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CHARAKTERYSTYKA PRODUKTU LECZNICZEGO 
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1LQLHMV]\�SURGXNW�OHF]QLF]\�EĊG]LH�GRGDWNRZR�PRQLWRURZDQ\��8PRĪOLZL�WR�V]\ENLH�
]LGHQW\ILNRZDQLH�QRZ\FK�LQIRUPDFML�R�EH]SLHF]HĔVWZLH��2VRE\�QDOHĪąFH�GR�IDFKRZHJR�SHUVRQHOX�
PHG\F]QHJR�SRZLQQ\�]JáDV]Dü�ZV]HONLH�SRGHMU]HZDQH�G]LDáDQLD�QLHSRĪąGDQH��$E\�GRZLHG]LHü�VLĊ��MDN�
]JáDV]Dü�G]LDáDQLD�QLHSRĪąGDQH�– SDWU]�SXQNW����� 
 
 
1. NAZWA PRODUKTU LECZNICZEGO 
 
1<;7+5$&,6 ����PJ�PO�NRQFHQWUDW�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML 
 
 
2. 6.à$'�-$.2ĝ&,2:<�,�,/2ĝ&,2:< 
 
Jeden PO�NRQFHQWUDWX�]DZLHUD�����PJ�RELOWRNVDNV\PDEX�� 
-HGQD�ILROND�R�REMĊWRĞFL���PO�]DZLHUD�����PJ�RELOWRNVDNV\PDEX� 
 
2ELOWRNVDNV\PDE�MHVW�Z\WZDU]DQ\�Z�P\VLFK�NRPyUNDFK�V]SLF]DND�*6-16��PHWRGą�UHNRPELQDFML�
'1$� 
 
6XEVWDQFMD�SRPRFQLF]D�R�]QDQ\P�G]LDáDQLX 
 
��PO�NRQFHQWUDWX�]DZLHUD����PJ�VRUELWROX� 
 
3HáQ\�Z\ND]�VXEVWDQFML�SRPRFQLF]\FK��SDWU]�SXQNW����� 
 
 
3. 3267$û�)$50$&(87<&=1$ 
 
.RQFHQWUDW�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML��NRQFHQWUDW�MDáRZ\���� 
1<;7+5$&,6 PD�SRVWDü�SU]H]URF]\VWHJR�OXE�RSDOL]XMąFHJR��EH]EDUZQHJR��EODGRĪyáWHJR�OXE�
EODGREUą]RZDZRĪyáWHJR�UR]WZRUX��NWyU\�PRĪH�]DZLHUDü�QLHZLHONą�OLF]EĊ�SU]H]URF]\VW\FK�OXE�ELDá\FK�
F]ąVWHN�ELDáNRZ\FK��RGILOWURZ\ZDQ\FK�Z�WUDNFLH�SRGDZDQLD���R�S+�Z\QRV]ąF\P ����RUD] 
RVPRODOQRĞFL�Z\QRV]ąFHM����–��� P2VP�NJ� 
 
 
4. 6=&=(*Ïà2:(�'$1(�./,1,&=1( 
 
4.1 Wskazania do stosowania 
 
1<;7+5$&,6 MHVW�ZVND]DQ\�GR�VWRVRZDQLD�Z�VNRMDU]HQLX�]�RGSRZLHGQLPL�OHNDPL�
SU]HFLZEDNWHU\MQ\PL�ZH�ZV]\VWNLFK�JUXSDFK�ZLHNRZ\FK�Z�OHF]HQLX�ZąJOLND�Z]LHZQHJR�Z\ZRáDQHJR�
SU]H]�EDNWHULĊ�Bacillus anthracis �SDWU]�SXQNW������ 
 
1<;7+5$&,6 MHVW�ZVND]DQ\�GR�VWRVRZDQLD�ZH�ZV]\VWNLFK�JUXSDFK�ZLHNRZ\FK�Z�UDPDFK�
SURILODNW\NL�SRHNVSR]\F\MQHM�ZąJOLND�Z]LHZQHJR��NLHG\�LQQH�PHWRG\�OHF]HQLD�Vą�QLHRGSRZLHGQLH�OXE�
QLHGRVWĊSQH��SDWU]�SXQNW������ 
 
4.2 Dawkowanie i sposï¿½b podawania  
 
1<;7+5$&,6 QDOHĪ\�SRGDZDü�RG�UD]X�SR�SRMDZLHQLX�VLĊ�ZVND]DĔ�NOLQLF]Q\FK� 
 
2GSRZLHGQLH�leczenie L�QDG]yU�PHG\F]Q\�SRZLQQ\�]DZV]H�E\ü�GRVWĊSQH�QD�Z\SDGHN�Z\VWąSLHQLD�
UHDNFML�DQDILODNW\F]QHM�SR�SRGDQLX�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6� 
 
'DZNRZDQLH 
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=DOHFDQH�GDZNRZDQLH�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 X�GRURVá\FK�SDFMHQWyZ�R�PDVLH�FLDáD�FR�
QDMPQLHM����NJ�WR�SRMHG\QF]D LQIX]MD GRĪ\OQD �� PJ�NJ�PDV\�FLDáD��PF����=DOHFDQH�GDZNRZDQLH�
SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 u doroVá\FK�SDFMHQWyZ�R�PDVLH�FLDáD�SRQLĪHM����NJ�WR�
pojedynczD LQIX]MD GRĪ\OQD �� PJ�NJ PF�� 
 
 
3U]HG�SRGDQLHP�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 ]DOHFD�VLĊ�SUHPHG\NDFMĊ�OHNLHP�
SU]HFLZKLVWDPLQRZ\P��SDWU]�SXQNW\�����L������� 
 
6SRVyE�PRG\ILNDFML�GDZNL�Z�SU]\SDGNX�UHDNFML�]ZLą]DQ\FK�]�LQIX]Mą��SDWU]�WDEHOD��� 
 
7DEHOD����0RG\ILNDFMH�GDZNL�RELOWRNVDNV\PDEX�Z�SU]\SDGNX�UHDNFML�]ZLą]DQ\FK�]�LQIX]Mą 
Nasilenie 
UHDNFML� 

0RG\ILNDFMD�GDZNL 

5HDNFMH�
]ZLą]DQH�]�
LQIX]Mą 
VWRSQLD��–� 

1DOHĪ\�SU]HUZDü�LQIX]MĊ RELOWRNVDNV\PDEX�L�]DVWRVRZDü leczenie 
ZVSRPDJDMąFH� 

3U]\�SLHUZV]\P�Z\VWąSLHQLX�ĞZLV]F]ąFHJR�RGGHFKX��VNXUF]X�RVNU]HOL�OXE�
XRJyOQLRQHM�SRNU]\ZNL�VWRSQLD��� QDOHĪ\�QD�VWDáH�RGVWDZLü�RELOWRNVDNV\PDE� 

:�SU]\SDGNX�QDZURWX�ĞZLV]F]ąFHJR�RGGHFKX�OXE�SRNU]\ZNL�VWRSQLD��� EąGĨ�
QDZURWX�MDNLFKNROZLHN�REMDZyZ�VWRSQLD��� QDOHĪ\�QD�VWDáH�RGVWDZLü�
RELOWRNVDNV\PDE��� 

:�SR]RVWDá\FK�SU]\SDGNDFK�SR�FDáNRZLW\P�XVWąSLHQLX�REMDZyZ�LQIX]MĊ PRĪQD�
Z]QRZLü�]�V]\ENRĞFLą�R�50% PQLHMV]ą�QLĪ�SU]HG�Mej SU]HUZDQLHP��:�
SU]\SDGNX�EUDNX�REMDZyZ ]ZLą]DQ\FK�]�LQIX]Mą V]\ENRĞü�infuzji RSLVDQR�Z�
WDEHOL���� 

1DOHĪ\�]DVWRVRZDü�SUHPHG\NDFMĊ� 

5HDNFMH�
]ZLą]DQH�]�
LQIX]Mą�VWRSQLD��� 

1DOHĪ\�QDW\FKPLDVW�SU]HUZDü�LQIX]MĊ RELOWRNVDNV\PDEX� 
1DOHĪ\�]DVWRVRZDü OHF]HQLH�ZVSRPDJDMąFH� 
1DOHĪ\�QD�VWDáH�RGVWDZLü�RELOWRNVDNV\PDE��� 

 
6SHFMDOQH�JUXS\�SDFMHQWyZ 
 
2VRE\�Z�SRGHV]á\P�ZLHNX 
 
8�SDFMHQWyZ�Z�ZLHNX�����ODW�GRVWRVRZDQLH GDZNL�QLH�MHVW�NRQLHF]Qe �SDWU]�SXQNW������ 
 
']LHFL�L�PáRG]LHĪ 
 
=DOHFDQD�GDZND�X�G]LHFL�L�PáRG]LHĪ\�]DOHĪ\�RG�PDV\�FLDáD��MDN�SRND]DQR�Z�WDEHOL���SRQLĪHM� 
 
7DEHOD����=DOHFDQD�GDZND�RELOWRNVDNV\PDEX�X�G]LHFL�L�PáRG]LHĪ\��GDZNa Z�]DOHĪQRĞFL RG�PDV\�
FLDáD� 

0DVD�FLDáD�>NJ@ 'DZND�>PJ�NJ�PF�@ 
!��� �� 

!���GR��� �� 
���OXE�PQLHM �� 

 
6SRVyE�SRGDZDQLD� 
 
2ELOWRNVDNV\PDE�QDOHĪ\�SRGDZDü�Z infuzji GRĪ\OQHM�WUZDMąFHM ���PLQXW� 
 
ĝURGNL�RVWURĪQRĞFL��NWyUH�QDOHĪ\�SRGMąü�SU]HG�XĪ\FLHP�OXE�SRGDQLHP�SURGXNWX�OHF]QLF]HJR 
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1LH�QDOHĪ\�SRWU]ąVDü�ILRONą��3U]HG�SRGDQLHP�infuzji GRĪ\OQHj RELOWRNVDNV\PDE�QDOHĪ\�UR]FLHĔF]\ü�Z�
UR]WZRU]H�FKORUNX�VRGX�GR�ZVWU]\NLZDĔ�R�VWĊĪHQLX�� PJ�PO���������SDWU]�SXQNW������� 
 
5R]FLHĔF]RQ\�RELOWRNVDNV\PDE�Z�infuzji GRĪ\OQej QDOHĪ\�SRGDZDü�SU]H]����PLQXW�]�V]\ENRĞFLą�
infuzji ZHGáXJ�WDEHOL����]�Z\NRU]\VWDQLHP�ZRUND�LQIX]\MQHJR�OXE�VWU]\NDZNL�GR�LQIX]ML�RUD]�ILOWUD�
LQIX]\MQHJR������ȝP�� 
 
3U]H]�FDá\�F]DV�WUZDQLD�infuzji L�SU]H]�FR�QDMPQLHM�JRG]LQĊ�SR�MHJR�]DNRĔF]HQLX�SDFMHQWyZ�QDOHĪ\�
XZDĪQLH�PRQLWRURZDü Z�FHOX�Z\NU\FLD SU]HGPLRWRZ\FK�L�SRGPLRWRZ\FK�REMDZyZ�QDGZUDĪOLZRĞFL�
�SDWU]�SXQNW�������:�SU]\SDGNX�UHDNFML�]ZLą]DQ\FK�]�LQIX]Mą QDOHĪ\�SRVWĊSRZDü�]JRGQLH�]�
Z\W\F]Q\PL�]DZDUW\PL�Z�WDEHOL��� 
 
3R�]DNRĔF]HQLX�infuzji GRĪ\OQHj ]HVWDZ�LQIX]\MQ\�QDOHĪ\�SU]HSáXNDü�UR]WZRUHP�FKORUNX�VRGX�GR�
ZVWU]\NLZDĔ�R�VWĊĪHQLX�� PJ�PO�������� 
 
7DEHOD����'DZND�RELOWRNVDNV\PDEX��FDáNRZLWD�REMĊWRĞü�LQIX]ML L�V]\ENRĞü�LQIX]ML Z�]DOHĪQRĞFL�RG 
PDV\�FLDáD 

0DVD�FLDáD�>NJ@ 
�GDZNRZDQLH�]DOHĪQH�RG�PDV\�FLDáD� 

 

&DáNRZLWD�REMĊWRĞü�
LQIX]ML >PO@ 

>ZRUHN�LQIX]\MQ\�OXE�
VWU]\NDZND�GR�LQIX]ML@
 

6]\ENRĞü�LQIX]ML 
>PO�K@ 

>40 NJ�OXE�GRURĞOL���� PJ�NJ�PF�� 
!��� ��� ��� 

>15 NJ�GR��� NJ���� PJ�NJ�PF�� 
���GR��� ��� ��� 
���GR��� 100 �� 

15 NJ�OXE�PQLHM���� PJ�NJ�PF�� 
11 do 15 100 �� 
5 do 10 50 ���� 

����GR���� �� �� 
����GR�� �� ���� 
����GR�� 15 10 

��OXE�PQLHM � ��� 

�,QVWUXNFMD�GRW\F]ąFD�UR]FLHĔF]DQLD�SURGXNWX�OHF]QLF]HJR�RUD]�XĪ\FLD�ZRUND�LQIX]\MQHJR�OXE�
VWU]\NDZNL�GR�LQIX]ML�SU]HG�SRGDQLHP��SDWU]�SXQNW ���� 
 
4.3 3U]HFLZZVND]DQLD 
 
1DGZUDĪOLZRĞü�QD�VXEVWDQFMĊ�F]\QQą�OXE�QD�NWyUąNROZLHN�VXEVWDQFMĊ�SRPRFQLF]ą�Z\PLHQLRQą�Z�
SXQNFLH����� 
 
4.4 6SHFMDOQH�RVWU]HĪHQLD�L�ĞURGNL�RVWURĪQRĞFL�GRW\F]ąFH�VWRVRZDQLD 
 
,GHQW\ILNRZDOQRĞü 
 
W celu SRSUDZLHQLD�LGHQW\ILNRZDOQRĞFL�ELRORJLF]Q\FK�SURGXNWyZ�OHF]QLF]\FK�QDOHĪ\�F]\WHOQLH�
]DSLVDü�QD]ZĊ�L�QXPHU�VHULL�SRGDZDQHJR�SURGXNWX� 
 
5HDNFMH�]ZLą]DQH�]�LQIX]Mą��QDGZUDĪOLZRĞü�L�DQDILODNVMD 
 
5HDNFMH�]ZLą]DQH�]�LQIX]Mą OXE�UHDNFMH�QDGZUDĪOLZRĞFL�E\á\�F]ĊVWR�REVHUZRZDQH�Z�EDGDQLDFK�
NOLQLF]Q\FK�RELOWRNVDNV\PDEu SURZDG]RQ\FK�]�XG]LDáHP�]GURZ\FK�XF]HVWQLNyZ��=H�Z]JOĊGX QD�
U\]\NR�FLĊĪNLFK�UHDNFML�OXE�DQDILODNVML�RELOWRNVDNV\PDE�SRZLQLHQ�E\ü�SRGDZDQ\�Z�NRQWURORZDQ\FK 
ZDUXQNDFK SU]H]�Z\V]NRORQ\�SHUVRQHO�Z\SRVDĪRQ\�Z�ĞURGNL�]DUDGF]H�QD�Z\SDGHN�DQDILODNVML��
3DFMHQWyZ�QDOHĪ\�ĞFLĞOH�PRQLWRURZDü�SU]H]�FDá\�F]DV�WUZDQLD�infuzji L�SU]H]�FR�QDMPQLHM�JRG]LQĊ�SR�
jej ]DNRĔF]HQLX�� 
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3RQLHZDĪ�EDGDQLD�NOLQLF]QH�E\á\�SURZDG]RQH�]�XG]LDáHP�]GURZ\FK�RFKRWQLNyZ��infuzje 
RELOWRNVDNV\PDEX�SU]HU\ZDQR�Z�FKZLOL�SRMDZLHQLD�VLĊ�MDNLHMNROZLHN�UHDNFML��=�GRĞZLDGF]HQLD�]�
LQQ\PL�SU]HFLZFLDáDPL�PRQRNORQDOQ\PL�VWRVRZDQ\PL�Z�OHF]HQLX�SRZDĪQ\FK�VFKRU]HĔ�Z\QLND��ĪH�
infuzje ]DVDGQLF]R�PRĪQD�ZyZF]DV�XNRĔF]\ü��MHĞOi ZGURĪ\�VLĊ�RGSRZLHGQLH�SRVWĊSRZDQLH��:�
SU]\SDGNX�UHDNFML�]ZLą]DQ\FK�]�LQIX]Mą QDOHĪ\�SRVWĊSRZDü�]JRGQLH�]�Z\W\F]Q\PL�]DZDUW\PL�Z�WDEHOL�
��� 
 
3U]HG�SRGDQLHP�RELOWRNVDNV\PDEX�]DOHFD�VLĊ�SUHPHG\NDFMĊ�OHNLHP�SU]HFLZKLVWDPLQRZ\P��QS��
GLIHQK\GUDPLQą��SDWU]�SXQNW�������3RGF]DV�EDGDĔ�NOLQLF]Q\FK�]�]DVWRVRZDQLHP RELOWRNVDNV\PDEu 
GLIHQK\GUDPLQĊ SRGDZDQo ���PLQXW�SU]HG�QLP��3UHPHG\NDFMD�OHNLHP�SU]HFLZKLVWDPLQRZ\P�QLH�
]DSRELHJD�DQDILODNVML�L�PRĪH�PDVNRZDü�OXE�RSyĨQLDü�Z\VWąSLHQLH REMDZyZ�QDGZUDĪOLZRĞFL� 
 
:ąJOLNRZH�]DSDOHQLH�RSRQ�Py]JRZR-UG]HQLRZ\FK 
 
2ELOWRNVDNV\PDE�QLH�SU]HQLND�SU]H]�EDULHUĊ�NUHZ-Py]J i QLH�]DSRELHJD�ZąJOLNRZHPX�]DSDOHQLX�RSRQ�
Py]JRZR-rG]HQLRZ\FK�DQL�JR�QLH�OHF]\�� 
 
']LHFL�L�PáRG]LHĪ 
 
1LH�SU]HSURZDG]RQR�EDGDĔ�GRW\F]ąF\FK�EH]SLHF]HĔVWZD�DQL�IDUPDNRNLQHW\NL�RELOWRNVDNV\PDEX�X�
G]LHFL�L�PáRG]LHĪ\��SDWU]�SXQNW������ 
 
:Sá\Z�QD�Z\QLNL�EDGDĔ�ODERUDWRU\MQ\FK 
 
(NVSR]\FMD�QD�SURGXNW�OHF]QLF]\�NYXTH5$&,6 PRĪH�ZSá\ZDü�QD�Z\QLNL�EDGDĔ�VHURORJLF]Q\FK�QD�
REHFQRĞü�ZąJOLND� 
 
6RUELWRO 
 
��PO�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 ]DZLHUD��� PJ�VRUELWROX��SDWU]�SXQNW\���L������� 
3URGXNW\�OHF]QLF]H�]DZLHUDMąFH�VRUELWRO�PRJą�GRSURZDG]Lü�GR�]JRQX��MHĞOL�]RVWDQą SRGDQe GRĪ\OQie 
SDFMHQWRP�]�G]LHG]LF]Qą�QLHWROHUDQFMą�IUXNWR]\��1LH�QDOHĪ\�VWRVRZDü�RELOWRNVDNV\PDEX�X�SDFMHQWyZ�]�
G]LHG]LF]Qą�QLHWROHUDQFMą�IUXNWR]\��FK\ED�ĪH�MHVW�WR�EH]Z]JOĊGQLH�NRQLHF]QH�]�NOLQLF]QHJR�SXQNWX�
ZLG]HQLD�L�QLH�PD�LQQ\FK�PRĪOLZRĞFL��3U]HG�]DVWRVRZDQLHP�WHJR�SURGXNWX�OHF]QLF]HJR�X�SDFMHQWyZ�]�
REMDZDPL�]�G]LHG]LF]QHM�QLHWROHUDQFML�IUXNWR]\�QDOHĪ\�SU]HSURZDG]Lü�V]F]HJyáRZ\�Z\ZLDG� 
 
1LHPRZOĊWD�L�PDáH�dzieci �Z�ZLHNX�SRQLĪHM�� ODW� Vą�V]F]HJyOQLH�QDUDĪRQH��SRQLHZDĪ�dziedzicznD 
QLHWROHUDQFMD fruktozy PRĪH�QLH�E\ü�MHV]F]H�X�QLFK�UR]SR]QDQD�� 
 
6yG 
 
7HQ�OHN�]DZLHUD�PQLHM�QLĪ���PPRO�VRGX�����PJ��QD�MHGQą�ILRONĊ�R�REMĊWRĞFL ��PO��WR�]QDF]\�OHN�X]QDMH�
VLĊ�]D�ÄZROQ\�RG�VRGX´� 
 
4.5 ,QWHUDNFMH�]�LQQ\PL�SURGXNWDPL�OHF]QLF]\PL�L�LQQH�URG]DMH�LQWHUDNFML 
 
&\SURIORNVDF\QD 
 
:�EDGDQLX�LQWHUDNFML����XF]HVWQLNRP�SRGDZDQR�SRMHG\QF]H�GDZNL�VDPHJR�RELOWRNVDNV\PDEX�OXE�
RELOWRNVDNV\PDEX�MHGQRF]HĞQLH ]�F\SURIORNVDF\Qą��3U]H]���GQL����XF]HVWQLNyZ�RWU]\P\ZDáR�VDP�
RELOWRNVDNV\PDE��D����– RELOWRNVDNV\PDE�L�F\SURIORNVDF\QĊ��3RGDZDQLH�RELOWRNVDNV\PDEX Z�GDZFH�
�� PJ�NJ PF� Z�infuzji GRĪ\OQej SU]HG�SRGDQLHP�F\SURIORNVDF\Q\�Z�infuzji GRĪ\OQej lub przed 
SU]\MPRZDQLHP�F\SURIORNVDF\Q\�GZD�UD]\�QD�GREĊ Z�WDEOHWNDFK�GRXVWQ\FK�QLH�PLDáR�ZSá\ZX�QD�
IDUPDNRNLQHW\NĊ�RELOWRNVDNV\PDEX��3RGREQLH�RELOWRNVDNV\PDE�QLH�ZSá\ZDá�QD�IDUPDNRNLQHW\NĊ�
F\SURIORNVDF\Q\�SRGDZDQHM�GRXVWQLH�OXE�GRĪ\OQLH� 
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1LH�SU]HSURZDG]RQR�ĪDGQ\FK�LQQ\FK�EDGDĔ�GRW\F]ąF\FK�LQWHUDNFML��3RQLHZDĪ RELOWRNVDNV\PDE�MHVW�
SU]HFLZFLDáHP�PRQRNORQDOQ\P��U\]\NR�LQWHUDNFML�MHVW�PDáH� 
 
��� :Sá\Z�QD�SáRGQRĞü��FLąĪĊ�L�ODNWDFMĊ 
 
&LąĪD 
 
Nie PD GDQ\FK GRW\F]ąF\FK VWRVRZDQLD�RELOWRNVDNV\PDEX�X�NRELHW Z�FLąĪ\��ZLDGRPR�MHGQDN��ĪH�
OXG]ND�,J*�SU]HQLND�SU]H]�EDULHUĊ�áRĪ\VNRZą� 
%DGDQLD�QD�]ZLHU]ĊWDFK�QLH�Z\ND]Dá\ EH]SRĞUHGQLHJR�DQL�SRĞUHGQLHJR�V]NRGOLZHJR�ZSá\ZX�QD 
reprodukcMĊ �SDWU]�SXQNW������ 
:�FHOX�]DFKRZDQLD RVWURĪQRĞFL�]DOHFD�VLĊ�XQLNDQLH�VWRVRZDQLD�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 
Z�RNUHVLH�FLąĪ\� 
 
.DUPLHQLH�SLHUVLą 
 
NLH�ZLDGRPR��F]\�RELOWRNVDNV\PDE�SU]HQLND�GR�POHND�OXG]NLHJR��:LDGRPR��ĪH�OXG]ND�,J*�SU]HQLND�
GR�POHND�OXG]NLHJR�Z�SLHUZV]\FK�GQLDFK�SR�SRURG]LH��D�ZNUyWFH�SRWHP�MHM�VWĊĪHQLH�VLĊ�]PQLHMV]D��
W ]ZLą]NX�]�W\P�QLH�PRĪQD�Z\NOXF]\ü�U\]\ND�GOD�QLHPRZOąW�NDUPLRQ\FK SLHUVLą�Z�W\P�NUyWNLP�
RNUHVLH��3R�W\P�F]DVLH�PRĪQD�UR]ZDĪ\ü�]DVWRVRZDQLH�RELOWRNVDNV\PDEX�Z�WUDNFLH�NDUPLHQLD SLHUVLą��
DOH�W\ONR�Z�SU]\SDGNDFK�X]DVDGQLRQ\FK�NOLQLF]QLH� 
 
3áRGQRĞü 
 
1LH�SU]HSURZDG]RQR�EDGDĔ�RELOWRNVDNV\PDEX�GRW\F]ąF\FK�SáRGQRĞFL� 
 
4.7 :Sá\Z�QD�]GROQRĞü�SURZDG]HQLD�SRMD]GyZ�L�REVáXJLZDQLD�PDV]\Q 
 
2ELOWRNVDNV\PDE�PRĪH�Z\ZLHUDü�QLHZLHONL�ZSá\Z�QD�]GROQRĞü�SURZDG]HQLD�SRMD]GyZ�L�REVáXJLZDQLD�
PDV]\Q��SRQLHZDĪ�SR�SRGDQLX�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 PRJą�Z\VWąSLü�EyO�JáRZ\��
]DZURW\�JáRZ\��]PĊF]HQLH�L�Z\PLRW\��SDWU]�SXQNW������ 
 
4.8 ']LDáDQLD�QLHSRĪąGDQH 
 
3RGVXPRZDQLH�SURILOX�EH]SLHF]HĔVWZD 
 
%H]SLHF]HĔVWZR�VWRVRZDQLD�RELOWRNVDNV\PDEX�EDGDQR�MHG\QLH�X�]GURZ\FK�RVyE�GRURVá\FK� 
 
%H]SLHF]HĔVWZR�VWRVRZDQLD�RELOWRNVDNV\PDEX�RFHQLDQR�X�����]GURZ\FK�XF]HVWQLNyZ��Z�ZLHNX�RG����
GR����ODW���NWyU\P�SRGDZDQR�MHGQą�OXE�GZLH�GDZNL�GRĪ\OQH��� PJ�NJ PF� Z�UDPDFK�WU]HFK�EDGDĔ�
NOLQLF]Q\FK�� 
 
2JyáHP�����VSRĞUyG�����XF]HVWQLNyZ�RWU]\PDáR�RELOWRNVDNV\PDE Z pojedynczej GDZce 
�� PJ�NJ PF��']LDáDQLD�QLHSRĪąGDQH�]ZLą]DQH�]�QDGZUDĪOLZRĞFLą��Z�W\P�Z\V\SND��Z\VWąSLá\�X����
���������W\FK�XF]HVWQLNyZ��Z�W\P�MHGHQ�SU]\SDGHN�DQDILODNVML�Z�WUDNFLH�infuzji��=�SRZRGX�
QDGZUDĪOLZRĞFL�OXE�DQDILODNVML�LQIX]MĊ SU]HUZDQR�X������������RVyE�� 
 
1DMF]ĊĞFLHM�]JáDV]DQ\PL�G]LDáDQLDPL�QLHSRĪąGDQ\PL�E\á\�EyO�JáRZ\��������������ĞZLąG�������������L�
SRNU]\ZND������������� 
 
1DMF]ĊĞFLHM�REVHUZRZDQ\PL�G]LDáDQLDPL�QLHSRĪąGDQ\PL�Z�FLąJX�SLHUZV]\FK���JRG]LQ�RG�UR]SRF]ĊFLD�
infuzji E\á\��ĞZLąG��Q ����������SRNU]\ZND��Q ����������EyO�JáRZ\��Q ����������Z\V\SND��Q ���
�������NDV]HO��Q ��������� ]DZURW\�JáRZ\��Q ���������Z�W\P�]DZURW\�JáRZ\ SRGF]DV�]PLDQ\�SR]\FML�
FLDáD��� 
:�FLąJX�SLHUZV]\FK���JRG]LQ�po infuzji REVHUZRZDQR�QDVWĊSXMąFH�FLĊĪNLH�G]LDáDQLD�QLHSRĪąGDQH��
SRNU]\ZND��Q ����������ĞZLąG��Q ���������L�EyO�SOHFyZ��Q ��������� 
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1DMF]ĊVWV]\P�G]LDáDQLHP�QLHSRĪąGDQ\P�REVHUZRZDQ\P�Z�F]DVLH�RG���GR����JRG]LQ�RG�UR]SRF]ĊFLD�
infuzji E\á�EyO�JáRZ\��Q ��������� 
 
7DEHODU\F]Q\�Z\ND]�G]LDáDĔ�QLHSRĪąGDQ\FK 
 
7DEHOD���]DZLHUD�G]LDáDQLD�QLHSRĪąGDQH�RELOWRNVDNV\PDEX�REVHUZRZDQH�X�����]GURZ\FK�RVyE��NWyU]\�
RWU]\PDOL�GRĪ\OQLH�RELOWRNVDNV\PDE�Z�pojedynczej GDZce �� PJ�NJ PF���XV]HUHJRZDQH�ZHGáXJ�
NODV\ILNDFML�XNáDGyZ�L�QDU]ąGyZ�RUD]�ZHGáXJ�F]ĊVWRĞFL�Z\VWĊSRZDQLD� 
 
&]ĊVWRĞü�Z\VWĊSRZDQLD�G]LDáDĔ�QLHSRĪąGDQ\FK�zdefiniRZDQR QDVWĊSXMąFR��EDUG]R�F]ĊVWR����������
F]ĊVWR���������GR��������L�QLH]E\W�F]ĊVWR�����������GR����������:�REUĊELH�NDĪGHM�JUXS\�R�GDQHM�
F]ĊVWRĞFL�Z\VWĊSRZDQLD�G]LDáDQLD�QLHSRĪąGDQH�Vą�Z\PLHQLRQH�]JRGQLH�]H�]PQLHMV]DMąF\P�VLĊ 
QDVLOHQLHP� 
 
7DEHOD����']LDáDQLD�QLHSRĪąGDQH�REVHUZRZDQH�X�]GURZ\FK�GRURVá\FK�osï¿½b  
.ODV\ILNDFMD�XNáDGyZ�L�QDU]ąGyZ�
0HG'5$ 

&]ĊVWR� 1LH]E\W�F]ĊVWR 

=DEXU]HQLD�XNáDGX�
LPPXQRORJLF]QHJR 

 5HDNFMD�DQDILODNW\F]QD� 
1DGZUDĪOLZRĞü 

=DEXU]HQLD�XNáDGX�QHUZRZHJR %yO�JáRZ\ =DZURW\�JáRZ\ 
ZDZURW\�JáRZ\ SRGF]DV�]PLDQ\�
SR]\FML�FLDáD 
1LHGRF]XOLFD 

=DEXU]HQLD�RND  ĝZLDWáRZVWUĊW 
=DEXU]HQLD�XFKD�L�EáĊGQLND  8F]XFLH�G\VNRPIRUWX�Z�uszDFK 
=DEXU]HQLD�QDF]\QLRZH  =DSDOHQLH�Ī\á 
=DEXU]HQLD�XNáDGX�RGGHFKRZHJR��
NODWNL�SLHUVLRZHM 
L�ĞUyGSLHUVLD 

.DV]HO 3RGUDĪQLHQLH�JDUGáD� 
&KU\SND� 
1LHGURĪQRĞü�]DWRN� 
'XV]QRĞFL 

=DEXU]HQLD�ĪRáąGND�L�MHOLW  %yO�ZDUJ 
=DEXU]HQLD�VNyU\�L�WNDQNL�
SRGVNyUQHM 

ĝZLąG��SRNU]\ZND� 
Z\V\SND 

$OHUJLF]QH�]DSDOHQLH�VNyU\� 
:\V\SND�XRJyOQLRQD� 
àXV]F]HQLH�VLĊ�VNyU\ 

=DEXU]HQLD�PLĊĞQLRZR-V]NLHOHWRZH�
i WNDQNL�áąF]QHM 

 %yO�NRĔF]\Q� 
.XUF]H�PLĊĞQL� 
DrĪHQLH PLĊĞQL� 
%yO�V]F]ĊNL� 

=DEXU]HQLD�RJyOQH�L 
VWDQ\�Z�PLHMVFX�SRGDQLD 

%yO�Z�PLHMVFX�SRGDQLD�
infuzji 

%yO� 
8F]XFLH�G\VNRPIRUWX�Z�NODWFH�
SLHUVLRZHM� 
Dreszcze  
=PĊF]HQLH� 
2EU]ĊN�Z�PLHMVFX�SRGDQLD�infuzji  
3R]DVHUFRZ\�EyO�Z�NODWFH�
SLHUVLRZHM� 
7NOLZRĞü� 
%yO�Z�PLHMVFX�QDNáXFLD�Ī\á\ 

 
2SLV�Z\EUDQ\FK�G]LDáDĔ�QLHSRĪąGDQ\FK 
 
1DGZUDĪOLZRĞü�L�DQDILODNVMD 
Do d]LDáDĔ QLHSRĪąGDQ\FK ]JáRV]RQ\FK X���RVyE��X�NWyU\FK�LQIX]MĊ RELOWRNVDNV\PDEX�SU]HUZDQR�ze 
Z]JOĊGX QD�SRGHMU]HQLH�QDGZUDĪOLZRĞFL��QDOHĪDá\��SRNU]\ZND��Z\V\SND��NDV]HO��ĞZLąG��]DZURW\�
JáRZ\��SRGUDĪQLHQLH�JDUGáD��FKU\SND��GXV]QRĞü L�G\VNRPIRUW�Z�NODWFH�SLHUVLRZHM��8�SR]RVWDá\FK�RVyE 
]�QDGZUDĪOLZRĞFLą�Z\VWąSLá\ SU]HZDĪQLH�REMDZ\�VNyUQH��WDNLH�MDN�ĞZLąG�L�Z\V\SND��D���RVyE ]JáRVLáR�
NDV]HO��5HDNFMD�DQDILODNW\F]QD�SU]HELHJDáD�]�UR]ODQą� VZĊG]ąFą�Z\V\SNą�SRNU]\ZNRZą�QD�ZLĊNV]RĞFL�
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SRZLHU]FKQL�FLDáD��Z�W\P�QD�V]\L��NODWFH�SLHUVLRZHM��SOHFDFK��EU]XFKX�L�NRĔF]\QDFK��D�WDNĪH�]�
GXV]QRĞFLDPL�L�NDV]OHP� 
 
1LH�VWZLHUG]RQR��DE\�UHDNFMH�QDGZUDĪOLZRĞFL�L�Z\V\SNL�E\á\�Z\ZRá\ZDQH�SU]H]�XZROQLHQLH�F\WRNLQ��
QLH�]DREVHUZRZDQR�ĪDGQ\FK�LVWRWQ\FK�NOLQLF]QLH�]PLDQ�VWĊĪHQLD�cytokin� 
 
,PPXQRJHQQRĞü 
:V]\VWNLFK�XF]HVWQLNyZ��NWyU]\�RWU]\PDOL�SRMHG\QF]H�L�SRGZyMQH�GDZNL�RELOWRNVDNV\PDEX�Z�WU]HFK�
EDGDQLDFK�NOLQLF]Q\FK��EDGDQR�SRG�NąWHP�SRMDZLHQLD�VLĊ�SU]HFLZFLDá�SU]HFLZNR�RELOWRNVDNV\PDERZL��
8���RVyE�����������������NWyUH�RWU]\PDá\�FR�QDMPQLHM�MHGQą�GDZNĊ�GRĪ\OQą�RELOWRNVDNV\PDEX��GRV]áR�
Z�WUDNFLH�OHF]HQLD�GR�Z\NV]WDáFHQLD�SU]HFLZFLDá�SU]HFLZNR�SURGXNWRZL�OHF]QLF]HPX��DQJ��DQWL-
WKHUDSHXWLF�DQWLERG\��$7$���0LDQD�LORĞFLRZH�E\á\�QLVNLH��Z�]DNUHVLH RG������GR��������1LH�Z\ND]DQR�
]PLDQ�IDUPDNRNLQHW\NL�DQL�SURILOX�WRNV\F]QRĞFL�X�RVyE ]�$7$� 
 
=JáDV]DQLH�SRGHMU]HZDQ\FK�G]LDáDĔ�QLHSRĪąGDQ\FK 
 
3R�GRSXV]F]HQLX�SURGXNWX�OHF]QLF]HJR�GR�REURWX�LVWRWQH�MHVW�]JáDV]DQLH�SRGHMU]HZDQ\FK�G]LDáDĔ�
niepoĪąGDQ\FK��8PRĪOLZLD�WR�QLHSU]HUZDQH�PRQLWRURZDQLH�VWRVXQNX�NRU]\ĞFL�GR�U\]\ND�VWRVRZDQLD�
SURGXNWX�OHF]QLF]HJR��2VRE\�QDOHĪąFH�GR�IDFKRZHJR�SHUVRQHOX�PHG\F]QHJR�SRZLQQ\�]JáDV]Dü�
ZV]HONLH�SRGHMU]HZDQH�G]LDáDQLD�QLHSRĪąGDQH�]D�SRĞUHGQLFWZHP�NUDMRZHJR�V\VWHPX�]JáDV]DQLD�
Z\PLHQLRQHJR�Z�]DáąF]QLNX�9� 
 
4.9 3U]HGDZNRZDQLH 
 
:�SU]\SDGNX�SU]HGDZNRZDQLD�QDOHĪ\�PRQLWRURZDü�SDFMHQWyZ�SRG�NąWHP�SRGPLRWRZ\FK�L�
SU]HGPLRWRZ\FK�REMDZyZ�G]LDáDĔ�QLHSRĪąGDQ\FK� 
 
 
5. :à$ĝ&,:2ĝ&,�)$50$.2/2*,&=1( 
 
5.1 :áDĞFLZRĞFL�IDUPDNRG\QDPLF]QH 
 
*UXSD�IDUPDNRWHUDSHXW\F]QD��VXURZLFH�RGSRUQRĞFLRZH�L�LPPXQRJOREXOLQ\��LPPXQRJOREXOLQ\�
VSHF\ILF]QH��NRG�$7&��-��%%�� 
 
0HFKDQL]P�G]LDáDQLD 
 
2ELOWRNVDNV\PDE�MHVW�SU]HFLZFLDáHP�PRQRNORQDOQ\P��NWyUH�ZLąĪH�DQW\JHQ�RFKURQQ\��3$��EDNWHULL�
B. anthracis��2ELOWRNVDNV\PDE�KDPXMH�ZLą]DQLH�3$�GR�MHJR�UHFHSWRUyZ�NRPyUNRZ\FK��G]LĊNL�F]HPX�
]DSRELHJD�SU]HQLNQLĊFLX�GR�NRPyUNL�F]\QQLND�OHWDOQHJR�L�F]\QQLND�REU]ĊNX�– HQ]\PDW\F]Q\FK�
VNáDGQLNyZ�WRNV\Q\�Z\WZDU]DQHM�SU]H]�ODVHF]NĊ�ZąJOLND�RGSRZLHG]LDOQ\FK�]D MHM�SDWRJHQQH�
G]LDáDQLH� 
 
']LDáDQLH�IDUPDNRG\QDPLF]QH 
 
2ELOWRNVDNV\PDE�ZLąĪH�ZROQ\�3$�]�SRZLQRZDFWZHP�RGSRZLDGDMąF\P�UyZQRZDJRZHM�VWDáHM�
G\VRFMDFML��.G��Z\QRV]ąFHM����� Q0�� 
:�ZDUXQNDFK�in vitro RELOWRNVDNV\PDE�ZLąĪH�VLĊ�]�3$�V]F]HSyZ�$PHV��9ROOXP�L�6WHUQH�EDNWHULL�
B. anthracis��(SLWRS�F]ąVWHF]NL�3$��GR�NWyUHJR�SU]\áąF]D�VLĊ�RELOWRNVDNV\PDE��QLH�Z\ND]XMH�
]PLHQQRĞFL�Z�]QDQ\FK�V]F]HSDFK B. anthracis� 
 
%DGDQLD�in vitro Z�PRGHOX�NRPyUNRZ\P�]�Z\NRU]\VWDQLHP�P\VLFK�PDNURIDJyZ�VXJHUXMą��ĪH�
RELOWRNVDNV\PDE�QHXWUDOL]XMH�WRNV\F]QH�G]LDáDQLH�WRNV\Q\�OHWDOQHM�– SRáąF]HQLD�3$�L�F]\QQLND�
OHWDOQHJR�� 
 
%DGDQLD�VNXWHF]QRĞFL�in vivo QD�NUyOLNDFK�UDV\�ELDáHM�QRZR]HODQG]NLHM��DQJ��1HZ�=HDODQG�:KLWH� 
1=:��L�PDNDNDFK�MDZDMVNLFK�]DNDĪRQ\FK�GURJą�Z]LHZQą�SU]HWUZDOQLNDPL�B. anthracis V]F]HSX�$PHV�
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Z\ND]Dá\�]DOHĪQe RG�GDZNL�]ZLĊNV]HQLH SU]HĪ\ZDOQRĞFL�SR�OHF]HQLX�RELOWRNVDNV\PDEHP��(NVSR]\FMD�
QD�SU]HWUZDOQLNL�B. anthracis SRZRGRZDáD�]ZLĊNV]HQLH VWĊĪHQLD 3$�Z�VXURZLF\�NUyOLNyZ�UDV\�NZW i 
PDNDNyZ�MDZDMVNLFK��3R�leczeniu RELOWRNVDNV\PDEHP VWĊĪHQLH�3$�]PQLHMV]DáR�VLĊ X�ZLĊNV]RĞFL�
]ZLHU]ąW��NWyUH�SU]HĪ\á\��6WĊĪHQLH�3$�X�]ZLHU]ąW�RWU]\PXMąF\FK SODFHEo ]ZLĊNV]DáR�VLĊ DĪ�GR�LFK�
ĞPLHUFL� 
 
6NXWHF]QRĞü� 
 
=�XZDJL�QD�QLHZ\NRQDOQRĞü�L�QLHHW\F]QRĞü�SU]HSURZDG]HQLD�NRQWURORZDQ\FK�EDGDĔ�NOLQLF]Q\FK�QDG�
ZąJOLNLHP�Z]LHZQ\P�]�XG]LDáHP�OXG]L�RFHQD�VNXWHF]QRĞFL�RELOWRNVDNV\PDEX�SRGDZDQHJR�Z�
PRQRWHUDSLL�Z�SRUyZQDQLX�] SODFHER�Z�OHF]HQLX�ZąJOLND�Z]LHZQHJR�RSLHUD�VLĊ�QD�EDGDQLDFK�
VNXWHF]QRĞFL�SURZDG]RQ\FK�QD�NUyOLNDFK�UDV\�1=:�L�PDNDNDFK�MDZDMVNLFK�� 
 
3RGF]DV�W\FK�EDGDĔ�]ZLHU]ĊWD�]DNDĪDQR�DHUR]ROHP�]�SU]HWUZDOQLNDPL�B. anthracis �V]F]HS�$PHV��Z�
GDZFH�RNRáR����[/'50��D�QDVWĊSQLH SRGDZDQR�LP�RELOWRNVDNV\PDE�Z�UyĪQ\FK�SXQNWDFK�F]DVRZ\FK��
:�EDGDQLDFK�GRW\F]ąF\FK leczeniD ZąJOLND�Z]LHZQHJR�]ZLHU]ĊWRP�SRGDZDQR�OHF]HQLH�SR�
Z\VWąSLHQLX NOLQLF]Q\FK�SRGPLRWRZ\FK�OXE�SU]HGPLRWRZ\FK�REMDZyZ�]DNDĪHQLD�RJyOQRXVWURMRZHJR��
:�EDGDQLDFK�SURILODNW\NL�SRHNVSR]\F\MQHM�]ZLHU]ĊWD�OHF]RQR�SR�HNVSR]\FML�QD�B. anthracis��DOH�SU]HG�
Z\VWąSLHQLHP REMDZyZ��0DNDNRP�MDZDMVNLP�SRGDZDQR�OHF]HQLH�Z�PRPHQFLH�X]\VNDQLD�
SR]\W\ZQHJR�Z\QLNX�EDGDQLD�HOHNWURFKHPLOXPLQHVFHQF\MQHJR��(&/��VXURZLF\�QD�REHFQRĞü 3$�B. 
anthracis��ĞUHGQLR�RNRáR����JRG]LQ�RG�]DNDĪHQLD�B. anthracis��:�EDGDQLDFK�QD�NUyOLNDFK�UDV\�NZW 
]ZLHU]ĊWRP�SRGDZDQR�OHF]HQLH�SR�X]\VNDQLX�SR]\W\ZQHJR�Z\QLNX�EDGDQLD�(&/�QD�REHFQRĞü�3$�OXE�
Z�SU]\SDGNX�XWU]\PXMąFHJR�VLĊ�SRGZ\ĪV]HQLD�WHPSHUDWXU\�FLDáD�SRZ\ĪHM�ZDUWRĞFL�Z\MĞFLRZHM��
ĞUHGQLR�RNRáR����JRG]LQ�RG�]DNDĪHQLD��3U]HĪ\FLH�RFHQLDQR�SR����GQLDFK�RG�]DNDĪHQLD�B. anthracis Z�
EDGDQLDFK�SU]HGVWDZLRQ\FK�SRQLĪHM� 
 
6NXWHF]QRĞü�SRMHG\QF]HM�GDZNL�GRĪ\OQHM�RELOWRNVDNV\PDEX�Z�PRQRWHUDSLL�Z�OHF]HQLX�ZąJOLND�
Z]LHZQHJR�RFHQLDQR�Z�MHGQ\P�EDGDQLX�QD�NUyOLNDFK�UDV\�1=:�L�WU]HFK�EDGDQLDFK�QD�PDNDNDFK�
MDZDMVNLFK��$3�����$3����L�$3������:V]\VWNLH�WH�EDGDQLD�E\á\�UDQGRPL]RZDQH��NRQWURORZDQH�
SODFHER�L�]JRGQH�]�]DVDGDPL�'3/��%DGDQLD�$5�����$3����RUD]�$3����SURZDG]RQR�Z�ZDUXQNDFK�
ĞOHSHM�SUyE\��D�EDGDQLH�$3����– ]�]DĞOHSLHQLHP�Z]JOĊGHP�JUXS\�� 
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7DEHOD����:VNDĨQLNL�SU]HĪ\FLD�Z�EDGDQLDFK�VNXWHF]QRĞFL�RELOWRNVDNV\PDEX�Z�PRQRWHUDSLL�
��� PJ�NJ PF�� 

 

2GVHWHN�SU]HĪ\FLD�QD�NRQLHF�EDGDQLD 
���>Ī\Z\FK�Q@� 

:DUWRĞü�S2 ����&,3 
3ODFHER 2ELOWRNVDNV\PDE�

�� PJ�NJ PF� 
/HF]HQLH�– NUyOLNL�UDV\�NZW 
%DGDQLH�$5���1 �������� ������������ ������
 �������������� 
/HF]HQLH�– PDNDNL�MDZDMVNLH 
%DGDQLH�$3���1 ��������� ������������ ������
 �������������� 
%DGDQLH�$3���1 �������� ������������ ������
 ��������������� 
3URILODNW\ND�SRHNVSR]\F\MQD�– PDNDNL�MDZDMVNLH 

%DGDQLH�
$3���� 

���K 
po 
ekspozycji 

������� ���������� ������
 �������������� 

���K 
po 
ekspozycji 

-- ��������� ������
 �������������� 

���K 
po 
ekspozycji 

-- ��������� ������ �-������������� 

&,��SU]HG]LDá�XIQRĞFL 
1 3U]HĪ\FLH�RFHQLDQR����GQL�SR�]DNDĪHQLX�SU]HWUZDOQLNDPL��SU]HG�OHF]HQLHP�X�ZV]\VWNLFK�
]UDQGRPL]RZDQ\FK�]ZLHU]ąW�VWZLHUG]RQR�EDNWHULHPLĊ��OHF]HQLH�UR]SRF]\QDQR�SR�]QDF]ąF\P�Z]URĞFLH�
WHPSHUDWXU\�FLDáD��EDGDQLH�$5�����OXE�SR�X]\VNDQLX�SR]\W\ZQHJR�Z\QLNX�EDGDQLD�
HOHNWURFKHPLOXPLQHVFHQF\MQHJR�QD�REHFQRĞü�DQW\JHQX�RFKURQQHJR��EDGDQLD�$3����L�$3����� 
��:DUWRĞü�S�QD�SRGVWDZLH�MHGQRVWURQQHJR�WHVWX�%RVFKORR��]�PRG\ILNDFMą�ZJ�%HUJHUD-%RRVD�SU]\�
ZVNDĨQLNX�JDPPD� ��������Z�SRUyZQDQLX�]�SODFHER� 
��'RNáDGQ\�SU]HG]LDá�XIQRĞFL�����GOD�UyĪQLF\�ZH�ZVNDĨQLNDFK�SU]HĪ\FLD� 
��3U]HĪ\FLH�RFHQLDQR����GQL�SR�]DNDĪHQLX SU]HWUZDOQLNDPL�� 
*2]QDF]D�LVWRWQRĞü�VWDW\VW\F]Qą�QD�SR]LRPLH������� 
 
 
']LHFL�L�PáRG]LHĪ 
 
(XURSHMVND�$JHQFMD�/HNyZ�ZVWU]\PDáD�RERZLą]HN�GRáąF]DQLD�Z\QLNyZ�EDGDĔ�SURGXNWX�OHF]QLF]HJR�
1<;7+5$&,6 Z�MHGQHM�OXE�NLONX�SRGJUXSDFK�SRSXODFML�G]LHFL�L�PáRG]LHĪ\�Z�OHF]HQLX�]DNDĪHĔ�
ODVHF]NDPL�ZąJOLND �VWRVRZDQLH�X�G]LHFL�L�PáRG]LHĪ\��SDWU]�SXQNW������ 
 
7HQ�SURGXNW�OHF]QLF]\�]RVWDá�GRSXV]F]RQ\�GR�REURWX�]JRGQLH�]�SURFHGXUą�GRSXV]F]HQLD�Z�
Z\MąWNRZ\FK�RNROLF]QRĞFLDFK��2]QDF]D�WR��ĪH�]H�Z]JOĊGX�QD�U]DGNLH�Z\VWĊSRZDQLH�FKRURE\�L�]�
SRZRGyZ�HW\F]Q\FK�QLH�E\áR�PRĪOLZH�X]\VNDQLH�SHáQHM�LQIRUPDFML�GRW\F]ąFHM�WHJR�SURGXNWX�
OHF]QLF]HJR� 
(XURSHMVND�$JHQFMD�/HNyZ�GRNRQD�UD]�GR�URNX�SU]HJOąGX�ZV]HONLFK�QRZ\FK�LQIRUPDFML�L��Z�UD]LH�
NRQLHF]QRĞFL��&K3/�]RVWDQLH�]DNWXDOL]RZDQD� 
 
5.2 :áDĞFLZRĞFL�IDUPDNRNLQHW\F]QH 
 
:FKáDQLDQLH 
 
)DUPDNRNLQHW\ND�RELOWRNVDNV\PDEX�MHVW�OLQLRZD�Z�]DNUHVLH�GDZHN�RG�� PJ�NJ PF� �����-NURWQRĞü�
QDMPQLHMV]HM�]DOHFDQHM�GDZNL��GR��� PJ�NJ PF� SR�SRMHG\QF]\P�SRGDQLX�GRĪ\OQ\P�]GURZ\P�
RFKRWQLNRP��3R�SRMHG\QF]\P�SRGDQLX�GRĪ\OQ\P�RELOWRNVDNV\PDEX�Z�GDZFH��� PJ�NJ PF� ]GURZ\P�
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PĊĪF]\]QRP�L�NRELHWRP ĞUHGQLH�ZDUWRĞFL�&PD[ L�$8&inf Z\QRViá\�RGSRZLHGQLR���� ± ���� ȝJ�PO�RUD]�
���� ± ���� ȝJāGREĊ�PO��2NUHV�SyáWUZDQLD�RELOWRNVDNV\PDEX�Z\QRVLá�RNRáR����GQL��ĞUHGQLD�� 
 
'\VWU\EXFMD 
 
ĝUHGQLD�REMĊWRĞü�G\VWU\EXFML�RELOWRNVDNV\PDEX�Z�VWDQLH�VWDFMRQDUQ\P�Z\QRVLáD����� ± ���� PO�NJ�L�
E\áD�ZLĊNV]D�QLĪ REMĊWRĞü�RVRF]D��FR�VXJHUXMH�SHZQą�G\VWU\EXFMĊ�Z�REUĊELH�WNDQHN� 
 
0HWDEROL]P 
 
1LH�SU]HSURZDG]RQR�IRUPDOQ\FK�EDGDĔ�PHWDEROL]Pu RELOWRNVDNV\PDEX� 
-HGQDN SU]HFLZFLDáD�PRQRNORQDOQH�]DVDGQLF]R�XOHJDMą�G\VWU\EXFML�SR]D�SU]HVWU]HĔ�
ZHZQąWU]QDF]\QLRZą��]�SRWHQFMDOQ\P�Z\FKZ\WHP�GR�WNDQHN��L�Vą�NDWDEROL]RZDQH�]�XG]LDáHP�SURWHD]�
GR�PDá\FK�SHSW\GyZ�L�DPLQRNZDVyZ��NWyUH�QDVWĊSQLH�ZFKRG]ą�Z�VNáDG�HQGRJHQQHM�SXOL�OXE�Vą�
Z\GDODQH� 
 
(OLPLQDFMD 
 
ĝUHGQLH�ZDUWRĞFL�NOLUHQVX�RELOWRNVDNV\PDEX�Z\QRVLá\����� ± ����� PO�G�NJ�L�E\á\�]QDF]QLH�PQLHMV]H 
QLĪ�ZVSyáF]\QQLN�SU]HVąF]DQLD�NáĊEXV]NRZHJR��FR�ZVND]XMH��ĪH SUDNW\F]QLH�QLH�PD klirensu 
QHUNRZHJR RELOWRNVDNV\PDEX� 
 
6SHFMDOQH�JUXS\ SDFMHQWyZ 
 
:Sá\Z�SáFL��ZLHNX�L�UDV\ 
)DUPDNRNLQHW\NĊ�RELOWRNVDNV\PDEX�RFHQLDQR�QD�SRGVWDZLH�SRSXODF\MQHM�DQDOL]\�IDUPDNRNLQHW\F]QHM�
]�Z\NRU]\VWDQLHP�SUyEHN�VXURZLF\�SRFKRG]ąF\FK�RG�����]GURZ\FK�RVyE��NWyUe RWU]\PDá\ SRMHG\QF]ą�
GDZNĊ�GRĪ\OQą�Z�UDPDFK�F]WHUHFK�EDGDĔ�NOLQLF]Q\FK��1D�SRGVWDZLH�WHM�DQDOL]\�VWZLHUG]RQR��ĪH�SáHü�
�ĪHĔVND�Z�SRUyZQDQLX�]�PĊVNą���UDVD��LQQD�QLĪ�ELDáD�Z�SRUyZQDQLX�]�ELDáą��DQL�ZLHN��SRGHV]á\�Z�
SRUyZQDQLX�]�PáRG\P��QLH�PDMą�]QDF]ąFHJR�ZSá\ZX�QD�SDUDPHWU\�IDUPDNRNLQHW\F]QH�
RELOWRNVDNV\PDEX��%DGDQLD�NOLQLF]QH�RELOWRNVDNV\PDEu QLH�REHMPRZDá\�MHGQDN�Z\VWDUF]DMąFHM�OLF]E\�
RVyE�Z�ZLHNX����ODW�L�VWDUV]\FK��DE\�RNUHĞOLü��F]\ IDUPDNRNLQHW\ND Z�WHM�JUXSLH�ZLHNRZHM�UyĪQL�VLĊ�RG�
IDUPDNRNLQHW\NL�X PáRGV]\FK osyE��6SRĞUyG�����XF]HVWQLNyZ�EDGDĔ�NOLQLF]Q\FK�RELOWRNVDNV\PDEu 
RVRE\�Z�ZLHNX����ODW�L�VWDUV]H�VWDQRZLá\����������������D�RVRE\�Z�ZLHNX����ODW�L�VWDUV]H�– ���
�������� 
 
']LDáDQLD�]ZLą]DQH�]�PDVą�FLDáD 
.OLUHQV�SU]\�GXĪHM�PDVLH�FLDáD������NJ��E\á�R�RNRáR ����ZLĊNV]\ QLĪ�Z�SRSXODFML�UHIHUHQF\MQHM��
W SU]\SDGNX�GDZNRZDQLD�]DOHĪQHJR�RG�PDV\�FLDáD�����PJ�NJ PF���SRZRGXMH�WR�]ZLĊNV]HQLH $8&inf 
o �����FR�QLH�PD�]QDF]HQLD klinicznHJR� 
 
']LHFL�L�PáRG]LHĪ 
1LH�EDGDQR�IDUPDNRNLQHW\NL�RELOWRNVDNV\PDEX�X�G]LHFL��=DOHFDQH�GDZNRZDQLH�SU]HGVWDZLRQH�
Z WDEHOL����SXQNW������RSUDFRZDQR�QD�SRGVWDZLH�V\PXODFML�PHWRGDPL�IDUPDNRNLQHW\NL�SRSXODF\MQHM�
ZHGáXJ�REVHUZRZDQ\FK�ZDUWRĞFL�HNVSR]\FML�QD�RELOWRNVDNV\PDE�X�RVyE�GRURVá\FK�SR�SRGDQLX�GDZNL�
�� PJ�NJ PF� 
 
5.3 3U]HGNOLQLF]QH�GDQH�R�EH]SLHF]HĔVWZLH 
 
'DQH�QLHNOLQLF]QH��Z\QLNDMąFH�]�NRQZHQFMRQDOQ\FK�EDGDĔ�IDUPDNRORJLF]Q\FK�GRW\F]ąF\FK�
EH]SLHF]HĔVWZD��EDGDĔ�WRNV\F]QRĞFL�SR�SRGDQLX�ZLHORNURWQ\P�RUD]�WRNV\F]QHJR�ZSá\ZX�QD�UR]UyG�L�
UR]ZyM�SRWRPVWZD��QLH�XMDZQLDMą�V]F]HJyOQHJR�]DJURĪHQLD�GOD F]áRZLHND� 
 
8�SDGá\FK�NUyOLNyZ�UDV\�1=:�L�PDNDNyZ�MDZDMVNLFK�]DNDĪRQ\FK�ZąJOLNLHP��NWyU\P�SR�
SRWZLHUG]HQLX�FKRURE\�SRGDQR�GRĪ\OQLH�RELOWRNVDNV\PDE���� PJ�NJ��OXE�SUHSDUDW�NRQWUROQ\��
REVHUZRZDQR�]PLDQ\�Z�RĞURGNRZ\P�XNáDG]LH�QHUZRZ\P��EDNWHULH��VWDQ�]DSDOQ\��NUZRWRN�L�QLHNLHG\�
PDUWZLFĊ���0LNURVNRSRZH�]PLDQ\�X�SDGá\FK�]ZLHU]ąW��NWyUH�RWU]\PDá\�RELOWRNVDNV\PDE��E\á\�
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VSRZRGRZDQH REHFQRĞFLą EDNWHULL�SR]D�XNáDGHP�QDF]\QLRZ\P��D�QLH�G]LDáDQLHP RELOWRNVDNV\PDEX��=�
SXQNWX�ZLG]HQLD�KLVWRSDWRORJLL�Py]JX�QLH�VWZLHUG]RQR�]DOHĪQRĞFL�RGSRZLHG]L�RG�GDZNL��8�NUyOLNyZ�
UDsy 1=:��Z�GQLX������DQL�X�PDNDNyZ�MDZDMVNLFK��GR�GQLD�������NWyUH�SU]HĪ\á\�]DNDĪHQLH�ZąJOLNLHP��
QLH�VWZLHUG]RQR�]ZLą]DQ\FK�]�OHF]HQLHP�]PLDQ�Z�Py]JX�SR�SRMHG\QF]\P�SRGDQLX�RELOWRNVDNV\PDEX�
Z�GDZNDFK�RGSRZLHGQLR�GR��� PJ�NJ�L�GR��� PJ�NJ�GDZNĊ��8�PDNDNyZ�MDZDMVNLFK��NWyUH�SU]HĪ\á\�
]DNDĪHQLH�ZąJOLNLHP��SR�OHF]HQLX�RELOWRNVDNV\PDEHP�QLH�]DREVHUZRZDQR�]ZLą]DQ\FK�]�W\P�
SURGXNWHP�VNXWNyZ�QHXUREHKDZLRUDOQ\FK� 
 
3U]HSURZDG]RQR�MHGQR�EDGDQLH�UR]ZRMX�]DURGND�L�SáRGX X�]GURZ\FK�FLĊĪDUQ\FK�NUyOLNyZ�UDV\�1=:��
NWyU\P�SRGDQR�GRĪ\OQLH���GDZNL�RELOWRNVDNV\PDEX�Z\QRV]ąFH�GR��� PJ�NJ PF� �GZXNURWQRĞü�GDZNL�
VWRVRZDQHM�X�OXG]L Z�SU]HOLF]HQLX�QD�PJ�NJ PF�� Z��������������L�����GQLX�FLąĪ\��1LH�VWZLHUG]RQR�
QHJDW\ZQHJR�ZSá\ZX�RELOWRNVDNV\PDEX�QD�FLĊĪDUQą�VDPLFĊ�DQL�QD�SáRG\��6NXPXORZDQD�HNVSR]\FMD�X�
NUyOLNyZ�UDV\�1=:���� 000 ȝJ�GREĊ�PO��SU]\�12$(/�Z\QRV]ąF\P��� PJ�NJ�GDZNĊ��Q� ���GDZNL��
QD�SRGVWDZLH�$8&0–15 dni VWDQRZLáD�Z�SU]\EOLĪHQLX�GZXNURWQRĞü�ĞUHGQLHM�$8&�GOD�PĊĪF]\]Q�L�NREiet 
áąF]QLH�SU]\�NOLQLF]QHM�GDZFH�GRĪ\OQHM��� PJ�NJ PF��:DUWRĞFL�&PD[ SR�SRGDQLX��� PJ�NJ PF��GDZNĊ�
Z\QRVLá\����� ȝJ�GREĊ�PO� 
 
1LH�SU]HSURZDG]RQR�EDGDĔ�UDNRWZyUF]RĞFL��JHQRWRNV\F]QRĞFL�DQL�ZSá\ZX�RELOWRNVDNV\PDEX�QD�
SáRGQRĞü� 
 
 
�� '$1(�)$50$&(87<&=1( 
 
��� :\ND]�VXEVWDQFML�SRPRFQLF]\FK 
 
+LVW\G\QD 
6RUELWRO��(���� 
3ROLVRUEDW�����(���� 
.ZDV�solny �(�����GR�GRVWRVRZDQLD S+� 
:RGRURWOHQHN�VRGX��(�����GR�GRVWRVRZDQLD S+� 
:RGD�GR�ZVWU]\NLZDĔ 
 
��� 1LH]JRGQRĞFL�IDUPDFHXW\F]QH 
 
1LH�PLHV]Dü�WHJR�SURGXNWX�OHF]QLF]HJR�]�LQQ\PL�SURGXNWDPL�OHF]QLF]\PL��RSUyF]�Z\PLHQLRQ\FK�Z�
SXQNFLH����� 
 
��� 2NUHV�ZDĪQRĞFL 
 
1LHRWZDUWD�ILROND 
 
� ODW 
 
5R]FLHĔF]RQ\�UR]WZyU�Z�ZRUNX�LQIX]\MQ\P 
 
3R�UR]FLHĔF]HQLX�Z�ZRUNX�LQIX]\MQ\P�Z\ND]DQR�VWDELOQRĞü�SRG�Z]JOĊGHP�FKHPLF]Q\P��IL]\F]Q\P�L�
PLNURELRORJLF]Q\P�pr]H]���JRG]LQ�Z�WHPSHUDWXU]H�SRNRMRZHM�����&�– ���&��OXE�Z�ORGyZFH����&�– 
��&�� 
 
=�PLNURELRORJLF]QHJR�SXQNWX�ZLG]HQLD��R�LOH�PHWRGD�RWZLHUDQLD�UHNRQVW\WXFML�UR]FLHĔF]DQLD�QLH�
HOLPLQXMH�U\]\ND�]DQLHF]\V]F]HQLD�PLNURELRORJLF]QHJR��SURGXNW�QDOHĪ\ QDW\FKPLDVW�XĪ\ü� 
 
-HĞOL�SU]\JRWRZDQ\�SURGXNW�QLH�]RVWDQLH�Z\NRU]\VWDQ\�QDW\FKPLDVW��]D�F]DV�L�ZDUXQNL�MHJR�
SU]HFKRZ\ZDQLD�RGSRZLDGD�XĪ\WNRZQLN� 
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5R]FLHĔF]RQ\�UR]WZyU�Z�VWU]\NDZFH�GR�LQIX]ML� 
 
3R�UR]FLHĔF]HQLX�SU]\JRWRZDQ\�UR]WZyU�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 QDOHĪ\ QDW\FKPLDVW�
SRGDü L�QLH�QDOHĪ\�JR�SU]HFKRZ\ZDü��Wszelkie nLHZ\NRU]\VWDQe resztki produktu QDOHĪ\�Z\U]XFLü� 
 
��� 6SHFMDOQH�ĞURGNL�RVWURĪQRĞFL�SRGF]DV�SU]HFKRZ\ZDQLD 
 
3U]HFKRZ\ZDü�Z�ORGyZFH����&�– ��&�� 
1LH�]DPUDĪDü� 
3U]HFKRZ\ZDü�Z�RU\JLQDOQ\P�RSDNRZDQLX�Z�FHOX�RFKURQ\�SU]HG�ĞZLDWáHP� 
 
:DUXQNL�SU]HFKRZ\ZDQLD�SURGXNWX�OHF]QLF]HJR�SR�UR]FLHĔF]HQLX��SDWU]�SXQNW����� 
 
��� 5RG]DM�L�]DZDUWRĞü�RSDNRZDQLD 
 
����PJ���PO�NRQFHQWUDWX�Z�ILROFH��V]NáR�W\SX�,��]�JXPRZ\P NRUNLHP L�SROLSURS\OHQRZ\P�ZLHF]NLHP�
]�NDSVOHP�DOXPLQLRZ\P� 
2SDNRZDQLH�]DZLHUD���ILRONĊ� 
 
��� 6SHFMDOQH�ĞURGNL�RVWURĪQRĞFL�GRW\F]ąFH�XVXZDQLD�L�SU]\JRWRZDQLD�SURGXNWX�OHF]QLF]HJR�GR�
stosowania 
 
:DĪQH�LQVWUXNFMH�GRW\F]ąFH�SU]\JRWRZDQLD 
 
x .RQFHQWUDW�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�ZVWU]\NLZDĔ�SU]HG�SRGDQLHP�QDOHĪ\�REHMU]Hü��F]\�QLH�

]DZLHUD F]ąVWHN�VWDá\FK�L�czy nie ]PLHQLá ]DEDUZLHQLD��1<;7+5$&,6 jest przezroczyst\P lub 
RSDOL]XMąF\P��EH]EDUZQ\P��EODGRĪyáW\P OXE�EODGREUą]RZDZRĪyáW\P UR]WZRUHP��NWyU\�PRĪH�
]DZLHUDü�QLHZLHONą�OLF]EĊ�SU]H]URF]\VW\FK�OXE�ELDá\FK�F]ąVWHN�ELDáNRZ\FK��RGILOWURZ\ZDQ\FK�
Z�WUDNFLH�SRGDZDQLD�� 

x )LRONĊ�Z\U]XFLü��MHĞOL�UR]WZyU�]PLHQLá EDUZĊ OXE�]DZLHUD�F]ąVWNL�REFH��SDWU]�SXQNW���� 
x 1LH�SRWU]ąVDü�ILRONą� 
 
3U]\JRWRZDQLH�L�UR]FLHĔF]HQLH�Z�ZRUNX�LQIX]\MQ\P� 
 
�� 3RWU]HEQą�LORĞü�RELOWRNVDNV\PDEX�Z�PLOLJUDPDFK�REOLF]\ü��PQRĪąF�]DOHFDQą�GDZNĊ�Z�

PJ�NJ PF� SRGDQą�Z�WDEHOL����SDWU]�SXQNW������SU]H]�PDVĊ�FLDáD�GDQHJR�SDFMHQWD�Z�NLORJUDPDFK� 
�� :\PDJDQą�REMĊWRĞü�RELOWRNVDNV\PDEX�Z�SRVWDFL�NRQFHQWUDWX�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�

LQIX]ML�Z�PLOLOLWUDFK�RUD]�OLF]EĊ�SRWU]HEQ\FK�ILROHN�REOLF]\ü��G]LHOąF�REOLF]RQą�GDZNĊ 
RELOWRNVDNV\PDEX�Z�PLOLJUDPDFK��NURN����SU]H]�VWĊĪHQLH���� PJ�PO��3RMHG\QF]D�ILROND�
GRVWDUF]D�� PO�NRQFHQWUDWX RELOWRNVDNV\PDEX GR�VSRU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML� 

�� :\EUDü�RGSRZLHGQL�UR]PLDU�ZRUND�LQIX]\MQHJR�]�UR]WZRUHP�FKORUNX�VRGX�GR�ZVWU]\NLZDĔ�R�
VWĊĪeniu 9 PJ�PO���������3REUDü�]�ZRUND�LQIX]\MQHJR�REMĊWRĞü�UR]WZRUX�UyZQą�REMĊWRĞFL�
RELOWRNVDNV\PDEX�Z�PLOLOLWUDFK�REOLF]RQHM�Z�UDPDFK�NURNX���SRZ\ĪHM��:\U]XFLü�UR]WZyU�
SREUDQ\�]�ZRUND�LQIX]\MQHJR� 

�� 3REUDü�Z\PDJDQą�REMĊWRĞü�NRQFHQWUDWX RELOWRNVDNV\PDEX do spoU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML�
�REOLF]RQą�Z�NURNX����]�ILRONL��ILROHN��SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6��:\U]XFLü�
QLHZ\NRU]\VWDQą�F]ĊĞü�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 SR]RVWDáą�Z�ILROFH� 

�� 3U]HQLHĞü�Z\PDJDQą�REMĊWRĞü�NRQFHQWUDWX RELOWRNVDNV\PDEX GR�VSRU]ąG]DQLD�UR]WZRUX�GR�
LQIX]ML�GR�Z\EUDQHJR�ZRUND�LQIX]\MQHJR�� 

�� 'HOLNDWQLH�REUyFLü�ZRUHN�LQIX]\MQ\��DE\�Z\PLHV]Dü�UR]WZyU��1LH�ZVWU]ąVDü� 
�� ,QIX]MĊ SRGDZDü�SU]H]����PLQXW�]�V]\ENRĞFLą�infuzji ZHGáXJ�WDEHOL����SDWU]�SXQNW�������]�

]DVWRVRZDQLHP ILOWUD�LQIX]\MQHJR����� ȝP�� 
�� 3U]\JRWRZDQ\�UR]WZyU�]DFKRZXMH�VWDELOQRĞü�SU]H]���JRG]LQ�SRGF]DV�SU]HFKRZ\ZDQLD�Z�

WHPSHUDWXU]H�SRNRMRZHM�����&�do ���&��OXE�Z�ORGyZFH����&�do ��&�� 
 
3U]\JRWRZDQLH�L�UR]FLHĔF]HQLH�Z�VWU]\NDZFH�GR�LQIX]ML 
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�� 3RWU]HEQą�LORĞü�RELOWRNVDNV\PDEX�Z�PLOLJUDPDFK REOLF]\ü��PQRĪąF�]DOHFDQą�GDZNĊ�Z�
PJ�NJ PF� SRGDQą�Z�WDEHOL����SDWU]�SXQNW������SU]H]�PDVĊ�FLDáD�GDQHJR�SDFMHQWD�Z�NLORJUDPDFK� 

�� :\PDJDQą�REMĊWRĞü�RELOWRNVDNV\PDEX�Z�SRVWDFL�NRQFHQWUDWX�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�
LQIX]ML�Z�PLOLOLWUDFK�RUD]�OLF]EĊ�SRWU]HEQ\FK�ILROHN�REOLF]\ü��G]LHOąF�REOLF]RQą�GDZNĊ�
RELOWRNVDNV\PDEX�Z�PLOLJUDPDFK��NURN����SU]H]�VWĊĪHQLH���� PJ�PO��3RMHG\QF]D�ILROND�
GRVWDUF]D�� PO�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 Z�SRVWDFL�NRQFHQWUDWX�GR�VSRU]ąG]DQLD�
UR]WZRUX�GR�LQIX]ML� 

�� :\EUDü�RGSRZLHGQL�UR]PLDU�VWU]\NDZNL�GR�SRGDQLD�FDáHM�REMĊWRĞFL�infuzji� 
�� =D�SRPRFą�Z\EUDQHM�VWU]\NDZNL�L�ILOWUD�LQIX]\MQHJR������ȝP�SREUDü�Z\PDJDQą�REMĊWRĞü�Z�

NRQFHQWUDWX RELOWRNVDNV\PDEX GR�VSRU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML��REOLF]RQą�Z�NURNX�����
:\U]XFLü�QLHZ\NRU]\VWDQą�F]ĊĞü SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 SR]RVWDáą�Z�ILROFH�� 

�� 3REUDü�RGSRZLHGQLą�REMĊWRĞü UR]WZRUX�FKORUNX�VRGX�GR�ZVWU]\NLZDĔ�R�VWĊĪHQLX�� PJ�PO�
��������DE\�RWU]\PDü�FDáNRZLWą�REMĊWRĞü�infuzji SRGDQą�Z�WDEHOL��� 

�� 'HOLNDWQLH�Z\PLHV]Dü�UR]WZyU��1LH�ZVWU]ąVDü� 
�� 3U]\JRWRZDQ\�UR]FLHĔF]RQ\�UR]WZyU�RELOWRNVDNV\PDEX�QDW\FKPLDVW SRGDü��1LH�SU]HFKRZ\ZDü�

UR]WZRUX�Z�VWU]\NDZFH��1LHZ\NRU]\VWDQ\ SURGXNW�Z\U]XFLü� 
 
8VXZDQLH 
 
:V]HONLH�QLHZ\NRU]\VWDQH�UHV]WNL�SURGXNWX�OHF]QLF]HJR�OXE�MHJR�RGSDG\�QDOHĪ\�XVXQąü�]JRGQLH�]�
ORNDOQ\PL�SU]HSLVDPL� 
 
 
7. 32'0,27�2'32:,('=,$/1<�326,$'$-Ą&<�32=:2/(1,(�1$�
DOPUSZCZENIE DO OBROTU 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
1LHPF\ 
 
8. 180(5�32=:2/(1,$�1$�'2386=&=(1,(�'2�2%5278� 
 
(8�������������� 
 
 
9. DATA WYDANIA PIERWSZEGO POZWOLENIA NA DOPUSZCZENIE DO OBROTU 
,�'$7$�35=('à8ĩ(1,$�32=:2/(1,$ 
 
'DWD�Z\GDQLD�SLHUZV]HJR�SR]ZROHQLD�QD�GRSXV]F]HQLH�GR�REURWX�����OLVWRSDGD������URNX 
 
 
10. '$7$�=$7:,(5'=(1,$�/8%�&=ĉĝ&,2:(-�=0,$1<�7(.678�
CHARAKTERYSTYKI PRODUKTU LECZNICZEGO 
 
6]F]HJyáRZH�LQIRUPDFMH�R�W\P�SURGXNFLH�OHF]QLF]\P�Vą�GRVWĊSQH�QD�VWURQLH�LQWHUQHWRZHM�(XURSHMVNLHM�
$JHQFML�/HNyZ�KWWS���ZZZ�HPD�HXURSD�HX �RUD]�QD�VWURQLH�LQWHUQHWRZHM�^QD]ZD�XU]ĊGX�NUDMX�
F]áRQNRZVNLHJR��OLQN�GR�VWURQ\�`!� 
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ANEKS II 
 

A. :<7:Ï5&$�%,2/2*,&=1(-�68%67$1&-,�&=<11(-�
ORAZ WYTWï¿½RCA ODPOWIEDZIALNY ZA 
ZWOLNIENIE SERII 

 
B. :$581.,�/8%�2*5$1,&=(1,$�'27<&=Ą&(�

ZAOPATRZENIA I STOSOWANIA 
 

C. ,11(�:$581.,�,�:<0$*$1,$�'27<&=Ą&(�
DOPUSZCZENIA DO OBROTU 

 
D. :$581.,�/8%�2*5$1,&=(1,$�'27<&=Ą&(�

BEZPIECZNEGO I SKUTECZNEGO STOSOWANIA 
PRODUKTU LECZNICZEGO 

 
E. 6=&=(*Ï/1(�=2%2:,Ą=$1,$�'2�:<.21$1,$�32�

:352:$'=(1,8�'2�2%5278�:�6<78$&-,��*'<�
32=:2/(1,(�1$�:352:$'=(1,(�'2�2%5278�-(67�
UDZIELONE W PROCEDURZE DOPUSZCZENIA W 
:<-Ą7.2:<&+�2.2/,&=12ĝ&,$&+ 
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A. :<7:Ï5&$�%,2/2*,&=1(-�68%67$1&-,�&=<11(-�25$=�:<7:Ï5&$�
ODPOWIEDZIALNY ZA ZWOLNIENIE SERII 

 
1D]ZD�L�DGUHV�Z\WZyUF\�ELRORJLF]QHM�VXEVWDQFML�F]\QQHM 
 
/RQ]D�%LRORJLFV��,QF�� 
����,QWHUQDWLRQDO�'ULYH 
3RUWVPRXWK��1+������� 
86$ 
 
1D]ZD�L�DGUHV�Z\WZyUF\�RGSRZLHG]LDOQHJR�]D�]ZROQLHQLH�VHULL 
 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
+RODQGLD 
 
 
B. :$581.,�/8%�2*5$1,&=(1,$�'27<&=Ą&(�=$23$75=(1,$�,�67262:$1,$� 
 
3URGXNW�OHF]QLF]\�Z\GDZDQ\�QD�UHFHSWĊ� 
 
 
C. ,11(�:$581.,�,�:<0$*$1,$�'27<&=Ą&(�'2386=&=(1,$�'2�2%5278 
 
x 2NUHVRZH�UDSRUW\�R�EH]SLHF]HĔVWZLH�VWRVRZDQLD��DQJ��3HULRGLF�VDIHW\�XSGDWH�UHSRUWV��

3685V� 
 
:\PDJDQLD�GR�SU]HGáRĪHQLD�RNUHVRZ\FK�UDSRUWyZ�R�EH]SLHF]HĔVWZLH�VWRVRZDQLD�WHJR�SURGXNWX�
OHF]QLF]HJR�Vą�RNUHĞORQH�Z�Z\ND]LH�XQLMQ\FK�GDW�UHIHUHQF\MQ\FK��Z\ND]�(85'���R�NWyU\P�
PRZD�Z�DUW�����F�XVW����G\UHNW\Z\���������:(�L�MHJR�NROHMQ\FK�DNWXDOL]DFMDFK�RJáDV]DQ\FK�QD�
HXURSHMVNLHM�VWURQLH�LQWHUQHWRZHM�GRW\F]ąFHM�OHNyZ� 
 
 
D. :$581.,�/8%�2*5$1,&=(1,$�'27<&=Ą&(�%(=3,(&=1(*2�,�

SKUTECZNEGO STOSOWANIA PRODUKTU LECZNICZEGO   
 
x 3ODQ�]DU]ąG]DQLD�U\]\NLHP��DQJ��5LVN�0DQDJHPHQW�3ODQ��503� 

 
3RGPLRW�RGSRZLHG]LDOQ\�SRGHMPLH�Z\PDJDQH�G]LDáDQLD�L�LQWHUZHQFMH�]�]DNUHVX�QDG]RUX�QDG�
EH]SLHF]HĔVWZHP�IDUPDNRWHUDSLL�Z\V]F]HJyOQLRQH�Z�503��SU]HGVWDZLRQ\P�Z�PRGXOH�������
GRNXPHQWDFML�GR�SR]ZROHQLD�QD�GRSXV]F]HQLH�GR�REURWX��L�ZV]HONLFK�MHJR�NROHMQ\FK�
DNWXDOL]DFMDFK� 
 
8DNWXDOQLRQ\�503�QDOHĪ\�SU]HGVWDZLDü� 

x QD�ĪąGDQLH�(XURSHMVNLHM�$JHQFML�/HNyZ� 
x Z�UD]LH�]PLDQ\�V\VWHPX�]DU]ąG]DQLD�U\]\NLHP��]ZáDV]F]D�Z�Z\QLNX�X]\VNDQLD�QRZ\FK�

LQIRUPDFML��NWyUH�PRJą�LVWRWQLH�ZSá\Qąü�QD�VWRVXQHN�U\]\ND�GR�NRU]\ĞFL��OXE�Z�Z\QLNX�
X]\VNDQLD�LVWRWQ\FK�LQIRUPDFML��GRW\F]ąF\FK�EH]SLHF]HĔVWZD�VWRVRZDQLD�SURGXNWX�OHF]QLF]HJR�
OXE�RGQRV]ąF\FK�VLĊ�GR�PLQLPDOL]DFML�U\]\ND� 
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E. 6=&=(*Ï/1(�=2%2:,Ą=$1,$�'2�:<.21$1,$�32�:352:$'=(1,8�'2�

2%5278�:�6<78$&-,��*'<�32=:2/(1,(�1$�:352:$'=(1,(�'2�2%5278�
-(67�8'=,(/21(�:�352&('85=(�'2386=&=(1,$�:�:<-Ą7.2:<&+�
2.2/,&=12ĝ&,$&+ 

 
7R�SR]ZROHQLH�QD�GRSXV]F]HQLH�GR�REURWX�]RVWDáR�XG]LHORQH�Z�SURFHGXU]H�GRSXV]F]HQLD�Z�
Z\MąWNRZ\FK�RNROLF]QRĞFLDFK�L�]JRGQLH�]�DUW�����XVW����UR]SRU]ąG]HQLD��:(��QU����������SRGPLRW�
RGSRZLHG]LDOQ\�Z\NRQD�QDVWĊSXMąFH�F]\QQRĞFL��]JRGQLH�]�RNUHĞORQ\P�KDUPRQRJUDPHP� 
 
Opis 7HUPLQ 
 
:�FHOX�ZDOLGDFML�PHWRG\�RNUHĞODQLD�3.�RELOWRNVDNV\PDEX��*&/-
�����Z�VXURZLF\�OXG]NLHM�SRGPLRW�RGSRZLHG]LDOQ\�SRZLQLHQ�
SU]HGVWDZLü�Z\QLNL�ZDOLGDFML�R]QDF]HQLD�SRG�NąWHP�QDVWĊSXMąF\FK�
DVSHNWyZ�SU]HG�]DVWRVRZDQLHP�PHWRG\�GR�DQDOL]\�SUyEHN�Z�
UDPDFK�EDGDQLD�NOLQLF]QHJR�$+�����LQWHUIHUHQFMD�]H�VWURQ\�3$�����
L������()��/)�RUD]�$'$��D�WDNĪH�HIHNW\ZQRĞü�R]QDF]HQLD�Z�
VXURZLF\�KHPROLW\F]QHM�L�OLSHPLF]QHM��%DGDQLH�UyZQROHJáRĞFL�
QDOHĪ\�SU]HSURZDG]Lü�QD�SREUDQ\FK�SUyENDFK�]�SODQRZDQHJR�
RWZDUWHJR�EDGDQLD�WHUHQRZHJR�$+���� 
 
 
 
:�FHOX�RFHQ\�RGSRZLHG]L�NOLQLF]QHM��EH]SLHF]HĔVWZD�VWRVRZDQLD�L�
WROHUDQFML��Z�W\P�SU]HELHJX�FKRURE\�L�SU]HĪ\FLD�X�SDFMHQWyZ�]�
SRGHMU]HQLHP��SUDZGRSRGRELHĔVWZHP�OXE�SRWZLHUG]HQLHP�ZąJOLND�
Z]LHZQHJR��OHF]RQ\FK�RELOWRNVDNV\PDEHP��SRGPLRW�
RGSRZLHG]LDOQ\�SRZLQLHQ�SU]HSURZDG]Lü�ZHGáXJ�X]JRGQLRQHJR�
SURWRNRáX�RWZDUWH�EDGDQLH�WHUHQRZH�ID]\�,9�$+����Z�SU]\SDGNX�
SRMDZLHQLD�VLĊ�ZąJOLND�Z�NUDMDFK��JG]LH�RELOWRNVDNV\PDE�MHVW�
GRSXV]F]RQ\�L�GRVWĊSQ\��RUD]�SU]HGVWDZLü�Z\QLNL�UDSRUWX�
NRĔFRZHJR� 
 
 
 
 

 
3U]HGVWDZLü�UD]HP�]�
NOLQLF]Q\P�UDSRUWHP�
NRĔFRZ\P�]�EDGDQLD�
$+���� 
 
 
 
 
 
 
 
 
3U]HGVWDZLDü�URF]QH�
VSUDZR]GDQLD�� 
 
5DSRUW�NRĔFRZ\�
SU]HGVWDZLü�QDMSyĨQLHM����
PLHVLĊF\�SR�RVWDWQLP�
SRGDQLX�RELOWRNVDNV\PDEX�
OXE�RVWDWQLP�]HEUDQLX�
GDQ\FK�Z�SU]\SDGNX�
UHWURVSHNW\ZQHJR�]ELHUDQLD�
GDQ\FK� 
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ANEKS III 
 

2=1$.2:$1,(�23$.2:$ē�,�8/27.$�'/$�3$&-(17$ 
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A. 2=1$.2:$1,(�23$.2:$ē 
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,1)250$&-(�=$0,(6=&=$1(�1$�23$.2:$1,$&+�=(:1ĉ75=1<&+ 
 
38'(à.2�TEKTUROWE 
 
 
1. NAZWA PRODUKTU LECZNICZEGO 
 
1<;7+5$&,6 100 PJ�PO�NRQFHQWUDW�MDáRZ\ 
RELOWRNVDNV\PDE� 
 
 
2. =$:$572ĝû�68%67$1&-,�&=<11(- 
 
��PO����� PJ�RELOWRNVDNV\PDEX� 
 
 
3. :<.$=�68%67$1&-,�3202&1,&=<&+ 
 
6XEVWDQFMH�SRPRFQLF]H��KLVW\G\QD��VRUELWRO��(�����NZDV�solny��ZRGRURWOHQHN�VRGX��ZRGD�GR�
ZVWU]\NLZDĔ� 
 
 
4. 3267$û�)$50$&(87<&=1$�,�=$:$572ĝû�23$.2:$1,$ 
 
.RQFHQWUDW�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML 
����PJ���PO 
��ILROND 
 
 
5. SPOSï¿½B I DROGA PODANIA 
 
1DOHĪ\�]DSR]QDü�VLĊ�]�WUHĞFLą�XORWNL�SU]HG�]DVWRVRZDQLHP�OHNX� 
'RĪ\OQLH�SR�UR]FLHĔF]HQLX� 
:\áąF]QLH�GR�MHGQRUD]RZHJR�XĪ\FLD� 
1LH�ZVWU]ąVDü� 
 
'RGDü�NRG�45���ZZZ�RELOWR[D[LPDE-VIO�HX 
 
 
�� 2675=(ĩ(1,(�'27<&=Ą&(�35=(&+2:<:$1,$�352'8.78�LECZNICZEGO 

:�0,(-6&8�1,(:,'2&=1<0�,�1,('267ĉ31<0�'/$�'=,(&, 
 
 
7. ,11(�2675=(ĩ(1,$�63(&-$/1(��-(ĝ/,�.21,(&=1( 
 
 
 
8. 7(50,1�:$ĩ12ĝ&, 
 
EXP 
 
 
9. WARUNKI PRZECHOWYWANIA 
 
3U]HFKRZ\ZDü�Z�ORGyZFH�� 
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1LH�]DPUDĪDü�� 
3U]HFKRZ\ZDü�Z�RU\JLQDOQ\P�RSDNRZDQLX�Z�FHOX�RFKURQ\�SU]HG�ĞZLDWáHP� 
 
 
10. 63(&-$/1(�ĝ52'.,�26752ĩ12ĝ&,�'27<&=Ą&(�868:$1,$�1,(=8ĩ<7(*2�

352'8.78�/(&=1,&=(*2�/8%�32&+2'=Ą&<&+�=�1,(*2�2'3$'Ï:��-(ĝ/,�
:à$ĝ&,:( 

 
 
11. 1$=:$�,�$'5(6�32'0,278�2'32:,('=,$/1(*2 
 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&XULH-6WUDVVH�� 
������/|UUDFK 
1LHPF\ 
 
 
12. 180(5�32=:2/(1,$�1$�'2386=&=(1,(�'2�2%5278� 
 
(8�������������� 
 
 
13. 180(5�6(5,, 
 
1U�VHULL��/RW� 
 
 
14. 2*Ï/1$�.$7(*25,$�'267ĉ312ĝ&, 
 
 
15. ,16758.&-$�8ĩ<&,$ 
 
 
��� ,1)250$&-$�32'$1$�6<67(0(0�%5$,//(¶$ 
 
=DDNFHSWRZDQR�X]DVDGQLHQLH�EUDNX�LQIRUPDFML�V\VWHPHP�%UDLOOH¶D� 
 
 
17. 1,(32:7$5=$/1<�,'(17<),.$725�– KOD 2D 
 
2EHMPXMH�NRG��'�EĊGąF\�QRĞQLNLHP�QLHSRZWDU]DOQHJR�LGHQW\ILNDWRUD� 
 
 
18. 1,(32:7$5=$/1<�,'(17<),.$725�– '$1(�&=<7(/1(�'/$�&=à2:,(.$ 
 
3&� 
61� 
NN  
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0,1,080�,1)250$&-,�=$0,(6=&=$1<&+�1$�0$à<&+�OPAKOWANIACH 
%(=32ĝ5('1,&+ 
 
(7<.,(7$�1$�),2/.ĉ 
 
 
1. NAZWA PRODUKTU LECZNICZEGO I DROGA PODANIA 
 
1<;7+5$&,6 100 PJ�PO�NRQFHQWUDW�MDáRZ\ 
RELOWRNVDNV\PDE� 
'RĪ\OQLH�SR�UR]FLHĔF]HQLX� 
 
 
2. SPOSï¿½B PODAWANIA  
 
:\áąF]QLH�GR�MHGQRUD]RZHJR�XĪ\FLD� 
 
3. 7(50,1�:$ĩ12ĝ&, 
 
EXP 
 
 
4. 180(5�6(5,, 
 
/RW 
 
 
5. =$:$572ĝû�23$.2:$1,$�=�32'$1,(0�0$6<��2%-ĉ72ĝ&,�/8%�/,&=%<�

-('1267(. 
 
����PJ���PO 
 
 
�� INNE 
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B. 8/27.$�'/$�3$&-(17$ 
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8ORWND�GRáąF]RQD�GR�RSDNRZDQLD��LQIRUPDFMD�GOD�SDFMHQWD 
 

NYXTHRACIS ����PJ�PO�NRQFHQWUDW�GR�VSRU]ąG]DQLD�UR]WZRUX�GR�LQIX]ML 
RELOWRNVDNV\PDE 

 
1LQLHMV]\�SURGXNW�OHF]QLF]\�EĊG]LH�GRGDWNRZR�PRQLWRURZDQ\��8PRĪOLZL�WR�V]\ENLH�

]LGHQW\ILNRZDQLH�QRZ\FK�LQIRUPDFML�R�EH]SLHF]HĔVWZLH��8Ī\WNRZQLN�OHNX�WHĪ�PRĪH�Z�W\P�SRPyF��
]JáDV]DMąF�ZV]HONLH�G]LDáDQLD�QLHSRĪąGDQH��NWyUH�Z\VWąSLá\�SR�]DVWRVRZDQLX�OHNX��$E\�GRZLHG]LHü�VLĊ��
MDN�]JáDV]Dü�G]LDáDQLD�QLHSRĪąGDQH�– SDWU]�SXQNW��� 
 
1DOHĪ\�XZDĪQLH�]DSR]QDü�VLĊ�]�WUHĞFLą�XORWNL�SU]HG�]DVWRVRZDQLHP�OHNX��SRQLHZDĪ�]DZLHUD�RQD�

LQIRUPDFMH ZDĪQH�GOD�SDFMHQWD� 
- 1DOHĪ\�]DFKRZDü�WĊ�XORWNĊ��DE\�Z�UD]LH�SRWU]HE\�PyF�Mą�SRQRZQLH�SU]HF]\WDü�� 
- :�UD]LH�MDNLFKNROZLHN�ZąWSOLZRĞFL�QDOHĪ\�]ZUyFLü�VLĊ�GR�OHNDU]D��IDUPDFHXW\�OXE�SLHOĊJQLDUNL� 
- -HĞOL�X�SDFMHQWD�Z\VWąSLą�MDNLHNROZLHN�REMDZ\�QLHSRĪąGDQH� Z�W\P ZV]HONLH�REMDZ\�

QLHSRĪąGDQH�QLHZ\PLHQLRQH�Z�WHM�XORWFH��QDOHĪ\�SRZLHG]LHü�R�W\P�OHNDU]RZL��IDUPDFHXFLH�OXE�
SLHOĊJQLDUFH��3DWU]�SXQNW��� 

 
6SLV�WUHĞFL�XORWNL 
 
�� &R�WR�MHVW�OHN�1<;7+5$&,6 L�Z�MDNLP�FHOX�VLĊ�JR�VWRVXMH� 
�� ,QIRUPDFMH�ZDĪQH�SU]HG�RWU]\PDQLHP�OHNX�N<;7+5$&,6 
�� -DN�SRGDMH�VLĊ�OHN�1<;7+5$&,6 
�� 0RĪOLZH�G]LDáDQLD�QLHSRĪąGDQH� 
�� -DN�SU]HFKRZ\ZDü�OHN�1<;7+5$&,6 
�� =DZDUWRĞü�RSDNRZDQLD�L�LQQH�LQIRUPDFMH 
 
 
1. &R�WR�MHVW�OHN�NYXTHRACIS L�Z�MDNLP�FHOX�VLĊ�JR�VWRVXMH 
 
/HN�1<;7+5$&,6 ]DZLHUD�VXEVWDQFMĊ�F]\QQą�RELOWRNVDNV\PDE��2ELOWRNVDNV\PDE�jest 
SU]HFLZFLDáHP PRQRNORQDOQ\P – URG]DMHP ELDáND��NWyUH�SU]\áąF]D�VLĊ�GR�WRNV\Q�Z\WZDU]DQ\FK przez 
EDNWHULĊ�Z\ZRáXMąFą�ZąJOLND L�MH�GH]DNW\ZXMH� 
 
/HN�1<;7+5$&,6 VWRVXMH�VLĊ�UD]HP�]�DQW\ELRW\NDPL Z leczeniu osyE�GRURVá\FK i dzieci z 
ZąJOLNLHP�Z\ZRáDQ\P�SU]H]�EDNWHULH��NWyUH�GRVWDá\�VLĊ�GR�RUJDQL]PX�SU]H]�XNáDG�RGGHFKRZ\��ZąJOLN�
Z]LHZQ\��� 
 
/HN�1<;7+5$&,6 PRĪH�E\ü�WDNĪH�VWRVRZDQ\��MHĞOL�SDFMHQW�PyJá�PLHü NRQWDNW�]�ODVHF]Ną�ZąJOLND�
OXE�MHM�SU]HWUZDOQLNDPL��DOH QLH�PD�REMDZyZ�FKRURE\�L�ĪDGQH�LQQH�OHF]HQLH�QLH�MHVW�GRVWĊSQH�DQL�
RGSRZLHGQLH� 
 
 
2. ,QIRUPDFMH�ZDĪQH�SU]HG�RWU]\PDQLHP�OHNX�NYXTHRACIS 
 
1LH�QDOHĪ\�SU]\MPRZDü�OHNX�NYXTHRACIS 
- MHĞOL�SDFMHQW�PD�XF]XOHQLH�QD�RELOWRNVDNV\PDE�OXE�NWyU\NROZLHN�]�SR]RVWDá\FK�VNáDGQLNyZ�WHJR�

OHNX��Z\PLHQLRQ\FK�Z�SXQNFLH ��� 
 
2VWU]HĪHQLD�L�ĞURGNL�RVWURĪQRĞFL� 
3U]HG�RWU]\PDQLHP�OHNX�1<;7+5$&,6 QDOHĪ\�SRUR]PDZLDü�]�OHNDU]HP��IDUPDFHXWą�OXE�
SLHOĊJQLDUNą� 
 
- MHĞOL�SDFMHQW GRURVá\ �OXE�G]LHFNR��PD G]LHG]LF]Qą�QLHWROHUDQFMĊ�IUXNWR]\�– U]DGNą�FKRUREĊ�

JHQHW\F]Qą�– OXE�MHĞOL�G]LHFNR�QLH�PRĪH�MXĪ�MHĞü�VáRGNLFK�SRNDUPyZ DQL�SLü�VáRG]RQ\FK�
QDSRMyZ��SRQLHZDĪ�PD�QXGQRĞFL��Z\PLRW\ OXE�LQQH�QLHSU]\MHPQH�REMDZ\��WDNLH�MDN�Z]GĊFLD��
skurcze ĪRáąGND�OXE�ELHJXQND� 

Pr
od

uk
t l

ec
zn

icz
y 

be
z 

waÄ
ne

go
 p

oz
wol

en
ia

 n
a 

do
pu

sz
cz

en
ie

 d
o 

ob
ro

tu



25 

 
5HDNFMH�DOHUJLF]QH��NWyUH�PRJą�Z\VWąSLü�SR�SRGDQLX�OHNX�1<;7+5$&,6��PRJą�F]DVDPL�E\ü FLĊĪNLH��
3U]HG�SRGDQLHP�OHNX�1<;7+5$&,6 SDFMHQW�PRĪH�RWU]\PDü�OHN�SU]HFLZKLVWDPLQRZ\��DE\�
]PQLHMV]\ü�U\]\NR�UHDNFML�DOHUJLF]Q\FK� 
 
Lek NYXTHRACIS a inne leki 
1DOHĪ\�SRZLHG]LHü�OHNDU]RZL�OXE�IDUPDFHXFLH�R�ZV]\VWNLFK�OHNDFK�VWRVRZDQ\FK�SU]H]�SDFMHQWD�
REHFQLH�OXE�RVWDWQLR��D�WDNĪH�R�OHNDFK��NWyUH�SDFMHQW�SODQXMH�VWRVRZDü� 
3DFMHQW�PRĪH�RWU]\PDü�DQW\ELRW\NL��QS��F\SURIORNVDF\QĊ��Z�UDPDFK�OHF]HQLD�ZąJOLND�Z]LHZQHJR� 
 
&LąĪD�L�NDUPLHQLH�SLHUVLą 
-HĞOL�SDFMHQWND�MHVW�Z�FLąĪ\�OXE�NDUPL�SLHUVLą��SU]\SXV]F]D��ĪH�PRĪH�E\ü�Z�FLąĪ\��OXE�JG\�SODQXMH�PLHü�
G]LHFNR��SRZLQQD�SRUDG]Lü�VLĊ�OHNDU]D�SU]HG�RWU]\PDQLHP�WHJR�OHNX� 
 
1LH�ZLDGRPR��F]\�OHN�1<;7+5$&,6 PRĪH�]DV]NRG]Lü�QLHQDURG]RQHPX�G]LHFNX�� 
 
1LH�ZLDGRPR��F]\�OHN�1<;7+5$&,6 SU]HQLND�GR�POHND�OXG]NLHJR��3DFMHQWND�L�OHNDU]�SRZLQQL�
ZVSyOQLH�]GHF\GRZDü��F]\�QDOHĪ\�NDUPLü�SLHUVLą�SR�RWU]\PDQLX�OHNX�1<;7+5$&,6� 
 
3URZDG]HQLH�SRMD]GyZ�L�REVáXJLZDQLH�PDV]\Q 
/HN�1<;7+5$&,6 PRĪH�SRZRGRZDü�G]LDáDQLD�QLHSRĪąGDQH��WDNLH�MDN�EyO�JáRZ\��]DZURW\�JáRZ\��
]PĊF]HQLH�L�Z\PLRW\��0RJą�RQH�ZSá\ZDü�QD�]GROQRĞü�SURZDG]HQLD�SRMD]GyZ�OXE�REVáXJLZDQLD�
PDV]\Q� 
 
Lek NYXTHRACIS ]DZLHUD�VRUELWRO��(���� 
6RUELWRO�MHVW�ĨUyGáHP�IUXNWR]\��NWyUD�MHVW�URG]DMHP�FXNUX���-HĞOL�SDFMHQW GRURVá\ �OXE�G]LHFNR��PD 
G]LHG]LF]Qą�QLHWROHUDQFMĊ�IUXNWR]\�– U]DGNą�FKRUREĊ�JHQHW\F]Qą�– OHNDU]�PRĪH�X]QDü��ĪH�SDFMHQWRZL 
GRURVáHPX �OXE�G]LHFNX��QLH�ZROQR�SU]\MPRZDü�WHJR�OHNX��2UJDQL]P�SDFMHQWyZ�]�G]LHG]LF]Qą�
QLHWROHUDQFMą�IUXNWR]\ QLH�UR]NáDGD�IUXNWR]\��FR�PRĪH�VSRZRGRZDü�FLĊĪNLH G]LDáDQLD QLHSRĪąGDQe� 
3U]HG�RWU]\PDQLHP�WHJR�OHNX�QDOHĪ\�SRLQIRUPRZDü�OHNDU]D��MHĞOL�SDFMHQW GRURVá\ �OXE�G]LHFNR��PD 
G]LHG]LF]Qą�QLHWROHUDQFMą�IUXNWR]\ OXE�MHĞOL�G]LHFNR�QLH�PRĪH�MXĪ�MHĞü�VáRGNLFK�SRNDUPyZ DQL�SLü�
VáRG]RQ\FK�QDSRMyZ��SRQLHZDĪ�PD�QXGQRĞFL��Z\PLRW\ OXE�LQQH�QLHSU]\MHPQH�GROHJOLZRĞFL��WDNLH�MDN�
Z]GĊFLD��sNXUF]H�ĪRáąGND�OXE�ELHJXQND� 
 
Lek NYXTHRACIS ]DZLHUD�VyG 
7HQ�OHN�]DZLHUD�PQLHM�QLĪ���PPRO�VRGX�����PJ��QD�MHGQą�ILRONĊ�OHNX�1<;7+5$&,6 o objĊWRĞFL � PO��
WR�]QDF]\�OHN�X]QDMH�VLĊ�]D�ÄZROQ\�RG�VRGX´� 
 
 
3. -DN�SRGDMH�VLĊ�OHN�NYXTHRACIS 
 
/HN�1<;7+5$&,6 MHVW�SRGDZDQ\�SU]H]�OHNDU]D�OXE�SLHOĊJQLDUNĊ��/HNDU]�OXE�SLHOĊJQLDUND�REOLF]ą�
GDZNĊ�QD�SRGVWDZLH�PDV\�FLDáD�SDFMHQWD GRURVáHJR �OXE�G]LHFND��� 
 
/HNDU]��SLHOĊJQLDUND�OXE�IDUPDFHXWD�SU]\JRWXMą�OHN�GR�infuzji�� 
5R]WZyU�OHNX�1<;7+5$&,6 SRGDMH�VLĊ�SU]H]����PLQXW�ZH�ZOHZLH��NURSOyZFH��GR�Ī\á\��]Z\NOH�GR�
Ī\á\�Z UDPLHQLX��3DFMHQW�EĊG]LH�PRQLWRURZDQ\�SRGF]DV�SRGDZDQLD�OHNX�1<;7+5$&,6 i przez co 
QDMPQLHM�JRG]LQĊ�SR�]DNRĔF]HQLX�ZOHZX�� 
3U]HG�SRGDQLHP�OHNX�1<;7+5$&,6 SDFMHQW�]Z\NOH�RWU]\PXMH�OHNL�]DSRELHJDMąFH�UHDNFMRP�
DOHUJLF]Q\P�OXE�áDJRG]ąFH�LFK�SU]HELHJ�� 
 
:�UD]LH�MDNLFKNROZLHN�GDOV]\FK�ZąWSOLZRĞFL�]ZLą]DQ\FK�]H�VWRVRZDQLHP�WHJR�OHNX�QDOHĪ\�]ZUyFLü�VLĊ�
GR�OHNDU]D��IDUPDFHXW\�OXE�SLHOĊJQLDUNL� 
 
 
4. 0RĪOLZH�G]LDáDQLD�QLHSRĪąGDQH 
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-DN�NDĪG\�OHN��WHQ�OHN�PRĪH�SRZRGRZDü�G]LDáDQLD�QLHSRĪąGDQH��FKRFLDĪ�QLH�X�NDĪGHJR�RQH�Z\VWąSLą� 
 
1DOHĪ\�QDW\FKPLDVW�SRLQIRUPRZDü�OHNDU]D�OXE�RVREĊ�SRGDMąFą�ZOHZ��MHĞOL�SDFMHQW�]DXZDĪ\�
NWyUHNROZLHN�]�SRQLĪV]\FK�G]LDáDĔ�QLHSRĪąGDQ\FK�� 
 
6ZĊG]HQLH��Z\V\SND��GXV]QRĞFL�OXE�ĞZLV]F]ąF\�RGGHFK�– PRJą�WR�E\ü�REMDZ\ UHDNFML�DOHUJLF]QHM�
�QDGZUDĪOLZRĞFL�� 
 
'R�LQQ\FK�G]LDáDĔ�QLHSRĪąGDQ\FK�OHNX�NYXTHRACIS QDOHĪą� 
 
&]ĊVWo �PRJą�Z\VWąSLü�X�PDNV\PDOQLH���QD����RVyE� 
- %yO�JáRZ\ 
- .DV]HO 
- %yO�Z�PLHMVFX�SRGDQLD�ZOHZX 
- 6ZĊG]HQLH��Z\V\SND�VNyUQD��Z�W\P�VZĊG]ąFD�XQLHVLRQD�Z\V\SND��SRNU]\ZND� 
 
1LH]E\W�F]ĊVWo �PRJą�Z\VWąSLü�X�PDNV\PDOQLH���QD�����RVyE� 
- 5HDNFMH�DOHUJLF]QH 
- =DZURW\�JáRZ\ 
- 'UĊWZLHQLH 
- :UDĪOLZRĞü�QDU]ąGX�Z]URNX�QD�ĞZLDWáR��ĞZLDWáRZVWUĊW� 
- 8F]XFLH�G\VNRPIRUWX�Z�uszDFK 
- 3RGUDĪQLHQLH�JDUGáD 
- &KU\SND 
- 1LHGURĪQRĞü�]DWRN 
- 'XV]QRĞü 
- %yO�ZDUJ 
- :\SU\VN��áXV]F]HQLH�VLĊ�VNyU\ 
- DrĪHQLH PLĊĞQL��NXUF]H�PLĊĞQL 
- =PĊF]HQLH 
- 'UHV]F]H��XF]XFLH�]LPQD� 
- 8F]XFLH�G\VNRPIRUWX�Z�NODWFH�SLHUVLRZHM� 
- %yO�XRJyOQLRQ\��EyO�NRĔF]\Q��NODWNL�SLHUVLRZHM��V]F]ĊNL��PLĊĞQL��ZLĊ]DGHá��ĞFLĊJLHQ�OXE�NRĞFL� 
- 2EU]ĊN��EyO�OXE�]DSDOHQLH�Ī\á�Z�PLHMVFX�SRGDQLD�ZOHZX 
 
=JáDV]DQLH�G]LDáDĔ�QLHSRĪąGDQ\FK 
-HĞOL�X�SDFMHQWD�Z\VWąSLą�MDNLHNROZLHN�REMDZ\�QLHSRĪąGDQH� Z�W\P�ZV]HONLH�REMDZ\�QLHSRĪąGDQH�
QLHZ\PLHQLRQH�Z�WHM�XORWFH��QDOHĪ\�SRZLHG]LHü�R�W\P�OHNDU]RZL��IDUPDFHXFLH�OXE�SLHOĊJQLDUFH��
']LDáDQLD�QLHSRĪąGDQH�PRĪQD�]JáDV]Dü�EH]SRĞUHGQLR�GR�ÄNUDMRZHJR�V\VWHPX�]JáDV]DQLD´�
Z\PLHQLRQHJR�Z�]DáąF]QLNX�9��']LĊNL�]JáDV]DQLX�G]LDáDĔ�QLHSRĪąGDQ\FK�PRĪQD�EĊG]LH�]JURPDG]Lü�
ZLĊFHM�LQIRUPDFML�QD�WHPDW�EH]SLHF]HĔVWZD�VWRVRZDQLD�OHNX� 
 
 
5. -DN�SU]HFKRZ\ZDü�OHN�NYXTHRACIS 
 
/HN�QDOHĪ\�SU]HFKRZ\ZDü�Z�PLHMVFX�QLHZLGRF]Q\P�L�QLHGRVWĊSQ\P�GOD�G]LHFL� 
 
1LH�VWRVRZDü�WHJR�OHNX�SR�XSá\ZLH�WHUPLQX�ZDĪQRĞFL�]DPLHV]F]RQHJR�QD�SXGHáNX�L�HW\NLHFLH�SR��(;3��
7HUPLQ�ZDĪQRĞFL�R]QDF]D�RVWDWQL�G]LHĔ�SRGDQHJR�PLHVLąFD� 
 
3U]HFKRZ\ZDü�Z�ORGyZFH����&�– ��&��� 
1LH�]DPUDĪDü� 
3U]HFKRZ\ZDü�Z�RU\JLQDOQ\P�RSDNRZDQLX�Z�FHOX�RFKURQ\�SU]HG�ĞZLDWáHP� 
 
3R�UR]FLHĔF]HQLX�Z�ZRUNX�LQIX]\MQ\P�Z\ND]DQR��-JRG]LQQą�VWDELOQRĞü�SRG�Z]JOĊGHP�FKHPLF]Q\P��
IL]\F]Q\P�L�PLNURELRORJLF]Q\P�Z�WHPSHUDWXU]H�SRNRMRZHM�����&�– ���&��OXE�Z�ORGyZFH����&�– 
��&�� 
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3R�UR]FLHĔF]HQLX�SU]\JRWRZDQ\�UR]WZyU�SURGXNWX�OHF]QLF]HJR�1<;7+5$&,6 Z�VWU]\NDZFH�GR�
LQIX]ML�SRZLQLHQ�E\ü�QDW\FKPLDVW�SRGDQ\�– QLH�QDOHĪ\�JR�SU]HFKRZ\ZDü��Wszelkie nLHZ\NRU]\VWDQe 
resztki produktu QDOHĪ\�Z\U]XFLü� 
 
 
�� =DZDUWRĞü�RSDNRZDQLD�L�LQQH�LQIRUPDFMH 
 
&R�]DZLHUD�OHN�NYXTHRACIS  
- 6XEVWDQFMą�F]\QQą�OHNX�MHVW�RELOWRNVDNV\PDE����PO�NRQFHQWUDWX�]DZLHUD�����PJ�

RELOWRNVDNV\PDEX��-HGQD�ILROND�R�REMĊWRĞFL���PO�]DZLHUD�����PJ�RELOWRNVDNV\PDEX� 
- 3R]RVWDáH�VNáDGQLNL�WR��KLVW\G\QD��VRUELWRO��(������SROLVRUEDW�����(������NZDV�solny �(�����L�

ZRGRURWOHQHN�VRGX��(������3DWU]�WDNĪH�SXQNW���Ä/HN�1<;7+5$&,6 ]DZLHUD�VRUELWRO��(����´� 
 
-DN�Z\JOąGD�OHN�NYXTHRACIS L�FR�]DZLHUD�RSDNRZDQLH 
1<;7+5$&,6 PD�SRVWDü�SU]H]URF]\VWHJR�OXE�RSDOL]XMąFHJR��EH]EDUZQHJR��EODGRĪyáWHJR�OXE�
EODGREUą]RZDZRĪyáWHJR�NRQFHQWUDWX�GR�VSRU]ąG]DQLD�UR]WZRUX� 
1<;7+5$&,6 MHVW�GRVWĊSQ\�Z�RSDNRZDQLDFK�]DZLHUDMąF\FK���ILRONĊ� 
 
3RGPLRW�RGSRZLHG]LDOQ\ 
6)/�3KDUPDFHXWLFDOV�'HXWVFKODQG�*PE+ 
0DULH-&urie-6WUDVVH�� 
������/|UUDFK 
1LHPF\ 
 
:\WZyUFD� 
$FHUWL3KDUPD�%�9� 
%RVFKVWUDDW��� 
�����*&��%UHGD 
+RODQGLD 
 
'DWD�RVWDWQLHM�DNWXDOL]DFML�XORWNL� 
 
7HQ�OHN�]RVWDá�GRSXV]F]RQ\�GR�REURWX�Z�Z\MąWNRZ\FK�RNROLF]QRĞFLDFK��2]QDF]D�WR��ĪH�]H�Z]JOĊGX�QD�
U]DGNLH�Z\VWĊSRZDQLH�FKRURE\�L�]�SRZRGyZ�HW\F]Q\FK�QLH�E\áR�PRĪOLZH�X]\VNDQLH�SHáQHM�LQIRUPDFML�
GRW\F]ąFHM�WHJR�OHNX� 
(XURSHMVND�$JHQFMD�/HNyZ�GRNRQD�FR�URNX�SU]HJOąGX�ZV]\VWNLFK�QRZ\FK�LQIRUPDFML�R�OHNX�L�Z�UD]LH�
NRQLHF]QRĞFL�WUHĞü�WHM�XORWNL�]RVWDQLH�]DNWXDOL]RZDQD� 
 
,QQH�ĨUyGáD�LQIRUPDFML 
 
6]F]HJyáRZH�LQIRUPDFMH�R�W\P�OHNX�]QDMGXMą�VLĊ�QD�VWURQLH�LQWHUQHWRZHM�(XURSHMVNLHM�$JHQFML�/HNyZ�
KWWS���ZZZ�HPD�HXURSD�HX��=QDMGXMą�VLĊ�WDP�UyZQLHĪ�OLQNL�GR�VWURQ�LQWHUQHWRZ\FK�R U]DGNLFK�
FKRUREDFK�L�VSRVREDFK�OHF]HQLD� 
 
7D�XORWND�MHVW�GRVWĊSQD�ZH�ZV]\VWNLFK�MĊ]\NDFK�8(�(2*�QD�VWURQLH�LQWHUQHWRZHM�(XURSHMVNLHM�$JHQFML�
/HNyZ� 
 
:LĊFHM�LQIRUPDFML��ZZZ�RELOWR[D[LPDE-VIO�HX 'RGDü�NRG�45� 
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