMH� 
 
 
1. 9$,67,1,2�35(3$5$72�3$9$',1,0$6 
 
1<;7+5$&,6 100 PJ�PO�NRQFHQWUDWDV�LQIX]LQLDP�WLUSDOXL 
 
 
2. .2.<%,1Ơ�,5�.,(.<%,1Ơ�68'Ơ7,6 
 
Kiekviename mililitre koncentrato yra 100 PJ�RELOWRNVDNVLPDER�� 
Viename 6 ml flakone yra 600 PJ�RELOWRNVDNVLPDER� 
 
Obiltoksaksimabas LãJDXQDPDV�Lã SHOLǐ�*6-16��PLHORPRV�OąVWHOLǐ��UHNRPELQDQWLQơV�'15�
WHFKQRORJLMRV�EǌGX� 
 
3DJDOELQơ�PHGåLDJD��NXULRV�SRYHLNLV�åLQRPDV 
 
Kiekviename mililitre koncentrato yra 36 PJ�VRUELWROLR� 
 
9LVRV�SDJDOELQơV�PHGåLDJRV�LãYDUG\WRV�����VN\ULXMH� 
 
 
3. )$50$&,1Ơ�)250$ 
 
.RQFHQWUDWDV�LQIX]LQLDP�WLUSDOXL��VWHULOXV�NRQFHQWUDWDV���� 
1<;7+5$&,6 – WDL�VNDLGUXV�DUED�RSDOHVFXRMDQWLV��EHVSDOYLV��JHOVYDV�DUED�UXVYDL�JHOVYDV�WLUSDODV��
NXULDPH�JDOL�EǌWL�ãLHN�WLHN�SHUPDWRPǯ뾽�DUED�EDOWǐ�EDOW\PLQJǐ�NLHWǯ뾽Mǐ�GDOHOLǐ��MRV�EXV�SDãDOLQWRV�
QDXGRMDQW�LQIX]LMRV�OLQLMRV�ILOWUą��LU�NXULR�S+�\UD������R�RVPROLDULãNXPDs – 277–��� P2VP�NJ� 
 
 
4. ./,1,.,1Ơ�,1)250$&,-$ 
 
4.1 7HUDSLQơV�LQGLNDFLMRV 
 
1<;7+5$&,6 VNLULDPDV�NDUWX�VX�DWLWLQNDPDLV�DQWLEDNWHULQLDLV�vaistiniais preparatais��YLVǐ�DPåLDXV�
JUXSLǐ�SDFLHQWDPV��J\GDQW�Bacillus anthracis VXNHOWą�LQKDOLDFLQĊ�MXRGOLJĊ��åU� ����VN\ULǯ뾽�� 
 
1<;7+5$&,6 VNLUWDV�YDUWRWL�YLVǯ뾽�DPåLDXV�JUXSLǐ�SDFLHQWDPV�LQKDOLDFLQơV�MXRGOLJơV�SURILODNWLNDL�SR�
VąO\þLR�VX�LQIHNFLMRV�ãDOWLQLX��NDL�NLWRV�J\G\PR�SULHPRQơV�QHWLQND�DUED�WRNLǐ�SULHPRQLǐ�QơUD� �åU� ����
VN\ULǐ�� 
 
4.2 'R]DYLPDV�LU�YDUWRMLPR�PHWRGDV 
 
1<;7+5$&,6 WXUơWǯ뾽�EǌWL�VXODãLQWDV�Ƴ�YHQą�QHGHOVLDQW��HVDQW�NOLQLNLQơPV�LQGLNDFLMRPV� 
 
9LVDLV�DWYHMDLV�WXUơWǐ�EǌWL�SDVLUHQJWD�WDLN\WL�DWLWLQNDPą�J\G\Pą�LU�SULHåLǯ뾽Uą��MHLJX�VXODãLQXV�
1<;7+5$&,6 SDFLHQWXL�SDVLUHLNãWǯ뾽�DQDILODNVLQơ�UHDNFLMD� 
 
'R]DYLPDV 
 
5HNRPHQGXRMDPD�N<;7+5$&,6 GR]ơ�VXDXJXVLHPV�SDFLHQWDPV��VYHULDQWLHPV�QH�PDåLDX�NDLS��� NJ��
yra viena 16 PJ�NJ�NǌQR�VYRULR��.6��LQWUDYHQLQơ�LQIX]LMD��5HNRPHQGXRMDPD�1<;7+5$&,6 GR]ơ�
VXDXJXVLHPV�SDFLHQWDPV��VYHULDQWLHPV�PDåLDX�QHL��� NJ��\UD�YLHQD��� PJ�NJ�NǌQR�VYRULR��.6��
inWUDYHQLQơ�LQIX]LMD�� 
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Prieš atliekant 1<;7+5$&,6 LQIX]LMą��UHNRPHQGXRMDPD�SUHPHGLNDFLMD�DQWLKLVWDPLQLQLX�  YDLVWLQLX�
SUHSDUDWX��åU� ����LU�����VN\ULXV��� 
 
.DLS�NRUHJXRWL�GR]Ċ�SDVLUHLãNXV�VX�LQIX]LMD�VXVLMXVLRPV�UHDNFLMRPV��6,65���åU� 1 OHQWHOơMH� 
 
1 OHQWHOơ��2ELOWRNVDNVLPDER�GR]ơV�NRUHJDYLPDV�SDVLUHLãNXV�VX�LQIX]LMD�VXVLMXVLRPV�UHDNFLMRPV� 
6,65�VXQNXPDV� 'R]ơV�NRUHJDYLPDV 

1–3 laipsnio 
VX�LQIX]LMD�
VXVLMXVL�UHDNFLMD 

5HLNơWǐ�SHUWUDXNWL�RELOWRNVDNVLPDER�LQIX]LMą�LU�WDLN\WL�SDJDOELQHV�SULHPRQHV� 

3LUPą�NDUWą�SDVLUHLãNXV���ODLSVQLR�ãYRNãWLPXL��EURQFKǐ�VSD]PDPV�DUED�
JHQHUDOL]XRWDL�XUWLNDULMDL��RELOWRNVDNVLPDER�LQIX]LMą�UHLNLD�YLVLãNDL�QXWUDXNWL� 

3DVLNDUWRMXV���ODLSVQLR�ãYRNãWLPXL�DU�XUWLNDULMDL�DUED�SDVLNDUWRMXV�EHW�NXULDP���
ODLSVQLR�VLPSWRPXL��RELOWRNVDNVLPDER�LQIX]LMą�UHLNLD�YLVLãNDL�QXWUDXNWL��� 

3ULHãLQJX�DWYHMX��YLVLãNDL�LãQ\NXV�VLPSWRPDPV��LQIX]LMą�JDOLPD�DWQDXMLQWL��
YDLVWLQƳ�SUHSDUDWą ODãLQDQW�SHUSXV�OơþLDX�QHL�LNL�QXWUDXNLDQW�LQIX]LMą��1HVDQW�VX�
LQIX]LMD�VXVLMXVLǐ�VLPSWRPǯ뾽��vaistinis preparatas  ODãLQDPDV���OHQWHOơMH�QXURG\WX�
JUHLþLX�� 

7XUơWǯ뾽�Eǯ뾽WL�DWOLNWD�SUHPHGLNDFLMD� 

4 laipsnio 
VX�LQIX]LMD�
VXVLMXVL�UHDNFLMD 

2ELOWRNVDNVLPDER�LQIX]LMą�UHLNLD�QHGHOVLDQW�QXWUDXNWL� 
7XUơWǐ�EǌWL�WDLNRPRV�SDJDOELQơV�SULHPRQơV� 
2ELOWRNVDNVLPDER�LQIX]LMą�UHLNLD�YLVLãNDL�QXWUDXNWL��� 

 
<SDWLQJRV�SRSXOLDFLMRV 
 
Senyviems pacientams 
 
���PHWǐ�LU�Y\UHVQLHPV�SDFLHQWDPV�NRUHJXRWL�vaistinio preparato GR]ơV�QHUHLNLD��åU� ����VN\ULǯ뾽�� 
 
9DLNǐ�SRSXOLDFLMD 
 
5HNRPHQGXRMDPD�GR]ơ�YDLNDPV�QXVWDWRPD�SDJDO�NǌQR�VYRUǯ뾽��NDLS�QXURG\WD�WROLDX�SDWHLNWRMH���
OHQWHOơMH� 
 
2 OHQWHOơ��5HNRPHQGXRMDPD�RELOWRNVDNVLPDER�GR]ơ�YDLNDPV��SDJDO�Nǯ뾽QR�VYRUǯ뾽� 

.ǯ뾽QR�VYRULV�>NJ@ 'R]ơ�>PJ�NJ�.6@ 
> 40 16 

!���–40 24 
���DUED�PDåLDX 32 

 
9DUWRMLPR�PHWRGDV� 
 
2ELOWRNVDNVLPDEDV�VXODãLQDPDV�ǯ뾽�YHQą�SHU����PLQXþLǐ� 
 
$WVDUJXPR�SULHPRQơV��NXULǐ�UHLNLD�LPWLV�SULHã�UXRãLDQW� ãǯ뾽�YDLVWLQƳ�SUHSDUDWą�DUED�DWOLHNDQW�MR�LQIX]LMą 
 
)ODNRQR�QHJDOLPD�NUDW\WL��3ULHã�ODãLQDQW�RELOWRNVDNVLPDEą�Ƴ�YHQą��Mǯ뾽�UHLNLD�SUDVNLHVWL�QDWULR�FKORULGR�
� PJ�PO����� SURF���LQMHNFLQLX�WLUSDOX��åU� ��� VN\ULǐ��� 
 
3UDVNLHVWą�RELOWRNVDNVLPDER�LQWUDYHQLQơV�LQIX]LMRV�WLUSDOą�UHLNLD�VXODãLQWL�ǯ뾽�YHQą�SHU����PLQXþLǐ����
OHQWHOơMH�QXURG\WX�LQIX]LMRV�JUHLþLX��QDXGRMDQW�LQIX]LQƳ�PDLãHOǯ뾽�DUED�LQIX]LQǯ뾽�ãYLUNãWą�LU������PLNURQǐ�
LQIX]LMRV�OLQLMRV�ILOWUą�� 
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9LVą�LQIX]LMRV�ODLNą�LU�QH�PDåLDX�NDLS�YDODQGą�SR�MRV�UHLNLD�DWLGåLDL�VWHEơWL��DU�SDFLHQWDPV�QHSDVLUHLãNLD�
SDGLGơMXVLR�MDXWUXPR�SRå\PLDL�LU�VLPSWRPDL��åU� ����VN\ULǯ뾽���6X�LQIX]LMD�VXVLMXVLDV�UHDNFLMDV�UHLNLD�
NRQWUROLXRWL�WDLS��NDLS�QXURG\WD���OHQWHOơMH� 
 
,QWUDYHQLQơV�LQIX]LMRV�SDEDLJRMH�LQIX]LMRV�OLQLMą�UHLNLD�SUDSODXWL�QDWULR�FKORULGR�� PJ�PO����� SURF���
LQMHNFLQLX�WLUSDOX� 
 
3 OHQWHOơ��2ELOWRNVDNVLPDER�GR]ơ��EHQGUDV�ǯ뾽�YHQą�ODãLQDPR�WLUSDOR�NLHNLV�LU�LQIX]LMRV�JUHLWLV�SDJDO�
Nǯ뾽QR�VYRUǯ뾽 

.ǯ뾽QR�VYRULV�>NJ@ 
�GR]DYLPDV SDJDO�Nǯ뾽QR�VYRUǯ뾽� 

 

%HQGUDV�ǯ뾽�YHQą�ODãLQDPR�
WLUSDOR�NLHNLV�>PO@ 

>LQIX]LQLV�PDLãHOLV�DUED�
ãYLUNãWDV@
 

,QIX]LMRV�JUHLWLV 
>PO�K@ 

> 40 NJ�DUED�VXDXJXV\VLV���� PJ�NJ�.6� 
> 40 ��� 167 

> 15 NJ�– 40 NJ���� PJ�NJ�.6� 
31–40 ��� 167 
16–30 100 67 

15 NJ�DUED�PDåLDX���� PJ�NJ�.6� 
11–�� 100 67 
�–10 �� ���� 

���–��� �� 17 
���–3 20 ���� 
���–2 �� 10 

��DUED�PDåLDX 7 ��� 
9DLVWLQLR�SUHSDUDWR�VNLHGLPR�LU�LQIX]LQLR�PDLãHOLR�DUED�ãYLUNãWR�QDXGRMLPR�SULHã�YDUWRMDQW�LQVWUXNFLMD�
SDWHLNLDPD���� VN\ULXMH� 
 
4.3 .RQWUDLQGLNDFLMRV 
 
3DGLGơMĊV�MDXWUXPDV�YHLNOLDMDL�DUED�EHW�NXULDL���� VN\ULXMH�QXURG\WDL�SDJDOELQHL�PHGåLDJDL� 
 
4.4 6SHFLDOǯ뾽V�ǯ뾽VSơMLPDL�LU�DWVDUJXPR�SULHPRQơV 
 
$WVHNDPXPDV 
 
6LHNLDQW�SDJHULQWL�ELRORJLQLǐ�YDLVWLQLǯ뾽�SUHSDUDWǯ뾽�DWVHNDPXPą����UHLNLD�DLãNLDL�XåUDã\WL paskirto vaistinio 
SUHSDUDWR�SDYDGLQLPą�LU�VHULMRV�QXPHUǯ뾽��� 
 
6X�LQIX]LMD�VXVLMXVLRV�UHDNFLMRV��SDGLGơMĊV�MDXWUXPDV�LU�DQDILODNVLMD 
 
6X�LQIX]LMD�VXVLMXVLRV��SDGLGơMXVLR�MDXWUXPR��UHDNFLMRV�EXYR�GDåQDL�VWHELPRV�DWOLHNDQW�
RELOWRNVDNVLPDER�NOLQLNLQLXV�W\ULPXV�VX�VYHLNDLV�WLULDPDLVLDLV��'ơO�VXQNLǐ�UHDNFLMǐ�DU�DQDILODNVLMRV�
SDYRMDXV�RELOWRNVDNVLPDEą�VWHELPRMH�DSOLQNRMH�WXUơWǐ�ODãLQWL�GDUEXRWRMDL��PRNDQW\V�LU�WXULQW\V�
UHLNLDPDV�SULHPRQHV�DQDILODNVLMDL�VXYDOG\WL��3DFLHQWDL�WXUơWǐ�Eǯ뾽WL�DWLGåLDL�VWHELPL�YLVą�LQIX]LMRV�ODLNą�LU�
EHQW�YDODQGą�SR�MRV�� 
 
.DGDQJL�NOLQLNLQLDL�W\ULPDL�EXYR�DWOLHNDPL�VX�VYHLNDLV�VDYDQRULDLV��SDVLUHLãNXV�EHW�NRNLDL�UHDNFLMai 
RELOWRNVDNVLPDER�LQIX]LMRV�EXYR�QXWUDXNLDPRV��5HPLDQWLV�VX�NLWDLV�PRQRNORQLQLDLV�DQWLNǌQDLV��NXULH�
QDXGRMDPL�J\GDQW�VXQNLDV�OLJDV��VXVLMXVLD�SDWLUWLPL��WLQNDPDL�NRQWUROLXRMDQW�ãLą�SURFHGǌUą��SDSUDVWDL�
LQIX]LMDV�JDOLPD�XåEDLJWL��6X�LQIX]LMD�VXVLMXVLDV�UHDNFLMDV�UHLNLD�NRQWUROLXRWL�WDLS��NDLS�QXURG\WD���
OHQWHOơMH�� 
 
3ULHã�ODãLQDQW�RELOWRNVDNVLPDEą��UHNRPHQGXRMDPD�DWOLNWL�SUHPHGLNDFLMą�DQWLKLVWDPLQLQLX�YDLVWLQLX�
SUHSDUDWX��SY]���GLIHQKLGUDPLQX��åU� ����VN\ULǯ뾽���$WOLHNDQW�RELOWRNVDNVLPDER�NOLQLNLQLXV�W\ULPXV��
GLIHQKLGUDPLQDV�EXYR�OHLGåLDPDV�SDFLHQWDPV�OLNXV����PLQXþLǐ�LNL�RELOWRNVDNVLPDER�LQIX]LMRV��$WOLNXV�
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SUHPHGLNDFLMą�DQWLKLVWDPLQX��DQDILODNVLMD�YLV�WLHN�JDOL�SDVLUHLNãWL��WDLS�SDW�ML�JDOL�XåPDVNXRWL�DUED�
DWLWROLQWL�SDGLGơMXVLR�MDXWUXPR�VLPSWRPXV� 
 
-XRGOLJơV�VXNHOWDV�PHQLQJLWDV 
 
2ELOWRNVDNVLPDEDV�QHSUDVLVNYHUELD�SUR�NUDXMR–JDOYRV�VPHJHQǐ�EDUMHUą�LU�MXR�QHJDOLPD�XåNLUVWL�NHOLR�
DU�LãJ\G\WL�MXRGOLJơV�VXNHOWR�PHQLQJLWR�� 
 
9DLNǐ�SRSXOLDFLMD 
 
2ELOWRNVDNVLPDER�VDXJXPR�DUED�IDUPDNRNLQHWLQLǐ�W\ULPǐ�VX�YDLNǐ�SRSXOLDFLMD�QHDWOLNWD��åU� ����
VN\ULǐ�� 
 
3RYHLNLV�ODERUDWRULQLǐ�W\ULPǐ�UH]XOWDWDPV 
 
1<;7+5$&,6 JDOL�LãNUDLS\WL�VHURORJLQLǐ�W\ULPǐ�GơO�MXRGOLJơV�UH]XOWDWXV� 
 
6RUELWROLV 
 
Kiekviename 1<;7+5$&,6 mililitre yra 36 PJ�VRUELWROLR��åU� ��LU�����VN\ULXV��� 
ǯ뾽�YHQą�VXOHLVWL�YDLVWLQLDL�SUHSDUDWDL��NXULǐ�VXGơW\MH�\UD�VRUELWROLR��JDOL�Eǯ뾽WL�PLUWLQL�pacientams��NXULHPV�
GLDJQR]XRWDV�ƳJLPWDV IUXNWR]ơV�QHWROHUDYLPDV��ǯ뾽)1���2ELOWRNVDNVLPDER�QHJDOLPD�YDUWRWL�pacientams��
NXULHPV�GLDJQR]XRWDV�ǯ뾽)1��QHEHQW�\UD�YLVNą�QXVYHULDQWL�NOLQLNLQơ�EǌWLQ\Eơ�LU�QơUD�NLWR�SDVLULQNLPR��
Prieš skiriant šio vaistinio preparato��EǌWLQD�VXåLQRWL�LãVDPLą�NLHNYLHQR�SDFLHQWR�DQDPQH]Ċ�GơO�Ʋ)1� 
 
.ǌGLNLDPV�LU�PDåLHPV�YDLNDPV��MDXQHVQLHPV�QHL���PHWǐ��N\OD�\SDþ�GLGHOLV�SDYRMXV��QHV�MLHPV�ǯ뾽)1�JDOL�
EǌWL�GDU�QHGLDJQR]XRWDV�� 
 
Natris 
 
Kiekviename šio vaistinio preparato 6 PO�IODNRQH�\UD�PDåLDX�kaip 1 PPRO���� PJ� QDWULR��W� \��MLV�
EHYHLN�QHWXUL�UHLNãPơV�� 
 
4.5 6ąYHLND�VX�NLWDLV�YDLVWLQLDLV�SUHSDUDWDLV�LU�NLWRNLD�VąYHLND 
 
&LSURIORNVDFLQDV 
 
$WOLHNDQW�VąYHLNRV�W\ULPą��RELOWRNVDNVLPDEDV��YLHQD�MR�GR]ơ��YLHQDV�DUED�NDUWX�VX�FLSURIORNVDFLQX�
EXYR�VXODãLQDPDV����WLULDPǐMǐ��'HY\QLDV�GLHQDV�GYLGHãLPW�WLULDPǯ뾽Mǐ�EXYR�ODãLQDPDV�YLHQDV�
RELOWRNVDNVLPDEDV��GYLGHãLPþLDL�– RELOWRNVDNVLPDEDV�NDUWX�VX�FLSURIORNVDFLQX���� PJ�NJ�
oELOWRNVDNVLPDER�ODãLQDQW�ǯ뾽�YHQą�SULHã�FLSURIORNVDFLQR�LQWUDYHQLQĊ�LQIX]LMą�DUED�NDUWX�VX�MXR�GX�NDUWXV�
SHU�SDUą�YDUWRMDQW�FLSURIORNVDFLQR�JHULDPąMą�WDEOHWĊ��RELOWRNVDNVLPDER�IDUPDNRNLQHWLND�QHSDVLNHLWơ��
2ELOWRNVDNVLPDEDV�SHU�EXUQą�DUED�Ƴ�YHQą�YDUWRMDPR�FLSrofloksacino farmakokinetikos taip pat 
QHSDNHLWơ� 
 
.LWǐ�VąYHLNRV�W\ULPǐ�QHDWOLNWD��.DGDQJL�RELOWRNVDNVLPDEDV�\UD�PRQRNORQLQLV�DQWLNǌQDV��VąYHLNRV�
UL]LND�\UD�QHGLGHOơ� 
 
��� 9DLVLQJXPDV��QơãWXPR�LU�åLQG\PR�ODLNRWDUSLV 
 
1ơãWXPDV 
 
'XRPHQǐ�DSLH�RELOWRNVDNVLPDER�YDUWRMLPą�QơãWXPR�PHWX�QơUD��WDþLDX�åLQRPD��NDG�åPRJDXV�,J*�
SUDVLVNYHUELD�SUR�SODFHQWRV�EDUMHUą� 
$WOLHNDQW�W\ULPXV�VX�J\YǌQDLV��WLHVLRJLQLR�DU�QHWLHVLRJLQLR�åDOLQJR�SRYHLNLR�UHSURGXNFLQHL�VLVWHPDL�
QHQXVWDW\WD��åU� ����VN\ULǯ뾽�� 
$WVDUJXPR�VXPHWLPDLV�QơãWXPR�PHWX�1<;7+5$&,6 JHULDX�QHYDUWRWL� 
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äLQG\PDV 
 
1HåLQRPD��DU�RELOWRNVDNVLPDEDV�LãVLVNLULD�ǯ뾽�PRWLQRV�SLHQą��äLQRPD��NDG�åPRJDXV�,J*�LãVLVNLULD�Ƴ�
PRWLQRV�SLHQą�SLUPDV�SDUDV�SR�YDLNR�JLPLPR�LU�SR�WR�MR�NRQFHQWUDFLMD�JUHLWDL�VXPDåơMD�LNL�QHGLGHOơV��
7RGơO�ãLXR�WUXPSX ODLNRWDUSLX�QHJDOLPD�DWPHVWL�SDYRMDXV�åLQGRPLHPV�NǌGLNLDPV�JDOLP\EơV��9ơOLDX�
JDOLPD�DSVYDUVW\WL�JDOLP\EĊ�YDUWRWL�RELOWRNVDNVLPDEą�åLQG\PR�ODLNRWDUSLX��EHW�WLN�HVDQW�NOLQLNLQLDP�
SRUHLNLXL� 
 
9DLVLQJXPDV 
 
9DLVLQJXPR�W\ULPǯ뾽�VX�RELOWRNVDNVLPDEX�QHDWOLNWD� 
 
4.7 3RYHLNLV�JHEơMLPXL�YDLUXRWL�LU�YDOG\WL�PHFKDQL]PXV 
 
2ELOWRNVDNVLPDEDV�JDOL�VLOSQDL�YHLNWL�JHEơMLPą�YDLUXRWL�LU�YDOG\WL�PHFKDQL]PXV��QHV�SR�
1<;7+5$&,6 LQIX]LMRV�JDOL�SDVLUHLNãWL�JDOYRV�VNDXVPDV��JDOYRV�VYDLJLPDV��QXRYDUJLV�LU�YơPLPDV�
�åU� ����VN\ULǐ�� 
 
4.8 1HSDJHLGDXMDPDV�SRYHLNLV 
 
6DXJXPR�GXRPHQǐ VDQWUDXND 
 
2ELOWRNVDNVLPDER�VDXJXPDV�WLUWDV�WLN�VX�VYHLNDLV�VXDXJXVLDLV�WLULDPDLVLDLV� 
 
2ELOWRNVDNVLPDER�VDXJXPDV�EXYR�YHUWLQDPDV�DWOLHNDQW�WULV�NOLQLNLQLXV�W\ULPXV��NXULXRVH�GDO\YDYR�����
VYHLNǐ�WLULDPǐMǐ��QXR����LNL��� PHWǐ�DPåLDXV���NXULHPV�ǯ뾽�YHQą�EXYR�VXODãLQWD�YLHQD�DUED�GYL��� PJ�NJ�
GR]ơV�� 
 
,ã�YLVR�����WLULDPǐMǐ�Lã�����VXOHLVWD�YLHQD��� PJ�NJ�RELOWRNVDNVLPDER�GR]ơ��6X�SDGLGơMXVLX�MDXWUXPX�
VXVLMXVLRV�QHSDJHLGDXMDPRV�UHDNFLMRV��ǯ뾽VNDLWDQW�LãEơULPą��SDVLUHLãNơ�� SURF������Lã������ãLǐ�WLULDPǯ뾽Mǐ��
ǯ뾽VNDLWDQW�YLHQą�DQDILODNVLMRV��NXUL�SDVLUHLãNơ�LQIX]LMRV�PHWX��DWYHMǯ뾽��'ơO�SDGLGơMXVLR�MDXWUXPR�DUba 
DQDILODNVLMRV�LQIX]LMD�EXYR�QXWUDXNWD�� SURF�����Lã������WLULDPǯ뾽Mǐ�� 
 
'DåQLDXVLRV�QHSDJHLGDXMDPRV�UHDNFLMRV��DSLH�NXULDV�SUDQHãWD��EXYR�JDOYRV�VNDXVPDV��SDVLUHLãNơ�
4 SURF�����Lã�����WLULDPǐMǯ뾽���QLHåXO\V �� SURF�����Lã������LU�XUWLNDULMD��� SURF�����Lã������ 
 
3HU�SLUPDV�WULV�YDODQGDV�QXR�LQIX]LMRV�SUDGåLRV�GDåQLDXVLDL�QXVWDWRPRV�QHSDJHLGDXMDPRV�UHDNFLMRV�
EXYR�QLHåXO\V �Q ������ SURF����XUWLNDULMD��Q ������ SURF����JDOYRV�VNDXVPDV��Q ������ SURF����LãEơULPDV�
�Q ������ SURF����NRVXO\V��Q ������ SURF����JDOYRV�VYDLJLPDV��Q ������ SURF����DSLPD�JDOYRV�VYDLJLPą�LU�
SRVWXUDOLQǯ뾽�JDOYRV�VYDLJLPą��� 
âLRV�VXQNLRV�QHSDJHLGDXMDPRV�UHDNFLMRV�SDVLUHLãNơ�SHU�SLUPDV�WULV�YDODQGDV�SR�LQIX]LMRV��XUWLNDULMD�
�Q ������ SURF����QLHåXO\V �Q ������ SURF���LU�QXJDURV�VNDXVPDV��Q �� ��� SURF��� 
Per 3–���YDODQGDV�QXR�LQIX]LMRV�SUDGåLRV�GDåQLDXVLDL�QXVWDWRPD�QHSDJHLGDXMDPD�UHDNFLMD�EXYR�JDOYRV�
VNDXVPDV��Q ������ SURF�� 
 
1HSDJHLGDXMDPǐ�UHDNFLMǐ�VDQWUDXND�OHQWHOơMH� 
��OHQWHOơMH�SDJDO��RUJDQǐ VLVWHPǯ뾽�NODVĊ�LU�GDåQƳ�SDWHLNLDPRV�QHSDJHLGDXMDPRV�UHDNFLMRV�ǯ뾽�
RELOWRNVDNVLPDEą��NXULRV�EXYR�QXVWDW\WRV�WLULDQW�����VYHLNǐ�WLULDPǐMǐ��NXULHPV�ǯ뾽�YHQą�EXYR�VXOHLVWD�
viena 16 PJ�NJ�RELOWRNVDNVLPDER�GR]ơ� 
 
1HSDJHLGDXMDPo poveikio GDåQLV�DSLEǌGLQDPDV WDLS��ODEDL�GDåQasV����������GDåQas �QXR��������LNL�
�������LU�QHGDåQas �QXR����������LNL����������.LHNYLHQRMH�GDåQLR�JUXSơMH�QHSDJHLGDXMDPas  poveikis 
QXURG\WDV�PDåơMDQþLR�VXQNXPR�WYDUND�� 
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4 OHQWHOơ��6YHLNLHPV�VXDXJXVLHPV�WLULDPLHVLHPV�QXVWDW\WRV�QHSDJHLGDXMDPRV�UHDNFLMRV 
0HG'5$��RUJDQǯ뾽�VLVWHPǯ뾽�NODVơ 'DåQDV 1HGDåQDV 
,PXQLQơV�VLVWHPRV�VXWULNLPDL  $QDILODNVLQơ�UHDNFLMD� 

3DGLGơMĊV�MDXWUXPDV 
1HUYǐ�VLVWHPRV�VXWULNLPDL *DOYRV�VNDXVPDV *DOYRV�VYDLJLPDV 

3RVWXUDOLQLV�JDOYRV�VYDLJLPDV 
+LSHVWH]LMD 

$NLǐ�VXWULNLPDL  )RWRIRELMD 
$XVǐ�LU�ODELULQWǐ�VXWULNLPDL  1HPDORQǌV�SRMǌþLDL�DXV\VH 
.UDXMDJ\VOLǯ뾽�VXWULNLPDL  Flebitas 
.YơSDYLPR�VLVWHPRV��NUǌWLQơV�
OąVWRV�LU 
WDUSXSODXþLR�VXWULNLPDL 

.RVXO\V *HUNOơV�VXGLUJLQLPDV� 
'LVIRQLMD� 
6LQXVǐ�XåEXUNLPDV� 
'LVSQơMD 

9LUãNLQLPR�WUDNWR�VXWULNLPDL  /ǌSǐ�VNDXVPDV 
2GRV�LU�SRRGLQLR�DXGLQLR�VXWULNLPDL 1LHåXO\V��XUWLNDULMD� 

LãEơULPDV 
$OHUJLQLV�GHUPDWLWDV� 
*HQHUDOL]XRWDV�LãEơULPDV� 
2GRV�OXSLPDVLV 

.DXOǐ��UDXPHQǐ�LU 
MXQJLDPRMR�DXGLQLR�VXWULNLPDL 

 *DOǌQLǐ�VNDXVPDV� 
5DXPHQǯ뾽�VSD]PDL� 
5DXPHQǐ�WUǌNþLRMLPDV� 
äDQGLNDXOLR�VNDXVPDV� 

%HQGULHML�VXWULNLPDL�LU 
YDUWRMLPR�YLHWRV�SDåHLGLPDL 

6NDXVPDV�LQIX]LMRV�
YLHWRMH 

6NDXVPDV� 
1HPDORQǌV�SRMǌþLDL�NUǯ뾽WLQơV�VULW\MH� 
âDOWNUơWLV� 
1XRYDUJLV� 
3DWLQLPDV�LQIX]LMRV�YLHWRMH� 
6X�ãLUGLPL�QHVXVLMĊV�NUǯ뾽WLQơV�VULWLHV�
VNDXVPDV� 
/LHþLDQW�DU�VSDXGåLDQW�MXQWDPDV�
VNDXVPDV� 
6NDXVPDV�GǌULR�Ƴ�NUDXMDJ\VOĊ�
YLHWRMH 

 
$WULQNWǐ�QHSDJHLGDXMDPǐ�UHDNFLMǐ�DSLEǌGLQLPDV� 
 
3DGLGơMĊV�MDXWUXPDV�LU�DQDILODNVLMD 
$ãWXRQLHPV�WLULDPLHVLHPV��NXULHPV�RELOWRNVDNVLPDER�LQIX]LMD�EXYR�QXWUDXNWD�GơO�JDOLPR�SDGLGơMXVLR�
MDXWUXPR�� QXVWDW\WRV� ãLRV� QHSDJHLGDXMDPRV� UHDNFLMRV�� XUWLNDULMD�� LãEơULPDV�� NRVXO\V�� QLHåXO\V�� JDOYRV�
VYDLJLPDV�� JHUNOơV� VXGLUJLQLPDV�� GLVIRQLMD�� GLVSQơMD� LU� QHPDORQǯ뾽V� SRMǌþLDL� NUǯ뾽WLQơV� VULW\MH�� .LWLHPV�
WLULDPLHVLHPV��NXULHPV�SDVLUHLãNơ�SDGLGơMĊV�MDXWUXPDV��GDXJLDXVLD�SDVLUHLãNơ�VX�RGD�VXVLMĊ�VLPSWRPDL��
kaip antai QLHåXO\V� LU�LãEơULPDV��LU���WLULDPLHVLHPV�SDVLUHLãNơ�NRVXO\V��$QDILODNVLMRV�UHLãNLQ\V�SDVLUHLãNơ�
GLGåLąMą� NǌQR� GDOǯ뾽�� ǯ뾽VNDLWDQW� NDNOą�� NUǯ뾽WLQĊ�� QXJDUą�� MXRVPHQǯ뾽�� UDQNDV� LU� NRMDV�� DSơPXVLX� GLIX]LãNX��
QLHåơMLPą�VXNHOLDQþLX��ǯ뾽�GLOJơOLQĊ�SDQDãLX�LãEơULPX��WDLS�SDW�GXVXOLX�LU�NRVXOLX� 
 
1HEXYR� MRNLǐ� SRå\PLǐ�� NDG� SDGLGơMXVLR� MDXWUXPR� UHDNFLMDV� LU� LãEơULPXV� Eǯ뾽Wǐ� VXNơOĊV� FLWRNLQǐ�
LãVLVN\ULPDV��NOLQLãNDL�UHLNãPLQJǐ�FLWRNLQǐ�NRQFHQWUDFLMRV�SRN\þLǐ�QHQXVWDW\WD� 
 
,PXQRJHQLãNXPDV 
9LVLHPV�WLULDPLHVLHPV��NXULHPV�WULMǐ�NOLQLNLQLǐ�W\ULPǐ�PHWX�EXYR�VXOHLVWD�YLHQD�LU�GYL�RELOWRNVDNVLPDER�
GR]ơV��EXYR�DWOLNWL�W\ULPDL�GơO�DQWLNǌQǐ�SULHã�RELOWRNVDNVLPDEą�VXVLGDU\PR��$ãWXRQLHPV�WLULDPLHVLHPV�
���� SURF�����Lã�������NXULHPV�ǯ뾽�YHQą�EXYR�VXOHLVWD�EHQW�YLHQD�RELOWRNVDNVLPDER�GR]ơ��QXVWDW\WDV�LPXQLQLV�
atsakas – J\G\PR� PHWX� VXVLGDULXVLǐ� J\GRPąMǯ뾽� SRYHLNǯ뾽� QHXWUDOL]XRMDQþLǯ뾽� DQWLNǌQǐ� �DQJO�� anti-
WKHUDSHXWLF�DQWLERG\���.LHN\ELQLDL� WLWUDL�EXYR�QHGLGHOL� LU�VY\UDYR�QXR������LNL��������7LULDPLHVLHPV��
NXULHPV� QXVWDW\WDV� WRNV� LPXQLQLV� DWVDNDV�� SDNLWXVLRV� IDUPDNRNLQHWLNRV� DUED� SDNLWXVLǐ� WRNVLãNXPR�
FKDUDNWHULVWLNǐ�SRå\PLǐ�QHQXVWDW\WD� 
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Pranešimas apLH�ǯ뾽WDULDPDV�QHSDJHLGDXMDPDV�UHDNFLMDV 
 
6YDUEX�SUDQHãWL�DSLH�ƳWDULDPDV�QHSDJHLGDXMDPDV�UHDNFLMDV�SR�YDLVWLQLR�SUHSDUDWR�UHJLVWUDFLMRV��QHV�WDL�
OHLGåLD�QXRODW�VWHEơWL�YDLVWLQLR�SUHSDUDWR�QDXGRV�LU�UL]LNRV�VDQW\Nǯ뾽��6YHLNDWRV�SULHåLǌURV�VSHFLDOLVWDL�WXUL�
pranHãWL�DSLH�EHW�NRNLDV�ǯ뾽WDULDPDV�QHSDJHLGDXMDPDV�UHDNFLMDV�QDXGRGDPLHVL�V priede QXURG\WD�
nacionaline pranešimo sistema� 
 
4.9 3HUGR]DYLPDV 
 
3HUGR]DYXV�YDLVWLQLR�SUHSDUDWR��UHLNơWǐ�VWHEơWL��DU�SDFLHQWDPV�QHSDVLUHLãNLD�QHSDJHLGDXMDPR�SRYHLNLR�
SRå\PLDL�DU�VLPSWRPDL� 
 
 
5. )$50$.2/2*,1Ơ6�6$9<%Ơ6 
 
5.1 )DUPDNRGLQDPLQơV�VDY\EơV 
 
)DUPDNRWHUDSLQơ�JUXSơ – LPXQLQLDL�VHUXPDL�LU�LPXQRJOREXOLQDL��VSHFLILQLDL�LPXQRJOREXOLQDL��$7&�
kodas – -��%%��� 
 
9HLNLPR�PHFKDQL]PDV 
 
2ELOWRNVDNVLPDEDV�\UD�PRQRNORQLQLV�DQWLNǌQDV��NXULV�SULVLMXQJLD�B. anthracis DSVDXJLQǯ뾽�DQWLJHQą�
�$$���2ELOWRNVDNVLPDEDV�VORSLQD�$$�MXQJLPąVL�SULH�OąVWHOLǐ�SDYLUãLXMH�HVDQþLǐ�MR�UHFHSWRULǯ뾽��WDLS�
QHOHLVGDPDV�MXRGOLJơV�OHWDOLQLDP�IDNWRULXL�LU�HGHPRV�IDNWRULXL�– IHUPHQWDPV��NXULH�\UD�WRNVLQR�
VXGHGDPRVLRV�GDO\V�LU�\UD�DWVDNLQJL�Xå�SDWRJHQLQƳ�MXRGOLJơV�WRNVLQR�SRYHLNǯ뾽�– SDWHNWL�ǯ뾽�OąVWHOơV�YLGǐ� 
 
Farmakodinaminis poveikis 
 
ObiOWRNVDNVLPDEDV�SULVLMXQJLD�ODLVYąMǯ뾽�$$��HVDQW������Q0�DILQLãNXPR�SXVLDXVY\URV�GLVRFLDFLMRV�
NRQVWDQWDL�� 
,Q�YLWUR RELOWRNVDNVLPDEDV�MXQJLDVL�SULH�Ames��9ROOXP ir Sterne SDGHUPLǐ�B. anthracis $$��7\ULPǐ�
DWDVNDLWRVH�QXURG\Wǐ�SDGHUPLǐ�B. anthracis $$�HSLWRSDV� SULH�NXULǐ�MXQJLDVL�RELOWRNVDNVLPDEDV��
XåNRQVHUYXRMDPDV� 
 
,Q�YLWUR W\ULPDL�VX�OąVWHOLǐ�EDQGLQLX��QDXGRMDQW�SHOLǯ뾽�PDNURIDJXV��OHLGåLD�PDQ\WL��NDG�
RELOWRNVDNVLPDEDV�QHXWUDOL]XRMD�WRNVLQǯ뾽�OHWDOLQLR�WRNVLQR�SRYHLNƳ��$$�LU�OHWDOLQLR�WRNVLQR�GHULQǯ뾽�� 
 
,Q�YLYR vHLNVPLQJXPR�W\ULPDLV�VX�1DXMRVLRV�=HODQGLMRV�EDOWDLVLDLV��1=%��WULXãLDLV�LU�NUDEDơGơPLV�
PDNDNRPLV��NXULHPV�EXYR�GXRWD�ǯ뾽NYơSWL�Ames SDGHUPơV�B. anthracis VSRUǐ��SR�J\G\PR�
RELOWRNVDNVLPDEX�EXYR�QXVWDW\WDV�QXR�GR]ơV�SULNODXVRPDV�LãJ\YHQDPXPDV��3R�XåNUơWLPR�B. anthracis 
VSRURPLV�$$�NRQFHQWUDFLMD�1=%�WULXãLǐ�LU�NUDEDơGåLǐ�PDNDNǐ�VHUXPH�GLGơMR��3R�J\G\PR�
RELOWRNVDNVLPDEX�$$�NRQFHQWUDFLMD�VXPDåơMR�GDXJXPRV�LãJ\YHQXVLǐ�J\YǌQǐ�VHUXPH��$$�
NRQFHQWUDFLMD�J\YǌQǐ��NXULHPV�EXYR�OHLGåLDPDV�SODFHEDV��VHUXPH�GLGơMR��NRO�MLH�QXJDLãR� 
 
9HLNVPLQJXPDV� 
 
.DGDQJL�QHǯ뾽PDQRPD�LU�QHHWLãND�DWOLNWL�NRQWUROLXRMDPXV�NOLQLNLQLXV�W\ULPXV�VX�LQKDOLDFLQH�MXRGOLJH�
VHUJDQþLDLV�åPRQơPLV��RELOWRNVDNVLPDER�PRQRWHUDSLMRV�YHLNVPLQJXPDV�J\GDQW�LQKDOLDFLQĊ�MXRGOLJĊ�
�YDLVWLQǯ뾽�SUHSDUDWą O\JLQDQW�VX�SODFHEX��SDJUǯ뾽VWDV�YHLNVPLQJXPR�W\ULPDLV�VX�1=%�WULXãLDLV�LU�
NUDEDơGơPLV�PDNDNRPLV�� 
 
$WOLHNDQW�ãLXRV�W\ULPXV��J\YǌQDL�EXYR�XåNUHþLDPL�DHUR]ROL]XRWRPLV��Ames SDGHUPơV��B. anthracis 
VSRURPLV��QDXGRMDQW�PDåGDXJ����[/'�� GR]Ċ��LU�YơOLDX�VNLUWLQJDLV�ODLNR�PRPHQWDLV�SUDGHGDPL�J\G\WL�
RELOWRNVDNVLPDEX��$WOLHNDQW�LQKDOLDFLQơV�MXRGOLJơV�J\G\PR�YHLNVPLQJXPR�W\ULPXV��J\YǌQDL�EXYR�
SUDGHGDPL�J\G\WL�SDVLUHLãNXV�VLVWHPLQơV�MXRGOLJơV�NOLQLNLQLDPV�SRå\PLDPV�DUED�VLPSWRPDPV��
$WOLHNDQW�SURILODNWLNRV�SR�VąO\þLR�VX�LQIHNFLMRV�ãDOWLQLX�YHLNVPLQJXPR�W\ULPXV��J\YǌQDL�EXYR�
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SUDGHGDPL�J\G\WL�SR�VąO\þLR�VX�B. anthracis ãDOWLQLX��EHW�LNL�LãVLY\VWDQW�VLPSWRPDPV��.UDEDơGơV�
PDNDNRV�EXYR�SUDGHGDPRV�J\G\WL�JDYXV�WHLJLDPą�VHUXPR�HOHNWURFKHPLOLXPLQHVFHQFLQLR��(&/��W\ULPR�
GơO�B. anthracis $$�UH]XOWDWą��SUDơMXV�YLGXWLQLãNDL�PDåGDXJ��� YDODQGǐ�SR�XåNUơWLPR�B. anthracis��
$WOLHNDQW�1=%�WULXãLǐ�J\G\PR�YHLNVPLQJXPR�W\ULPXV��J\YǌQDL�EXYR�SUDGHGDPL�J\G\WL�JDYXV�
WHLJLDPą�(&/�W\ULPR�GơO�B. anthracis $$�UH]XOWDWą�DUED�SR�LOJDODLNLR�SUDGLQơV�NǌQR�WHPSHUDWǌURV�
SDGLGơMLPR��SUDơMXV�YLGXWLQLãNDL�PDåGDXJ����YDODQGǐ�SR�XåNUơWLPR��,ãJ\YHQDPXPDV�EXYR�YHUWLQDPDV�
SUDơMXV����SDURPV�SR�XåNUơWLPR�B. anthracis DWOLHNDQW�WROLDX�DSUDã\WXV�W\ULPXV� 
 
9LHQRV�LQWUDYHQLQơV�RELOWRNVDNVLPDER�GR]ơV��PRQRWHUDSLMRV��YHLNVPLQJXPDV�J\GDQW�LQKDOLDFLQĊ�
MXRGOLJĊ�EXYR�YHUWLQDPDV�DWOLHNDQW�YLHQą�W\ULPą�VX�1=%�WULXãLDLV�LU�WULV�W\ULPXV�VX�NUDEDơGơPLV�
PDNDNRPLV��$3�����$3����LU�$3������YLVL�W\ULPDL�EXYR�SODFHEX�NRQWUROLXRMDPL��DWVLWLNWLQLǐ�LPþLǐ�LU�
DWLWLNR�JHURV�ODERUDWRULQơV�SUDNWLNRV��*/3��UHLNDODYLPXV��7\ULPDL�$5�����$3����LU�$3����EXYR�
NRGXRWL��DWOLHNDQW�W\ULPą�$3�����EXYR�XåNRGXRWL�GXRPHQ\V�DSLH�J\YǌQǐ�SULVN\ULPą�DWLWLQNDPRPV�
JUXSơPV�� 
 
5 OHQWHOơ��,ãJ\YHQDPXPR�URGLNOLDL�DWOLHNDQW�RELOWRNVDNVLPDER���� PJ�NJ��PRQRWHUDSLMRV�
YHLNVPLQJXPR�W\ULPXV 

 

7\ULPR�SDEDLJRMH�LãJ\YHQXVLǯ뾽�WLULDPǯ뾽Mǯ뾽�
J\YǌQǯ뾽�GDOLV 
�SURF���LãJ\YHQR�Q�� S�UHLNãPơ2 95 SURF��3,3 

3ODFHEDV 2ELOWRNVDNVLPDEDV�
�� PJ�NJ� 

*\G\PDV�– 1DXMRVLRV�=HODQGLMRV�EDOWLHML�WULXãLDL 
7\ULPDV�$5���1 �������� ���� SURF�������� ������
 �������������� 
*\G\PDV�– NUDEDơGơV�PDNDNRV 
7\ULPDV�$3���1 6 SURF�������� ���� SURF�������� ������
 �������������� 
7\ULPDV�$3���1 �������� ���� SURF�������� ������
 ��������������� 
3URILODNWLND�SR�VąO\þLR�VX�LQIHNFLMRV�ãDOWLQLX�– NUDEDơGơV�PDNDNRV 

7\ULPDV�
$3���4 

�� YDO� 
SR�VąO\þLR�
VX�
LQIHNFLMRV�
ãDOWLQLX 

������� 100 SURF������� ������
 �������������� 

24 YDO� 
SR�VąO\þLR�
VX�
LQIHNFLMRV�
ãDOWLQLX 

-- �� SURF������� ������
 �������������� 

36 YDO� 
SR�VąO\þLR�
VX�
LQIHNFLMRV�
ãDOWLQLX 

-- �� SURF������� ������ �-������������� 

3,��SDVLNOLDXWLQDVLV�LQWHUYDODV 
1 ,ãJ\YHQDPXPDV�YHUWLQWDV�SUDơMXV����SDURPV�SR�XåNUơWLPR�VSRURPLV��YLVLHPV�UDQGRPL]XRWLHPV�
J\YǌQDPV�SULHã�J\G\Pą�EXYR�SDWYLUWLQWD�EDNWHULHPLMD��J\G\PDV�SUDGơWDV�VPDUNLDL�SDGLGơMXV�NǌQR�
WHPSHUDWǯ뾽UDL��W\ULPDV�$5�����DUED�HVDQW�WHLJLDPDP�DSVDXJLQLǐ�DQWLJHQǐ�
HOHNWURFKHPLOLXPLQHVFHQFLQLR�W\ULPR�UH]XOWDWXL��W\ULPDL�$3����LU�$3����� 
2 3�UHLNãPơ�QXVWDW\WD�WDLNDQW�YLHQSXVǯ뾽�%RVFKORR NULWHULMǐ��SDNRUHJXRWą�WDLNDQW�JDPD�������URGLNOǯ뾽��
SDJDO�Berger-%RRV PHWRGą���O\JLQDQW�VX�SODFHEX� 
3 7LNVOXV�LãJ\YHQDPXPR�URGLNOLǐ�VNLUWXPR��� SURF��SDVLNOLDXWLQDVLV�LQWHUYDODV� 
4 ,ãJ\YHQDPXPDV�YHUWLQWDV�SUDơMXV����SDURPV�SR�XåNUơWLPR�VSRURPLV�� 

x 5RGR�VWDWLVWLQǯ뾽�UHLNãPLQJXPą�HVDQW�������O\JLXL� 
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9DLNǐ�SRSXOLDFLMD 
 
(XURSRV�YDLVWǐ�DJHQWǯ뾽UD�DWLGơMR�ǯ뾽VLSDUHLJRMLPą�SDWHLNWL�1<;7+5$&,6 W\ULPǐ�VX�YLHQD�DU�GDXJLDX�
YDLNǐ�SRSXOLDFLMRV�SRJUXSLǐ�J\GDQW�EDNWHULQĊ�LQIHNFLMą�UH]XOWDWXV��YDUWRMLPR�YDLNDPV�LQIRUPDFLMD�
SDWHLNLDPD���� VN\ULXMH�� 
 
âLV�YDLVWLQLV�SUHSDUDWDV�UHJLVWUXRWDV�LãLPWLQơPLV�VąO\JRPLV��7DL�UHLãNLD��NDG�GơO�OLJRV�UHWXPR�LU�GơO�
etLQLǐ�SULHåDVþLǐ�JDXWL�YLVRV�LQIRUPDFLMRV�DSLH�ãǯ뾽�YDLVWLQǯ뾽�SUHSDUDWą�QHEXYR�ƳPDQRPD� 
(XURSRV�YDLVWǐ�DJHQWǯ뾽UD�NDVPHW�SHUåLǌUơV�QDXMą�LQIRUPDFLMą�DSLH�ãǯ뾽�YDLVWLQƳ�SUHSDUDWą��MHLJX�MRV�EXV��LU�
SULUHLNXV�DWQDXMLQV�ãLą�3&6� 
 
5.2 )DUPDNRNLQHWLQơV�VDY\EơV 
 
$EVRUEFLMD 
 
3R�YLHQRV�LQWUDYHQLQơV�LQIX]LMRV�VYHLNLHPV�WLULDPLHVLHPV�RELOWRNVDNVLPDER�IDUPDNRNLQHWLND�\UD�
WLHVLQơ��NDL�GR]ơ�VY\UXRMD�QXR�� PJ�NJ����NDUWXV�PDåHVQơ�Xå�PDåLDXVLą�UHNRPHQGXRMDPą�GR]Ċ��LNL�
16 PJ�NJ��6YHLNLHPV�WLULDPLHVLHPV�Y\UDPV�LU�PRWHULPV�Ƴ�YHQą�VXODãLQXV�YLHQą��� PJ�NJ�
RELOWRNVDNVLPDER�GR]Ċ��YLGXWLQơ�&PD[ LU�$8&inf EXYR�DWLWLQNDPDL���� ± ���� �J�PO�LU�� 170 ± 1 360 �J�
G�PO��2ELOWRNVDNVLPDER�SXVLQơV�HOLPLQDFLMRV�ODLNDV�EXYR�PDåGDXJ����SDUǐ��YLGXUNLV�� 
 
Pasiskirstymas 
 
9LGXWLQLV�QXVLVWRYơMXV�SXVLDXsvyrai RELOWRNVDNVLPDER�SDVLVNLUVW\PR�Wǯ뾽ULV�EXYR����� ± ���� PO�NJ�LU�
YLUãLMR�SOD]PRV�Wǯ뾽Uǯ뾽��R�WDL�OHLGåLD�GDU\WL�LãYDGą��NDG�ãLHN�WLHN�vaistinio preparato SDVLVNLUVWơ�LU�Ƴ�
DXGLQLXV� 
 
%LRWUDQVIRUPDFLMD 
 
2ILFLDOLǐ�RELOWRNVDNVLPDER�PHWDEROL]PR�W\ULPǐ�QHDWOLNWD� 
7DþLDX�GơO�VDYR�FKDUDNWHULVWLNǐ�PRQRNORQLQLDL�DQWLNǌQDL�SDSUDVWDL�SDVLVNLUVWR�Xå�NUDXMDJ\VOLǐ�ULEǐ��NXU�
JDOL�DEVRUEXRWLV�ǯ뾽�DXGLQLXV��LU�SURWHD]Lǐ�NDWDEROL]XRMDPL�Ƴ�WUXPSXV�SHSWLGXV�LU�DPLQRUǌJãWLV��NXULH�
YơOLDX�ǯ뾽WUDXNLDPL�ǯ뾽�HQGRJHQLQĊ�Mǐ�YLVXPą�DUED�SDãDOLQDPL�Lã�RUJDQL]PR� 
 
(OLPLQDFLMD 
 
9LGXWLQơV�RELOWRNVDNVLPDER�NOLUHQVR�YHUWơV�EXYR����� ± ����� PO�G�NJ�LU�GDXJ�PDåHVQơV�Xå�JORPHUXOǐ�
ILOWUDFLMRV�JUHLWǯ뾽��R�WDL�UHLãNLD��NDG�RELOWRNVDNVLPDEDV�Lã�HVPơV�QHSDVLãDOLQD�SHU�LQNVWXV� 
 
<SDWLQJRV�SRSXOLDFLMos 
 
/\WLHV��DPåLDXV�LU�UDVơV�ǯ뾽WDND 
2ELOWRNVDNVLPDER�IDUPDNRNLQHWLQơV�VDY\EơV�EXYR�YHUWLQDPRV�DWOLHNDQW�SRSXOLDFLQĊ�IDUPDNRNLQHWLQĊ�
DQDOL]Ċ��QDXGRMDQW�����VYHLNǐ�WLULDPǐMǐ��NXULHPV���NOLQLNLQLǐ�W\ULPǐ�PHWX�Ƴ�YHQą�EXYR�VXOHLVWD�YLHQD�
vaistinio preparato GR]ơ��VHUXPR�ơPLQLXV��5HPLDQWLV�ãLD�DQDOL]H��O\WLV��PRWHULV�LU�Y\UDV���UDVơ�
�NDXND]LHþLǯ뾽�LU�QH�NDXND]LHþLǯ뾽��LU�DPåLXV��Y\UHVQLV�LU�MDXQDV�DPåLXV��QHWXUơMR�UHLNãPLQJRV�ǯ뾽WDNRV�
IDUPDNRNLQHWLQLDPV�RELOWRNVDNVLPDER�SDUDPHWUDPV��7DþLDX�Ƴ�NOLQLNLQLXV�RELOWRNVDNVLPDER W\ULPXV�
EXYR�ƳWUDXNWD�QHSDNDQNDPDL����PHWǐ�LU�Y\UHVQLǐ�WLULDPǐMǐ��NDG�EǌWǐ�JDOLPD�QXVWDW\WL��MRJ�vaistinio 
preparato IDUPDNRNLQHWLQơV�VDY\EơV�Mǐ�RUJDQL]PH�VNLULDVL�QXR�Mǐ�MDXQHVQLǐ�WLULDPǯ뾽Mǐ�RUJDQL]PH��,ã�
����NOLQLNLQLXRVH�RELOWRNVDNVLPDER�W\ULPXRVH�GDO\YDYXVLǐ�WLULDPǯ뾽Mǐ����� SURF������Lã������EXYR����
PHWǐ�LU�Y\UHVQL�LU�� SURF�����Lã������EXYR����PHWǐ�LU�Y\UHVQL� 
 
.ǌQR�VYRULR�ǯ뾽WDND 
(VDQW�GLGHOLDP�NǌQR�VYRULXL����� NJ���vaistinio preparato NOLUHQVDV�EXYR�PDåGDXJ��� SURF��GLGHVQLV�
QHL�UHIHUHQFLQơMH�SRSXOLDFLMRMH��.DL�vaistinis preparatas GR]XRMDPDV�SDJDO�VYRUǯ뾽���� PJ�NJ���$8&inf 
SDGLGơMD��� SURF���R�WDL�QơUD�NOLQLãNDL�UHLNãPLQJDV�SDGLGơMLPDV� 
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9DLNǐ�SRSXOLDFLMD 
2ELOWRNVDNVLPDER�IDUPDNRNLQHWLQơV�VDY\EơV�QHLãWLUWRV�YDLNǐ�SRSXOLDFLMRMH����OHQWHOơMH������VN\ULXMH��
SDWHLNWRV�UHNRPHQGDFLMRV�GơO�YDLVWLQLR�SUHSDUDWR�GR]DYLPR�SDJUǯ뾽VWRV�VLPXOLDFLMRPLV�SDJDO�SRSXOLDFLQƳ�
IDUPDNRNLQHWLQǯ뾽�PHWRGą��NXULRV�VXSURMHNWXRWRV�WDLS��NDG�DWLWLNWǐ�QXVWDW\Wą�RELOWRNVDNVLPDER�
HNVSR]LFLMą�VXDXJXVLǐ�WLULDPǐMǐ�RUJDQL]PH�VXOHLGXV��� PJ�NJ�GR]Ċ� 
 
5.3 ,NLNOLQLNLQLǐ�VDXJXPR�W\ULPǐ�GXRPHQ\V 
 
ǯ뾽SUDVWǯ뾽�IDUPDNRORJLQLR�VDXJXPR��NDUWRWLQLǐ�GR]Lǐ�WRNVLãNXPR�EHL�WRNVLQLR�SRYHLNLR�UHSURGXNFLMDL�LU�
Y\VW\PXLVL�LNLNOLQLNLQLǐ�W\ULPǐ�GXRPHQ\V�VSHFLILQLR�SDYRMDXV�åPRJXL�QHSDURGơ� 
 
-XRGOLJH�XåVLNUơWXVLHPV�QHLãJ\YHQXVLHPV�1=%�WULXãLDPV�LU�NUDEDơGơPV�PDNDNRPV��NXULHPV�Ƴ�YHQą�
EXYR�VXOHLVWD�RELOWRNVDNVLPDER���� PJ�NJ���DUED�NRQWUROLQLDPV�J\YǌQDPV�OLJRV�SDWYLUWLQLPR�PRPHQWX�
EXYR�QXVWDW\WD�FHQWULQơV�QHUYǐ�VLVWHPRV��&16��SDåHLGLPǐ��EDNWHULMRV��XåGHJLPDV��KHPRUDJLMD�LU�
UHWNDUþLDLV�QHNUR]ơ���0LNURVNRSLQLXV�SRN\þLXV��NXULH�QXVWDW\WL�QHLãJ\YHQXVLHPV�RELOWRNVDNVLPDEX�
J\G\WLHPV�J\YǌQDPV��VXNơOơ�Xå�NUDXMDJ\VOLǐ�ULEǐ�EXYXVLRV�EDNWHULMRV��R�QH�RELOWRNVDNVLPDER�SRYHLNLV��
'R]ơV�VąVDMRV�VX�JDOYRV�VPHJHQǐ�KLVWRSDWRORJLMD�QHQXVWDW\WD��,ãJ\YHQXVLHPV�MXRGOLJH�XåVLNUơWXVLHPV�
1=%�WULXãLDPV��SUDơMXV����SDURPV��DUED�NUDEDơGơPV�PDNDNRPV��SUDơMXV�LNL����SDUǐ���NXULHPV�
DWLWLQNDPDL�EXYR�VXOHLVWD�YLHQD�QH�GLGHVQơ�NDLS��� PJ�NJ�GR]ơ�LU�QH�GLGHVQơ�NDLS��� PJ�NJ�GR]ơ��
QHQXVWDW\WD�MRNLǐ�VX�J\G\PX�VXVLMXVLǐ�JDOYRV�VPHJHQǐ�SDåHLGLPǐ��3R�J\G\PR�RELOWRNVDNVLPDEX�
LãJ\YHQXVLRPV�MXRGOLJH�XåVLNUơWXVLRPV�NUDEDơGơPV�PDNDNRPV�QHQXVWDW\WD�MRNLǐ�VX�RELOWRNVDNVLPDEX�
VXVLMXVLǐ�QHXURORJLQLǐ�LU�HOJHVLR�SDNLWLPǐ� 
 
Vienas poveikio embriono ir vaisiaXV�Y\VW\PXLVL�W\ULPDV�EXYR�DWOLNWDV�VX�WULXãLQJRPLV��VYHLNRPLV�
1=%�WULXãơPLV��NXULRPV��-ą����-ą����-ą�LU���-ą�JHVWDFLMRV�GLHQą�Ƴ�YHQą�EXYR�VXOHLVWRV�NHWXULRV�LNL�
32 PJ�NJ�GR]ơV����NDUWXV�YLUãLMDQþLRV�SDJDO�PJ�NJ�åPRQơPV�VNLULDPą�vaistinio preparato GR]Ċ���
2ELOWRNVDNVLPDER�åDOLQJR�SRYHLNLR�WULXãLQJRPV�SDWHOơPV�LU�Mǐ�YDLVLXL�SRå\PLǐ�QHQXVWDW\WD��
.XPXOLDFLQơ�HNVSR]LFLMD�1=%�WULXãLǐ�RUJDQL]PH�������� �J�G�PO���NDL��� PJ�NJ��YLHQD�GR]ơ��Q ��
GR]ơV��DWLWLNR�QHSDVWHEơWR�QHLJLDPR�SRYHLNLR�ULEą��12$(/���UHPLDQWLV�$8&0-��-ą�GLHQą��EXYR�PDåGDXJ�
GX�NDUWXV�GLGHVQơ�Xå�åPRQơPV�– Y\UDPV�LU�PRWHULPV�NDUWX�– QXVWDW\Wą�$8&�YLGXUNƳ��Ƴ�YHQą�VXOHLGXV�
16 PJ�NJ�NOLQLNLQĊ�GR]Ċ��&PD[ YHUWơV�VXOHLGXV��� PJ�NJ�GR]Ċ�EXYR�� ��� �J�G�PO� 
 
.DQFHURJHQLãNXPR��JHQRWRNVLãNXPR�LU�YDLVLQJXPR�W\ULPǐ�VX�RELOWRNVDNVLPDEX�QHDWOLNWD� 
 
 
�� )$50$&,1Ơ�,1)250$&,-$ 
 
��� 3DJDOELQLǯ뾽�PHGåLDJǐ�VąUDãDV 
 
+LVWLGLQDV 
6RUELWROLV��(���� 
PROLVRUEDWDV�����(���� 
Vandenilio chlorido UǌJãWLV��(�����VNLUWDV�S+�NRUHJXRWL� 
NDWULR�KLGURNVLGDV��(�����VNLUWDV�S+�NRUHJXRWL� 
,QMHNFLQLV�YDQGXR 
 
��� 1HVXGHULQDPXPDV 
 
âLR�YDLVWLQLR�SUHSDUDWR�QHJDOLPD�PDLã\WL�VX�NLWDLV��LãVN\UXV�QXURG\WXV�����VN\ULXMH� 
 
��� 7LQNDPXPR�ODLNDV 
 
Neatidarytas flakonas 
 
7 metai 
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3UDVNLHVWDV�WLUSDODV�LQIX]LQLDPH�PDLãHO\MH 
 
.DPEDULR�WHPSHUDWǌURMH���� �&�–�� �&��LU�ãDOG\WXYH��� �&�–� �&��LQIX]LQLDPH�PDLãHO\MH�SUDVNLHVWDV�
WLUSDODV�FKHPLãNDL��IL]LãNDL�LU�PLNURELRORJLãNDL�VWDELOXV�LãOLHND���YDODQGDV� 
 
0LNURELRORJLQLX�SRåLǌULX��YDLVWLQƳ�SUHSDUDWą�UHLNơWǯ뾽�VXvartoti QHGHOVLDQW��QHEHQW�IODNRQDV�DWLGDURPDV�LU 
vaistinis prepaUDWDV�UXRãLDPDV�DU�VNLHGåLDPDV�QHNHOLDQW�PLNURELRORJLQơV�WDUãRV�UL]LNRV� 
 
-HLJX�vaistinis SUHSDUDWDV�QHVXYDUWRMDPDV WXRM�SDW��Xå�YDUWRMDPR tirpalo laikymo ODLNą�LU�VąO\JDV�
DWVDNLQJDV�YDUWRWRMDV� 
 
3UDVNLHVWDV�WLUSDODV�LQIX]LQLDPH�ãYLUNãWH� 
 
3DUXRãXV�SUDVNLHVWą�1<;7+5$&,6 WLUSDOą��MƳ�UHLNLD�QHGHOVLDQW�VXOHLVWL�LU�MR�QHJDOLPD�ODLN\WL��
1HVXYDUWRWą vaistinio SUHSDUDWR�GDOǯ뾽�UHLNLD�LãSLOWL� 
 
��� 6SHFLDOLHML�ODLN\PR�QXURG\PDL 
 
/DLN\WL�ãDOG\WXYH��� �&�–� �&�� 
1HJDOLPD�XåãDOG\WL� 
/DLN\WL�JDPLQWRMR�SDNXRWơMH��NDG�vaistinis SUHSDUDWDV�EǌWǐ�DSVDXJRWDV�QXR�ãYLHVRV� 
 
3UDVNLHVWR�YDLVWLQLR�SUHSDUDWR�ODLN\PR�VąO\JRV�SDWHLNLDPRV�����VN\ULXMH� 
 
��� 7DOS\NOơV�SREǌGLV�LU�MRV�WXULQ\V 
 
600 PJ�� PO�NRQFHQWUDWDV�IODNRQH��,�WLSR�VWLNOR��VX�JXPLQLX�NDPãþLX�LU�SROLSURSLOHQR�GDQJWHOLX�VX�
VDQGDULQDPXRMX�DOLXPLQLR�JDXEWHOLX� 
3DNXRWơMH�\UD���IODNRQDV� 
 
��� 6SHFLDOǯ뾽V�UHLNDODYLPDL�DWOLHNRPV�WYDUN\WL�LU�YDLVWLQLDP�SUHSDUDWXL�UXRãWL 
 
6YDUEǌV�SDUXRãLPR�QXURG\PDL 
 
x Prieš YDUWRMDQW��NRQFHQWUDWą�LQMHNFLQLDP�WLUSDOXL�UHLNLD�DSåLǌUơWL��DU�MDPH�QHVLPDWR�NLHWǐMǐ�

GDOHOLǐ�LU�DU�QHSDNLWXVL�Mǐ�VSDOYD��1<;7+5$&,6 – WDL�VNDLGUXV�DUED�RSDOHVFXRMDQWLV��EHVSDOYLV��
JHOVYDV�DUED�UXVYDL�JHOVYDV�WLUSDODV��NXULDPH�JDOL�EǌWL�ãLHN�WLHN�SHUPDWRPǐ�DUED�EDOWǐ�
EDOW\PLQJǐ�NLHWǯ뾽Mǐ�GDOHOLǐ��MRV�EXV�SDãDOLQWRV�QDXGRMDQW�LQIX]LMRV�OLQLMRV�ILOWUą�� 

x ,ãPHVNLWH�IODNRQą��MHLJX�WLUSDOR�VSDOYD�SDNLWXVL�DUED�MDPH�PDWRPL�VYHWLPNǌQLDL��åU� ��VN\ULǐ�� 
x 1HNUDW\NLWH�IODNRQR� 
 
3DUXRãLPDV�LU�VNLHGLPDV�LQIX]LQLDPH�PDLãHO\MH� 
 
�� 0LOLJUDPDLV�DSVNDLþLXRNLWH�UHLNLDPą�RELOWRNVDNVLPDER�GR]Ċ��SDGDXJLQGDPL���OHQWHOơMH��åU� ����

VN\ULXMH��PJ�NJ�QXURG\Wą�UHNRPHQGXRMDPą�GR]Ċ�Lã�DWLWLQNDPR�SDFLHQWR�NǌQR�VYRULR�
NLORJUDPDLV� 

�� $SVNDLþLXRNLWH�UHLNLDPą�RELOWRNVDNVLPDER�NRQFHQWUDWR�LQIX]LQLDP�WLUSDOXL�NLHNƳ�PLOLOLWUDLV�LU�
WRNLDL�GR]HL�UHLNDOLQJǐ�IODNRQǐ�VNDLþLǐ��PLOLJUDPDLV�DSVNDLþLXRWą�GR]Ċ����åLQJVQLV��SDGDOLQGDPL�
Lã�NRQFHQWUDFLMRV����� PJ�PO���,ã�YLHQR�IODNRQR�JDOLPD�VXOHLVWL�� ml obiltoksaksimabo 
NRQFHQWUDWR�LQIX]LQLDP�WLUSDOXL� 

�� 3DVLULQNLWH�WLQNDPR�G\GåLR�LQIX]LQǯ뾽�PDLãHOǯ뾽�VX�QDWULR�FKORULGR�� PJ�PO����� SURF���LQMHNFLQLX�
WLUSDOX��,ã�LQIX]LQLR�PDLãHOLR�LãWUDXNLWH�WLUSDOR�NLHNǯ뾽��O\Jǐ���åLQJVQ\MH�PLOLOLWUDLV�DSVNDLþLXRWDP�
obiltoksaNVLPDER�NLHNLXL��,ãSLONLWH�WLUSDOą��NXUǯ뾽�LãWUDXNLWH�Lã�LQIX]LQLR�PDLãHOLR� 

�� ,ãWUDXNLWH�UHLNLDPą�RELOWRNVDNVLPDER�NRQFHQWUDWR�LQIX]LQLDP�WLUSDOXL�NLHNƳ��DSVNDLþLXRWą���
åLQJVQ\MH��Lã�1<;7+5$&,6 flakono �-ǐ���1<;7+5$&,6 flakone �-XRVH��OLNXVLą�QHVXYDUWRWą 
koncHQWUDWR�GDOǯ뾽�LãPHVNLWH� 

Vai
st

in
is 

pr
ep

ar
at

as
 n

eb
er

eg
ist

ru
ot

as



13 

�� 6XOHLVNLWH�UHLNLDPą�RELOWRNVDNVLPDER�NRQFHQWUDWR�LQIX]LQLDP�WLUSDOXL�NLHNƳ�Ƴ�SDVLULQNWą�LQIX]LQƳ�
PDLãHOƳ�� 

�� 3DOHQJYD�DSYHUVNLWH�LQIX]LQǯ뾽�PDLãHOǯ뾽��NDG�WLUSDODV�LãVLPDLã\Wǐ��1HNUDW\NLWH� 
�� ,QIX]LQǯ뾽�WLUSDOą�UHLNLD�VXODãLQWL�SHU����PLQXþLǯ뾽����OHQWHOơMH��åU� ����VN\ULǐ��QXURG\WX�LQIX]LMRV�

JUHLþLX��QDXGRMDQW������PLNURQǐ�LQIX]LMRV�OLQLMRV�ILOWUą�� 
�� Laikomas 20 �&�–�� �&�NDPEDULR�WHPSHUDWǌURMH�DUED�� �&�–� �&�WHPSHUDWǌURMH�ãDOG\WXYH��

SDUXRãWDV�WLUSDODV�LãOLHND�VWDELOXV���YDODQGDV� 
 
3DUXRãLPDV�LU�SUDVNLHGLPDV�LQIX]LQLDPH�ãYLUNãWH 
 
�� 0LOLJUDPDLV�DSVNDLþLXRNLWH�UHLNLDPą�RELOWRNVDNVLPDER�GR]Ċ��SDGDXJLQGDPL���OHQWHOơMH��åU� ����

VN\ULXMH��PJ�NJ�QXURG\Wą�UHNRPHQGXRMDPą�GR]Ċ�Lã�DWLWLQNDPR�SDFLHQWR�NǌQR�VYRULR�
NLORJUDPDLV� 

�� $SVNDLþLXRNLWH�UHLNLDPą�RELOWRNVDNVLPDER�NRQFHQWUDWR�LQIX]LQLDP�WLUSDOXL�NLHNƳ�PLOLOLWUDLV�LU�
WRNLDL�GR]HL�UHLNDOLQJǐ�IODNRQǐ�VNDLþLǐ��PLOLJUDPDLV�DSVNDLþLXRWą�GR]Ċ����åLQJVQLV��SDGDOLQGDPL�
Lã�NRQFHQWUDFLMRV����� PJ�PO���,ã�YLHQR�IODNRQR�JDOLPD�VXOHLVWL�� ml obiltoksaksimabo 
koncentrato iQIX]LQLDP�WLUSDOXL� 

�� 3DVLULQNLWH�SDJDO�EHQGUą�LQIX]LQLR�WLUSDOR��NXUǯ뾽�QRULPą�VXOHLVWL��NLHNƳ�WLQNDPR�G\GåLR�ãYLUNãWą� 
�� 1DXGRGDPL�SDVLULQNWą�ãYLUNãWą�LU������PLNURQǐ�LQIX]LMRV�OLQLMRV�ILOWUą��SULWUDXNLWH�UHLNLDPą�

RELOWRNVDNVLPDER�NRQFHQWUDWR�LQIX]LQLDP�WLUSDOXL�NLHNǯ뾽��DSVNDLþLXRWą���åLQJVQ\MH���
1<;7+5$&,6 flakone �-XRVH��OLNXVLą�QHVXYDUWRWą NRQFHQWUDWR�GDOǯ뾽�LãPHVNLWH�� 

�� 3ULWUDXNLWH�DWLWLQNDPą�QDWULR�FKORULGR�� PJ�PO����� SURF���LQMHNFLQLR�WLUSDOR�NLHNǯ뾽��NDG�
JDOơWXPơWH�SDUXRãWL���OHQWHOơMH�QXURG\Wą�EHQGUą�LQIX]LQLR�WLUSDOR�NLHNƳ� 

�� 3DOHQJYD�LãPDLã\NLWH�WLUSDOą��1HNUDW\NLWH� 
�� 3DUXRãWą�SUDVNLHVWą�RELOWRNVDNVLPDER�WLUSDOą�UHLNLD�QHGHOVLDQW�VXOHLVWL��1HODLN\NLWH�WLUSDOR�

ãYLUNãWH��1HVXYDUWRWą vaistinio SUHSDUDWR�GDOƳ�UHLNLD�LãSLOWL� 
 
$WOLHNǐ�WYDUN\PDV 
 
1HVXYDUWRWą�YDLVWLQƳ�SUHSDUDWą�DU�DWOLHNDV�UHLNLD�WYDUN\WL�ODLNDQWLV�YLHWLQLǐ�UHLNDODYLPǐ� 
 
 
7. 5(*,6758272-$6 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
9RNLHWLMD 
 
 
8. 5(*,675$&,-26�3$ä<0Ơ-,02�180(5,6��-,$,�� 
 
(8�������������� 
 
 
9. 5(*,675$9,02 � 3(55(*,675$9,02�'$7$ 
 
5HJLVWUDYLPR�GDWD�������P��/DSNULþLR����G 
 
 
10. 7(.672�3(5ä,ǯ뾽526�'$7$ 
 
,ãVDPL�LQIRUPDFLMD�DSLH�ãǯ뾽�YDLVWLQǯ뾽�SUHSDUDWą�SDWHLNLDPD�(XURSRV�YDLVWǐ�DJHQWǯ뾽URV�WLQNODODS\MH�
KWWS���ZZZ�HPD�HXURSD�HX LU�^YDOVW\EơV�QDUơV�DJHQWǌURV�SDYDGLQLPDV��QXRURGD�`�VYHWDLQơMH� 
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II PRIEDAS 
 

A. %,2/2*,1Ơ6�9(,./,26,26�0('ä,$*26�*$0,172-$6�
,5�*$0,172-$6��$76$.,1*$6�8ä�6(5,-Ǐ�,â/(,',0Ą 

 
B. 7,(.,02�,5�9$572-,02�6Ą/<*26�$5�$35,%2-,0$, 

 
C. .,726�6Ą/<*26�,5�5(,.$/$9,0$,�5(*,6758272-8, 

 
D. 6Ą/<*26�$5�$35,%2-,0$,�6$8*,$0�,5�

9(,.60,1*$0�9$,67,1,2�35(3$5$72�9$572-,08,�
8ä7,.5,17, 

 
E. 63(&,),1,6�ǯ뾽3$5(,*2-,0$6�ǯ뾽9<.'<7,�

325(*,675$&,1(6�8ä'827,6�5(*,675$&,-26�
,â,07,1Ơ0,6�6Ą/<*20,6�$79(-8 
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A. %,2/2*,1Ơ6 �-,ǯ뾽��9(,./,26,26 �-,Ǐ-Ǐ��0('ä,$*26 �-Ǐ��*$0,172-$6 �-$,��,5�
*$0,172-$6 �-$,���$76$.,1*AS �-,��8ä�9$,672�6(5,-26�,â/(,',0Ą 

 
%LRORJLQơV �-Lǐ��YHLNOLRVLRV �-LǐMǐ��PHGåLDJRV �-ǯ뾽��JDPLQWRMR�SDYDGLQLPDV�LU�DGUHVDV 
 
/RQ]D�%LRORJLFV��,QF�� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
-$9 
 
*DPLQWRMR �-ǯ뾽���DWVDNLQJR �-ǐ��Xå�VHULMǐ�LãOHLGLPą��SDYDGLQLPDV �-DL��LU�DGUHVDV �-DL� 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��Breda 
2ODQGLMD 
 
 
B. 7,(.,02�,5�9$572-,02�6Ą/<*26�$5�$35,%2-,0$,� 
 
5HFHSWLQLV�YDLVWLQLV�SUHSDUDWDV� 
 
 
C. .,726�6Ą/<*26�,5�5(,.$/$9,0$,�5(*,6758272-8, 
 
x 3HULRGLãNDL�DWQDXMLQDPL�VDXJXPR�SURWRNRODL��3$63� 

 
âLR�YDLVWLQLR�SUHSDUDWR�3$63�SDWHLNLPR�UHLNDODYLPDL�LãGơVW\WL�'LUHNW\YRV���������(%�
107c straipsnio 7 GDO\MH�QXPDW\WDPH�6ąMXQJRV�UHIHUHQFLQLǐ�GDWǐ�VąUDãH��(85'�VąUDãH���NXULV�
VNHOELDPDV�(XURSRV�YDLVWǐ�WLQNODODS\MH� 
 
 
D. 6Ą/<*26�$5�$35,%2-,0$,��6.,57,�6$8*,$0�,5�9(,.60,1*$0�9$,67,1,2�

35(3$5$72�9$572-,08,�8ä7,.5,17,�� 
 
x 5L]LNRV�YDOG\PR�SODQDV��593� 

 
5HJLVWUXRWRMDV�DWOLHND�UHLNDODXMDPą�IDUPDNRORJLQLR�EXGUXPR�YHLNOą�LU�YHLNVPXV��NXULH�LãVDPLDL�
DSUDã\WL�UHJLVWUDFLMRV�E\ORV������ PRGXO\MH�SDWHLNWDPH�593�LU�VXGHULQWRVH�WROHVQơVH�MR�YHUVLMRVH� 
 
$WQDXMLQWDV�UL]LNRV�YDOG\PR�SODQDV�WXUL�EǌWL�SDWHLNWDV� 

x SDUHLNDODYXV�(XURSRV�YDLVWǐ�DJHQWǌUDL� 
x NDL�NHLþLDPD�UL]LNRV�YDOG\PR�VLVWHPD��\SDþ�JDYXV�QDXMRV�LQIRUPDFLMRV��NXUL�JDOL OHPWL�GLGHOƳ�

QDXGRV�LU�UL]LNRV�VDQW\NLR�SRN\Wǯ뾽�DUED�SDVLHNXV�VYDUEǐ��IDUPDNRORJLQLR�EXGUXPR�DU�UL]LNRV�
PDåLQLPR��HWDSą� 

 
 
E. 63(&,),1,6�ǯ뾽3$5(,*2-,0$6�ǯ뾽9<.'<7,�325(*,675$&,1(6�8ä'827,6�

5(*,675$&,-26�,â,07,1Ơ0,6�6Ą/<*20,6�$79(-8 
 
5HJLVWUDFLMRV�LãLPWLQơPLV�VąO\JRPLV�DWYHMX�LU�UHPLDQWLV�5HJODPHQWR��(%��1U� ������������VWUDLSVQLR���
GDOLPL��UHJLVWUXRWRMDV�QXVWDW\WDLV�WHUPLQDLV�WXUL�ƳY\NG\WL�ãLDV�XåGXRWLV� 
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$SUDã\PDV 7HUPLQDV 
 
6LHNGDPDV�YDOLGXRWL�RELOWRNVDNVLPDER�IDUPDNRNLQHWLQLR�W\ULPR�
åPRJDXV�VHUXPH�PHWRGą��*&/-������UHJLVWUXRWRMDV��SULHã�
QDXGRGDPDV�EDQGLQǯ뾽�ơPLQLǐ�DQDOL]HL�NOLQLNLQLR�W\ULPR�$+����
WLNVODLV��WXUơWǐ�SDWHLNWL�EDQGLQLǐ�YDOLGDFLMRV�UH]XOWDWXV��VXVLMXVLXV�VX�
ãLDLV�DVSHNWDLV��$$�����LU������()��/)�LU�DQWLNǌQǐ�SULHã�YDLVWą�
�$39� LQWHUIHUHQFLMD�LU�EDQGLQLR�QDXGRMLPR�WLULDQW�KHPROLWLQǯ뾽�LU�
OLSHPLQƳ�VHUXPR�PơJLQLXV�FKDUDNWHULVWLNRPLV��3DUDOHOL]PR�
EDQG\PXV�UHLNơWǐ�DWOLNWL�VX�QXPDW\WR�DWYLUR�ODXNR�W\ULPR�$+����
PHWX�SDLPWDLV�ơPLQLDLV� 
 
 
 
6LHNGDPDV�ƳYHUWLQWL�NOLQLNLQǯ뾽�DWVDNą��VDXJXPą�LU�WROHUXRMDPXPą��
ǯ뾽VNDLWDQW�OLJRV�HLJą�LU�RELOWRNVDNVLPDEX�J\G\Wǐ�WLULDPǯ뾽Mǐ��NXULHPV�
ǯ뾽WDUWD��PDQ\WD��NDG�JDOL�EǌWL��DUED�SDWYLUWLQWD�LQKDOLDFLQơ�MXRGOLJơ��
LãJ\YHQDPXPą��UHJLVWUXRWRMDV�WXUơWǐ��SDJDO�VXWDUWą�SURWRNROą��DWOLNWL�
��ID]ơV�DWYLUą�ODXNR�W\ULPą�$+�����ƳY\NXV�LQKDOLDFLQơV�MXRGOLJơV�
SURWUǌNLXL�WRVH�ãDO\VH��NXULRVH�RELOWRNVDNVLPDEDV�ƳUHJLVWUXRWDV�LU�MR�
JDOLPD�ƳVLJ\WL��LU�SDWHLNWL�JDOXWLQơV�DWDVNDLWRV�UH]XOWDWXV� 
 
 
 
 

 
3DWHLNWL�NDUWX�VX�JDOXWLQH�
NOLQLNLQH�W\ULPR�$+����
DWDVNDLWD� 
 
 
 
 
 
 
 
0HWLQơV�DWDVNDLWRV��NXULDV�
reikia pateikti  
 
*DOXWLQơ�DWDVNDLWD�EXV�
SDWHLNWD�QH�YơOLDX�NDLS�
SUDơMXV����PơQHVLǐ�SR�
SDVNXWLQơV�
RELOWRNVDNVLPDER�LQIX]LMRV�
DUED�SDVNXWLQLR�GXRPHQǐ�
ULQNLPR��MHLJX�EXV�UHQNDPL�
retrospektyviniai 
GXRPHQ\V� 
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III PRIEDAS 
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Vai
st

in
is 

pr
ep

ar
at

as
 n

eb
er

eg
ist

ru
ot

as



18 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

A. ä(1./,1,0$6 
  

Vai
st

in
is 

pr
ep

ar
at

as
 n

eb
er

eg
ist

ru
ot

as



19 

,1)250$&,-$�$17�,â25,1Ơ6�3$.827Ơ6 
 
'Ơä87Ơ 
 
 
1. 9$,67,1,2�35(3$5$72�3$9$',1,0$6 
 
1<;7+5$&,6 100 PJ�PO�VWHULOXV�NRQFHQWUDWDV 
obiltoksaksimabas  
 
 
2. 9(,./,2-, �-,26��0('ä,$*$ �-26��,5�-26 �-ǯ뾽��.,(.,6 �-,$,� 
 
1 PO����� PJ�RELOWRNVDNVLPDER� 
 
 
3. 3$*$/%,1,Ǐ�0('ä,$*Ǐ�6Ą5$â$6 
 
3DJDOELQơV�PHGåLDJRV��KLVWLGLQDV��VRUELWROLV��(�����vandenilio chlorido UǌJãWLV��QDWULR�KLGURNVLGDV��
LQMHNFLQLV�YDQGXR� 
 
 
4. )$50$&,1Ơ�)250$�,5�.,(.,6�3$.827Ơ-( 
 
.RQFHQWUDWDV�LQIX]LQLDP�WLUSDOXL 
600 PJ�� ml 
1 flakonas 
 
 
5. 9$572-,02�0(72'$6�,5�%ǋ'$6 �-$,� 
 
3ULHã�YDUWRMLPą�SHUVNDLW\NLWH�SDNXRWơV�ODSHOǯ뾽� 
3UDVNLHGXV�OHLVWL�ǯ뾽�YHQą� 
7LN�YLHQNDUWLQLDP�YDUWRMLPXL� 
1HNUDW\WL� 
 
45�NRGDV�EXV�QXURG\WDV�� ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� 63(&,$/86�ǯ뾽63Ơ-,0$6��.$'�9$,67,1Ʋ�35(3$5$7Ą�%ǋ7,1$�/$,.<7,�

9$,.$06�1(3$67(%,02-(�,5�1(3$6,(.,$02-(�9,(72-( 
 
 
7. KITAS �-,��63(&,$/86 �-ǯ뾽6��ǯ뾽63Ơ-,0$6 �-$,���-(,�5(,.,$� 
 
 
 
8. 7,1.$0802�/$,.$6 
 
7LQND�LNL 
 
 
9. 63(&,$/,26�/$,.<02�6Ą/<*26 
 
/DLN\WL�ãDOG\WXYH�� 
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1HJDOLPD�XåãDOG\WL�� 
/DLN\WL�JDPLQWRMR�SDNXRWơMH��NDG�vaistas EǌWǐ�DSVDXJRWDV�QXR�ãYLHVRV� 
 
 
10. 63(&,$/,26�$76$5*802�35,(021Ơ6�'Ơ/�1(689$57272�9$,67,1,2�

35(3$5$72�$5�-2�$7/,(.Ǐ�79$5.<02��-(,�5(,.,$� 
 
 
11. 5(*,6758272-2�3$9$',1,0$6�,5�ADRESAS 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
9RNLHWLMD 
 
 
12. 5(*,675$&,-26�3$ä<0Ơ-,02�180(5,6��-,$,�� 
 
(8�������������� 
 
 
13. 6(5,-26�180(5,6 
 
6HULMD 
 
 
14. 3$5'$9,02��,â'$9,02��79$5.$ 
 
 
15. 9$572-,02�,16758.&,-$ 
 
 
��� ,1)250$&,-$�%5$,/,2�5$â78 
 
3ULLPWDV�SDJULQGLPDV�LQIRUPDFLMRV�%UDLOLR�UDãWX�QHSDWHLNWL� 
 
 
17. 81,.$/86�,'(17,),.$725,86 – �'�%5ǋ.â1,1,6�.2'$6 
 
�'�EUǌNãQLQLV�NRGDV�VX�QXURG\WX�XQLNDOLX�LGHQWLILNDWRULXPL� 
 
 
18. 81,.$/86�,'(17,),.$725,86 – ä021Ơ06�6835$17$0,�'820(1<6 
 
3&�� 
61�� 
11�� 
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0,1,0$/,�,1)250$&,-$�$17�0$äǏ�9,',1,Ǐ�3$.82ý,ǯ뾽 
 
)/$.212�(7,.(7Ơ 
 
 
1. 9$,67,1,2�35(3$5$72�3$9$',1,0$6�,5�9$572-,02�%ǋ'$6��-$,� 
 
1<;7+5$&,6 100 PJ�PO�VWHULOXV�NRQFHQWUDWDV 
obiltoksaksimabas  
3UDVNLHGXV�OHLVWL�ǯ뾽�YHQą� 
 
 
2. 9$572-,02�0(72'$6 
 
7LN�YLHQNDUWLQLDP�YDUWRMLPXL� 
 
3. 7,1.$0802�/$,.$6 
 
(;3 
 
 
4. 6(5,-26�180(5,6 
 
Lot 
 
 
5. .,(.,6��0$6Ơ��7ǋ5,6�$5%$�9,(1(7$,� 
 
600 PJ�� ml 
 
 
�� KITA 
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B. 3$.827Ơ6�/$3(/,6 
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3DNXRWơV�ODSHOLV��LQIRUPDFLMD�SDFLHQWXL 
 

1<;7+5$&,6 100 PJ�PO�NRQFHQWUDWDV�LQIX]LQLDP�WLUSDOXL 
obiltoksaksimabas 

 
9\NGRPD�SDSLOGRPD�ãLR�YDLVWR�VWHEơVHQD��7DL�SDGơV�JUHLWDL�QXVWDW\WL�QDXMą�VDXJXPR�LQIRUPDFLMą��

0XPV�JDOLWH�SDGơWL�SUDQHãGDPL�DSLH�EHW�NRNƳ�-XPV�SDVLUHLãNLDQWǯ뾽�ãDOXWLQǯ뾽�SRYHLNƳ��$SLH�WDL��NDLS�
SUDQHãWL�DSLH�ãDOXWLQƳ�SRYHLNƳ��åU� 4 VN\ULDXV�SDEDLJRMH� 
 
$WLGåLDL�SHUVNDLW\NLWH�YLVą�ãǯ뾽�ODSHOǯ뾽��SULHã�SUDGơGDPL�YDUWRWL�YDLVWą��QHV�MDPH�SDWHLNLDPD�-XPV�

VYDUEL�LQIRUPDFLMD� 
- 1HLãPHVNLWH�ãLR�ODSHOLR��QHV�YơO�JDOL�SULUHLNWL�Mǯ뾽�SHUVNDLW\WL�� 
- -HLJX�NLOWǯ뾽�GDXJLDX�NODXVLPǐ��NUHLSNLWơV�Ƴ�J\G\WRMą��YDLVWLQLQNą�DUED�VODXJ\WRMą� 
- -HLJX�SDVLUHLãNơ�ãDOXWLQLV�SRYHLNLV��QHW�MHLJX�MLV�ãLDPH�ODSHO\MH�QHQXURG\WDV�� NUHLSNLWơV�ǯ뾽�

J\G\WRMą��YDLVWLQLQNą�DUED�VODXJ\WRMą��äU� 4 VN\ULǐ� 
 
$SLH�Ną�UDãRPD�ãLDPH�ODSHO\MH 
 
�� Kas yra 1<;7+5$&,6 LU�NDP�MLV�YDUWRMDPDV"� 
�� .DV�åLQRWLQD�SULHã�-XPV�VXOHLGåLDQW�1<;7+5$&,6 
�� Kaip 1<;7+5$&,6 EXV�VXOHLVWDV 
�� *DOLPDV�ãDOXWLQLV�SRYHLNLV� 
�� Kaip laikyti 1<;7+5$&,6 
�� 3DNXRWơV�WXULQ\V�LU�NLWD�LQIRUPDFLMD 
 
 
1. .DV�\UD�1<;7+5$&,6 LU�NDP�MLV�YDUWRMDPDV" 
 
1<;7+5$&,6 VXGơW\MH�\UD�YHLNOLRVLRV�PHGåLDJRV�RELOWRNVDNVLPDER��2ELOWRNVDNVLPDEDV�\UD�
PRQRNORQLQLV�DQWLNǌQDV�– WDP�WLNURV�UǌãLHV�EDOW\PDV��NXULV�MXQJLDVL�SULH�WRNVLQǐ��NXULXRV�JDPLQD�
MXRGOLJĊ�VXNHOLDQþLRV�EDNWHULMRV��LU�MXRV�LQDNW\YLQD� 
 
1<;7+5$&,6 VNLULDPDV�NDUWX�VX�DQWLELRWLNDLV��J\GDQW�VXDXJXVLXRVLXV�LU�YDLNXV��NXULH�VXVLUJR�
MXRGOLJH�ƳNYơSĊ�EDNWHULMǐ��LQKDOLDFLQH�MXRGOLJH��� 
 
1<;7+5$&,6 WDLS�SDW�JDOL�EǌWL�YDUWRMDPDV�ƳY\NXV�VąO\þLXL�VX�MXRGOLJơV�EDNWHULMRPLV�DUED�VSRURPLV��
EHW�GDU�QHSDVLUHLãNXV�OLJRV�VLPSWRPDPV�DUED�MHLJX�QơUD�NLWǐ�DUED�WLQNDPǐ�YDLVWǐ� 
 
 
2. .DV�åLQRWLQD�SULHã�-XPV�VXOHLGåLDQW�1<;7+5$&,6 
 
-XPV�QHJDOLPD�OHLVWL�1<;7+5$&,6 
- MHLJX�\UD�DOHUJLMD�RELOWRNVDNVLPDEXL�DUED�EHW�NXULDL�SDJDOELQHL�ãLR�YDLVWR�PHGåLDJDL��MRV�

išvardytos 6 VN\ULXMH�� 
 
ƲVSơMLPDL�LU�DWVDUJXPR�SULHPRQơV� 
3DVLWDUNLWH�VX�J\G\WRMX��YDLVWLQLQNX�DUED�VODXJ\WRMX��SULHã�SUDGơGDPL�YDUWRWL�1<;7+5$&,6� 
 
- MHLJX�-XPV��DUED -ǌVǐ�YDLNXL��GLDJQR]XRWDV�UHWDV�JHQHWLQLV�VXWULNLPDV�ǯ뾽JLPWDV IUXNWR]ơV�

QHWROHUDYLPDV��ǯ뾽)1��DUED�-ǌVǐ�YDLNDV�QHEHJDOL�YDUWRWL�VDOGåLǐ�PDLVWR�SURGXNWǐ�DU�JơULPǐ��QHV�
QXR�Mǐ�MDP�SDVLGDUR�EORJD��MLV�YHPLD��MDP�SDVLUHLãNLD�WRNLH�QHPDORQǌV�UHLãNLQLDL�NDLS�SLOYR 
SǌWLPDV��SLOYR�VSD]PDL�DU�YLGXULDYLPDV� 

 
.DL�NXULDLV�DWYHMDLV�DOHUJLQơV�UHDNFLMRV��NXULRV�JDOL�SDVLUHLNãWL�SR�J\G\PR�1<;7+5$&,6��JDOL�EǌWL�
VXQNLRV�IRUPRV��6LHNLDQW�VXPDåLQWL�DOHUJLQLǐ�UHDNFLMǐ�UL]LNą��SULHã�DWOLHNDQW�1<;7+5$&,6 LQIX]LMą��
-XPV�JDOL�EǌWL�SDskirtas antihistamininis vaistas� 
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.LWL�YDLVWDL�LU�1<;7+5$&,6 
-HLJX�YDUWRMDWH�DU�QHVHQLDL�YDUWRMRWH�NLWǯ뾽�YDLVWǐ�DUED�GơO�WR�QHVDWH�WLNUL��DSLH�WDL�SDVDN\NLWH�J\G\WRMXL�
DUED�YDLVWLQLQNXL� 
-XPV�JDOL�EǌWL�SDVNLUWL�DQWLELRWLNDL��SY]���FLSURIORNVDFLQDV��LQKDOLDFLQHL�MXRGOLJHL�J\G\WL� 
 
1ơãWXPDV�LU�åLQG\PDV 
-HLJX�HVDWH�QơãþLD��åLQGRWH�NǌGLNǯ뾽��PDQRWH��NDG�JDOEǌW�HVDWH�QơãþLD�DUED�SODQXRMDWH�SDVWRWL��SULHã�-XPV�
VXOHLGåLDQW�ãLR�YDLVWR��SDVLWDUNLWH�VX�J\G\WRMX� 
 
1HåLQRPD��DU�1<;7+5$&,6 JDOL�SDNHQNWL�GDU�QHJLPXVLDP�YDLNXL�DU�QH�� 
 
1HåLQRPD��DU�1<;7+5$&,6 LãVLVNLULD�Ƴ�PRWLQRV�SLHQą��-ǌV�LU�-ǌVǐ�J\G\WRMDV�QXVSUĊVLWH��DU�-ǯ뾽V�
WXUơWXPơWH�åLQG\WL�SR�1<;7+5$&,6 LQIX]LMRV�DU�QH� 
 
9DLUDYLPDV�LU�PHFKDQL]Pǯ뾽�YDOG\PDV 
1<;7+5$&,6 JDOL�VXNHOWL�WRNLXV�ãDOXWLQLR�SRYHLNLR�UHLãNLQLXV��NDLS�JDOYRV�VNDXVPDV��JDOYRV�
VYDLJLPDV��QXRYDUJLV�LU�YơPLPDV��7DL�JDOL�WXUơWL�ƳWDNRV�-ǌVǐ�JHEơMLPXL�YDLUXRWL�LU�YDOG\WL�
PHFKDQL]PXV� 
 
1<;7+5$&,6 VXGơW\MH�\UD�VRUELWROLR��(����� 
6RUELWROLV�\UD�IUXNWR]ơV��WDP�WLNURV�UǌãLHV�FXNUDXV��ãDOWLQLV��-HLJX�-XPV��DU�-ǯ뾽Vǐ�YDLNXL��yra retas 
JHQHWLQLV�VXWULNLPDV�ǯ뾽JLPWDV IUXNWR]ơV�QHWROHUDYLPDV��ǯ뾽)1���J\G\WRMDV�JDOL�QXVSUĊVWL��NDG�-XPV��DU�-ǯ뾽Vǐ�
YDLNXL��ãLR�YDLVWR YDUWRWL�QHJDOLPD��3DFLHQWǐ��NXULems \UD�ǯ뾽)1��RUJDQL]Pas QHJDOL�VXVNDLG\WL�ãLR�YDLVWR�
VXGơW\MH�HVDQþLRV�IUXNWR]ơV�LU�WDL�JDOL�VXNHOWL�VXQNǐ�QHSDJHLGDXMDPą�SRYHLNǯ뾽�  
Prieš YDUWRMDQW�šio YDLVWR��WXULWH�SDVDN\WL�J\G\WRMXL��MHLJX�-XPV��DU�-ǌVǐ�YDLNXL��\UD�Ʋ)1�DUED�-ǯ뾽Vǐ�
vaikas GDXJLDX�QHJDOL�YDUWRWL�VDOGDXV PDLVWR�DU�JơULPǐ�GơO�DWVLUDQGDQþLR�S\NLQLPR��YơPLPR��DU�
QHPDORQDXV�SRYHLNLR��SLOYR�SǌWLPR��VNUDQGåLR�GLHJOLǐ�DU�YLGXULDYLPR��  
 
1<;7+5$&,6 VXGơW\MH�\UD�QDWULR 
Šio vaisto 6 PO�IODNRQH�\UD�PDåLDX�kaip 1 mmol ����PJ� natrio��W� \��MLV�EHYHLN�QHWXUL�UHLNãPơV� 
 
 
3. Kaip 1<;7+5$&,6 EXV�VXOHLVWDV 
 
1<;7+5$&,6 -XPV�VXOHLV�J\G\WRMDV�DUED�VODXJ\WRMDV��-ǌVǯ뾽�J\G\WRMDV�DUED�VODXJ\WRMDV�DSVNDLþLXRV�
GR]Ċ�SDJDO�-ǌVǐ��DUED�-ǌVǯ뾽�YDLNR��NǌQR�VYRUǯ뾽�� 
 
-ǌVǐ�J\G\WRMDV arba VODXJ\WRMDV�SDUXRã�YDLVWą�LQIX]LMDL�� 
1<;7+5$&,6 WLUSDODV�SHU����PLQXþLǐ�EXV�VXODãLQWDV�-XPV�Ƴ�YHQą��SDSUDVWDL�ODãLQDPD�ǯ뾽�UDQNRV�YHQą���
$WOLHNDQW�1<;7+5$&,6 LQIX]LMą�LU�QH�PDåLDX�NDLS�YDODQGą�SR�MRV�-ǌV�EǌVLWH�VWHELPDV �-D��� 
Prieš atliekant 1<;7+5$&,6��SDFLHQWDPV�SDSUDVWDL�GXRGDPD�YDLVWǐ�VLHNLDQW�LãYHQJWL�DOHUJLQLǐ�
UHDNFLMǯ뾽�DUED�MDV�VXPDåLQWL�� 
 
-HLJX�NLOWǯ뾽�GDXJLDX�NODXVLPǐ�GơO�ãLR�YDLVWR�YDUWRMLPR��NUHLSNLWơV�Ƴ�J\G\WRMą��YDLVWLQLQNą�DUED�
VODXJ\WRMą� 
 
 
4. *DOLPDV�ãDOXWLQLV�SRYHLNLV 
 
âLV�YDLVWDV��NDLS�LU�YLVL�NLWL��JDOL�VXNHOWL�ãDOXWLQƳ�SRYHLNƳ��QRUV�MLV�SDVLUHLãNLD�QH�YLVLHPV�åPRQơPV� 
 
1HGHOVGDPL�SDVDN\NLWH�VDYR�J\G\WRMXL�DUED�LQIX]LMą�-XPV�DWOLHNDQþLDP�DVPHQLXL��MHLJX�
SDVWHEơWXPơWH�EHQW�YLHQą�Lã�ãLǯ뾽�ãDOXWLQLR�SRYHLNLR�UHLãNLQLǯ뾽�� 
 
QLHåơMLPą��LãEơULPą��GXVXOǯ뾽�DUED�ãYRNãWLPą�– WDL�JDOL�EǌWL�DOHUJLQơV�UHDNFLMRV��SDGLGơMXVLR�MDXWUXPR�
UHDNFLMD�� 
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.LWDV 1<;7+5$&,6 ãDOXWLQLV SRYHLNLV  
 
'DåQDV  �JDOL�SDVLUHLNãWL�UHþLDX kaip 1 åPRJXL iš ���� 
- JDOYRV�VNDXVPDV� 
- NRVXO\V� 
- VNDXVPDV�LQIX]LMRV�YLHWRMH� 
- QLHåơMLPDV��RGRV�LãEơULPDV��ǯ뾽VNDLWDQW�QLHåơMLPą�VXNHOLDQWǯ뾽�LãEơULPą�LãNLOLDLV�VSXRJHOLDLV�

�GLOJơOLQĊ�� 
 
1HGDåQDV  �JDOL�SDVLUHLNãWL�UHþLDX kaip 1 åPRJXL�Lã ����� 
- DOHUJLQơV�UHDNFLMRV� 
- JDOYRV�VYDLJLPDV� 
- WLUSXO\V� 
- DNLǐ�MDXWUXPDV�ãYLHVDL��IRWRIRELMD�� 
- QHPDORQǌV�SRMǌþLDL�DXV\VH� 
- JHUNOơV�VXGLUJLQLPDV� 
- XåNLPLPDV� 
- VLQXVǐ�XåEXUNLPDV� 
- GXVXO\V� 
- OǌSǐ�VNDXVPDV� 
- HJ]HPD��SOHLVNDQRMDQWL�RGD� 
- UDXPHQǯ뾽�WUǯ뾽NþLRMLPDL�LU�VSD]PDL� 
- QXRYDUJLV� 
- ãDOWNUơWLV��ãDOþLR�SRMǌWLV�� 
- QHPDORQǌV�SRMǌþLDL�NUǯ뾽WLQơV�VULW\MH�� 
- YLVR�NǌQR�VNDXVPDV�LU�JDOǯ뾽QLǐ��NUǌWLQơV�VULWLHV��åDQGLNDXOLR��UDXPHQǐ��UDLãþLǐ��VDXVJ\VOLǐ�DU�

NDXOǯ뾽�VNDXVPDV�� 
- SDWLQLPDV��VNDXVPDV�LQIX]LMRV�YLHWRMH�DUED�IOHELWDV��YHQǐ�XåGHJLPDV�� 
 
3UDQHãLPDV�DSLH�ãDOXWLQǯ뾽�SRYHLNǯ뾽 
JeiJX�SDVLUHLãNơ�ãDOXWLQLV�SRYHLNLV��QHW�MHLJX�MLV�ãLDPH�ODSHO\MH�QHQXURG\WDV�� NUHLSNLWơV�ǯ뾽�J\G\WRMą��
YDLVWLQLQNą�DUED�VODXJ\WRMą��$SLH�ãDOXWLQƳ�SRYHLNƳ�WDLS�SDW�JDOLWH�SUDQHãWL�WLHVLRJLDL�QDXGRGDPLHVL�V 
priede QXURG\WD�QDFLRQDOLQH�SUDQHãLPR�VLVWHPD��3UDQHãGDPL�DSLH�ãDOXWLQƳ�SRYHLNƳ�JDOLWH�PXPV�SDGơWL�
JDXWL�GDXJLDX�LQIRUPDFLMRV�DSLH�ãLR�YDLVWR�VDXJXPą� 
 
 
5. .DLS�ODLN\WL�1<;7+5$&,6 
 
/DLN\NLWH�ãǯ뾽�YDLVWą�YDLNDPV�QHSDVWHELPRMH�LU�QHSDVLHNLDPRMH�YLHWRMH� 
 
$QW�GơåXWơV�Ä7LQND�LNL³�LU�IODNRQR�HWLNHWơV�SR�Ä(;3³�QXURG\WDP�WLQNDPXPR�ODLNXL�SDVLEDLJXV��ãLR�
YDLVWR�YDUWRWL�QHJDOLPD��9DLVWDV�WLQNDPDV�YDUWRWL�LNL�SDVNXWLQơV�QXURG\WR�PơQHVLR�GLHQRV� 
 
/DLN\WL�ãDOG\WXYH��� �&�–� �&��� 
1HJDOLPD�XåãDOG\WL� 
/DLN\WL�JDPLQWRMR�SDNXRWơMH��NDG�vaistas EǌWǐ�DSVDXJRWDV�QXR�ãYLHVRV� 
 
.DPEDULR�WHPSHUDWǌURMH���� �&�–�� �&��LU�ãDOG\WXYH��� �&�–� �&��LQIX]LQLDPH�PDLãHO\MH�SUDVNLHVWas 
WLUSDODV�FKHPLãNDL��IL]LãNDL�LU�PLNURELRORJLãNDL�VWDELOXV�LãOLHND���YDODQGDV� 
 
1<;7+5$&,6 SUDVNLHGXV�LQIX]LQLDPH�ãYLUNãWH��Mǯ뾽�UHLNLD�QHGHOVLDQW�VXOHLVWL�LU�MR�QHJDOLPD�ODLN\WL��
1HVXYDUWRWą vaisto GDOƳ�UHLNLD�LãSLOWL� 
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�� 3DNXRWơV�WXULQ\V�LU�NLWD�LQIRUPDFLMD 
 
1<;7+5$&,6 VXGơWLV� 
- 9HLNOLRML�PHGåLDJD�\UD�RELOWRNVDNVLPDEDV��Kiekviename mililitre koncentrato yra 100 PJ�

RELOWRNVDNVLPDER��9LHQDPH�� ml flakone yra 600 PJ�RELOWRNVDNVLPDER� 
- 3DJDOELQơV�PHGåLDJRV�\UD�KLVWLGLQDV��VRUELWROLV��(������SROLVRUEDWDV�����(������vandenilio 

chlorido UǌJãWLV��(�����LU�QDWULR�KLGURNVLGDV��(������7DLS�SDW�åU����VN\ULǐ�Ä1<;7+5$&,6 
VXGơW\MH�\UD�VRUELWROLR³� 

 
1<;7+5$&,6 LãYDL]GD�LU�NLHNLV�SDNXRWơMH 
1<;7+5$&,6 – WDL�VNDLGUXV�DUED�RSDOHVFXRMDQWLV��EHVSDOYLV��JHOVYDV�DUED�UXVYDL�JHOVYDV�
NRQFHQWUDWDV�WLUSDOXL� 
1<;7+5$&,6 WLHNLDPDV�SDNXRWơVH�SR���IODNRQą� 
 
5HJLVWUXRWRMDV 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
9RNLHWLMD 
 
*DPLQWRMDV� 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��Breda 
2ODQGLMD 
 
âLV�SDNXRWơV�ODSHOLV�SDVNXWLQǯ뾽�NDUWą�SHUåLǯ뾽UơWDV 
 
âLV�YDLVWDV�UHJLVWUXRWDV�LãLPWLQơPLV�VąO\JRPLV��7DL�UHLãNLD��NDG�GơO�OLJRV�UHWXPR�LU�HWLQLǐ�SULHåDVþLǐ�
JDXWL�YLVRV�LQIRUPDFLMRV�DSLH�ãǯ뾽�YDLVWLQƳ�SUHSDUDWą�QHEXYR�ƳPDQRPD� 
(XURSRV�YDLVWǐ�DJHQWǯ뾽UD�EHQW�NDUWą�SHU�PHWXV�SHUåLǌUơV�QDXMą�LQIRUPDFLMą�DSLH�ãǯ뾽�YDLVWą�LU�SULUHLNXV�
DWQDXMLQV�ãƳ�ODSHOƳ� 
 
.LWL�LQIRUPDFLMRV�ãDOWLQLDL 
 
,ãVDPL�LQIRUPDFLMD�DSLH�ãǯ뾽�YDLVWą�SDWHLNLDPD�(XURSRV�YDLVWǯ뾽�DJHQWǯ뾽URV WLQNODODS\MH�
KWWS���ZZZ�HPD�HXURSD�HX��-RMH�WDLS�SDW�UDVLWH�QXRURGDV�Ƴ�NLWXV�WLQNODODSLXV�DSLH�UHWDV�OLJDV�LU�Mǯ뾽�
J\G\Pą� 
 
âLV�ODSHOLV�SDWHLNLDPDV�(XURSRV�YDLVWǐ�DJHQWǌURV�WLQNODODS\MH�YLVRPLV�(6�(((�NDOERPLV� 
 
3DSLOGRPD�LQIRUPDFLMD�ZZZ�RELOWR[D[LPDE-VIO�HX EXV�QXURG\WDV�45�NRGDV�� 
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