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2YDII #H 0LIHN SRG GRGDIQLP SUDUHQIHP  7LPH VH RPRJX(XIH EV]R RINULYDQIH QRYLK VLIXUQRVQLK
LQIRUPDFLID 2G JGUDYWIYHQLK UDGQLND VH IlUDAL GD SULIDYH VYDNX VXPQIX QD QXVSRIDYX 1D RYDI OUHN =D
SRVIIXSDN SULNDYONLYDQID QXVSRIDYD YLGIHIL GLR
1. 1$=,97,-(-%

1<;7+5%&,6 100 PJ P0 NRQFHQIUDI ]D RIRSLQX 1D LQIX]LUX

2. -9%/,7%$7,91,, .9%$17,7%$7,91, 6$67%$9

-HGDQ P0 NRQFHQIUDID VDGUAL PJ RELWRNVDNVLPDED
-HGQD ERPLFD RGP0 VDGUAL PJ RELONIRNVDNVLPDED Q

2ELOIRNVDNVLPDE VH SURL] YRGL IHKQRORJLIRP UHNRPELQDQIQH = 21 . X VIDQLFD, alHJ PLIHORPD

*6-16 0

3RPRUQD WYDU V SRJQDILP XpLONRP.

Jedan ml koncentrallD VDGUAL ~ PJ VRUELIRID :é

.
<
3. )$50%$&(876., 2%/, - 0\\
N

- RQFHQIUDI 1D RIRSLOX 1D LQIXJUIX WHULOQL NRQFHQIUDI

1< ;7+5%&,6 IH ELVIUD GR RSDOHVFHQIQD EH] GR EOLIHGR&XID GR EOLIHGR VPHINDVIRAXID RIRSLQD
NRID PR&H VDGUADYDIL PDIR SURJLUQLK GR EL IDQPHYLQDVILK PHVILFD NRIH GH VH XNORQLIL OLQLIVNLP
ILOWLUDQIHP V S+ L RVPRIDOQRAIX RGA\ P2VP NJ

=D FIHORYLIL SRSLY SRPRUQLK WYDUL YLGIHIL GLR

L4
4. _/1,y.,32°$7&, o\\

4.1 7HUDSLNVNH LQGLNDFLWH
1<;7+5%&,6 IH LQGLFLUDQ X ;;PELQDFLML V RGJIRYDUDIXULP DQILEDNIHULWNLP OLUHNRYLPD X VYLK GREQLK
VNXSLQD D OLHpHQUH L NRJ DQIUDNVD JERJ EDNIHULIH Bacillus anthracis YLGIHIL GLR

1<;7+5%&,6 M @&DQ X VYLK GREQLK VNXSLQD D SURILODNVX QDNRQ LJ0DJIDQID LQKDODFLIVNRP
DQIUDNVX NDGD GUxat{ DSLIH QLVX RGIRYDUDIX(IH LIL QLVX GRVXSQH YLGIHIL GLR

42 - R]LUDMDpLQ SULPHHOH

1< ;7+5%&,6 IHED GDIL pLP IH IR NOLQLPNL LQGLFLUDQR

2GJIRYDUDIXiH PHGLFLQVNR OLHPHQUH L QDG]RU XYLUHN HUHEDIX ELIL GRVWXSQL X VOXpDHX DQDILODNILPNRJI
GRJIDYDID QDNRQ SULPHHQH 0LIHND 1< ; 7+5%$&,6

" RJLUDQIH
3UHSRUXpHQR GR]LUDQIH OLIHND 1< ; 7+5%&,6 X RGUDVOLK EROHVQLND #HALQH RG QDIPDQIH  NJ IH IHGQD

LQIUDYHQVND LQIXJUD RG  P.J NJ INHOHVQH IHALQH 3UHSRUXpHQR GR]LUDQIH OLIHND 1< ; 7+5%&,6 X
RGUDVOLK EROHVQLND #HALQH PDQUH RG ~ NJ IiH HHGQD LQIUDYHQUND LQIXJUD RG  P.J NJ IHOHVQH IHALQH



Prije primjene lijeka 1< ; 7+5%&,6 SUHSRUXpXIH VH SUHPHGLNDFLID DQILKLVIDPLQLNRP  YLGHHIL GLIHORYH
L

=D SULODIRGEH GR]H X VOXpDIX UHDNFLID SRYH]DQLK V LQIX]LIRP YLGHHIL WDEOLFX

7DEOFD  3ULIDIRGEH GR]H RELUIRNVDNVLPDED X VOXbDIX UHDNFLID SRYH]DQLK VLOIX]URP
7HALQD UHDNFUD | 3ULIDJRGED GRIH
SRYH]DQLK V
LOIX]URP
SHONFUD QIX]UIX RELUIRNVDNVLPDED SRIUHEQR IH privremeno SUANLOXIL L SUXALIL SRISRUQX
SRYH]DQD V IHUDSLIX
LQIX] LM\TW';Sn. 3UL SUYRI SRIDYL SLUNDQID EURQKRVSD]PD L0L JHQHUDLLUDQH XUILNDULH ~ VIXSQID
- J2 | (1yHpHQIH RELOIRNVONVLPDERP SRIHEQR IH IUDIQR SUHNLOXIL
3UL SRQDYOUDIXGHP SLYNDQUX LOL XUILNDULL  VIXSQID LoL SU 0IDQIX ELOR NRILK
VLPSIRPD  VIXSQID OliHpHQIH RELIRNVDNVLPDERP SRK U WDIQR SUHNLQXIL
8 VXSURIORP QDNRQ SRISXQRJ SRYIDHQID LPSI X]UID VH PR&H QDVIDYLIL
V' % EUJLQH SRWILJOXIH SULIH SUHNLGD SBNR OH JRPD SRYH]DQLK V
LQIX]URP EU]LQD LQIX]LIH RSLVDQD I X IDECLF
3RIHEQR I SULPLIHQLIL SUHPHGLNDFLIX (\b
SHONFUD QIX]UIX RELUIRNVDNVLPDED SRIUHEQR IH RGPBK SUHNLOXIL
SRYH]DQD 3RIHEQR 1H SUXELIL SRISRUQR OLIHBHQ
LQIX]LRP /UHpHQIH RELIRNVONVLPDERP SR IUDIQR SUHNLQXIL
VIXSQID
3RVHEQH SRSXIDFLIH

Starije osobe

<

24

1LWH SRIVHEQR SULIDJRYDYDQIH GR]H 1D ERON H JRGLQD YLGIHIL GLR
Pedijatrijska populacija

4
3UHSRUXpPHQD GR]D 1D SHGLIDHULNY! \O/QLNH IHPHOIL VH QD WHALQL NDR &R §H SULND]DQR X WDEOLFL ~ X

QDVIDYNX *-

7DEOLFD  3UHSRUXp LUDHULIVND GR]D RELOIRNVDNVLPDED GRJLUDQUH QD WHPHOIX IHALQH
ZNHOHVQD HakB>NJg "RID>PJINJ
. WNHOHVOH WHALQHA
£ 4
N ,:GS
“ML PDQIH

1DpLQ SULPIHQH
2ELOIRNVDNVLPDE VH PRUD GDYDIL LQIDYHQVNRP LQIX]UIRP WWHNRP  PLQXID
Mjere opreza koje je potrebno poduzeti prije rukovanja ili primjene lijeka

%RpLFD VH QH VPLIH IUHVIL  2ELOIRNVDNVLPDE VH PRUD UDJULIHGLIL X RIRSLQL QDIULIHYRJ NORULGD ]D injekcije
RG PJIPO SUWIH SULPIHQH X REOLNX LQIUDYHQVNH LQIX]UH YLGIHIL GLR

5D]UHYHQD LQIUDYHQVND LQIX]LID RELUIRNVDNVLPDED PRUD VH GDYDIL WLIHNRP
RSLVDQRP X IIDEQLFL

PLQXID EVJLQRP LQIXJUH
V SRPRUIX YUHGLFH LOL 2IUFDOVNH D LQIXJUIX IH OLQUIVNRJ ILOWD RG ~~ PLNURQD



9%ROHVQLNH IiH SRIVHEQR SDAOILYR QDG]LUDIL JERJ SRIDYH JQDNRYD L VLPSIRPD SUHRVIHIOILYRVIL ILIHNRP
LQIX]LIH L QDHPDQIH IHGDQ VDI QDNRQ SULPHHQH  YLGIHIL GLR 1D UHDNFLIH SRYH]DQH V LQIXJLIRP
SRIVHEQR HiH UHDJLUDIL NDR &lR iH QDYHGHQR X IIDEOLFL

/LQUIX WHED LVSUDIL RIRSLQRP QDIULIHYRJ NORULGD 1D LQUHNFLIH RG  PJ PO SR JDYUZHINX
LQIUDYHQUNH LQIX]LIH

7DEQLFD  "R]D RELORNVDNVLPDED XNXSQL YROXPHQ LQIX]LIH L EUTLQD LQIXJLIH SUHPD WHOHVQRI
WHALQL

7NHOHVQD WHALQD >NJg 8NXSQL YRIXPHQ LQIX]JLIH %U]LQD LQIX]LIH
GR]LUDQIH QD HPHOIX WHALQH N =1} >P0 Ko
>YUHGLFD L0L &WUFDOUND 1D
LQIX]LNXE
> 40 NJLOLRGUDVIL ~ P.J NJ WIHOHVQH IHALQH ,Q
> 40 | 2D
>15NJGR  NJ  PJNJWHHVQHWHALQH ¢ \&J
RG GR i ,’&
RG GR 100
15NJ 0L PDQWH  P.J NJ WIHHVQH $HALQ
RG GR 100
RG GR o
RG CGR .
RG  GR ~
RG GR o\ 10
1 ili manje ’
8SXIH R UDJUIHYLYDQUX OLIHND L XSRIUHEL YUHGLFH LOL 1D LQIX]UIX SULIH SULPIHQH YLGIHIL X

GLIHOX

4.3 _RQIUDLQGLNDFLIH g@
2 4
SUHRVIHIOILYRVI QD GIHODIQX I'YDU LOL QHNX R RUQLK IYDUL QDYHGHQLK X GLIHOX

4.4  3RVHEQD XSR]RUHQND L PMMUH]D SUL XSRUDEL

6UIHGLYRVI O

- DNR EL VH SRER/&DID VOMHGWLROR&NLK OLWHNRYD QD]LY L EURN VHULIH SULPLIHQVHQRJ OLIHND SRIUHEQR IH
IDVQR HYLGHQULUDIL

SHONFLIH SRYH]DOH V (QTYILIRP _SUHRVIHIOILYRVI L DQDILODNVLID

L4
SHONFUH SRYHIDQRWLOIXTURP  reakcije SUHRVIHIOILYRVIL BHVIR VX Vi RSDADIH ILIHNRI NOLQLONLK
LVSLILYDQID REHM&NVLPDED X JGUDYLK LVSLIDQIND =ERJ ULJLND RG IHANLK UHDNFLID L0L DQDILODNVLIH QX&QR
IH GD RVREOIH RVSRVREJIHQR L RSUHPOIHQR 1D OLIHBHQIH DQDILODNVLIH SULPIHQUXIH RELOIRNVDNVLPDE X
QDG]LUDQLP XYWHILPD 9%ROHVQLNH IH SRIUHEQR SDAOILYR QDG]LUDIL IIHNRP UD]GRENID primjene LQIX]LIH L
QDIPDQIH IHGDQ VDI QDNRQ SULPIHQH

%XGXUL GD VX NOLQLpND LVSLILYDQUD SURYHGHQD QD JGUDYLP GREURYRUIFLPD LQIX]LIH RELOIRNVDNVLPDED
JDXVIDYONHQH VX SUL SRIDYL ELOR NDNYH UHDNFLIH 2.D IHPHWX LVNXVIYD V GUXJLP PRQRNORQVNLP
DQILILYHOLPD NRID VH SULPNHQUXIX X OLWHPpHQUX RTELOIQLK JGUDYWIYHQLK VIDQID LQIX]LIH VH RSUHQLIR PRJIX
GRYUALIL DNR VH NRQIUROLUDIX QD RGJIRYDUDNXUL QDpLQ 2D UHDNFLIH SRYH]DQH V LQIXJWRP SRIVHEQR IH
UHDJLUDIL NDR &HiR NH QDYHGHQR X WDEOLFL

3UHPHGLNDFLID DQILKLWDPLQLNRP  QSU GLIHQKLGUDPLQRP  SUHSRUXpXIH VH SULIH SULPNHQH
RELOWRNVDNVLPDED  YLGIHIL GLR " LIHQKLGUDPLQ IH SULPLIHQWHQ ~ PLQXID SULIH OLIHPHQID
RELO/RNVDNVLPDERP X NOLQLpNLP LVSLILYDQILPD SURYHGHQLP V RELOIRNVDNVLPDERP  3UHPHGLNDFLID



DQILKLVIDPLQLNRP QH VSUIHPDYD DQDILODNVLIX L PR&H SULNULIL LOL RGJRGLIL SRIDYX VLPSIRPD
SUHRVIHIOILY RVHL

$QIUDNVQL PHQLQJLILV

2ELOIRNVDNVLPDE QH SUHOD]L NUYQR-PRAGDQX EDULIHUX #H QH VSUIHpDYD QUIL OLVHPL DQIUDNVQL PHQLQJLILY

SHGLIDHULIVND SRSXODFLID

2LWH ELOR LVSLILYDQUD VLIXUQRVIL LOL IDUPDNRNLQHILNH RELOYRNVDONVLPDED X SHGLIDWULIVNoj SRSXODFLIi - YLGHHIL
GLR

,QUHUDNFLIH V 0DERUDWRULIVNLP IHVILUanjima

,JOREHQRWI OIHNX 1< ; 7+5%5&,6 PRaH RPHIDIL VHURORANH IHVIRYH QD DQIUDNV @Q

GRUELIR0 &

Jedan ml lijeka 1<;7+5%&,6 VDGUAL ~ PJ VRUELIRID YLGHHIL GLIH0 ;

/UHNRYL NRIL VDGUAH VRUELIR0 PRJX ELIL VPUIRQRVQL DNR VH GDIIX LQI L RVREDPD V QDVOIHGQRP
QHWROHUDQFLIRP QD IUXNIR]X HQJ0 hereditary fructose intolerance ,  2ELNIRNVDNVLPDE VH QH VPLIH
SULPNHQILYDIL X RVRED V QDVOIHGQRP QHIROHUDQFLIRP QD IUXNIR] P DNR SRVIRIL JQDHQD NOLQLpND
SRIVHED L QLVX GRVIXSQH DOHUQDHLYH 3ULIH GDYDQID RYRJ OLIHND SRMHEQR IH VYDNRP EROHVQLNX X]HIL
GHIDONQX DQDPQH]X V REJLURP QD VLPSIRPH QDVOIHGQH Q'HWRWFLMH QD IUXNIR]X

GLIDJQRVILFLUDQD QDVONHGQD QHIIRIHUDQFLID QD 1UXNIR]

2YDIl 0LIHN VDGUAL PDQIHRG  PPRY WD po ERPLFLRG  ml RGQRVQR JDQHPDULYX NROLPLOX
QDIULID

.
 RIHQPDG L PDOD GWHFD P0DYD RG  JRGLQH SRVHEQ@HQL ULJLNX WHU LP PRAGD IR& XYLIHN QUIH

*

45 ,QWHUDNFWH V GUXJILP OLMHN@ L GUXJL REOLFL LQWHUDNFLID

&LSURIORNVDFLQ O

8 LVSLILYDQIX LQIHUDNFLID SRIHGMQDPQD GR]D RELURNVDNVLPDED primijenjena IH VDPD LiL LVIRGREQR V
FLSURICRNVDFLQRP X IND ™ YDGHVHI LVSLIDQLND SULPDIR IH VDPR RELOIRNVDNVLPDE D

LVSLIDQLND SULPDOR i VDNVLPDE L FLSURIORNVDFLQ ILIHNRP ~ GDQD 3ULPIHQD ~ P.J NJ LQIUDYHQUNH
LQIX]LIH RELOIRNVDN SULWH LQIUDYHQVNH LQIX]LIH FLSURIORNVDFLQD LOL FLSURICRNVDFLQD GYD SXID
GQHYQR SHURUDOQL %DQMHP IDEOHID QUIH SURPLIHQLOD IDUPDNRNLQHILNX RELOIRNVDNVLPDED VIR IDNR
RELO/RNVDNVLPRE QU SURPLIHQLR 1DUPDNRNLQHILNX FLSURICRNVDFLQD SULPLIHQIHQRJ SHURUDIQR LL
LQIUDYHQUNL

1LLVX SURYHGHQD GUXJD LVSLILYDQID LQIHUDNFLID %XGXil GD IiH RELOIRNVDNVLPDE PRQRNORQVNR DQILILIHOR
ULJLN RG LQWHUDNFLIH IH QLJDN

30RGQRW WUXGQRUD L GRMHQNH
7UXGQRUD
1HPD SRGDIDND R SULPIHQL RELOIRNVDNVLPDED X WUXGQLFD PHYXILP SR]QDHR #H GD OMXGVNL ,J> SUHID]L
NUR] SRVIHOILFX
,VSLILYDQID QD aLYRILQIDPD QH XSXuXIiX QD LJUDYQH LOL QHLTUDYQH &IHIQH XPLQNH X SRJOHGX UHSURGXNILYQH

IRNVLPQRVIL - YLGHHIL GLR
- DR PIHUD RSUH]D SUHSRUXpXIH VH L]EIHIDYDQIH SULPHQH OLIHND 1< ; 7+5%$&,6 ILIHNRP IUXGQRUH

5



" RIHQIH

1LLIH SR]QDIR LJOXpXIH 0L VH RELOIRNVDNVLPDE X PDIPLQR POLIHNR 3RJQDIR NH GD VH OIXGUNL ,J* LJOXpXIH X
PDIPLQR POLIHNR SUYLK GDQD QDNRQ SRURGD D XEUJR QDNRQ IRJID VPDQIXIH VH QD QLVNH NRQFHQIUDFLIH
BILIHGRP IRID QH PR&H VH LVNOIXpLIL ULJLN 1D GRIHQX GIHFX ILIHNRP RYRJ NUDINRJ UDJGREOID LDNRQ IRJD
XSRIVHED RELOIRNVDNVLPDED PRJID EL VH UD] PRIULIL ILIHNRP GRIHQID VDPR DNR IIH IR NOLQLpNL SRIVHEQR
30RGQRVI

VSLILYDQID SORGQRVIL QLVX SURYHGHQD V RELOIRNVDNVLPDERP

4.7 SINHFDI QD VSRVREQRVIl XSUDYOIDQID YRJLOLPD L UDGD VD VIURIHYLPD

2ELOIRNVDNVLPDE PR&H LPDIL PDOL XINHFDI QD VSRVREQRVI XSUDYQIDQID YR] LOLPmﬁD VIURIHYLPD JHY

VH QDNRQ SULPIHQH OLIHND 1< ; 7+5%&,6 PRJIX SRIDYLIL JODYRERQD RPDJO{ RU L SRYUDUDQIH
YLGIHIL GLR

4.8 1XVSRIDYH O:
GDAHIDN VLIXUQRVQRJ SURILOD é

6LIXUQRVI RELOIRNVDNVLPDED SURXpDYDQD IH VDPR X JGUDYLK RGUD LVSLIDQLND

6LIXUQRVI RELOIRNVDNVLPDED LVSLIDQD IH X ]GUDYLKJ.V D XGRELRG ~ GR  JRGLQD OLIHPHQLK
IHGQRP L0L GYDPD LQWDYHQVNLP GR]JDPDRG ~ PJ l\@ QLpND LVSLILYDQID

8NXSQR RG LVSLIDQLND SULPLOR HH IHGQX GR]X PJ NJ RELWRNVDNVLPDED 1 XVSRIDYH

SRYH]DQH V SUHRVIHIOILYR&GX  XNOUXPXUXGL RVLS YLOH VX VH X ILK LVSLIDQLND V IHGQLP
VOXPpDIHP DQDILODNVLIH NRIL VH GRIRGLR liLiH WH ,QIXJLID NH SUHNLQXID X LVSLIDQLND
JERJ SUHRVNHIONLYRVAL LOL DQDILODNVLIH ’\

1DlipHauH SULIDYOIHQH QXVSRIDYH ELOH VX ﬁUAEROMD SUXULIXV L XUILNDULID

1 DIpHAGH XRPHQH QXVSRMDYH X @n ID QDNRQ SRPHIND LQIX]LIH ELOH VX SUXULIXV Q =

XUILNDULID Q = D Q= RS Q= NDZDUI Q = RPDJILFD
0= XNOIXDXIH RPDINFX L SRVIXUDIQX RPDJOLFX
BUIHGHGH IHANH QXVSRI YLOH VX VH ILIHNRP SUYD UL VDID QDNRQ LQIXJUH XUILNDULID Q = 1
SUXULIXV Q=1 RYL X OHYLPD Q=1
LDIpHACH XRpHQD QYSEIPYD XQXIDU ™ GR  VDID QDNRQ SRPHIND LQIX]UIH ELID IH JIDYREROID Q =
N

7DENLpQL SRSLV RIDYD

8 IDEILFL  SULND]DQH VX QXVSRIDYH XRpHQH V RELUIRNVDNVLPDERP X JGUDYLK LVSLIDQLND NRIIL VX
SULPLOL IHGQX LQIUDYHQVNX GRIX RG ~ PJ NJ RELOIRNVDNVLPDED SUHPD NODVLILNDFLIL RUJDQVNLK VXVIDYD L
XPpHVIDORVIL

8pHVIDORVI QXVSRIDYD GHILQLUDQD NH QD VONHGHUL QDpLQ  YUIR pHVIR PHVIR L L
PDQIH pHVIR L 8QXIDU VYDNH VNXSLQH XpHVIDORVIL QXVSRIDYH VX SULND]DQH
UHGRVOLIHGRP SUHPD VYH PDQIRI RTELOIQRVIL

7DEOLFD 1 XVSRWDYH SULMDYOMHQH X JGUDYLK RGUDVILK LVSLIDQLND

- ODVLILNDFLMD RUJDQVNLK VXWIDYD YHVIR ODQVH pHVIR
SUHPD OHG " 5%-L

3RUHPHUDIL LPXQRIR&NRJ VXVIDYD $QDILODNILPND UHDNFLID




- ODVLILNDFLMD RUJDQVNLK VXWIDYD YHVIR ODQVH pHVIR
SUHPD OHG " 5%-L
SUHRVIHHOULY RV
3RUHPHUDIL aLYPDQRJ VXVIDYD *(DYREROID 2PDJILFD
3RWIXUDOQD RPDJOLFD
+LSRHVIH]LID
3RUHPHUDIL RND JRIRIRELID
3RUHPHUDIL XKD L 0DELULQID 1HDJIRGD X XKX
- UYRALOQL SRUHPHUIDIL )OHELILV
3RUHPHUDIL GLAQRJ VXVIDYD  SUVLAID - Dapoi ,ULIDFLID JU0D
L VUHGRSUVID " LVIRQLID
=DpHSOIHQUH VLQXVD
" LVSQHID -

3RUHPHUDIL SUREDYQRJ VXVIDYD

96R0 X XVQDPDL &

3RUHPHUDIL NR3H L SRINRAQRJ IINLYD

SUXULIXV  XUILNDULID

SOHUJLIVNL LILV
VLS

RVLS
(NVIROWBED® NR3H
3RUHPHUDIL PLALUQR-NRAIDQRJ YGRYLPD
VXVIDYD L YH]JLYQRJ INLYD OLELIQ JUpHYL
WOTH PLaLiD
AR X pHUIXVIL
2L SRUHPHUDIL L %R0 QD PIHVIX \

UHDNFLIH QD PUHWIX SULPNHQH SULPIHQH LQIX]LIH 1HIDJIRGD X SUWQRP NR&X

* @ =LPLFD
¢ \ Umor
\ 2IILFDQVH QD PIHWWX SULPIHQH
Q LQIX]LIH

2 HNDUGLIDOQD ERQO X SUVQRP NRaX
2VIHIOILYRW - QD GRGL
%R0 QD PIHVIX XERGD X &L0X

231V RGDEUDQLK QXVSRIDYD

L4
Preosjetljivost i anafilaksija ¢ N
1 XVSRIDYH ]DELOIHAHQH X LVSLWW NRILK NH SUHNLQXWD LQIX]LID RELWRNVDNVLPDED JERJ PRJX(H
SUHRVHHIOILY RVIL REXKYDUDOH VX ULWX RVLS NDA&DOM SUXULWXV RPDJOLFX LULIDFLNX JUOD GLVIRQLIX
GLVSQHIX L QHIDIRGX X SUVQR%HX 3UHRWIDOL LVSLIDQLFL V SUHRVIHIOILYR&GX SUHIHAQR VX LPDOL VLPSIRPH
SRYH]DQH V NRGRP NDR &fR VX SUXULIXV L RVLS D LVSLIDQLND SULIDYLOR IH NDADOH SQDILODNILPNL GRJIDYDI
NDUDNIHULTLUDOL VX GLIX LHLpQL XUILNDULIVNL RVLS NRIL MH JDKYDILR YHULQX WLUHOD  XNOMXpXUXGL YUDW
SUVQL NR& (HyD DE'GR NH L QRJH QHGRVIDIDN JUDND L ND&DON

L 4
AL ELOR GRND]D GBWSWHDNFLIH SUHRVIHIOILYRVIL L RVLSL SRIDNQXIL RVOREDYDQIHP FLIRNLQD QLVX
SULPLIHIHQH NW JQDPDIQH SURPIHQH X FLIRNLQLPD

Imunogenost

5D]YRI DQULILIHOD SURILY RELOIRNVONVLIPDED LVSLIDQ lH X VYLK LVSLIDQLND NRIL VX SULPi(L SRIHGLQDPQH L
GYRVIUXNH GR]H RELOIRNVDNVLPDED X HUL NOLQLpND LVSLILYDQID 2VDP LVSLIDQLND NRIL VX
SULPLOL EDUHP HHGQX LQIUDYHQVNX GR]X RELOIRNVDNVLPDED ELOL VX SRJLILYQL QD RGJIRYRU DQILILIH0a protiv
lijeka QDWIDR WLHHNRP OLHPHQID - YDQULIDILYQL ILWUL ELOL VX QLVNL X UDVSRQX RG GR 1UIH ELOR
GRND]D R SURPIHQL IDUPDNRNLQHILNH LOL SURILOD IRNVLPpQRVIL X LVSLIDQLND V RGIRYRURP DQILILIHOa protiv
lijeka

SULIDYQILYDQIH VXPQIL QD QXVSRIDYX

1DNRQ GRELYDQID RGREUHQID OLIHND YDAQR HH SULIDYOILYDQUH VXPQIL QD QIHJRYH QXVSRIDYH 7LPH VH
RPRJIXUXIH NRQILQXLUDQR SUDUHQIH RPIHUD NRULVIL L ULTLND OLIHND 2G JGUDYVIYHQLK UDGQLND VH UD&L GD



SULIDYH VYDNX VXPQIX QD QXVSRIDYX OLIHND SXIHP QDFLRQDOQRJ VXVIDYD SULIDYH QXVSRIDYD QDYHGHQRJ X
" RGDINX O

4.9  3UHGR]LUDQNH

8 VOXpDIX SUHGR]LUDQID EROHVQLNH IUHED QDG]LUDIL JERJ ELOR NDNYLK JQDNRYD LOL VLPSIRPD QXVSRIDYD

5. )$50%$.2/24.$692-679%
5.1 )DUPDNRGLQDPLPND VYRINIYD

)DUPDNRIHUDSLIVND VNXSLQD ,PXQoVHUXPL L LPXQRJOREXOLQL VSHFLILpQL LPXQRJOREXILQL $7 - RJQDND
- %%

OHKDQLIDP GIHIRYDQID @

2ELOIRNVDNVLPDE LQKLELUD YH]LYDQUH JD&NLIQRJ DQILJHQD QD VIDQLPQH UH H VSUHPDYDIXUL X0D]DN
DQIUDNVQRJ (HIDOQRJ IDNWRUD L HGHPVNRJ IDNIRUD X VIDQLFX HQ]LPV SRQHQDID IRNVLQD RGJIRYRUQLK
1D SDVRJIHQH XpLQNH WRNVLQD DQIUDNVD

2ELOIRNVDNVLPDE IH PRQRNORQVNR DQILILVHIR NRIH YH&H DAILIQL DQILIHQ @MH B. anthracis

)DUPDNRGLQDPLPNL XpLQFL O

2ELOIRNVDNVLPDE YH&H VORERGQL JDAILIQL DQILIHQ V UDYQ @8 NRQVIDQIRP GLVRFLIDFLIH DILQUIMID - G
RG QO

2ELOIRNVDNVLPDE VH in vitro YH&H QD JDAILIQL DQWLJHQQRMHYD $SPHV ORIXP L 6IHUQH EDNIHUUIH B.
anthracis (SLIRS QD JDAILIQRP DQILIHOX QD NRIL VH REMIRNVONVLPDE YH&H RpXYDQ IH X SULIDYOHQLP
VRIHYLPD EDNIHULIH B. anthracis

o
A 4

In vitro LVSLILYDQID QD VIDQLFDPD XSRIHER EL&MLK PDNURIDID VXJHULUDIX GD RELOIRNVDNVLPDE
QHXIUDOLJLUD IRNVLDQH XpLQNH VPUWRQRVQ@ LQD NRPELQDFLIX JDEILIQRI DQILIHQD ~ OHIDIQRJ IDNIRUD

cynomolgus makakijima kojima ODFLIVNLP SXIHP XYHGHQH VSRUe VRID SPHV EDNIHULIH B.
anthracis SRND]DOD VX SRYHID LYOIDYDQWH RYLVQR R GR]L QDNRQ (LIHpHQID RELORNVDNVLPDERP
JORAHQRVI VSRUDPD B. anthagis-UH]X0ILUDID IH SRUDVIRP NRQFHQIUDFLID JDAILIQRI DQILIHQD X VHUXPX
1= NXQLID L cynomolgus PONDNLID LDNRQ 0LIHpHQND RELOIRNVDNVLPDERP GRA(R IH GR VPDQIHQID
NRQFHQIUDFLIH DAILIQR QD X YHULQH SUHALYWHOLK &LYRILQUD - RQFHQIUDFLIH JDAILIQRI DQULIHQD X
ALYRILQUD NRIH VX SULPR6H"SIDFHER SRYHIDYDOH VX VH GRN QLVX XJLQXOH

¢
" IHORIYRUQRWI '\\

%XGXUL GD QLMMLYR QL HILpQR SURYRGLIL NRQIUROLUDQD NOLQLPND LVSLILYDQID V LQKDODFLIVNLP DQIUDNVRP
QD OIXGLPD GIHORWYRUQRVI RELUIRNVDNVLPDED SULPLIHQIHQRJ NDR PRQRIHUDSLID X XVSRUHGEL V SIDFHERP 1D
OLIHPHQNH LQKDIDFLIVNRJ DQIUDNVD WHPHOIL VH QD LVSLILYDQILPD GIHORIYRUQRVIL QD 1= = NXQLULPD L
cynomolgus PDNDNLUILPD

In vivo LVSLILYDQID GHORWYRUQRVIL Q%R]HODQGVNLP EWHILP 1HZ =HDIDQG = KWH 1=z NXQLULPDL

8 ILP LVSLILYDQILPD ALYRILQIDPD VX XYHGHQH DHURVRILJLUDQH VSRUH B. anthracis VRI $PHV SUL SULEOLAQR
[/" D QDNRQ WRJID VX OLIHPHQH RELOVRNVDNVLPDERP X UD]OLpLILP YUHPHQVNLP YRpNDPD 8
LVSLILYDQILPD (LIHpHQID LQKDIDFLIVNRJ DQIUDNVD X ALYRILQUD iH SULPLIHQUHQR OLWHPHQIH QDNRQ &R VX
SRND]JDOH NOLQLpNH JQDNRYH LOL VLPSIRPH VIWHPVNRJ DQIUDNVD 8 LVSLILYDQILPD SURILODNVH QDNRQ
L]0DJDQID ALYRILQIH VX OLIHpHQH QDNRQ L]0DJIDQND EDNIHULIL B. anthracis DL SULWH UD]YRID VLPSIRPD
Cynomolgus PDNDNLIL OLIHPHQL VX NDG NH QILKRY VHUXP SRVIDR SR]LILYDQ QD JD&NLIQL DQWLIHQ EDNIHULIH B.
anthracis NRIL IH RGUHYHQ HHNIURNHPLOXPLQeVFHQFUIRP (&7 QDNRQ VUHGQIH YULIHGQRVIL RG SULEOLAQR
40 VDIL QDNRQ XYRYHQID B. anthracis 8 LVSLILYDQILPD 0LIHpHQID 1= = NXQLGD ALYRILQUH VX OLIHPHQH
QDNRQ SR]LILYQRJ WHVID HOHNIURNHPLOXPLQeVFHQFLIH QD JDANLIQL DQILIHQ LOL WUDHQRJ SRYLEHQID WHOHVQH
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IHPSHUDIIXUH L]QDG SRPHIQH YULIHGQRVIL QDNRQ VUHGQIH YULIHGQRVIL RG SULECLAQR  VDIL QDNRQ XYRYHQID
3UHALYOIDYDQIH IH SURFLIHQUIHQR ~ GDQD QDNRQ XYRYHQID B. anthracis X LVSLILYDQILPD RSLVDQLPD X
QDVIDYNX

" IHORIYRUQRW SRIHGLQDPQH LQIUDYHQVNH GR]H RELORNVDNVLPDED NDR PRQRIHUDSLIH ]D OL{HPHQIH
LQKDODFLIVNRJ DQIUDNVD SURFLIHQUHQD WH X IHGQRP LVSLILYDQUX X 1= = NXQLUD L X UL LVSLILYDQID X
cynomolgus PDNDNUD $3 $3 L$3 VYD LVSLILYDQID ELOD VX SODFHERP NRQIURILUDQD
UDQGRPL]LUDQD L XVNIDYHQD V GREURP ODERUDIRULIVNRP SUDNVRP ,VSLILYDQID $5 $3 L$3
ELOD VX VOLWHSD LVSLILYDQIH $3  ELOR iH JDVOLIHSOIHQR 1D VNXSLQX

7DEILFD  6lIRSH SUHALYONDYDQND X LVSLILYDQULPD GHHORIYRUQRVIL PRQRWHUDSLVH RELWRNVDNVLPDERP
PJNJ

8GLR SUHALYONDYDQND QD NUDIX LVSLILYDQND
>SUHALYNHILK ]
o S , |95 CI3
UDEHER 2ELOIRNVDNVLPDE YU
PJNJ ,&
ZUHPHQIH — NZW NXQLIL
VSULYDQH$5  * | |
/UHPHQWH — Cynomolgus PDNDNLIL b
JVSLILYDQIH $3  * A
JVSLILYDQIH $3 ¢ \J
3URILODNVD QDNRQ L]0DJIDQID — Cynomolgus PDNDNLIL @
K 0'
nakon 100 \
L]0DIDQID 0
K -
VSLILYDQIH
$3 4Q nakon  |-- N @

1]0DJDQID . v

K S\‘
nakon - -

1]00JDQID .
&, LQIHUYDO SRX]GDQRVIL HQJO c%}){:einterval
QD

1 3UHALYONDYDQIH SURFLIHQIHQR NRQ XYRYHQID VSRUD VYH UDQGRPL]LUDQH &LYRILQIH SRJLILYQH QD
EDNIHULIHPLIX SULIH OLHPHQUBNHRQIH SRIDNQXIR JQDDIQLP SRYLAHQUHP INHOHVQH IHP SHUDIXUH
LVSULYDQWH $5  LOL SR]LILYBLP UH]XUIDIRP X WHVIX HHNIURNHPLOXPLQeVFHQFLIH QD JDAILIQL DQILIHQ
LVSUILYDQID $3 L $8, &

p-YULIHGQRVI IH L] IH 0
XVSRUHGEL V/ SIDFHE

CIIONIQL  “tmi [ORHUYDO SRXJGDQRVIL UDJOLNH X VIRSDPD SUHALYOIDYDQID
Qmsu?l
Dit(h

RJ %RVFKORR FHVID V %HUJHU-%RRVRYRP PRGLILNDFLIRP JDPD X

4 3UHALYOIDYD IMOWHQR  dana QDNRQ XYRYHQID VSRUD
* 270DpDYD VIDIWEDNX JQDRDIQRW QD UD]LQL

SHGLIDIULIVND SRSXODFLID

(XURSVND DJHQFLD 1D OLHHNRYH RGJIRGLOD §iH REYH]X SRGQR&EHQID UH]XOIDID LVSLILYDQID OLYHND
1<;7+5%$&,6 X IHGQRI LOL YLAH SRGVNXSLQD SHGLIDIULIVNH SRSXODFLIH X 0LWHPHQUX EDFLODUQH LQIHNFLIH
YLGWHIL GLR D LQIRUPDFLIH R SHGLIDIULIVNRII SULPNHQL

Ovaj lijeN IH RGREUHQ X ALJQLPQLP RNRIQRVILPD” 7R JQDpL GD V REJLURP QD PDOX XpHVIDORVI EROHVILL L
JERJ HiLpNLK UDJ0RJD QUIH ELOR PRJXUH GRUL GR SRISXQLK LQIRUPDFLID R RYRP (LIHNX

(XURSVND DJHQFLID 1D OLHHNRYH VYDNH GH JRGLQH SURFUHQILYDIL VYH QRYH LQIRUPDFLIH NRIH SRVIDQX
GRVIXSQH liH GH VH IHNVI VDAHIND RSLVD VYRIVIDYD (LIHND DAXULUDIL SIHPD SRIUHEL



5.2 )DUPDNRNLQHILDND VYRIVIYD

$SVRUSFLID

YDUPDNRNLQHILND RELOIRNVDNVLPDED (LQHDUQD IH X UDVSRQX GR]DRG  PJ NJ SXID QDIPDQID
SUHSRUXpHQD GR]D GR  PJ NJ QDNRQ IHGQRNUDIQH LOIUDYHQVNH SULPIHQH X JGUDYLK LVSLIDQLND DNRQ
IHGQRNUDIQH LQIUDYHQUNH SULPIHQH RELIIRNVDNVLPDED RG ~ P.J NJ X JGUDYLK PXANLK L &HQUNLK
LVSLIDQLND VUHGQUD YUHGQRVI &pop L $8&int EL0a je 400+ B2P0 RGQRVQR + % -GDQ PO
OULIHPH SROXALYRID RELOIRNVDNVLPDED ELOR #H SULEOLAQR ~ GDQD  VUHGQID YULIHGQRVI

" LVIULEXFLID

BUHGQID YULIHGQRVI YROXPHQD GLWULEXFLIH RELOJRNVDNVLPDED X VIDQIX GLQDPLPNH UDYQRIHAH ELOD IH
* P0NJ L YHUD RG YROXPHQD SID]PH &IR XSXUiXiH QD RGUHYHQX GLVIULEX INLYD

%LRIVDQVIRUPDFLID @

2LVX SURYHGHQD IRUPDOQD LVSLILYDQID PHIDERIL]PD V RELOWRNVDNVLPDERQ
OHYXILP GLVSR]LFLID PRQRNORQVNLK DQILILIHOD RSUHQLIR XNOHXpXIH GL X L]YDQ YDVNXODUQRJ
SURVIRUD V SRIHQFLIDOQLP prijeQRVRP X INLYD iH NDIDEROL]DP SURIHD PDOH SHSILGH L DPLQRNLVHOLQH

koji VH QDNQDGQR XJUDYXIIX X HQGRJIHQH SURIHLQH LOL VH LJOXpXIX

Eliminacija

GUHGQIH YULIHGQRVIL NOLUHQVD RELOYRNVDNVLPDED ELOH VX,' @ P0G NJ L PQRJIR PDQIH RG EU]LQH
JORPHUXODUQH ILOWDFLIH &R XND]XIH QD iR GD EXEUHAQ RELOIRNVDNVLPDED SUDNILPNL QH SRVIRIL

Utjecaj spola, dobi i rase X @

)DUPDNRNLQHILND RELOWRNVDNVLPDED RFIHQH IH SRSXODFLIVNRP IDUPDNRNLQHILpNRP DQDIL]RP
LVQL
a:%/

3RVHEQH SRSXODFLIH

XSRIUHERP X]RUDND VHUXPD JGUDYLK QLND NRIL VX SULPLOL IHGQX LQIUDYHQVNX GR]X X NOLQLpND
LVSLILYDQID 1D #HPHOIX §iH DQDOLTH V,SRO NL QDVSUDP PXaNRJ UDVD UDVD NRID QLIH ELWHOD QDVXSURN
ELUHORI LOL GRE VWDULID QDVSUDP Pé# NQLVX LPDOL JQDpDIQLK XpLQDND QD IDUPDNRNLQHILpNH SDUDPHIUH

1D RELWRNVDNVLPDE OHyXILP N LVSLILYDQUD RELOVRNVDNVLPDED QLVX REXKYDUDOD GRYRDQ EURM
LVSLWDQLND X GRELRG  LOL YL&H D4GD EL VH XIYUGLOR UDJOLNXNH OL VH QULKRYD IDUPDNRNLQHILND RG
PODyLK LVSLIDQLND 2G L&@m D X NOLQLPNLP LVSLILYDQILPD RELORNVDNVLPDED LPDIR
lH  JRGLQD L YLAH GRN IH LPDOR  JRGLQDL YL&H

Utjecaj povezan s ve( HLIHOD

- 0LUHQV SUL YHOLNR# R IHALQL NJ ELR IH SULEOLAQR YH(L QHIR X UHIHUHQIQH SRSX0DFLIH
1DNRQ GR]LUDQMUQ&HOMX IHALQH ~ PJ NJ IR UHJXOILUD SRYHUDQIHP $8&int RG 4R QUIH

NOLQLPNL ]QDp%

Pedijatrijska populacija

)DUPDNRNLQHILND RELOFRNVDNVLPDED QUIH LVSLIDQD X GIHFH 3UHSRUXNH 1D GRJLUDQIH X WDEOLFL  GLR
L]YHGHQH VX QD IHPHOWX VLPXODFLID SULPIHQRP SRSXODFLIVNRJ IDUPDNRNLQHILDNRJ SULVIXSD RVPLAHQRJ
NDNR EL VH SRGXGDUDR V RSDAHQRP LJ0R&HQRAUX RGUDVOLK RELOIRNVDNVLPDEX X GRJLRG ~ PJ NJ

5.3 1HNOLQLpNL SRGDWFL R VLIXUQRWWL SULPIHQH

LHNOLQLDNL SRGDIFL QH XNDJXIIX QD SRVHEDQ ULJLN JD OIXGH QD IHPHOIX NRQYHQFLRQDIQLK LVSLILYDQID
VLIXUQRVQH IDUPDNRORJLIH IRNVLPQRVIL SRQRYOIHQLK GR]D L UHSURGXNILYQH L UD]YRIQH IRNVLpQRVIL

/H]UH VHGLAQVHJ aLYPDQRJ VXVIDYD EDNIHULIH XSDOD NUYDUHQUH L SRYUHPHQR QHNURTD ]DELONHAHQH VX X

QHSUHALYNHOLK 1= = NXQLUD L cynomolgus PDNDNLID JDUDHQLK DQIUDNVRP NRILL VX LQIUDYHQUNL SULPLOL
RELONRNVDNVLPDE 4 PJ NJ LOL SODFHER X YULWHPH SRIYUGH EROHVIL  OLNURVNRSYNH SURPIHQH QD
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QHSUHALYIHOLP &LYRILQIDPD NRIH VX SULPLOH RELOIRNVDNVLPDE ELOH VX SRVOVHGLFD SULVXIQRVIL
HNVIUDYDVNXODUQLK EDNIHULID D QH XpLOND RELOJRNVDNVLPDED LLIH XIYUYHQ RGQRV GRH L RGJIRYRUD 1D
KLVIRSDIRORILIX PR]JID 2LLVX SUND]DQH OHJLIH PR]JID SRYH]DQH V OLIHPHQIHP X SUHSLYJHOLK 1= = NXQLD
QD GDQ Lol cynomolgus PDNDNUD GR GDQD JDUD&HQLK DQIUDNVRP QDNRQ IHGQRNUDIQH SULPIHQH
RELO/RNVDNVLPDED X GRIDPDGR ~ PJ NJ RGQRVQRGR ~ P.J NJ SR GR]L 2LVX SULPLIHIHQL
QHXURELKHYLRUDOQL XpLQFL SRYH]DQL V RELOIRNVDNVLPDERP X SUHALYWHOLK cynomolgus PDNDNLID JDUD&HQLK
DQIUDNVRP QDNRQ OLIHpHQID RELOIRNVDNVLPDERP

3URYHGHQR IIH IHGQR LVSLILYDQIH HPEULR-fetalQRJ UD]YRID X VNRIQLK JGUDYLK 1= = NXQLUD NRILPD VX

10 L GDQ JHVIDFWIH GDQH  LQIUDYHQVNH GR]H RELOIRNVDNVLPDED GR~ PJNJ  SXID YHiH RG
GR]H X ONXGL QD RVQRYL PJ NJ  2LVX ]DELOIHAHQL GRND]L R &FHIQRVIL RELOYRNVDNVLPDED ]D VNRIQX aHQNX LOL
IHIXVH - XPX0DILYQD LJORAHQRWI X 1=z NXQLUD 000 B:G DQ PO SUL UDJLQL EH] RSDAHQRJ &IHIQRJ
XplQNDRG  PJINJSRGRJL Q= GR]H QDIHPHOIX $8&o. GDQD ELID IH SULEOLAQR GYRVIUXNR YHUD RG
NRPELQLUDQH VUHGQIH YULIHGQRVIL $8& X PXANDUDFD L aHQD SUL NOLQLpNRI LQIUDYHQ RILRG  PJNJ
&por YUIHGQRVIL QDNRQ GRJHRG ~ PJ NJ SR GR]L ELOH VX 86DQ PO

,VSLILYDQID NDUFLQRJIHQRVIL  JHQRIRNVLPQRVIL L SORGQRVIL QLVX SURYHGHQD@NVDNVLPDERP

)$50$&(876 ., 32"$7ClI to
3RSLV SRPRIQLK IYDUL O
+LVILGLQ
BRUELIR) ( Lo @
3RIVRUEDI

- ORridna NLVHILQD ( 1D SULODJIRGEX S+ YULIHGQRYIL
2DIULNHY KLGURNVLG ( 1D SULODJIRGEX S+ YULIHGQR

ORGD ]D LQUHNFLIH . @

,ONRPSDILELOQRVIL ‘\Q

/WHN VH QH VPLIH PLIHEDIL V GUXJLP.OLMHNR%:’D RVLP RQLK QDYHGHQLK X GLIH0X

4
SRN YDOIDQRVIL o\
1HRIYRUHOD ERPLFD \k.

JRGLQD \k.
5D]ULHYHOD RWRSL@\@:&ULFL 10 LOIX]UIX

L 4
1DNRQ UD]UMH@X UHULFL D LQIX]NX GRND]DQD NH NHPLIVND ILJLpND L PLNURELROREND VIDELOQRVI SUL
XSRIUHEL HLIHNR DL QD VREQRM iHP SHUDIXUL & - & LIL XKDGQUIDNX & - &

6 PLNURELRORENRJ VIDIDOLAID OLHN VH PRUD SULPLIHQUIL RGPDK RVLP X VOXpDIX NDGD QDpLQ
RIYDUDQID UHNRQWHLIXFLUH UDJUIHYLYDQID LVNOVXpXIH ULJLNH RG PLNURELROIRANH NRQIDPLQDFLIH

$NR VH SURL]YRG QH XSRIULIHEL RGPDK  YULIHPH L XYHHIL pXYDQID OLHHND X SULPHHQL RGIRYRUQRVI VX
NRULVQLND

SDJULIHYHOD RIRSLQD X &IUFDAINL JD LQIXTLIX

1DNRQ &fR VH SULSUHPL UDJULIHYHQD RIRSLQD OLWHND 1< ; 7+5%$&,6 SRIVHEQR IIX iH RGPDK SULPLIHQLIL L QH
VNODGLAILIL  1HLVNRULAHHQL lijek SRIVHEQR WH EDFLIL

3RVHEQH PVHUH SUL pXYDQMX OLMHND
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YXYDIL X KIDGQIDNX & - &
1H JDPU]DYDIL
YXYDIL X RULJLQDIQRP SDNLUDQUX UDGL DAILIH RG VYIHIORVIL

8YIHiH pXYDQID QDNRQ UDJUNHYLYDQID OLWHND YLGIHIL X GLIHOX
OUWID L VDGUADN VSUHPQLND
PJ  ml NRQFHQIUDID X ERpLFL VIDNOR ILSD , V IXPHQLP pHSRP L SRILSURSLOHQVNLP SRNORSFHP V

DOXPLQUIVNLP SUWHQRP
3DNLUDQIH VDGUAL ~ ERpLFX

3RVHEQH PIHUH 1D JEULQUDYDQUH L GUXJD UXNRYDQID OLIHNRP Q
9DA&QH XSXIH 1D SULSIHPX @
X _RQFHQIUDI D RIRSLQX JD LQUHNFLIX SRIUHEQR IH SULIH SULPIHQH YL SUHJOHGDIL TERJ PHVILFD L
R EOLHGRAXID GR EOLIHGR

VPHUGNDVIRAXID RIRSLQD NRID PR&H VDGUADYDIL PDOR SURJLUQL
NRUH GH VH XNORQLIL OLQLWNLP ILOULUDQIHP
X %DFLIH ERpLFX DNR IiH RIRSLQD SURPLIHQLOD ERIX LOL VDGUAL %@\ H pHVILFH  YLGIHIL GLR
X 1HPRIIH IUHVIL ERpLFX
&

3ULSUHPD L UDJUIHYLYDQUH X YUHGLFL JD LQIXJLIX 0\\

SURPIHQH ERIH 1< ; 7+5%$&,6 IIH ELVIUD GR RSDOHVFHQIQD EH]
LK ENHODQPHYLQDVILK pHVILFD

,JUDPXQDIH PLILIUDPH SRIVHEQRJ RELOWRNVDN@D PQRAHQIHP SUHSRUXpHQH GR]H X PJ NJ X

WIDEOLFL  YLGIHIL GLR V INHHVQRP IHALQRP SRIHGLQRJ EROHVQLND X NLORJUDPLPD

,JUDpXQDINH SRIVHEQL YROXPHQ NRQFHQIUD LOJRNVDNVLPDED X PLOLOLIULPD 1D RIRSLQX 1D LQIX]LIX

L EURN ERPLFD SRIUHEQLK 1D GR]X GLMﬂﬁ JUDpXQDnH GR]H X PLOLJUDPLPD ~ NRUDN V

NRQFHQIUDFLIRP PJ PO -HG%D%%( LQDPQD ERPLFD RPRJIXUXIH SILPIHQX  ml koncentrata
XL

RELOYRNVDNVLPDED ]D RIRSLQX 1D
2GDEHULIH RGIRYDUDIXUX YHOLpLQX YUHULFH 1D LQIXIWX V otopinom QDIULIHYRJ NORULGD RG  PJ P(

1D LQUHNFUIH ] XFt#t (INUHiILFH 1D LQIXTLIX NROLpLQX RIRSLQH IHGQDNX L]UDpXQDQRP
YROXPHQX RELOWRNVDNVLPFD&OLOLWULPD L] SUHIKRGQR QDYHGHQRJ ~ NRUDND %DFLIH RIRSLQX
NRID IH L] YXpHQD L] YUH LQIXJUIX

] ERpLFH ERpLFD om%x ; 7+5$&,6 L]YXFLIH SRIUHEQX NRILPLQX NRQFHQIUDID
RELO/RNVDNVLPDED 1D RIRSLOX D LQIX]LUIX L]JUDPXQDno X NRUDNX  %DFLIH VYH QHLVNRULAIHQH
GLIORYH NRIL RW@Q%ERMFL ERPLFDPD (LHND 1< ; 7+5$&.,6

OLpLQX NRQFHQIUDID RELOIRNVDNVLPDED D RIRSLQX D LQIX]LIX X RGDEUDQX

LWH YUHGLFX 1D LQIXJUIX NDNR ELVIH SURPLIHADIL RIRSLQX LHPRIH IUHVIL
GDYDILILIHNRP  PLQXID EVJLQRP LQIX]LIH RSLVDQRP X IDEOLFL  YLGHHIi dio
iX OLQUVNRJ ILOID RG ~ PLNURQD

3ULSUHPOVHQD RIRSLQD VIDELOQD #H  VDIL SRKUDQVHQD QD VREQRI IHPSHUDIXULRG & GR &L
VDIL SRKUDQWHQD X KIDGQIDNX QD &GR &

3ULSUHPD L UDJUIHYLYDQUH X &IUFDOINL JD LQIXJLUX

,JUDPXQDIIH PLILIUDPH SRIUHEQRJ RELOIRNVDNVLPDED PQRAHQIHP SUHSRUXDHQH GR]H X PJ NJ X
IDEOLFL  YLGUHILGLR  VIIHOHVQRP IHALQRP SRIHGLQRJI EROHVQLND X NLORJUDPLPD

,JUDPXQDIIH SRIVHEQL YROXPHQ NRQFHQIUDID RELOIRNVDNVLPDED X PLOLOLILLPD 1D RIRSLQX 1D LQIXUIX
L EURI ERPLFD SRIUHEQLK ]D GR]X GLIHHQIHP L]UDPXQDQH GRJH X PLLIWDPLPD ~ NRUDN V
NRQFHQIDFLRP ~ PJ P0 -HGQD SRIHGLQDPQD ERPLFD RPRJIXUXIH SWPIHQX  ml koncentrata
lijeka 1< ; 7+5%&,6 D RIRSLQX ]D LQIX]JLIX

2GDEHULIH AIUFDUINX RGJIRYDUDIXGH YHOLDLQH JD XNXSDQ YROIXPHQ LQIXTLIH NRIX IH SRIUHEQR GDIL
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6 SRPR{X RGDEUDQH &IUFDOINH L 0LQUVNRJ ILID RG ~ PLNURQD L]YXFLIH SRIUHEQX NROLPLOX
NRQFHQIUDID RELOIRNVDNVLPDED 1D RIRSLOX D LQIXJUIX LJUDPXQDno X NRUDNX  %DFLIH VYH
QHLVNRULAIHQH GLIHORYH NRIL RVIDQX X ERpLFL ERPLFDPD OLUIHND 1< ; 7+5%$&,6

JYXFLIH RGIRYDUDIXX NROLpLQX RIRSLQH QDIULHYRJ NORULGD RG  PJ PO 1D LOVHNFLIH NDNR
ELVte pripremili XNXSQL YROXPHQ LQIXJUIH QDYHGHQ X IDEOLFL

/DJIDQR SURPLIHADNIH RIRSLOX LHPRIIH IHVIL

1.DNRQ &IR VH SULSUHPL UDJULIHYHQD RIRSLQD RELOIRNVDNVLPDED RGPDK I SULPLIHQUH LH pXYDHIH
RIRSLOX X &IUFDOINL 9%DFLIH QHLVNRULAIHQL SURL]YRG

=EULQUDYDQIH

2 HLYNRUL&WHQL OLVHN LOL RISDGQL PDIHULIDO SRIVHEQR IH JEULQXIL VXNODGQR QDFLRQDIQLP SURSLVLPD

7. 126,7(/- 2" 2%5(1-$=$67$9/-$1-(/,-(-$8 3520@0
6)/ 3KDUPDFHXILFDOV ™ HXIVFKODQG *PE-+ ’&
Marie-&XULH-BIUDWH \Q

7 |WDFK

1WHPDpND éo

8.  %52- (9, 2 "2%5(1-$=$67$9/-$1-( /,-( ¥ 83520(7

8 .'\@
N
9. "$780 3592* 2" 2%u5(1-$ '$78$A)129( 2" 2%5(1-%
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- DNR EL YDOLGLUDR IDUPDNRNLQHILpNX PHIRGX 1D RELORNVDNVLPDE
*&/- X OIXGVNRP VHUXPX QX&QR NH GD QRVLIHOI RGREUHQID 1D
VIDYOIDQIH X SURPHI GRVIDYL UH]XOIDIH YDOLGDFLie IHVID JD VOUHGHGH
DVSHNIH SULIH SUimjene HVID 1D DQDOL]X XJRUaND 1D NOLQLDNR
LVSLILYDQWH S+ LOWHUIHUHQFLID VD JDAILIQLP DQILJHQRP L
O /) L $"$ IH XpLONRYLIRVI IHVID X KHPROLILBNRP L 0LSHPLpQRP
VHUXPX 3RIVHEQR NH L]YHVIL SDUDIHOL]DP V QDVIDILP XJRUFLPD L]
SODQLUDQRJ RIYRUHQRJ IHUHQVNRJ LVSLILYDQID $+

- DNR EL VH SURFLIHQLR NOLQLPNL RGJIRYRU VLIXUQRWH L SRGQRAEMLYRWW
XNOIXpXIXGL ILIHN EROHVIL L SUHALYONDYDQNH X LVSLIDQLND VD VXPQIRP
QD YNHURIDIQRAUX LOL SRIYUGRP LQKDODFLIVNRJ DQIUDNVD OLHHPHQLK
RELOIRNVDNVLPDERP  SRIUHEQR HH GD QRVLIHWN RGREUHQID 1D VIDYQNDQIH
X SURPHI' SURYHGH X VNODGX V GRIRYRUHQLP SURIRNRORP L GRVIDYL

$+ QDNRQ SRIDYH L]ELIDQID EROHVIL DQIUDNVD X JHPOIDPD X
NRILPD IiH RELOIRNVDNVLPDE RGREUHQ L GRVIIXSDQ

d
‘ﬂ QDINDVQUIH
UHXOIDIH JDYUAQRJ L] YNH&(ID D RIYRUHQR IHUHQUNR LVSLILYDQIH 1D] Ht( DNRQ SRVOHGQIH SULPIHQH

3UHGDIH VH JDWHGQR VD
JDYUGQLP NOLQLPNLP
L]YIH&GHP LVSLILYDQID
$+

3RIUHE redati
JRGL JYNHAGD

R L]YWH&UH GRVIDYL
PIHVHFL

RELONRNVDNVLPDED LOL
SRVOHGQUHJI SULNXSOIDQND
SRGDIDND X VOXpDIX
UHIURVSHNILYQRJ
SULNXSOIDQID SRGDIDND
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8SXID R (LWHNX ,QIRUPDFLVH 1D EROHVQLND

1<;7+5%&,6 100 PJ P0 NRQFHQIUDW ]D RIRSLQX 1D LQIX]MX
RELOIRNVDNVLPDE

2YDII HH 0LIHN SRG GRGDIQLP SUDUHQIHP  7LPH VH RPRJX(XIH EV]R RINULYDQIH QRYLK VLIXUQRVQLK
LQIRUPDFLID 3ULIDYRP VYLK VXPQIL QD QXVSRIDYX L OL PRaHIH SRPRiL =D SRVIXSDN SULIDYOILYDQID
QXVSRIDYD SRJOHGDINH GLR

3DANNLYR SURPLWDMIH FLNHOX XSXWX SULMH QHIR SRpQHIIH SULPHHQILYDIL RYDM OLWHN WHU VDGUAL 9DPD
YDAQH SRGDIINH.
- 6DPXYDIIH RYX XSXIX ORAGD GHIH IH IUHEDIL SRQRYQR SURpLIDIL
- $NR LPDIH GRGDIQLK SLIDQID REUDILIH VH OLIHPQLNX  OHHNDUQLNX LOL PHGLFLQVNRIL VHVIUL
- $NR SULPLIHILIH ELOR NRIIX QXVSRIDYX SRIUHEQR H REDYLNHVHLIL OLUHPQLND OMH@ND LOL PHGLFLQVNX
VHVIUX 7R XNOIXpXIH L VYDNX PRJXiX QXVSRIDYX NRID QUIH QDYHGHQD X R@ XL 3RJOHGDIH

dio &

alIR VH QDID]L X RYRM XSXIL 0

3to je 1<; 7+5$5&,6 L 1D 4IR VH NRULVIL bo
AR PRUDIH JQDIL SWLIH QHJR primite 1< ; 7+5$&,6

_DNR GH VH SULPIHQILYDIL 1< ; 7+5%$&,6 O
ORJXiH QXVSRIDYH

_DNR pXYDIL 1< ; 7+5$&,6

o &
6DGUaDIl SDNLUDQID L GUXJH LQIRUPDFLIH o\\

<

DE 2ELOIRNVDNVLPDE IH PRQRNORQVNR SURIXHLIHOR
RUH SURL]YRGH EDNIHULKH NRIH XJURNXIX DQIUDNV

1. AR 1<;7+5%&,6L]D &R VH NRULW

g

1<;7+5%&,6 VDGUAL GIHIDIQX IYDU RELOWE
YUVID SURIHLQD NRIL VH YH&H L LQDNILYLUD IR

1<;7+5%&,6 VH SULPIHQIXIH V DQILELRIVNLP OLWIHNRYLPD 1D OLIHPpHQNH RGUDVOLK L GNHFH V DQIUDNVRP
XJURNRYDQLP XGLVDQIHP EDNIHULID” DFLIVNL DQIUDNV

1<;7+5%&,6 VH PRaH SULP, F@)W L DNR WIH PRJOL GRAL X NRQUDNI v EDNFHULIDPD LOL VSRUDPD
DQIUDNVD DOL QHPDIH VLPSH HVIL IH DNR QHPD GUXJRJ GRVIXSQRJ L RGJIRYDUDNXGHJ OLIHPHQID

2. allR PRUDIH ] MH QHJR SULPLIH 1< ; 7+5%$&,6
¢

1H VPUIHIH SULP }; 7+5%$&,6
- DNR VIH'BQHUJLPQL QD RELUIRNVDNVLPDE LOL QHNL GUXJL VDWIRIDN RYRJ OLUHND QDYHGHQ X GLIHOX

8SR]RUHQND L PNHUH RSUH]D
2EUDILIH VH VYRP OLIHPQLNX OVHNDUQLNX LOL PHGLFLQVNRI VHVIUL SULIH QHIR X]PHIH OUHN 1< ; 7+5%$&,6

- ako 9L L0L OD&H GLIHIH LPDIH QDVONHGQX QHIROHUDQFLIX QD IUXNIR]X ULMHGDN JHQHIVNL SRUHPHUDN ili
ako 9DaH GLIHIH YL&H QH PR&H X]LPDIL VODINX KUDQX L0L SLGH NHU RVIHGD PXpQLQX SRYUDUD L0L LPD
QHXJRGQH XPLQNH NDR &iIR VX QDGXIRVI JUpHYL X HOXFX LOL SUROIHY

$OHUILIVNH UHDNFLIH NRIH VH PRJX SRIDYLIL QDNRQ OLHHPHQID OLHNRP 1< ; 7+5%$&,6 SRQHNDG PRJX ELIL

IHANH ORAGD {HIH SULPLIL DQILKLVIDPLQLN SULIH QHJR &R SULPLIH 1< ; 7+5%&,6 UDGL VPDQIHQID ULJLND

RG DOHUJLUIWNLK UHDNFLID

"UXJLOMHNRYLL 1<; 7+5%$&,6
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2EDYLIHWILIH VYRJ OLIHPQLND LOL OUHNDUQLND DNR SULPNHQUXIHIH QHGDYQR ViH SULPLIHQLOL LOL ELVIH PRJOL
SULPLIHQLIL ELOR NRIH GUXJH OLIHNRYH
ORAGD (HIH SULPLIL DQILELRILNH QSU FLSURIORNVDFLQ NDR SRPRIUi X 0LIHpHQUX LQKDODFLIVNRJ DQIUDNVD

ZUXGQRUD L GRIHQIH
SNR VIH IUXGQL LOL GRILIH PLVOLIH GD ELVIH PRJOL ELIL IUXGQL LoL SIDQLUDIH LPDIL GLIHIH REUDILIH VH VYRP
OLIHPQLNX D VDYNHI SULIH QHIR IR X]PHIH RYDN OLVHN

1LIH SRQDIR PR&H (0L 1< ; 7+5%5&,6 QDAIHILIL QHIRYHQRP GIHIHIX

2LWH SRTQDIR LJOXpXIH 0L VH 1< ; 7+5%$&,6 X PDIPLQR POLIHNR OL L 9D& 0LIHPQLN RGOXpLI tHIH VPLIHIH (L
dojiti nakon primanja lijeka 1<; 7+5%&,6

8SUDYODQNH YRJLLPD L WURNHYLPD
1<;7+5%&,6 PRaH X]JURNRYDIL QXVSRIDYH NDR &R VX JODYRERWUD RPDJOLFD L SRYUDGDQWH 7R

PRaH XIHFDIL QD VSRVREQRVI XSUDYOIDQID YRJLOLPD LOL UDGD VD VIURIHYLPD &

1<;7+5%&,6 VDGUAL VRUELIR) ( % 4’
GRUELIR0 IH L]YRU IUXNIRTH  YUVID &HUHUD  $NR OL L0L 9D&H GLIHIH LPD! HGQR QHSRGQREHQIH
IUXNIR]e ULHGDN JHQHIVNL SRUHPHUDI 9Da OLIHPQLN PRaH RGOXpLIL L OD&H GLIHIH QH VPLIHIH
SULPLIL RYDI OLUHN  %ROHVQLFL V QDVIjednLP QHSRGQRAHQIHP TUXNIR RJX UD]JUDGLIL IUXNIR]X &IR
PRaH XJURNRYDIL R]ELOIQH QXVSRIDYH Q)

ORUDIH REDYLIHVHLIL VYRJ OLWHPQLND SULVH QHJR &IR SULPLIH RYDN 0L NROL L0L OD&H GLIHIH LPDIH

QDVOIHGQR QHSRGQRAHQIH 1UXNIR] e ili ako 9DaH GLIHIH YLAH &H X]JLPDIL VODINX KUDQX L0L SLiH JERJ
pojave PXpQLQe SRYUDiDNja L0L QHXJRGQLK QXVSRIDYD GXIRVIi JUpHYD X WEXKX ili proljeva

1< ;7+5$&,6 VDGUAL QDIULI Q
2YDI 0IHN VDGUAL PDQIHRG  PPR)  PJ QDIUID SRERPLFLRG  ml lijeka 1< ; 7+5%$&,6 Il
1DQHPDULYe NROLpLQe QDIULID

o
A 4

24

3. - DNR UH VH SULPVHQULYDIL 1.<; ﬁ &,6

Lijek 1< ; 7+5%$8&,6 GDI iH QDR (L
LJUDbXQDIL GR]X QD IHPHUIX 9DaH

QLN L0L PHGLFLQVND VHWIUD 9D4 (iH 0LIHPQLN LOL PHGLFLQVND VHVIUD
HIRYH WHALQH

ZUHpQLN  PHGLFLQUND VHVIU UQLN SULSUHPLY GH OLIHN 7D LQIXJLIX

Otopina lijeka 1< ; 7+5%$&,6%DIH VH X REOLNX LQIXJUWH XNDSDYDQIH ILIHNRP  PLQXID X YHQX
RELPQR X ODARI UXFL 9%t ilHiH SRG QDGJRURP GRN 9DP VH GDIH 1< ; 7+5%$&,6 IH QDIPDQWH IHGDQ VDI
QDNRQ LQIX]LIH

3ULIH QHJR IR GRE @k - 7+5$&,6 RELPQR (HIH GRELIL OIHNRYH JD VSUHpDYDQIH LoL VPDQUHQIH
DOHUJLINLK UHDNFL

8 VOXpDIIX ELOMK SUIDQID X YH]L V SILPIHQRP RYRJ OLIHND REUDNLIH VH OLIHPQLNX  OVHNDUQLNX LOL
PHGLFLQVNRII VHVIUL

4. ORJXUH QXVSRIDYH

-DR L VYL OLIHNRYL RYDN OLIHN PR&H X]JURNRYDIL QXVSRIDYH LDNR VH RQH QHGH IDYLIL NRG VYDNRJID

2GPDK REDYLMHVIILIH VYRJ OLMHPQLND LOL RVREX NRWD 9DP GDWH LQIX]LMX DNR SULPLWHILIH QHNX RG
VOMHGHULK QXVSRIDYD

VYUEH& RVLS QHGRVIDHDN JUDND L0L SLYNDQIH — iR PRJX ELIL JQDNRYL DOHUJLIVNH UHDNFLIH - SUHRVIIHIOILY RVIIL
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2VIDOH QXVSRIDYH OLMHND 1< ; 7+5%&,6 REXKYDUDIX

yHVWR PRIX VHIDYLIL X PDQIHRG 1 na  RVRED
*(DYREROD
- - DaDi
- %R0 QD PIHWIX SULPIHQH LQIX]LIH
- BYUEHA NRAQL RVLS XNOUXpXUXUL RVLS V X]GLIQXULPD QD NRAL SUDUHQ VYUEHARP  NRSULYQIDPD

ODQMH PHWR PRJIXVHIDYULXGR QD  RVRED
SBOHUILIVNH UHDNFLIH

- 2PDJILFD

- SIUQXORVI

- 9L]XDOQD RVIHIOILYRVI QD VYHHICRVI IRIRIRELID

- 1HODJIRGD X XKX Q
- ,ULIDFLID JUoD
- 3URPXN0L JoDv &

- =DpHSUIHQIH VLQXVD

- 1HGRVIDIDN JUDND \Q
- %R0 X XVQDPD O

- (NFHP JXOHQIH NR&H é

- 7V]DQVH PLALUD JUpHYL PLALUD

- Umor O

- =LPLFD RVWHuDM KODGQRUH

- 1HODJRGD X SUVQRP NR&X

- %R0 RSUHQUIR L ER0 X XGRYima SUVQom NR&X b LALlima OLJDPHQlima WHiLYama ili
NRVIiLma

- 2ILFDQUH ERO LOL I0HELILY  XSDOVHQH YHQH QD #IHWX primjene LQIX]UH

SULNDYQMLYDQMH QXVSRNDYD
$NR SULPLIHILIH ELOR NRIIX QXVSRIDYX SRWU DYLHHVHLIL OLWHPQLND  OVHNDUQLND LOL PHGLFLQVNX VHVIUX
L

7R XNOWXpXIH L VYDNX PRJIXiX QXVSRIDYX IH QDYHGHQD X RYRI XSXIL LXVSRIDYH PRAHIH SULIDYLIL
LJUDYQR SXIHP QDFLRQDOQRJ VXVIDYD 1D
QXVSRIDYD PR&HIH SULGROQLIHIL X SUREMHQ

QXVSRMDYD QDYHGHQRJ X “RGDINX © 3ULIDYOILYDQIHP
UQRWIL RYRJ OLWHND

5. _DNRpXYDIL 1<;7+ @
/ZUIHN pXYDIIIH L]YDQ SRIOHGD L ;KYDWD GIHFH

2YDII 0LIHN VH QH VPLM%&LMHELWL QDNRQ LVIHND URND YDODQRVIL QDYHGHQRJ QD NXILIL L QD QDUIHSQLFL L]D
RJQDNH (33 5@#& VIL RGQRVL VH QD JDGQNL GDQ QDYHGHQRJ PIHVHFD

YXYDIL X KIDG N\ &- &

1H JDPU]DYDIL

YXYDIL X RULILQDIQRP SDNLUDQNX UDGL JDAILIH RG VYIHIORVIL

1DNRQ UD]JUHYLYDQID X YUHGLFL 1D LQIXJLIX GRND]DQD IH NHPLIVND 1LJLPND L PLNURELRORAND WIDELOQRWH SUL
XSRIUHEL ILWHNRP  VDIL QD VREQRM iHP SHUDIXUL & - & L0L X KIDGQIDNX & - &

1DNRQ UD]JUNHYLYDQID OLIHND 1< ; 7+5%$&,6 X AlUFDAINL 1D LQIX]LIX SRIVHEQR JD #H RGPDK SULPLIHQLIL L
QH VNODGLANLIL 2 HLVNRULAIHQL lijek SRIVHEQR WH EDFLIL
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6DGUADN SDNLUDQND L GUXJH LQIRUPDFLIH

alR 1<; 7+5%$&,6 VDGUAL

- " IIHODIQD WYDU WH RELUIRNVDNVLPDE -HGDQ P0 NRQFHQIUDID VDGUAL PJ RELWIRNVDNVLPDED -HGQD
ERpLFD RGP0 VDGUAL PJ RELOIRNVDNVLPDED

- 2VIDOL VDVIRNFL VX KLVILGLQ VRUELIR0 SROLVRUEDH ( NORUidna NLVHILQD L
QDIULIHY KLGURNVLG 7DNRYHU SRJOHGDIH GLR ~ Al< ; 7+5%$&,6 VDGUAL VRUELIR)
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