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LLQLHIVT\ SURGXNI 0HFJQLF]\ ECG]LH GRGDINRZR PRQUIRIRZDQ\ 8PRTOLZL IR VI\ENLH
JLGHQINILNRZDQLH QRZ\FK LOIRUPDFIL R EH]SLHFJHEWZLH 2VRE\ QDOHT4FH GR IDFKRZHJIR SHUVRQHOX
PHG\FJQHJIR SRZLQQ\ JJ4DVIDU ZVIHONLH SRGHITJHZDQH G]LDADQLD QLHSRTAGDQH SEN GRZLHG]LHi VLC DN
1J4DV]Dii GJLD4DQLD QLHSRTAGDQH — SDIU] SXQNI

o’&
1.  NAZWA PRODUKTU LECZNICZEGO *&
1<;7+5%$&,6  PJ P0NRQFHQIUDI GR VSRU]aG]DQLD URTIZRUX GR LQIX]IL @)
bO
2. 6.a%$" -$.208,2: <,,/20&2: < \@
Jeden PO NRQFHQIUDIX JDZLHID ~ PJ RELURNVDNVAPDEX QJ{\
-HGQD ILROIND R REWCIRGFL  PO]DZIHD  PJ RELURNVONVAPDEX (/)\,

2ELOIRNVDNV\PDE IHI Z\IiZDU]DQ\ Z P\VLFK NRPyUNDFK V]SLF]DND *6-16 éﬁWRGq UHNRPELQDFILL

1%
X

B6XEVIDQFID SRPRFQLF]D R JODQ\P G]LDADQLX S
PO NRQFHQIUDIX JDZLHUD ~ P.J VRUELIROX {\QJ'

3H4Q\ Z\ND] VXEVIDQFIL SRPRFQLFT\FK  SDIU] SXQNI (.\\Qy

3. 3267%$0)$505&(87<&=1% Q\Q)

- RQFHQIUDI GR VSRU]4G]DQLD UR]IZRUX GR LQlX]ML/@FHQWUDW IDRZ\
1< ;7+5%&,6 PD SRVIDU SUTHJURFT\VIHIR 0XERSDIL]XVaFHIR EH]EDUZQHJIR EODGRTY4IHJR OXE

EODGREUGJRZDZRTyY4IHIR URJIZRUX NiyU\ PR]DZLHUDG QLHZLHINg OLFJEC SUTHJURFT\VINFK OXE ELDANFK
F]aVIHN ELDiNRZ\FK RGILORZ\ZDQ\FK Z@)NFLH SRGDZDQLD R S+ Z\QRV]aF\P ~ RWD]
RVPRODOQRGFL Z\QRV]aFHI  — P%}

4. 6=&=(*Taz: ('$1@Y71& 1(
41 Wskazania do stosow?nla

1<;7+5%$&,6 IHVI Z Q\ GR WIRVRZDQLD Z VNRIDUJHQLX ] RGSRZLHGQLPL (HNDPL
SUTHFLZEDNIHUNIQNPL ZH ZVI\VINLFK JUXSDFK ZLHNRZ\FK Z (HFJHQLX Z3JOND ZJLHZQHIR Z\ZRiDQHIR
SUJH] EDNIHULC Bac'bfw anthracis SDIU] SXQNI

*

1<; 7+5$&,¢W ZVND]DQ\ GR VIRVRZDQLD ZH ZVJ\VINLFK JUXSDFK ZLHNRZ\FK Z UDPDFK
SURILODNIN\N VSRT\F\IQHI ZaJOLND ZJLHZQHJIR NLHG\ LQQH PHIRG\ (HFJHQLD Va QLHRGSRZLHGQLH 0XE
QLHGRVICSQENSDIL] SXQNI

N
4.2 \L’_Sawkowanie i sposkzpodawania
8?7+5$&,6 QDOHT\ SRGDZDii RG UD]X SR SRIDZLHQLX VLE ZVND]DE NOLQLFJQ\FK

Q’& 2GSRZLHGQLH leczenie L QDG]yU PHG\F]Q\ SRZLQQ\ JDZV]H E\i GRVICSQH QD Z\SDGHN Z\ViiaSLHQLD
UHDNFL DQDILODNINFTQHI SR SRGDQLX SURGXNIX OHFJQLFJHIR 1< ; 7+5$&,6

" DZNRZDQLH



=DOHFDQH GDZNRZDQLH SURGXNIX OHFJQLFHIR 1< 5 7+5$&,6 X GRURVAFK SDFIHQIlyZ R PDVLH FLDiD FR
QDIPQLHI  NJ IR SRIHG\QF]D LQIXJID GRTNQD ~ PJ NJ PD\ FLDiD PF  =DOHFDQH GDZNRZDQLH
SURGXNIX (HFJQLFJHJIR 1< ; 7+5%$&,6 u doroVA\FK SDFIHQlyZ R PDVLH FLD{D SRQLTHI ~ NJ IR
pojedynczD LQIXJID GRT\QD ~ PJ NJ PF

Q>
3UTHG SRGDQLHP SURGXNIX OHFJQLFTHIR 1< 3 7+5%&,6 JDHED VLC SIHPHG\NDFIC CHNLHP &O
SUJHFLZKLVIDPLORZ\P SDIU] SXQNIN L 60
BSRVYE PRG\ILNDFIL GDZNL Z SUT\SDGNX UHDNFIL JZLa]DQNFK ] LQIX]ia SDIU] UDEHID o
7DEHID _ ORG\ILNDFIH GDZNL REUIRNVDNAPDEX Z SUJ\SDGNX UDNFIL 1Z1100NFK, 101X ]l
Nasilenie ORG\ILNDFID GDZNL Q\
UHDNFIL
SHDNFIH TDOHTN. SUJHUZDU LQIX]IC RELIRNVONVAPDEX L JDVIRVRZD w@eme
1Z.4]00H ] ZVSRPDJIDIaFH
\L/(vﬁFlz)é] ML"B 30T\ SLHIZV]\P Z\VigSLHQLX 6ZLV]F]aFHIR RGGHFKX {XUF]X RVNUTHOL OXE
a0 - XRJYOQLRQHI SRNUT\ZNL VIRSQLD  QDCHTN. QD VIDéH REWDZLii RELUIRNVONVAPDE
= SUJ\SDGNX QDZURIX 6ZLV]F]aFHIR RGGHFKX #RNU]\ZNL WRSQLD  EqGT
QDZURIX IDNLFKNROZLHN REIDZYZ VIRSQLD \ QD ViDéH RGVIDZLi
RELOIRNVONVAPDE
= SRIRVIDAFK SUJ\SDGNDFK SR FDaNR XVIaSLHQLX REIDZyZ LQIX]IC PRTQD
ZJQRZLii ] VI\ENRGFLG R 50% PQLHI SU] HG llj SUHIZDQUHP -
SUT\SDGNX EUDNX REVDZyZ 1ZLa106\FK ] LQIX]ia VI\ENRG infuzji RSLYDQR Z
IDEHIL
1D0HT\ JOVIRVRZDId SUHPHG\@SMC
SHDONFIH TDOHTN QDINFKPLDVI SUTHJZG LQIXTIC RELIIRNVONVAPDEX
1Z4]00H ] 1DOHT\ JOVIRVRZDI HFJEQLH ZVSRPDJDIGFH
L01X]ia VIRSQLD | LDOHT\ QD VIDAH RGVIPZLil RELIRNVDNVAPDE

S
4 QQ)

2VRE\ Z SRGHV]a\P ZLHNX (§\

6SHFIDOQH JUXS\ SDFIHQllyZ

8 SDFIHQlyZ Z ZIHNX  ODIGRWIRVRZDQLH GDZNL QLH IHVIl NRQLHF]Qe  SDIU] SXQNI
" JLHFL L P4RG]LHT &
=DOHFDQD GDZND X ;.\T/Aﬂ L P4RG]LHT\ JDOHT\ RG PDVA FLDD §DN SRNDJDQR Z DEHIL  SRQLTHY

7DEHD  =DOHFROD GDZND RELWRNVDNVAPDEX X G]LHFL L P4RG]LHT\ GDZNa Z JDOHTQRGFL RG PDV\
FLD4D A)
ODVD FLDiD >NJ§ *DZND >PJ NJ PF §
N
&N 1 GR
NY 0XE PQLHI

o
VyE SRGDZDQLD
\

Q 2ELOIRNVDNVNPDE QDOHI\ SRGDZDU Z infuzji GRT\OQHI IUZDigFHI  PLOXH

GURGNL RVIURTQRGFL NiyUH QDOHT\ SRGligii SUJHG XT\FLHP 0XE SRGDQLHP SURGXNIX OHF]QLFJHIR



1LH QDOHT\ SRIUJaVDil ILRING 3UJHG SRGDQIHP infuzji GRT\IQH] RELOIRNVDNVAPDE QDIHTN UR]FLHEFING Z
URJVZRUJH FKORUNX VRGX GR ZVIUJ\NLZDE R VICTHQLX  PJ P9 SDIU] SXQNI

SR]FLHEFTRQ\ RELOIRNVDNVAPDE Z infuzji GRT\Qej QDIHT\ SRGDZDii SUJH] ~ PLQXH ] VI\ENRGFLa
infuzji ZHGAXJ IDEH)L ] Z\NRUJ\VIDQLHP ZRUND LQIXT\IQHJIR OXE VIUJ\NDZNL GR LQIX]IL RUD] ILOIUD &\}

LQIXT\NQHJIR P
QIXINIQ 3 Q)

N

3UJH] FDA\ F]DV IWZDQLD infuzi L SUTH] FR QDIPQLHI JRG]LQC SR IHIR TONREFTHQLX SDFIHQlyZ QDUHED)
XZDIQH PRQUIRIRZDI Z FHIX Z\NUNFLD SUJHGPLRIRZ\FK L SRGPLRIRZ\FK REIDZyZ QDGZUDTOLZRGFL

SDIUT SXQNII = SUT\SDGNX UHDNFIL ]ZLa]DQ\FK ] LQIX]ia QDOHT\ SRWESRZDi JIRGQLH go
Z\INFJQ\PL JDZDUNPL Z IDEHIL

3R 1DNREFTHOLX infuzji GRT\OQH] JHVIDZ LQIXT\IQ\ QDOHT\ SUJHSEXND URTHZRUHP FK@Q@VRGX GR
ZVIUT\NLZDE R VICTHQLX  PJ PO

<
7DEHID  =DZND RELOWRNVDNVNPDEX FDANRZLID RENCIRGE LQIX]HL L V]\ENRG}'\é}%]ML Z JDOHTQRGFL RG

PDV\ FLDiD A
ODVD FLD4D >NJ§ &DiNRZUID RENCIRGE )~ B]\ENRGi LQIX]IL
GDZNRZDQLH JDOHTQH RG PDV\ FLD4D LQIXIILP >P0 Kg
>ZRUHN LQIXT\IQ\
VIUJANDZND GR LQIX%
>40 NJ OXE GRURGL  PJ NJ @F
! | < |
>I5NJGR NJ  PJR¥PF
GR N
GR 2
15 NJ 0XE PQUHI, Y PJ NJ PF
11 do 15 S 100
5 do 10 v 50
GR r\U
GR N
GR A 15 10
OXE PQLHI oy’

,QVIUXNFID GRINFTaFD UR]FLHEF]DQUECSURGXNIX 0HFTQLFTHIR RUD] XT\FLD ZRUND LQIXT\IQHJR OXE
VILJ\ANDZNL GR LQIX]IL SUJHG SRGD SDIU] SXQNI

4.3  3UJHFLZZVND]DQLD @

1DGZUDTOLZRGl QD VXEWMC FT\QQa 0XE QD NiyUaNRIZLHN VXEVIDQFIC SRPRFQLF]a Z\PLHQLRQa Z
SXQNFLH

4.4 6SHFIDIQH ﬁ(THQLDLGURGNL RVWURTQRGFL GRINF]aFH VIRVRZDQLD

S
GHONINRZDATRG:
CJV

W celu DZLHQLD LGHQINILNRZDOQRGFL ELRORILFJQ\FK SURGXNIyZ OHF]QLFT\FK QDOHT\ F]\IHOQLH
1DSLVDE QD] ZC L QXPHU VHULL SRGDZDQHIR SURGXNIX

%@FMH 1Z13]D0H ] LQIX]lla_QDGZUDTOLZRGii L DQDILIDNVID

.&QHDNFMH 1Z.41DQH 1 LQIX]la, OXE UHDNFIH QDGZUDTOLZRGFL EN\ FIEVIR REVHUZRZDQH Z EDGDQLDFK
NOLQLF]QNFK RELOIRNVDNVAPDEU SURZDGJRQ\FK ] XG]LD&HP JGURZ\FK XFJHVIQNYZ =H Z]J06GX QD
UNJ\NR FLETNLFK UHDNFL OXE DQDILODNVL RELOIRNVDNVAPDE SRZLQLHQ EXii SRGDZDQ\ Z NRQIURIRZDQNFK
ZDUXQNDFK SUTH] Z\VINRORQ\ SHIVRQH) Z\SRVDTRQ\ Z GURGNL JDUDGF]H QD Z\SDGHN DQDILIDNVIL
3DFIHQlyZ QDOHTN GFLGOH PRQUIRURZDG SUTH] FDA\ FJDV WZDQLD infuzji L SUJH] FR QDNPQLHI JRG]LQC SR
jej JONREFJHQLX



3RQLHZDT EDGDQLD NOLQLF]QH EN4\ SURZDGJRQH ] XG]LDiHP JGURZ\FK RFKRIQINyZ infuzje
RELORNVDNVAPDEX SUTHINZDQR Z FKZLOL SRIDZLHQLD VLC IDNLHINROZLHN UHDNFIL = GRGZLDGFJHQLD

LQQ\PL SUJHFLZFLD:DPL PRQRNORQDIQ\PL VIRVRZDQ\PL Z (HFJHQLX SRZDTQ\FK VFKRUJHE Z\QLND TH
infuzje JOVDGQLFIR PRTQD ZyZF]DV XNREFINU IHG0i ZGURT\ VL€ RGSRZLHGQLH SRVICSRZDQUH = S
SUT\SDGNX UHDNFIL JZLa]DQ\FK T LQIX]lla QDOHTN SRWICSRZDii JIRGQLH ] Z\INF]Q\PL JDZDUNPL Z WD%N

N

3UTHG SRGDQLHP RELOIRNVDNVAPDEX JDOHFD VLC SUHPHG\NDFIC OHNLHP SUTHFLZKLWDPLQRZ\P Q@
GLIHQK\GUDPLQa SDIU] SXQNI 3RGF]DV EDGDE NOLQLFJQ\FK ] JDVIRVRZDQLHP RELOIRNVDNVXRDEU
GLIHQK\GUDPLQC SRGDZDQo  PLQXII SUJHG QLP  3UHPHG\NDFID OHNLHP SUTHFLZKLVIDPLQR QUH
TDSRELHJID DQDILODNVIL L PRTH PDVNRZDIi OXE RSy TQLD Z\WiaSLHQLH REIDZYZ QDGZUDTQL@GFL

N

= 3JINRZH JDSDIHQLH RSRQ Py]JRZR-UGJHQLRZ\FK @0
2ELOIRNVDNVAPDE QLH SUTHQLND SU]H] EDULHUC NUHZ-Py]J i QLH JDSRELHID Zapo;{fR%Px 1DSDOHQLX RSRQ
Py]JRZR-rGJHQLRZ\FK DQL JR QLH OHFT\ A
" JLHFL L P4RG]LHT »

X

1LH SUJHSURZDG]RQR EDGDE GRINF]aF\FK E]SLHFTHEVIZD DQL IDUPD@LQHW\NL RELO/RNVDNVAPDEX X
G]LHFL L PA4RG]LHT\ SDIU] SXQNI {\@

= Si\Z QD Z\QLNL EDGDE (DERUDIRUNIQ\FK o
N

(NVSRT\FID QD SURGXNI 0HFJQLFI\ NYXTH5%$&,6 PRI A\ZDii QD Z\QLNL EDGDE VHURIRJLFJQ\FK QD
REHFQRGU ZgJ0LND N

O
BRUELIR) /\/§

P0 SURGXNIX (HFJQLFJHIR 1< ; 7+5%$&,6 JOZIHD  PJ VRUELIROX SDIUT SXQNIN L
3URGXNIN (HFJQLF]H JDZLHUDIGFH VRUELIR) PRJa GRSURZDG]Li GR JIRQX IHG0L JRVIDQa SRGDQe GRT\Qie
SDFIHQIRP ] G]LHG]LF]Qa QLHIRHUDQFHa |$]\ 1LH QDOHT\ VIRVRZDi RELOIRNVDNVAPDEX X SDFIHQIyZ ]
G]LHG]LF]Qa QLHIROHUDQFYa IUXNIRT\ FKSEDTH IHVIIR EH]Z]J0CGQLH NRQLHFTQH ] NILQLFQHIR SXQNIX
ZIGJAQLD L QLH PD LQQ\FK PRTILZREFL. 3U]HG JOVIRVRZDQLHP IHIR SURGXNIX CHF]QLFTHIR X SDFIHQIYZ ]
RENDZDPL ] GJLHG]LF]QHI QLHWROHQ%L IUXNIRT\ QDOHT\ SUJHSURZDG]Lii VIFJHIY&RZ\ Z\ZLDG

1LHPRZOCID L PDiH dzieci Z ZHHNX SRQUTHI 0D Va V]FIHJy0QUH QDUDTRQH SRQHZDT dziedzicznD
QLHIROHUDQFID fruktozy P H E\G IHV]F]H X QLFK UR]SR]QDQD

6yG

7HQ OHN ]DZLHUD@M QT PPROVRGX  PJ QDIHGQg ILRING R REVGIRGFL PO IR JQDF]\ OHN X]QDIH
VLC 10 AZROQ\ @'RGX'

4.5 ,QW%;\IEMH 1 LOQ\PL SURGXNIDPL (HFJQLFT\PL L LQQH URG]DIH LQWHUDNFIL
N

&\SURIRNVDF\QD

DQLX LQWHUDNFIL ~ XFJHVIQLNRP SRGDZDQR SRIHG\QF]H GDZNL VDPHJR RELOIRNVDNVAPDEX 0XE
IRNVONVAPDEX IHGQRFTHGQLH T FASURIORNVDF\Qg 3UJH] GQL  XFJHVIQLNyZ RIVJ\P\ZDiR VDP
{_RELOIRNVDNVAPDE D — RELOIRNVDNVAPDE L F\SURIORNVDF\QC 3RGDZDQLH RELORNVDNV\PDEX Z GDZFH
Q PJNJ PF Z infuzji GRT\0Qej SUJHG SRGDQLHP F\SURIORNVDF\Q\ Z infuzji GRT\0Qej lub przed
SUT\WPRZDQLHP F\SURIORNVDF\Q\ GZD UD\ QD GREC Z IDECHINDFK GRXVIQ\FK QLH PLD&R ZSA\ZX QD
IDUPDNRNLQHINNC RELOIRNVDNVAPDEX 3RGREQLH RELOIRNVDNV\PDE QLH ZS&\ZDi QD IDUPDNRNLQHINNC
F\SURIORNVDF\Q\ SRGDZDQHII GRXIQLH 0XE GRT\OQLH



1LH SUTHSURZDG]RQR TDGQ\FK LQQ\FK EDGDE GRINF]aF\FK LQIHUDNFIL 3RQLHZDT RELOIRNVDNV\PDE IIHVI
SUJHFLZFLD&HP PRQRNIRQDIQ\P  UNJ\NR LQIHUDNFIL IHVI PDéH

© S4\Z QD SiRGQRGi FLTC L IDNIDFIC

>

&LaTD
O

Nie PD GDQ\FK GRINF]aF\FK WIRVRZDQLD RELOIRNVDNVNPDEX X NRELHI Z FlgI\ ZLDGRPR IHGQDN 1@
O0XG]JND ,J* SUJHQLND SUJH] EDULHUC aRI\VNRZq

9%DGDQLD QD ]ZLHUJCIDFK QLH Z\ND]D4\ EH]SRGUHGQLHJIR DQL SRGUHGQLHIR VINRGILZHIR ZSé\ @D
reprodukcliC SDIU] SXQNI

= FHOX JDFKRZDQLD RVIRTQRGFL JDOHFD VLC XQLNDQLH VIRVRZDQLD SURGXNIIX (HF]QLFTHIR :@ 7+5%$&,6
Z RNUHVLH FLa\ 0\

_ DUPLHOLH SLHWVLa ’\/QJ

NLH ZLDGRPR F]\ RELOIRNVDNVAPDE SUJHQLND GR POHND OXGINIHIR = LDGR ’hq OXGIND ,J* SUJHQLND
GR POHND OXGINIHIR Z SLHUZV]\FK GQLDFK SR SRURG]LH D ZNUylIFH SRIHP M&IHQLH VLC TPQLHIV]D

W ]ZL3INX T INP QLH PRTQD Z\NOXF]\ii UNJ\ND GOD QLHPRZ0a)l NDUPLRQXEX SLHUWLa Z INP NUyiINLP
RNUHVLH 3R INP FJDVLH PRTQD UR]ZDT\ii JDVIRVRZDQLH RELOIRNVDNVA JUDNFLH NDUPLHQLD SLHUVLg
DOH INONR Z SUT\SDGNDFK XJDVDGQLRQ\FK NOLQLF]QLH

34RGORGU {\@

1LH SUJHSURZDG]RQR EDGDE RELOIRNVONVAPDEX GRINF] qF\&GQRGFL
47 1 S\Z QD JGRIQRGH SURZDG]HQLD SRMD]GyZS%aXJLZDQLD PDVI\Q

2ELOIRNVDNVAPDE PRTH Z\ZLHUDG QIHZLHINL ZSENZ QD JGROQRGU SIRZDGIHQLD SRID]GyZ L REVAXJLZDQLD
PDVI\Q SRQLHZDT SR SRGDQLX SURGXNIX (HF]QLETHIR 1< ; 7+5%$&,6 PRJa Z\WiaSlil Eyd JIRZ\
1DZURN J:RZ\ TPCFIHQMH L Z\PLRIN SDIUT €XONI

O

4.8 ™]LDiDQLD QLHSRTAGDQH ®)

3RGVXPRZDQLH SURILOX EH]SLHF]HEA\é@

96H]SLHFTHEVIZR VIRVRZDQLD R@@VDNV\PDEX EDGDQR IHG\QLH X JGURZ\FK RVyE GRURVA\FK

9%H]SLHFJHEWZR VIRVRZD LOIRNVONVAPDEX RFHQLDQR X JGURZ\FK XFJHVIQINYZ  Z ZIHNX RG
GR (DI NiyU\P SRG IHGQa 0XE GZLH GDZNL GRT\OQH ~ PJ NJ PF Z UDPDFK IUJHFK EDGDE
NOLQLFJQ\FK
2JyiHP  VSRG
PJNJ PF

XFTHVIQINYZ RIJ\PDaR RELOIRNVONVNPDE Z pojedynczej GDZce
4DQLD QLHSRTaGDQH ]ZLa]DQH ] QDGZUDTOLZRGFL Z INP Z\VASND  Z\WigSLa\ X
THVIQINYZ  Z \P NHGHQ SUT\SDGHN DQDILODNVIL Z WDNFLH infuzji = SRZRGX

QDGZUDTOLZRGFL OXE DQDILIDNVIL LQIXNC SUJHUZDQR X RVYE
N .
1DIF]6GELHI JJ:DVIDQ\PL G]LDADQLDPL QLHSRTaGDQ\PL E\&\ Ey) JiRZ\ 6ZLaG I
SR ND
@F]CGFLHM REVHUZRZDQ\PL G]LDADQLDPL QUHSRTAGDQPL Z FlaJX SIHUZVI\FK  JRG]LQ RG UR]SRF]CFLD
L Tnfuzji E\A\ 623G Q SRNUJ\ZND Q Ey0 JIRZ\ Q Z\\SND Q
Q NDVIH) Q IDZURIN JiRZ\ Q Z NP JDZURI\ J&RZ\ SRGF]DV JPLDQ\ SRT\FIL
FLDiD

= FlaJX SLHUZVINFK  JRG]LQ po infuzji REVHUZRZDQR QDVICSXJaFH FLCTNLH GJLDSDQLD QLHSRTaGDQH
SRNUJ\ZND Q 6ZlaG Q L Ey0 SIHFyZ Q



1DIF]CVIV]\P G]LD4DQLHP QLHSRTGDQ\P REVHUZRZDQ\P Z F]DVIHRG  GR
infuzji ENd Ey0 JARZ\ Q

JRG]LQ RG UR]SRFICFLD

7DEHIDUNF]Q\ Z\ND] G]LD4DE QLHSRTaGDQ\FK

>

7DEHID  JDZLHUD G]LD4DQLD QLHSRT3GDQH RELWRNVDNVAPDEX REVHUZRZDQH X JGURZ\FK RVyE Nily!
RIVT\PDOL GRINOQLH RELOIRNVDNVNPPDE Z pojedynczej GDZce  PJ NJ PF XV]HUHIRZDQH ZHGéXJ Q

NODVILNDFIL XN&DGyZ L QDU]aGyZ RUD] ZHG&XJ F]CVIRGFL Z\VICSRZDQLD

&

&]CVIRGH Z\VICSRZDQLD G]LDADE QLHSRT3GDQNFK zdefiniRZDQR QDVICSXIaFR EDUGIR FJCVIR

FICVIR GR L QLHTEN FCVIR = REUCELH NDTGHI JUXS\ @ QHI
F]CVIRGFL Z\WICSRZDQLD G]LDADQLD QLHSRTaGDQH Vg Z\PLHQLRQH JJRGQLH JH JTPQLHIV] DMq@D IC
QDVLOHQLHP {\\
7DEHD " 7]LD4DQLD QIHSRTaGDQH REVHUZRZDQH X JGURZ\FK GRURVANFK oske ?’
- ODV\ILNDFID XN4DGyZ L QDU]aGyZ | &]CVIR ALH]ENN F]g’.{@'
OHG"5% JA
=DEXU]HQLD XN4DGX 5HDNF{M§Q§|LODNW\F]QD
LPPXQRIRJLF]QHIR 10GZ4DY0LZRGil
=DEXU]HQLD XN4DGX QHJZRZHJR %y0 JIRZ\ =§N JiRZ\
ZDZURIN JA&RZ\ SRGF]DV JPLDQ\
@R]\FML FLDAD
| "LLHGRF]XOLFD
=DEXU]HQLD RND .y | §ZLDRZVIUCH
=DEXU]HQLD XFKD L E4ACGQLND OV | 8F]XFLH G\VNRPIRUIX Z uszDFK
=DEXU]HQLD QDFJ\QLRZH ; =DSDOHQLH T\
=DEXU]HQLD XN&DGX RGGHFKRZHJR - DV]HO 3RGUDTQLHQLH JDUGAD
NODINL SLHUVLRZHIl @ &KU\SND
L GUyGSLHWVLD A/ 1LHGURTQRG(i JDIRN
O = XV]QRGFL
=DEXU]HQLD TR&gGND L IiHOLI N %y0 ZDUJ
=DEXU]HQLD VNyU\ L INDQNL GZ[3G SRNUJ\ZND SBOHUILF]QH TDSDOHQLH VNyUN\
SRGVNyUQHI Z%J\SND = \VASND XRJy0QLRQD
{ AXV]FTHQLH VL VNyU
=DEXU]HQLD PLCGQLRZR-V] NLHOHWR’@ %y0 NREFJ\Q
i INDQNL 4aF ] QHI Lox - XUF]H PLCGQL
@ DrTHQLH PLEGQL
Al %y0 VJF]CNL
=DEXUJHQLD RIYOQHL @)Y %y0 Z PLHIVFX SRGDQLD | %y0
VIDQ\ Z PLHIVFX SRGDED infuzji 8F]XFLH G\VNRPIRUIX Z NODIFH
/\% SLHWLRZHII
Dreszcze
& =PCF]HQH
QO 2EUICN Z PLHIWFX SRGDQLD infuzji
c’)\/ 3R]DVHUFRZ\ Ey0 Z NODIFH
Q SLHWVLRZHI
N 7NLZRG
N g %y0 Z PLHIVFX QDNAXFLD T\A\

N
@y Z\EUDQ\FK G]LD4DE QLHSRTaGDQ\FK

Q& 1DGZUDTOLZRGil L DQDILIDNVID |
Do d]LDiDE QLHSRTaGDQ\FK JJ4RVIRQNFK X RVYE X NiyUNFK LQIX]IC RELOIRNVDNVAPDEX SUTHUZDOQR ze
Z]J0CGX QD SRGHIUJHQLH QDGZUDTOLZREFL QDOHTDA\ SRNUJNZND Z\VASND NDVJHO GZLaG JDZURIN
JRZ\ SRGUDTQLHQLH JDUGED FKUNSND GXVIQRGii L G\VNRPIRUI Z NODIFH SLHWLRZHI 8 SRIRVIDANFK RVyE
1 QDGZUDTOLZRGFLg Z\ViiaSLi\ SUTHZDTQLH REIDZ\ VNyUQH IDNLH DN 6ZLaG L Z\VASND D~ RVyE JJ4RVLR
NDVIH) SHDNFID DQDILIDNINF]QD SUTHELHJIDAD ] UR]0DQa VZCG]aFa Z\VASNa SRNUJNZNRZa QD ZLCNVIRGFL
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SRZIHUJFKQL FLDD Z NP QD VJ\L NODIFH SLHWLRZHI SOHFDFK EUJXFKX L NREFT\QDFK D IDNTH ]
GXV]QRGFLDPL L NDV]HP

1LH VIZLHUGIRQR DE\ UHDNFIH QDGZUDTOLZRGFL L Z\VASNL EN\ Z\ZR\ZDQH SUTH] XZRIQLHQLH FNIRNLQ
QLH JDREVHUZRZDQR TDGQ\FK LVIRIQ\FK NOLQLF]QLH JPLDQ VICTHQLD cytokin &\}
,PPXQRJHQQRG O

= VJ\VINLFK XFJHVIQLNyZ NiiyUJ\ RIJ\PDOL SRIHG\QF]H L SRGZyIIQH GDZNL RELIIRNVDNVAPDEX Z @K
EDGDQLDFK NOLQLFJQ\FK EDGDQR SRG NalHP SRIDZLHQLD VLC SUJHFLZFLD4 SUJHFLZNR RELOIRNVONVAFRDERZL
8 RWE NityUH RIJ\PD4\ FR QDIPQLHIl IHGQg GDZNC GRT\0Qa RELOIRNVDNVAPDEX GRV]4R
Z IUDNFLH OHFTHQLD GR Z\NV]UD4FHQLD SUJHFLZFLD4 SUTHFLZNR SURGXNIRZL (HFJQLFJHPX DQJICDAIL-
IKHDSHXILF DQILERG\ $7% OLDQD LIRGFLRZH ENA\ QLINH Z JONUHVIHRG — GR | 1LH Z\ND]OQR
JPLDQ IDUPDNRNLQHIANL DQL SURILOX IRNVAFJQRGFL X RVYE ] $7% N

Q

=J4DV]DQLH SRGHIUJHZDQ\FK G]LD4DE QLHSRTGDQ\FK (/)\;o

3R GRSXV]F]HQLX SURGXNWX (HFJQLFTJHJR GR REURIX LVIRIQH NHVI JJ4DV]DQLH SR HZDQ\FK G]LD4DE
niepolaGDQ\FK 8PRIT(LZLD IIR QLHSUJHUZDQH PRQLIRURZDQLH WIRVXQNX NR L GR UNJ\ND VIRVRZDQLD
SURGXNIIX OHFJQLFJHIR 2VRE\ QDOHIFH GR IDFKRZHJR SHUVRQHOX PHG\FJQBJR SRZLQQ\ 1J4DV]Di
ZVJHONLH SRGHIUJHZDQH G]LD4DQLD QLHSRTaGDQH 1D SRGUHGQLFIZHP NU HIR VAVIHPX ]J2DV]DQLD

Z\PLHQLRQHJR Z 1D4aFIQINX O
{4
4.9 3UJHGDZNRZDQH Q

= SUJ\SDGNX SUJHGDZNRZDQLD QQOHT\ P_RQLWRURZDU SDFM@? SRG NaliHP SRGPLRIRZ\FK L
SUJHGPLRIRZ\FK REIDZyZ G]LD4DE QLHSR13GDQ\FK @
N
O
5. . a$g&.: 2§& )$50%. 2/2*,&;@
5.1 : iDGFLZREFL IDUPDNRGAQDPIFIQH Q)

*UXSD IDUPDNRIHUDSHXINF]QD VXURZLFH&UQRGHRZH L LPPXQRJREXILQ\ LPPXQRJIIREXOLQ\
VSHF\ILF]QH NRG $7& - %% <

OHFKDOLTP G]LDADOLD @Y‘
2ELIRNVDNVAPDE IHVI SUJHFLZFIDAHP PRQRMIRQDIQNP NiyUH ZLaTH DQINJHQ RFKURQQ\ 3 EDNIHILL
B. anthracis 2ELIRNVDNVMIDE KDPXIH ZLa]DQUH 35 GR IHIR IHFHSIRUYZ NRPYINRZFK G]LENL FIHPX
1DSRELHID SUTHQINQLEFLGRNRPYUNL FTNQQND (HIDIQHIR L FINQQIND REUJCNX — HQT\PDINFIQ\FK
VNADGQLNyZ IRNVAQ Z\IZDUJDQHI SUJH] ODVHFTNG ZaJUND RGSRZLHG]LDIQ\FK 10 IiHI SDIRIHQQH

G]LD&DQLH
| Y
= ]LD4DQLH IDUPBNRG\QDPLF]OH

N
2ELOIRNVDMAPDE ZLaTH ZR0Q\ 3% ] SRZLQRZDFIZHP RGSRZLDGDIGF\P UyZQRZDJIRZHI VIDiHI
G\VRFIDRLL.G Z\QRV]aFHI QO

= ZDUXQNDFK in vitro RELOIRNVONVAPDE ZLaTH VLC ] 3% VF]HSYZ $PHV ORNXP L 6IHUQH EDNIHULL
acis (SUIRS FJaVIHFINL 3% GR NiyUHJR SUJ\égF]D VLG RELOIRNVDNVAPDE QLH Z\NDJXIH
QRGFL Z JQDQ\FK VFJHSDFK B. anthracis

&QODGDQLD in vitro Z PRGHIX NRPYUNRZ\P ] Z\NRUJT\VIDQLHP P\VLFK PDNURIDJYZ VXJHUXlig TH
Q™ RELIRNWVONV\PDE QHXIUDOLTXVH IRNVAF]QH G]LDADQLH IRNVAQN OHIDOQHI — SRiaFTHQLD 3% L FT\QQLND
OHIDOQHIR

%DGDQLD VNXIHF]QRGFL in vivo QD NUYOLNDFK UDV\. ELD&HI QRZR]HIDQGINLHI DQJ 1HZ =HDIDQG = KUIH
1==- L PDNDNDFK IDZDIVNLFK JDNDTRQ\FK GURJg Z]LHZQa SUJHIUZDOQLNDPL B. anthracis V]JFJHSX $PHV
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Z\ND]D4\ JD0HTQe RG GDZNL JZLENVIHQLH SUTHT\ZDIQRGFL SR OHFTHQLX RELOIRNVDNVAPDEHP  (NVSRT\FID
QD SUJHIWZDIQLNL B. anthracis SRZRGRZDAD JZLCNVIHQLH VIETHQLD 3% Z VXURZLF\ NUy0lNyZ UDV\ NZW i
PDNDNyZ IDZDIVNLFK 3R leczeniu RELOIRNVONVAPDEHP VICTHQLH 3% JPQLHIVID&R VLG X ZLCNVIRGFL
1ZLHUJal NiyUH SUTHTNA BICTHQLH 3% X ]ZLHU]all RIVJ\PXIaF\FK SIDFHE0 JZLENV]D4R VLC DT GR LFK

GPLHUFL &\}
BNXIHF]QRGil .&O

= XZDJL QD QLHZ\NRQDIQRG(i L QLHHINFJQRGU SUTHSURZDG]HQLD NRQIURIRZDQNFK EDGDE NOLQLFJQ\ERIQDG
Z3JUNLHP Z]LHZQ\P ] XG]LDHP 0XG]L RFHQD VNXIHF]QRGFL RELOIRNVDNVAPDEX SRGDZDQHIR
PRQRIHUDSLL Z SRUyZQDQLX ] SIDFHER Z (HFJHQLX ZaJOND Z]LHZQHIR RSLHUD VLC QD EDGDQ
VNXIHFJQRGFL SURZDGJRQ\FK QD NUYOLNDFK UDV\ 1= = L PDNDNDFK IDZDIVNLFK QO

N
3RGF]DV INFK EDGDE ]ZLHU]CID JONDTDQR DHURJROHP ] SUJHIUZDOQLNDPL B. anthraci ﬁ\F] HS $PHY Z
GDZFHRNRR [/ ™so D QDVICSQLH SRGDZDQR LP RELORNVONVAPDE Z UyTQ\FK S&@DFK F]DVRZ\FK

= EDGDQLDFK GRINF]aF\FK leczeniD ZaJUND Z]LHZQHIR JZLHUJCIRP SRGDZDORGHFJHQLH SR
Z\WiaSIHOLX NILQLFTQNFK SRGPLRIRZ\FK (XE SUTHGPIRIRZ\FK REIDZYZ JONDIHQLD RIYIQRXVIRIRZHIR
= EDGDQLDFK SURILIDNIANL SRHNVSR]\F\IQHI JZLHUJCID HFTRQR SR HNVSRT\EWQD B. anthracis DI SUJHG
Z\VIaSLHQLHP REIDZyZ ODNDNRP IDZDIVNLP SRGDZDQR (HFJHQLH Z PREHQFLH XJ\VNDQLD
SRI\INZQHIR Z\QLNX EDGDQLD HOHNIRFKHPLOXPLOHVFHQF\IQHIR - (&£ QIXURZLF\ QD REHFQRGi 3% B.
anthracis GUHGQLR RNRéR  JRG]LQ RG JONDTHQLD B. anthracis = EDSBQLDFK QD NUYOLNDFK UDV\ NZW
1ZIHUJCIRP SRGDZDQR CHFTHQLH SR XT\VNDQLX SRTNNZQHIR Z\QUIFEDGDQLD (& QD REHFQRGI 3% OXE
Z SUJ\SDGNX XIUJ\PXVaFHJR VLC SRGZ\TVIHQLD IHPSHUDIXU\ FLDAQ'SRZ\THI ZDUIRGFL Z\IGFLRZHI
GUHGQLR RNRiR  JRG]LQ RG JONDTHQLD 3UJHT\FLH RFHQLDQR S@. GQLDFK RG JDNDTHQLD B. anthracis Z
EDGDQLDFK SUJHGVIDZLRQ\FK SRQLTHI (\

BNXIHF]QRG( SRIHG\QF]HI GDZNL GRT\OQHI RELOIRNVDNVNRDEX Z PRQRIHUDSLL Z HFJHQLX ZaJOND
Z]HZQHJIR RFHQLDQR Z IHGQ\P EDGDQLX QD NUyOLNDEKYOVN 1= = L IVJHFK EDGDQLDFK QD PDNDNDFK
IDZDIWNIFK $3  $3 L $3 = V]\VINLHAFREDGDQLD E\A\ UDQGRPLJRZDQH NRQIURIRZDQH
SODFHER L JJRGQH ] IDVDGDPL =3/ %DGDQL) $8)" $3  RUID] $3  SIRZDGIRQR Z ZDUXQNDFK
GOHSHI SUYEN D EDGDQH $3  — 1 JDXHSLHQLAT Z]J0CGHP JUXS\



7DEHD  : VNDTQLNL SUJHT\FLD Z EDGDQLDFK VNXIHFJQRGFL RELUIRNVDNVAPDEX Z PRQRIHUDSLL
PJ NJ PF

2GVHIHN SUJHT\FLD QD NRQLHF EDGDQLD
>ST\Z\FK Qf

2ELIRNVDNV\PDE  DUIRGU S* &, O’Q
30DFHER LIRNIONN ¢

/HFTHQLH — NUyOLNL UDA\ NZW o

%DGDQLH $5 ! |

Ne)
/HF]HQLH — PDNDNL HDZDWVNLH Q

%DGDQLH $3 ! &

%DGDQIH $3  * RS

3URILODNIAND SRHNVSR]\F\IQD — PDNDNL HDZDWNLH /\W

©
po K 0(/)/\/

ekspozycji

#‘\
UGDAH | : ~ bde
$3 ekspozycji O

K {\”
po - -

ekspozycji A

&, SUJHG]LD4 XIQRGFL
1 3UJHT\FLH RFHQLDQR  GQL SR JDNDTHQLX SUHIZDOQ
JUDQGRPL]RZDQ\FK ]ZLHU]all VIZLHUG]RQR EDNIHULHEAE 0HFTHQLH UR]SRFT\QDQR SR JQDF]aF\P Z]URGFLH
JHPSHUDIXU\ FLDiD EDGDQLH $5  OXE SR X]\V SRI\I\NZQHJIR Z\QLNX EDGDQLD
HOHNIURFKHPLOXPLQHVFHQF\IQHIR QD REHFQRG( DOYNIHQX RFKURQQHIR EDGDQLD $3 L $3

= DUIRGEi S QD SRGVIDZLH IHGQRVIURQQHJR IHO%RVFKORR ] PRG\ILNDFlig ZJ %HUJHUD-%RRVD SUT\
ZVNDTQLNX JDPPD _ Z SRlyZQDQLXJ SIDFHER B

* RN4DGQ\ SUTHG]LDA XIQRGFL GOD UYTOLF\ ZH ZVNDTQLNDFK SUTHT\FLD

3UTHT\FLH RFHQLDQR  GQL SR JDNDI U]HIUZDOQLNDPL
*2]QDF]D LVIRIQRG( VIDINVINF]Qa LRPLH

R

" JLHFL L P4RG]LHT /\/

L SUJHG OHFJHQLHP X ZVI\VINLFK

(XURSHIVND $JHQFID /1 HQ# ZVIUJ\PD& RERZLg]HN GRégF]DQLD Z\QLNyZ E_DGDE SURGXNIX 0HF]QLFJHIR
1<;7+5%$&,6 Z IHGQHI 0XE NLINX SRGIJUXSDFK SRSXIDFIL G]LHFL L P&RG]LHIN Z OHFTHQLX JDNDIHE

ODVHFINDPL ZaJiLN VRZDQLH X G]LHFL L PaRG]LHIN\ SDIU] SXQNW
O

FI\ JRVID GRSXV]FIRQ\ GR REURIX JIRGQLH ] SURFHGXUa GRSXVIF]HQLD Z
ROLFJQRGFLDFK 2]QDFIDIR TH JH Z]J0CGX QD UJDGNLH Z\VIESRZDQLH FKRUREN L ]
JO\FK QLH ENGR PRT0LZH X]\VNDQLH SHAQH! LQIRUPDFIL GRINF]aFHI IHJIR SURGXNIX

D $IHQFID /HNyZ GRNRQD UD] GR URNX SUJHJ0aGX ZV]IHONLFK QRZ\FK LQIRUPDFIL L Z UD]LH
NR QRGFL &K3/ JRVIDQLH JDN#XDOLJRZDQD

@§ © 4DGFLZRGFL IDUPDNRNLQHINF]QH

Q. FK4DQLDQLH
)DUPDNRNLQHI\ND RELOIRNVDNVAPDEX IIHVI 0LQLRZD Z JONUHVLH GDZHN RG  PJ NJ PF -NURIQRG
QDIPQUHIVIHI JDOHFDQHI GDZNL GR ~ PJ NJ PF SR SRIHG\QFT\P SRGDQLX GRT\Q\P JGIRZ\P
RFKRIQINRP 3R SRIHG\QF]\P SRGDQLX GRT\IQ\P RELIRNVONVAPDEX Z GDZFH ~ PJNJ PF JGIRZ\P
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PCTFI\IQRP L NRELHIRP GUHGQLH ZDUIRGFL &por L $8&int Z\QRVIA\ RGSRZIHGQIR £ 30 PORID]
+ 3J4GREC PO 2NUHV Sy4IUZDQLD RELOIRNVDNVAPDEX Z\QRVA RNRéR ~ GQL GUHGQLD

" \VIL\EXFID

GUHGQLD RENCIRG( G\VIUNEXFIL RELOIRNVDNVAPDEX Z VIDQLH VIDFIRQDUQ\P Z\QRVLID + PONJL &
E\iD ZLCNV]D QLT REICIRGl RVRF]D FR VXJHUXIH SHZQa G\VIU\EXFIC Z REUCELH INDQHN &o
OHIDERIL]P 60

1LH SUJHSURZDG]RQR IRUPDIQ\FK EDGDE PHIDERIL]Pu RELOIRNVDNVAPDEX bo
ZHZQal']JQDF]\QLRZ3 ] SRIHQFIDOQ\P Z\FKZ\IHP GR INDQHN L Vg NDIDERIL]RZDQH D&HP SURIHD]

-HGQDN SUJHFLZFLDAD PRQRNORQDIQH JDVDGQLF]R X0HIDlia GNVIVNEXFIL SR]D SUTHWUTHE %

GR PDAFK SHSINGyZ L DPLORNZDVyZ NiyUH QDVICSQLY ZFKRG]4 Z VNADG HQGRIHQQHISXOL OXE Va
Z\GDIDQH Y
@)
ILPLODEID (,’)\/

GUHGQLH ZDUIRGFL NOWHQUX RELORNVONVAPDEX Z\QRWAN P GE%J L E\&\ JQDF]QLH PQLHIVIH
QLT ZVSy4F\QQLN SUJHVAF]DQLD NACEXVINRZHIR FR ZVND]XWH TH SU LH QLH PD Klirensu
QHUNRZHJR RELOIRNVDNVAPDEX

6SHFIDIQH JUXS\ SDFIHQYZ ’Q

= SA\Z SiFL ZLHNX L DN \’ZJ‘

)DUPDNRNLQHINNC RELOIRNVDNVAPDEX RFHQLDQR QD SRGVW@ SRSXODF\IQHI DQDOLT\. IDUPDNRNLQHINFQHY
1 Z\NRUJ\VIDQLHP SUyEHN VXURZLF\ SRFKRG]aF\FK RGN~ JGURZAFK RVYE Niyle RIJJ\PDA\ SRIHG\QF]a
GDZNC GRT\0Qg Z UDPDFK F]IHUHFK EDGDE NOLQLF]Q D SRGVIDZLH IHI DQDOL]\ VIZLHUG]RQR TH SiHii
THEVND Z SRUyZQDQLX ] PCVNg  UDVD LQQD QLT EEDSD Z SRUyZQDQLX ] ELDig DQL ZLHN SRGHV]A\ Z
SRUyZQDQLX ] PéRG\P QL PDiig JQDF]aFHIR ZS#XZX QD SDUDPHIUN IDUPDNRNLQHINF]QH
RELOIRNVDNVAPDEX 9%DGDQLD NOLQLF]QH RELOIRNDNVAPDEU QLH REHIPRZDAN IHGQDN Z\VIDUF]DIaFHI LFTEN
RVYE Z ZLHNX 0D L VIDUWVJ\FK DE\ RNUH@%"\%\ IDUPDNRNLQHIAND Z IHIl JUXSLH ZLHNRZHI Uy TQL VLC RG
IDUPDNRNLOHINNL X P4RGV\FK 0syE 6SREWG  XFIHVIQUNYZ EDGDE NILQLFTQ\FK RELHRMVDNY\PDEU
RVRE\ Z ZIHNX 0D L VIDUV]H IDQRZIZY DRVRE\ Z ZLHNX ~ 0D L VIDU]H —

O
V\
= |LD4DQLD ]ZLa]DQH ] PDVa, FLD4 0
- 0LUHQV SUJ\ GXTHI PDVLH FLD4 NJ ENGRRNRR  ZLCNVIN QLT Z SRSXODFIL UHIHUHQRNIQHI

W SUT\SDGNX GDZNRZDQLDJDOHTQHIR RG PDW FIDD ~ PJINJ PF SRZRGXIH IR JZLENVIHOLH $8&ins
0 FR QLH PD JQDFIHQI® KlinicznHIR

" JLHFL L P4RG]LHT 4,
1LLH EDGDQR IDUPDNRXLQHINNL RELURNVDNVAPDEX X GJLHFL =DOHFDQH GDZNRZDQLH SUTHGVIDZLRQH

ZIDEHL  SX RSUDFRZDQR QD SRGVIDZLH VAP XIDFIL PHIRGDPL 1DUPDNRNLQHINNL SRSXODF\IQHI
ZHGAXJ REVHIZ RZDQ\FK ZDUIRGFL HNVSRT\FIL QD RELOFRNVDNVNPDE X RVYE GRURVA\FK SR SRGDQLX GDZNL
PJINJ

5.3 \LSU]HGNOLQLF]QH GDQH R EH]SLHFHEWIZLH
QUANOLQLFTQH Z\QLNDIiaFH ] NRQZHQFIRQDIQ\FK EDGDE IDUPDNRIRILFIQFK GRINFTaF\FK

SIHFJHEWZD EDGDE IRNVAFIQRGFL SR SRGDQLX ZLHIRNURIQ\P RUD] IRNVAFJQHIR ZSA\ZX QD UR]UYG L
Q& 12yl SRIRPWIZD QLH XIDZQLDIla V]FJHJIYIQHIR JDIURTHQLD GID FJ4RZLHND
8 SDGA\FK NUy0LNyZ UDV\ 1= = L PDNDNyZ IDZDIVNLFK JDNDTRQ\FK ZaJUNLHP NiyU\P SR
SRIZLHUGIHQLX FKRURE\ SRGDQR GRT\IQLH RELIRNVONVAPDE  PJ NJ' 0XE SUHSDUDI NRQIRIQ\
REVHUZRZDQR ]PLDQ\ Z REURGNRZ\P XNiDG]LH QHUZRZ\P EDNIHULH VIDQ JDSDIQ\ NUZRIRN L QLHNLHG\
PDUIZLFC  OLNURVNRSRZH JPLDQ\ X SDGANFK JZLHU]all NiiyUH RIJ\PD4\ RELOIRNVDNVAPDE E\&\
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VSRZRGRZDQH REHFQRGFLa EDNIHULL SRTD XNsDGHP QDFJ\QLRZ\P D QLH G]LD:DQLHP RELOIRNVDNVAPDEX =
SXQNIX ZLGJHQLD KLVIRSDIRIRJLL Py]JX QLH VIZLHUGJRQR JDOHTQRGFL RGSRZLHG]L RG GDZNL 8 NUyllNyZ
WDsy 1== ZGQX  DQLX PDNDNyZ IDZDIVNLFK GRGQLD ~ NiyUH SUJHT\&\ JONDTHQLH ZaJUNIHP

QLH VIZLHUGTRQR 1ZLa]DQN\FK ] OHFTHQLHP JPLDQ Z Py]JX SR SRIHG\QFT\P SRGDQLX RELURNVDNVAPDEX

Z GDZNDFK RGSRZLHGQIR GR ~ PINJLGR  PJ NJ GDZNC 8 PDNDNyZ IDZDIWNLFK NiyUH SUTHTNAN
JDONDTHQLH Z3JOINLHP SR CHFJHQLX RELWRNVDNVAPDEHP QLH JDREVHUZRZDQR 1ZLa]DQ\FK ] INP X
SURGXNIHP VNXINyZ QHXUREHKDZLRUDOQ\FK .&O

3U]HSURZDG]RQR IHGQR EDGDQLH URTZRIX JDURGND L SRGX X JGURZ\FK FLETDUQNFK NUyOLNyZ UDVNQD= =
NiyU\P SRGDQR GRT\IQLH ~ GDZNL RELOIRNVDNVAPDEX Z\QRV]aFHGR ~ PJ NJ PF GZXNURIQRGii GDZNL

VIRVRZDQHI X 0XG]L Z SUJHILFTHQLX QD PI NJ PF Z L GQLX FLaT\ 1LH WZLHIGROR
QHIDINZQHJIR ZSA\ZX RELOIRNVDNVAPDEX QD FLETDUQa VDPLFG DQL QD SiRG\  6NXPXIRZD@P, HNVSRT\FID X
NUyOLNyZ D\ 1== 000 3J GREC P0 SUJ\ 12$(/ Z\QRV]aF\P  P.J NJ GDZA GDZNL
QD SRGVIDZLH $88&0-15 gni VIDQRZLAD Z SUTNEILTHQLX GZXNURIQRGU CUHGQLHI $8& GOD&i%F]\]Q L NREiet
aF1QLH SUT\ NILQLF]QH! GDZFH GRTNIQHI P NJ PF = DURGFL &por SR SRGDQLXA 7P NJ PF GDZNC
Z\QRVLA\ 3J GREC PO ’\9
1LH SUJHSURZDGJRQR EDGDE UDNRIZYUFJRGFL JHQRIRNVAF]QRGFL DQL ZSé\ LOIRNVDNVAPDEX QD
S4RGQRGU
bO
"$1()$50$&(87<&=1( {\Qy
- \ND] VXEVWDQF!L SRPRFQLFT\FK
] VXEVIDQ QF] {\\Qy

+LVING\QD Q
6RUELIR) ( O\
3RIVRUEDI  ( s
_ZDVsolny ( GR GRVIRVRZDQLD S+ A
= RGRURIOHQHN VRGX ( GR GRVIRVRZDQLD S¢)
- RGD GR ZVIU]\NLZDE

O

1LH]JRGQRGFL IDUPDFHXINF]QH Q

1LH PLHV]Di IHIR SURGXNIX OHF]QLF%@R] LQQ\PL SURGXNIDPL 0HFJQLFJ\PL RSUyF] Z\PLHQLRQ\FK Z
SXQNFLH

s@'
2NUHV ZDTQRGFL
47

A LHRIZDUID ILRIND \QQ

oD
. Q
SRIFLHEF]RON YRINZyU Z ZRUNX LQIXT\IQ\P

N
3R URJFLHEEJHQLX Z ZRUNX LQIXTNIQ\P Z\ND]DQR VIDELIQRG( SRG Z]JICGHP FKHPLFJQ\P ILJ\FJQ\P L
PLNURELREEILFIQ\P pr]H]  JRG]LQ Z IHPSHUDIXUJH SRNRIRZHI & — & (XE Z (RGyZFH & —

& \15
=PUNURELRIRILFTQHIR SXQNIX ZLGTHQLD R L0H PHIRGD RIZLHUDQLD UHNRQUINIXFIL UR]FLHEF]DQLD QLH
LOXWH UNT\ND ]DQLHFT\V]FTHQLD PLNURELRIRILF]QHIR SURGXNI QDOHTN QDINFKPLDVI XT\ii

Q -HGOL SUT\JRIRZDQ\ SURGXNIl QLH JRWDQLH Z\NRUT\VIDQ\ QDINFKPLDVI ]D F]DV L ZDUXQNL IHJR
SUTHFKRZ\ZDQLD RGSRZLDGD XT\INRZQLN
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SR]FLHEFTRQ\ URTHZYU Z VIV]\NDZFH GR LQIX]IL

3R URJFLHEF]HQLX SUT\JRIRZDQ\ URTIZyU SURGXNIX OHFJQLFJHIR 1< ; 7+5$&,6 QDIHT\ QDINFKPLOWY
SRGDIi L QLH QDOHI\ JR SUTHFKRZ\ZDii Wszelkie nLHZ\NRUJ\WIDQe resztki produktu QDOHI\ Z\U]XFL

6SHFIDOQH GURGNL RWIURTQRGFL SRGF]DV SUTHFKRZ\ZDQLD O\'\}
3UJHFKRZ\ZDi Z (RGyZFH & - & s&
1LH JDPUDTDG @)

3UJHFKRZ\ZDii Z RI\JLQDIQ\P RSDNRZDQLX Z FHIX RFKURQ\ SUJHG GZLDIHP o
= DUXQNL SUTHFKRZ\ZDQLD SURGXNIX OHF]QLFJHIR SR URTFLHEFTHOLX SDIT SXONI | )
N
5RG]DI L JDZDUIRGH RSDNRZDQLD {\
PJ  PONRQFHQIUDIX Z ILROFH VIN&RINSX , ] IXPRZ\P NRUNLHP L SROLS%/X\ﬁ-IQRZ\P ZIHFINHP
] NDSVIHP DOXPLQIRZ\P
2SDNRZDQLH JDZLHUD  ILRINC

6SHFIDIQH GURGNL RVIURTQRGFL GRINF]aFH XVXZDQLD L SU]\JR@%LD SURGXNIWX OHF]QLFJHJIR GR

stosowania

= DIQH LQVIUXNFIH GRINF]aFH SUT\JRIRZDQLD ’Q

X - RQFHQIUDI GR VSRU]aG]DQLD URJHZRUX GR ZVWU]\NL@SU] HG SRGDQLHP QDOHI\ REHW]Hi FJ\ QLH
DZLHUD F]aWWHN WIDA\FK L czy nie JPLHQLA JDEDU 1<;7+5%$&,6 jest przezroczyst\P lub

RSDLIXIGF\P EH]EDUZQ\P EODGRTyANP OXE REUa]RZDZRIyaW\P URJIZRUHP NiyU\ PRTH
1DZLHUD QLHZLHINg OLF]EC SUTHJURFT\VINFK 0XEELDANFK FlaVIHN ELDINRZ\FK RGILWRZ\ZDQ\FK
Z WDNFLH SRGDZDQLD

X LRING Z\UJXFLi UHGOL UR]IZyU JPLHQL: EGUZC OXE JDZLHUD F]aViNL REFH SDIU] SXQNI

x  21LH SRIUJaVDii ILRONg

) Q
SUI\JRIRZDQLH L URJFLHEF]HQLH Z ZRUI\&@X]\MO\P

3RIVJHEQq LORGU RELOWRNVDNV\@X Z PLILJUDPDFK REOLF]\ii PQRTaF JD0HFDQa GDZNC Z

PJNJ PF SRGDQg Z D SDWU] SXQNII SU]H] PDVC FLD4D GDQHJIR SDFIHQID Z NLORJUDPDFK

- \PDJDQ@ RENCIRGL RE%@DNV\PDEX Z SRVIDFL NRQFHQIUDIX GR VSRU]qG]DQLD UR]WZRUX GR

LQIX]IL Z PLOLOLIUDFK RUDT OLF]EC SRIJHEQ\FK ILROHN REOLF]\U G]LH0aF REOLFJRQa GDZNC

RELOWWRNVDNV\PDEX OLJUDPDFK NURN SU]H] VWCTHQLH PJ P0 SRMHG\QF]D ILROND

GRVWDUF]D P0 QIUDIX RELOIRNVDNVNPDEX GR VSRU]@G] DQLD UR]WZRUX GR LQIX]ML

= \EUDiU RGSRZ4HGOL UR]PLDU ZRUND LQIX]\MQHJR ] UR]WZRUHP FKORUNX VRGX GR ZVWU]\NLZDE R
@é

VICTeniu 9 P, 3REUD{ ] ZRUND LQIX]\IQHJR REICIRGi URTNZRUX UyZQa REICIRGFL
RELOIRNY X Z PLOLOLUDFK REOLFJRQHI Z UDPDFK NURNX  SRZ\THI = \UJXFLi URTHZyU
SREUDQ\%RUND LQIXT\IQHIR
3REUD 'Z\PDJIDQ3 REICIRGi NRQFHQIUDIX RELOIRNVDNVAPDEX do spol]aG]DQLD URTHZRUX GR LQIX]IL
Qg Z NURNX T ILRONL ILROHN SURGXNIX OHF]JQLFJHIR 1<; 7+5$5&,6 = \UJXFLi

QL NRUT\VIDQa F]CGii SURGXNIX (HF]QLFJHIR 1< ; 7+5%$&,6 SRIRVIDég Z ILRIFH

*SUTHQLHG Z\PDJDQa RENCIRG( NRQFHQIUDIX RELOIRNVDNVAPDEX GR VSRUJaG]DQLD UR]VZRUX GR
\&QIX]ML GR Z\EUDQHJR ZRUND LQIX]\NQHJR
b ™ HOLNDIQLH REUYFLi ZRUHN LQIXT\IQ\ DE\ Z\PLHV]DG URTIZyU 1LH ZVIU]aVDil

,QIX]JIC SRGDZDii SUJH] ~ PLQXI ] VI\ENRGFLg infuzji ZHGAXJ WDEHL  SDIU] SXQNI ]
Q’& JOVIRVRZDQLHP ILOIUD LQIXT\IQHJIR 3P

3UI\JRIRZDQ\ UR]WZyU JDFKRZXIH VIDELOQRGi SUJH] ~ JRG]LQ SRGF]DV SUJHFKRZ\ZDQLD Z

IHPSHUDIXUJH SRNRIRZHI & do & OXE Z(RGyZFH &do &

3UI\JRIRZDQLH L URTFLHEFTHQLH Z VIUT\NDZFH GR LQIX]IL

13



3RIVJHEQa LORGi RELOIRNVONVAPDEX Z PLILJUDPDFK RE(LF]\G PQRTaF JDIHFDQg GDZNC Z
PJNJ PF SRGDQa Z IDEHIL ~ SDIU] SXQNI SUJH] PDVC FLD4D GDQHJR SDFIHQID Z NLORIUDPDFK
= \PDJDQa REICIRG( RELIIRNVDNVAPDEX Z SRVIDFL NRQFHQIUDIX GR VSRU]4G]DQLD UR]IZRUX GR
LQIX]H. Z PLOLILIDFK RUD] OLF]EC SRIVJHEQNFK ILROHN REQLF]\G G]LH0aF REQLFJRQa GDZNC
RELORNVDNVAPDEX Z PLLJUDPDFK NURN  SUJH] VICTHQLH ~ PJ PO 3RIHG\QF]D ILROND S
GRVIDUF]D PO SURGXNIX (HFJQLFTHJR 1< ; 7+5%$&,6 Z SRVIDFL NRQFHQIUDIX GR VSRU]aG]DQLD 28
URTVZRUX GR LQIX]IL .&O
= \EUDii RGSRZLHGQL URTPLDU VILJ\NDZNL GR SRGDQLD FD&HIl REICIRGFL infuzii
=D SRPRFa Z\EUDQHI VILJ\NDZNL L ILOIUD LQIXJ\NIQHJR 3P SREUDI Z\PDJDQa REICIRGEZ
NRQFHQIUDIX RELOIRNVDNVAPDEX GR VSRU]aG]DQLD URTIZRUX GR LQIX]IL REOLFJRQg Z N Rq?
= \UIXFLU QLHZ\NRU]\VIDQa F1C6U SURGXNIX HFIQLFIHIR 1< ; 7+5%$&,6 SRIRVIDia éj ROFH
3REUD{ RGSRZLHGQLa REICIRG( URTIZRUX FKORUNX VRGX GR ZVIUJ\NLZDE R VWCIHQLX@DJ PO

DE\ RIUJ\PDii FD4NRZLlig REVCIRGU infuzji SRGDQg Z IDEHIL
" HOLNDIQLH Z\PLHV]D{i URJIZYU LLH ZVIU]4VDii {\
3UT\JRIRZDQ\ UR]FLHEFTRQ\ UR]IZYU RELUIRNVDNVAPDEX QDINFKPLDVI SRGDH, XLH SUTHFKRZ\ZDij
URJIZRUX Z WJNNDZFH  LLHZ\NRUT\VIDQ\ SURGXNIl Z\UJXFLii /\S)

8VXZDQLH

= V]HONLH QLHZ\NRUJ\VIDQH UHVIINL SURGXNIIX 0HF]JQLF]HJR 0XE IHIR RC@%DOHI\ XVXQat JIJRGQLH ]
ORNDOQ\PL SUJHSLVDPL

Q
7. 3270,272732: ,("=,$/1<326,%"$- A&.easz—- 2/7(1,(1%
DOPUSZCZENIE DO OBROTU (\
6)/ 3KDUPDFHXILFDOV ™ HXIVFKIDQG *PE+ O\Q)
ODULH-&XULH-BIUDVWH @

/|UDFK A
1HPF\ e

8. 180(532= 2/(1,$1% '@gz&:(l,( "2 245278

(8 <
~0

9. DATAWYDANIAPI § SZEGO POZWOLENIA NA DOPUSZCZENIE DO OBROTU
, "$7$35=("asT(1, 2/(1,%

= DID Z\GDQLD SLHUZV] JZROHQLD QD GRSXV]FHQLH GR REURIX ~ OLWIRSDGD ~ URNX
10. "$7$ =,$q3\/, (5°=(1,$ /8% &=E§&,2: (-=0,$1<7(-678
CHARAKTE@‘STYKI PRODUKTU LECZNICZEGO

6]F]1HIya QIRUPDFIH R INP SURGXNFLH 0HFJQLFT\P Vg GRVICSQH QD VIURQLH LQIHUQHIRZHI (XURSHIVNLHII
SIHQFI Ny Z KIS~ ZZZ HPD HXURSD HX  RUD] QD VIURQLH LQUHUQHIRZHI ~QD]ZD XUJCGX NUDIX

F]éREﬁZVNLHJR OLQN GR VIURQ\ ~

b\}

O
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ORAZ WYTWRCA ODPOWIEDZIALNY*ZA

ZWOLNIENIE SERII .
4

. $581., /8% 2*5%$1,&= " 27<&=A&(

ZAOPATRZENIA | STOSOWANIA

11(: $581.,,: <O$*$1,$ "27<&=A&(

DOPUSZCZENIA DO OBROTU

. $581., /8% 2% &=(1,$ "27<&=A&(
BEZPIECZNEGO UTECZNEGO STOSOWANIA
PRODUKTU LE@ZNICZEGO

6=8=C*T/A(=2%2: ,A=$1,$"2: <.21%$1,$32

. 352 =(1,8 "22%5278: 6<78%&-, *"<
32=: 1,(1$: 352: $"=(1,( "2 2%5278 -(67
uDZI NE W PROCEDURZE DOPUSZCZENIA W

: 2 <&+2.2/,&=120&,5&+
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A <7 T5&$%,2/2* &=1(- 68%67$1&, &=<11(- 25%=: <7: T5&$
ODPOWIEDZIALNY ZA ZWOLNIENIE SERII

1D]ZD L DGUHV Z\WZyUF\ ELRORJILF]QHI VXEWIDQFIL FT\QQHI

/RQID %LRIRILFV ,OF \\}
,QIHUQDILRQDO = ULYH .&O

3RUNVPRXIK 1+ Q

86% @)

O
1D]ZD L DGUHV Z\IZyUF\ RGSRZLHG]LDIQHJR 1D ]ZRIQLHQLH VHULL b

¥

SBFHUIL3KDUPD % 9

%RVFKVIUDDI @Q

*& %UHGD /\/
S

-+RIDQGLD
Z

N

B. : $581.,/8%2*5%$1,&=(1,$ "27<&=A&( =$23$CQ=(1,$,67262: $1,$

3URGXNI 0HFJQLFT\ Z\GDZDQ\ QD UHFHSIC b

&

C. ,11(: $581.,,: <O$*$1.,% '27<&:A&<07 2386=&=(1,% "2 2%5278

X 2NUHVRZH UDSRUIN R EH]SLHFJHEVIZIH VWRVRZ@QDQJ 3HULRGLF VDIHIN\ XSGDIH UHSRUW
3685V Q)

= \PDJDQLD GR SUJHGARTHQLD RNUHVRZ\FK UDSRUWyﬁ EH]SLHFJHEWIZLH VIRVRZDQLD IHIR SURGXNIX
OHFJQLFIHJR Va RNUHGORQH Z Z\ND]LH XQUIQ\FK €Dy UHIHIHQFNIQ\FK Z\ND] (85~ R NiyU\P
PRZDZDW  EXW  G\HNNZ\ L IHIR NROHIQ\FK DNIXDOL]DFIDFK RIZDVIDQ\FK QD
HXURSHIVNLH VIURQLH LQIHUQHIRZHH GRINF]aRt tHiy Z

<O
D. : $581.,/8%2*5%1 82(1,$ "27<8=A&( %(=3,(&=1(*2,
SKUTECZNEGO STOSOWANIA PRODUKTU LECZNICZEGO

X 30DQ ]DU]aG]DQLD U%ﬁP DQJ SLVN ODQDJHPHQI 30DQ 503

3RGPLRY RVGSRZLHG]LDOQ%GHMPLH Z\PDJDQH G]LDaDQLD L LQIHUZHQFIH ] JDNUHVX QDG]RUX QDG
EH]SLHFJHEWZHP 1DURDNRIHUDSLL Z\V]F]JHIY0QLRQH Z 5O3 SUJHGWIDZLRQ\P Z PRGXH
GRNXPHQIDFIL GR S OHQLD QD GRSXV]FJHQLH GR REURIX L ZVIHONLFK FHIR NROHIQ\FK

DNIXDOL]DFIDFK .
TRORK O

SDNIXDIQLRQX'B O3 QDIHT\ SUTHGVIDZLDIi
Q
]

X DQLH (XURSHIVNLHI SIHQFIL /HNyZ
X LH JPLDQ\ VAVIHPX JDU]aG]DQLD UNJ\NLHP JZADVIFID Z Z\QINX XJ\VNDQLD QRZ\FK
\L_’SbQIRUPDFML NIyUH PRJa LVIRIQLH ZSi\Qall QD VIRVXQHN UNJ\ND GR NRUINGFL OXE Z Z\QINX
° XT\WNDQLD VIRIQVFK LQIRUPDFIL GRINFJaF\FK EH]SIHFIHEVIZD VIRIRZDQLD SURGKNIX (HF]QLFJHIR
O IXE RGQRVIAF\FK VLC GR PLQLPDILIDFIL UN\ND

)
Q&
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6=&=(*T/1(=2%2: ,A=$1,$"2: <.21%$1,$32

: 352: $7=(1,8"2

>
S

17

2%5278: 6<78%&-, *"<32=: 2/(1,(1%$: 352: $"=(1,( "2 2%5278
-(678"=,(/21(: 352&("85=( "2386=&=(1,$: : <-A7.2: <&+
2.2/,&=12§&,$&+
7R SR]ZROHQLH QD GRSXV]F]HQLH GR REURIX JRVIDAR XG]JLHORQH Z SURFHGXUJH GRSXV]F]HQLD Z '\
Z\IgINRZ\FK RNRILFJQRGFLDFK L JJRGQLH T DUI XVl UR]SRUJ@GIHQLD = ( QU SRGRIRY
RGSRZLHG]LDOQ\ Z\NRQD QDVICSXliaFH F]\QQRGFL JIRGQLH ] RNUHGORQ\P KDUPRQRJIIDPHP Q)
.\
Opis 7HUPLQ N
= FHOX ZDOLGDFIL PHIRG\ RNUHGODQLD 3 - RELUIRNVDNVAPDEX *&/- | 3UTHGWIDZLu UBYHP ]

Z VXURZLF\ OXGINLHI SRGPLRI RGSRZLHG]LDIQ\ SRZLQLHQ NOLQLF]Q\ RUHP
SUTHGVIDZLi Z\QLNL ZDOLGDFIL RJQDF]HQLD SRG NalHP QDVICSXliaF\FK | NREFRZ EDGDQLD
DVSHNIlyZ SUTHG JDVIRVRZDQLHP PHIRG\ GR DQDOL]\ SUyEHN Z $+ ,\S)

UDPDFK EDGDQLD NOLQLFJQHJIR $+  LQIHUIHUHQFID TH VIURQ\ 3% %)
L () /)RD]$"$ DIDNTH HIHNINZQRGi R]QDFJHQLD Z N
VXURZLF\ KHPROUNF]QHI L 0LSHPLF]QHIl %DGDQLH Uy ZQRIHJARGFL (jQ
QDOHT\ SUJHSURZDG]Li QD SREUDQ\FK SUYENDFK ] SIDQRZDQHJIR b
RIZDUIHIR EDGDQLD IHUHQRZHJIR $+
&
= FHOX RFHQ\ RGSRZLHG]L NOLQLF]QHI EH]SLHFJHEVIZD VIiRYRZDQLD L | 3UJHGVIDZLDU URFJQH
IROHUDQFIL Z NP SUTHELHIX FKRURE\ L SUTHT\FLD X SDRIHQIyZ ] VSUDZR]GDQLD
SRGHIUTHQLHP  SUDZGRSRGRELHEVIZHP 0XE SRIZLHUGIHQLHP Z3JOLND )
Z]HZQHIR (HF]RQ\FK RELOIRNVDNVAPDEHP SRGRRI SDSRUINREFRZN\
RGSRZIHG]LDIQ\ SRZLQLHQ SUJHSURZDG]Li ZHG&X¥ X]IRGQLRQHIR SUJHGVIDZLG QDS 1QLHI
SURIRNR4X RIZDUIH EDGDQLH IHUHQRZH ID]\ Z SUJ\SDGNX | PLHVLCF\ SR RVIDIQLP
SRIDZLHQLD VLC Z3JOIND Z NUDIDFK  JG]LH RELATRNVONVAPDE IHVI SRGDQLX RELOIRNVDNVAPDEX
GRSXV]FJRQ\ L GRVICSQ\ RUD] SUJHGVID \QLNL UDSRUIX OXE RVIDIQLP JHEUDQLX
NREFRZHJR QO GDQ\FK Z SUT\SDGNX
. V‘Q UHIURVSHNINZQHJR JELHUDQLD
GDQ\FK
&
4v
&
&
&y
N\
&
O
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,1)250%&-( =$0, (6=&=$1( 1$ 23$.2: $1,$&+ = 1675=1<&+

38" (a-2 TEKTUROWE

‘ 1. NAZWA PRODUKTU LECZNICZEGO OE

1<;7+5%$&,6 100 PJ P0NRQFHQIUDH IDARZ\ 60
RELO/RNVDNVAPDE

(2. =% $5720068%67$1&-, &=<11(- X% |

Q
PO PJ RELO/RNVDNV\PDEX ,\/Q
O
AY,

7

3. . <.$=68%67$1&-, 32028&1,8=<&+ R

6XEVIDQFIH SRPRFQLF]H KLVWNG\QD VRUELIRD ( NZDV solny ZR%@%HN VRGX ZRGD GR
Z\VWJ\NLZDE

(4
<
| 4. 326730)$50$&(87<&=1$, =$: $5720W23$-2: $1,$
N
- RQFHQIUDI GR VSRU]3G]DQLD URTIZRUX GR LQIX]HL \Q)Q
PJ PO o
ILROND @
O
|5. SPOSBIDROGA PODANIA N
O

2LD0HT\ 1DSRQDU VLC T WHGFLa, XORINL SUFAGTIDVIRVRZDQLHP OHNX

= RT\OQLH SR URJFLHEFJHQLX QN

= \4aF]QLH GR IHGQRUDJRZHJIR XT\REE"

1LH ZVIV]aVDi

"RGDIINRG 45 ZZZ REWRID[LPDE-VI0 KX

<
A®)
2675=(T%J;l\ "27<&=A&(35=(&+2: <: $1,$352"8.78 LECZNICZEGO
0,(-6881,( ,"2&=1<0, 1,("267€31<0 "/$ "=, (&,
N
A
7. ,11(P675=(T(1,$63(&$/1( -(§/, -21,(&=1( |
\‘0
&
| 7(50,1: $T1238, |
\4
Q&?xp

‘ 9. WARUNKI PRZECHOWYWANIA

3UJHFKRZ\ZDii Z (RGy ZFH
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1LH JDPUDIDI ]
3UJHFKRZ\ZDU Z RU\JLQDIQ\P RSDNRZDQLX Z FHOX RFKURQ\ SUJHG GZLDIigHP

10. 63(&-$/1(§52" ., 26752T123&, "27<&=A&(868: $1,$1,(= 8_~<7(*2 S
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‘ 1. NAZWA PRODUKTU LECZNICZEGO | DROGA PODANIA

>
S

R
o
1<;7+5%$&,6 100 PJ P0NRQFHQIUDH IIDARZ\

RELOIRNVDNVAPDE GO

" RINOQLH SR UR]FLHEF]HQLX

&
N
| 2. SPOSBPODAWANIA K% |
\%
= \4aF]QLH GR IHGQRUD]JRZHJR XT\FLD A/
N
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8IRIND GRagF]RQD GR RSDNRZDQLD LQIRUPDFND GOD SDFIHQID

NYXTHRACIS PJ P0 NRQFHQWUDW GR VSRU]aG]DQLD URJWZRUX GR LQIX]HL
RELOIRNVDNV\PDE

O
LQHIVI\ SURGXNI CHFIQLFT\ ECG]LH GRGDINRZR PRQURIRZDQ\ 8PRTILZL IR VI\ENLH o\'
JLGHQINILNRZDQLH QRZ\FK LQIRUPDFIL R EH]SIHFTHEVIZLH STNINRZQLN OHNX IHT PRTH Z INP SRPYR( ™~
]J4DV]DIigF ZVIHONLH G]LDADQLD QLHSRTAGDQH NiyUH Z\VigSLi\ SR JOVIRVRZDQLX OHNX SBE\ GRZLH%@ VL
IDN JJ4DV]Dii G]LD4DQLD QLHSRTAGDQH — SDIV] SXQNI o

1DOHT\ XZDTQLH ]DSRIQDI VLC  WUHGFLa XORUNL SUJHG JDVIRVRZDQLHP CHNX SRQLHZDT ]DﬁHUD RQD
LQIRUPDFIH ZDIQH GID SDFIHQID
- 1D0HT\ JDFKRZDGUC XORING DEN Z UD]LH SRIUTHE\ PyF lla SRQRZQUH SUTHFT\IDG-
- = UD]LH IDNLFKNROZLHN ZlISILZREFL QDOHTN JZUyFLi VLC GR OHNDUJD IDUPDFH)Q XE SLHICIQLDUNL
- -HG0L X SDFIHQID Z\ViaSla IDNLHNROZLAN REIDZ\ QIHSRTaGDOH Z INP ZVIHINIHREIDZ\
QLHSRTGDQH QLHZ\PLHQLRQH Z il XORIFH QDOHT\ SRZLHG]LHi R INP OHNBIJRZL IDUPDFHXFLH OXE
SLHOCJQLDUFH 3DIU] SXQNI 12

BSLY IUHGFL XORINL OQ
&R IR IHVI OHN 1< ; 7+5%5&,6 L Z IDNLP FHOX VLC JR VIRVXIH O

,QIRUPDFIH ZDIQH SU]HG RIVJ\PDQLHP 0HNX N< ; 7+5$&8
-DN SRGDIH VLC 0HN 1< ; 7+5%$&,6

ORTILZH G]LD4DQLD QLHSRTAGDQH Nox
-DN SUTHFKRZ\ZDUi HN 1< ; 7+5$&,6 (\\
=DZDUIRG RSDNRZDQLD L LQQH LQIRUPDFIH \@

@)

1. &R IR HHWOHN NYXTHRACIS L Z MDNLP@ VLC JR VIRVXIH
/HN 1< ; 7+5$&,6 ]DZLHID VXEVIDQFIC F]\@ RELOIRNVDNVNPDE 2ELOIRNVDNV\PDE jest

SUIHFLZFLDEHP PRQRNORQDIQ\P — URGDIHEELDND NilyUH SUT\&F]D VLC GR IRNVAQ Z\IZDUJDQFK przez
EDNIHULC Z\ZRéXliaFa ZaJOIND L IH GH]D&@XMH

Z3JUNLHP Z\ZRiDQ\P SUJH] EDNMHRULH NiyUH GRVIDA\ VLC GR RUIDQL]PX SUJH] XN&DG RGGHFKRZN\ ZaJuN

/HN 1< ; 7+5%$&,6 VIRVXIH VL Dl:%ﬁ] DQINELRINNDPL Z leczeniu osyE GRURVA\FK i dzieci z
I
ZJHZO\

OXE IHIl SUTHIVZDIQLNDP H PD REIDZyZ FKRUREX L TDGQH LQQH OHFTHQLH QLH IHVI GRVICSQH DQL
RGSRZLHGQLH A,
v

2. ,QIRUPE@ ZDIQH SUJHG RIUT\PDQLHP (HNX NYXTHRACIS

/N 1<;7+5%&,6 P@U IDNTH VIRVRZDQ\ IHGOL SDFIHQH PyJa PLHG NRQIDNI ] 0DVHF]Ng ZaJOND
QL

1LH QDHT SUT\IPRZDii (HNX NYXTHRACIS
- IHBAL"SDFIHQI PD XFTXOHQLH QD RELORNVDNVAPDE O0XE NiyUANROZLHN ] SRIRVIDANFK VNDGQLNYZ IHIR
\L’_@Nx Z\PLHQLRQ\FK Z SXQNFLH

HTHQLD L GURGNL RVIURTQRGFL
HG RIVT\PDQLHP (HNX 1< ; 7+5%$&,6 QDIHT\ SRUR]PDZLDii ] (HNDUJHP IDUPDFHXIg 0XE
Q’& SLHICIQLDUNG

- JHG0L SDFIHQN GRURVA\ OXE G]LHFNR PD G]LHG]LF]Qa QLHIROHUDQFIC IUXNIR]\ — UJDGNg FKRUREC
JHQHINF]Qa — OXE NHGOL GJLHFNR QLH PRTH UXT IHGU VARGNLFK SRNDUPYZ DQL SLii VARGJRQ\FK
QDSRIyZ SRQLHZDT PD QXGQRGFL Z\PLRIN OXE LQQH QLHSUT\IHPQH RENDZ\ IDNLH DN Z]GCFLD
skurcze TRigGND OXE ELHIXQND
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SHDNFIH DOHUJLF]QH NilyUH PRJa Z\VigSLii SR SRGDQLX 0HNX 1< ;7+5%$&,6 PRJ3 FJDVDPL ENU FLCTNLH
3UJHG SRGDQLHP (HNX 1< ; 7+5%$&,6 SDFIHQI PRIH RIUJ\PDU 0HN SUJHFLZKLWIDPLQRZ\ DE\
JPQUHIVING UNJ\NR UHDNFIL DOHUJLF]Q\FK

Lek NYXTHRACIS a inne leki ’&
1DO0HI\ SRZLHG]LHi 0HNDU] RZL OXE IDUPDFHXFLH R ZVI\VINLFK OHNDFK VIRVRZDQ\FK SUJH] SDFIHQID .&O
REHFQLH 0XE RVIDIQLR D WDNIH R OHNDFK NilyUH SDFIHQH SODQXIH VIRVRZDii

3DFUHQW PRITH RIVJ\PDU DQINELRINNL QS F\SURIORNVDF\QC Z UDPDFK (HFJHQLD ZgJOLND Z]LHZQ@?

_ Q)
&1aTD L NDUPLHQLH SLHUVLg o ) O
-HA(L SDFIHQIND IHVI Z FLAT\ OXE NOUPL SLHUVL SUT\SXVIFID TH PRTH ENG Z FlaT\. (XE Jg) SIDQXIH PLHi
G]LHFNR SRZLQQD SRUDG]LiI VLG OHNDUTD SUJHG RIVJ\PDQLHP IHJR OHNX {\\

1IH ZIDGRPR F]\ 0N 1< ; 7+5%&,6 PRTH ]DVINRG]Li QLHQDURG]RQHPX G]LHF%Q

1lH ZIDGRPR FI\ 0N 1<;7+5%$&,6 SUJTHQLND GR POHND 0XGINLHIR 3DFMHQ@/L OHNDU] SRZLQQL
ZVSy0QLH JGHF\GRZDU FJ\ QDOHIN\ NDUPLU SLHUVL3 SR RIVJ\PDQLX (HNX 1<;%+5%$&,6

3URZDG]HQLH SRID]GyZ L REVAXJLZDQLH PDVI\Q Q)
/HN 1< 7+5$&,6 PRTH SRZRGRZDU G]LDADQLD QLHSRTaGDOH WDNL@N Ey0 JiRZ\ JDZURN JiRZ\
JPCFIHQLH L Z\PLRIN ORJa RQH ZSi\ZDii QD JGRIQRG( SURZDG]HQE® SRID]GyZ OXE REVAXJLZDQLD

PDVI\Q

(o
Lek NYXTHRACIS JDZLHUD VRUELIR) ( (\\
BRUELIRO IHVI TUyG&HP TUXNIRT\  NiiyUD NHVI URGTDIHP FXN@™-HGOL SDFIHQI GRURVA\ OXE GJLHFNR PD
G]LHG]LF]Qa QLHIROHUDQRIC IUXNIRT\ — UJDGNa FKRUREC JRQHINF]Qa — OHNDU] PRTH XJQDi TH SDFIHQIRZL
GRURViHPX OXE GJLHFNX QLH ZROQR SUT\IPRZDIi IHJRWANX 2UJIDQL]P SDFIHQIyZ ] GJLHG]LF]Qa
QLHIROHUDQFHa, IUXNIRT\ QLH URTN4DGD IUXNIR]\ FR ﬁ VSRZRGRZDIi FLCTNLH G]LD4DQLD QLHSRT4GDQe
3U]HG RIUTNPDQLHP IHJR OHNX QDTN SRLQIRUPRZL HNDUID IHGIL SDFIHQI GRURVAN OXE G]LHFNR PD
G]LHG]LF]Qa QLHIROHUDQFYa IUXNIRT\ OXE HGOL quFNR QLH PRTH IIXT IHG(i VARGNLFK SRNDUPYZ DQL Sl
ViRGJRQ\FK QDSRIyZ SRQIHZDT PD QXGORER, Z\PLRIN IXE LQQH QLHSUT\IHPQH GROHIOLZREFL IDNLH IDN
Z]GCFLD SNXUFH TR4aGND OXE ELHJXQND@ o)
Lek NYXTHRACIS JDZLHUD VG <>
7HQ OHN JDZLHUD PQLHI QLT PP@GX PJ QD IHGQg ILRINC HNX 1< 5 7+5$&,6 0 objCIRGFL PO
IR JQDFT\ OHN X]QDIH VLC 1D Az&s RG VRGX”

3. -DN SRGDIH VL @YXTHRACB

/N 1<3 7+5$&@W SRGDZDQ\ SUTH] OHNDU]D OXE SLHICIQLDUNC /HNDU] OXE SLHOCJQLDUND REOLF]a
GDZNC QD SRGVWD@ DV\ FLD&D SDFIHQID GRURV&HIR OXE G]LHFND

/HNDU] smoﬁo@mn OXE IDUPDFHXID SUJ\JRIXlig 0HN GR infuzji

SRIVZYU (HWX 1< ; 7+5%$&,6 SRGDIH VLC SUTH] ~ PLQXI ZH Z0HZLIH NURSOYZFH GR T\&\ ]Z\NH GR

N\ Z QLX 3DFIHQN ECG]LH PRQUIRIRZDQ\ SRGF]DV SRGDZDQLD (HNX 1< ; 7+5%&,6 i przez co

QDIP QK JRG]LQC SR JDNREFTHQLX ZOHZX

3U] GDQLHP 0HNX 1< ; 7+5%&,6 SDFIHQI JZ\NOH RIUJT\PXIH 0HNL JDSRELHJDIigFH UHDNFIRP
F]Q\P 0XE 4DJRG]aFH LFK SUJHELHJ

&Q_ UD]LH IDNLFKNROZLHN GDOVI\FK ZalIS0LZRGFL 1ZL]DQNFK TH VIRVRZDQLHP IHJR OHNX QDOHT\ JZUyFLii VLC
GR OHNDUJD IDUPDFHXIN OXE SLHOCJQLDUNL

4. ORITILZH G]LDiDQLD QLHSRTaGDQH
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-DN NDIG\ 0HN WHQ O0HN PRTH SRZRGRZDii G]LD4DQLD QLHSRTaGDQH FKRFLDT QLH X NDTGHJR RQH Z\ViaSla

1DOHT\ QDINFKPLDWI SRLQIRUPRZDU 0HNDU]D 0XE RVREC SRGDNaFg Z0HZ NHGOL SDFWHQU ]DXZDT\
NyUHNROZLHN ] SRQLIV]\FK G]LDiDE QLHSRTaGDQ\FK

6ZCGIHQH Z\\SND GXV]QRGFL OXE GZLV]F]aF\ RGGHFK — PRJa IR ENiI REIDZ\ UHDNFIL DOHUJLF]QHI \\>
QDGZUDT0LZRGFL .&O
"R LQQ\FK G]LD4DE QLHSRTaGDQ\FK HNX NYXTHRACIS QDiHT3, @)
&JCWo PRJa Z\VigSLi X PDNV\PDIQIH QD RVYE bo
- %y0 JiRZ\ QO
- _DV]HO N
- %y0 Z PLHIVFX SRGDQLD ZIHZX | <
- 6ZCGTHOLH Z\VASND VNyUQD Z INP VZCG]aFD XQLHVLRQD Z\VASND SRNg\gND
1LH] E\I F]CWo PRJa Z\ViaSLi X PDNV\PDIQIH QD RVYE (,’)\/
SHDNFIH DOHUJLFTQH

- =DZURI\ JiRZ\ Q
- " UCIZLHQLH Q)

- - UDTOLZRGU QDU]aGX ZJURNX QD GZLDIER GZLDIERZVILC O

- SF]XFLH G\VNRPIRUIX Z uszDFK

- 3RGUDTQLHQLH JDUGED Q

: &KU\SND og
- 1LHGURTQRGi JDIRN (\\

- TXVIQRG

- %y0Z0W | O\Q)
. = \SUNVN AXVIFTHQLH VLG Wy R

- DrIHQIH PLEGQL NXUFTH PLGQL A

- =PCFIHQH

- TUVIFIH XFIXFH JLPQD

- 8F]XFLH G\VNRPIRUIX Z NODIFH SL il . N . o )
- %y0 XRIYIQLRQ\ Ey0 NREF]\Q N SLHWVLIRZHI VIFICNL PLCGQL ZLC]DGH& GFLCILHQ OXE NRGFL
- 2EUICN Ey0 0XE JDSDOHQLH I\a HIVFX SRGDQLD Z0HZX

=JiDV]DQLH G]LD:DE QLHSquGDQg

-HGIL X SDFIHQID Z\Wi3SLa IDNLHNRIZLHN REIDZ\ QLHSRTAGDQH Z NP ZVJHINLH REIDZ\ QLHSRTaGDQH
QLHZ\PLHQLRQH Z IIHi XORIFH Q T\ SRZLHG]LHI R INP (HNDUJRZL IDUPDFHXFLH OXE SLHICIQLDUFH

= ]LD4DQLD QLHSRT4GDQH PRIQ JJ4DVIDi EH]SREUHGQLR GR ANUDIRZHJIR VAVIHPX ]J4DV]DQLD™

Z\PLHQLRQHJR Z 1Dé 9 ]LCNL 1J4DV]DQLX G]LDADE QUHSRTaGDQ\FK PRIQD ECG]LH JJURPDG]LU
ZLCFHI LQIRUPDFIL QD &’P I EH]SLHFTHEVIZD VIRVRZDQLD OHNX
Y

5. -DN SU Z\ZDu (HN NYXTHRACIS

/HN QDOHTéb’] HFKRZ\ZDii Z PLHIVFX QLHZLGRF]Q\P L QLHGRVICSQ\P GOD G]LHFL
N

7HUREY ZDTQRGFL RJQDF]D RVIDIQL GJLHE SRGDQHJR PLHVLGFD

@IFKRZ\ZDUZORGyZFH &- &
H JDPUDTDI

Q 3UTHFKRZ\ZDii Z RINJLQDIQ\P RSDNRZDQLX Z FHOX RFKURQ\ SUTHG GZLDItHP

1Lg@&2DU IHIR OHNX SR XS&\ZLH IHIPLQX ZDTQRGFL JDPLHV]FJRQHJIR QD SXGHANX L HINNLHFLH SR (53
U

3R UR]FLHEFTHQLX Z ZRUNX LQIXT\MIQ\P Z\NDJDQR  -JRG]LQQa VIDELIQRG( SRG Z]JICGHP FKHPLFJQ\P
IL]\FJQ\P L PINURELRIRILF]Q\P Z IHPSHUDIXUJH SRNRIRZHI & — & OXE Z0RGYZFH & -
&
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3R URTFLHEFTHQLX SUT\NJRIRZDQN URVZyU SURGXNIX (HF]QLFIHIR 1< ; 7+5%$&,6 Z VILJ\NDZFH GR
LQIXJNL SRZLQLHQ E\i QDINFKPLDVIF SRGDQ\ — QLH QDOHIN\ JR SUTHFKRZ\ZDii Wszelkie nLHZ\NRUJ\WIDQe
resztki produktu QDOHT\ Z\U]XFLii

S

=DZDUNRG( RSDNRZDQLD L LQQH LQIRUPDFIH &O
&R ]DZLHUD HN NYXTHRACIS @)
- 6XEVIDQFia F1\QQa OHNX IHVI RELIRNVDNVNPDE PO NRQFHQIUDIX JDZLHID PJ
RELO/RNVDNVNPDEX -HGQD ILROND R RENCIRGFL  P0 JDZLHUD PJ RELO/RNVDNV\PDE

- 3RIRVIDAH VNADGQINL IR KIVING\QD VRUELIRO (  SRUVRUEDI  (  NZDVshy (L
ZRGRURIGHQHN VRGX ¢ 3DIU] IDNTH SXQNI A/ZHN 1< ; 7+5$&,6 IDZIHDYRIEIR) ( ~
~DN Z\J0gGD (HN NYXTHRACIS L FR JDZLHUD RSDNRZDQLH @
1<;7+5%&,6 PD SRVIDU SUTHJURFT\VIHIR OXE RSDL]XIGFHIR EH]EDUZQHJR FEIDGRTYAIHIR OXE
EODGREU3]RZDZRTy4IHIR NRQFHQIUDIX GR VSRU]aG]DQLD UR]VZRUX A
1<; 7+5$&,6 IHVI GRUICSQ\ Z RSONRZDQDFK JDZLHIDIGF\FK  IRING
3RGPLRII RGSRZLHG]LDIQ\ éOQ
6)/ 3KDUPDFHXILFDOV ™ HXIVFKIDQG *PE+
ODULH-&urie-BIUDVWH Q
/| WDFK QO
1HPF\ .
&
: \liZyUFD
SFHUIL3KDUPD % 9 O\Q)
%RVFKVIUDDII @
*& YUHGD A
+RIDQGLD Q)

“ DD RVWDWQLHM DNIXDOL]DFML XORWNL @)

7HQ OHN JRVID4 GRSXVIFIRQ\ GR REURIX@ Z\IgINRZ\FK RNRILF]QRGFLDFK 2]QDFID IR TH TH Z]J0CGX QD
UJDGNLH Z\VICSRZDQLH FKRURE\ L ]s@RGyZ HINFTQ\FK QLH ENdR PRTOLZH XJ\VNDQLH SHAQHH LOIRUPDFIL
GRINF]aFHI IHIR OHNX

(XURSHIVND $SJHQFID /HNyZ G FR URNX SUJHJ04GX ZV]\VINLFK QRZ\FK LQIRUPDFIL R OHNX L Z UDJLH
NRQLHF]QRGFL IUHGU IH XORWNL, TRWDQLH TDNIXDOLJRZDQD

) v
,QQH TUyGiD LQIRUPDFy

6]F]HIy4RZH LQIRUFVNH R INP (HNX ]QDIGXlig VLC QD VIURQLH LQIHUQHIRZHII (XURSHIVNLHI SIHQFIL /HNyZ
S

KIS _ZZZ HP D HX =QDIGXlig VLC IDP UyZQLHT OLQNL GR VIURQ LQIHUQHIRZ\FK R U]DGNLFK
FKRUREDFK L VS DFK OHF]HQLD

7D XORIND %w RVICSQD ZH ZVI\VINLFK ICT\NDFK 8 (27 QD VIURQLH LQIHUQHIRZHI (XURSHIVNLHI SIHQFIL
JHNyZ &

X
z S&VFLQIRUPDFML ZZZ REWNIR[D[LPDE-VI) HX ®RGDU NRG 45
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