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PNHONYpJ PLDI 1HOI JJHVTIHINpN D] RELOIR[DLPDE LQI~]Ly DINDOPD]iVill D N YHINH]EN YROIDN
XUILFDI NL WipV NJK]JpV SUXULIXV V]pG 0pV IRURNLULIEFLy G\VSKRQLD G\VSQRH pV PHOINDVL
IRUIpUTpV B Y~0pUpNHQ\VpJ a Il EEL pULQIHINQpO HVEVRUEDQ EEUUH) NDSFVRODIRV I QHIHNEHQ
X0 PHI SpoGiX0 YLVINHIpVVHO pV EEUNL ipWVHO Ul 6 UpVTIYHYE SHGLJ N K | JpVUEO V]i PROVEH ]

UpVIYHYEQpO ILINHOIHN PHJ DNLNQpO CHKHIVpJHY

DSK\OD[L1V HVHPpQ\ VRUTQ NLYHUNHGH SUXULIXVV]DO ifiUy XUILFDULEV HHOOHJH NL WpV NHOHQUNHHIN D WHVW

JWV]EE UpV]pQ EHOHpUKYH D Q\DNDW D PHOONDVI D KWDli D KDVDW D NDUI pV D 01EDI HJHQ NtY 0 0pJV]RPII pVv

k¥4 JpV IRUGXON HOE

1HP PXIDINRJRI DD XiD0y ELJRQ\tIpN KRI\ D I~0pU]pNHQ\VpJL UHDNFLYNDI pV EEUNL WpVHNHI

FLIRNLQIHOV]DEDGX0iV Y 10IRIID YROQD NL QHP pV]0HOWpN D FLIRNLQHN NOLQLNDLODJ WHOHQWEV Y #0IR] i VDLW

,PPXQRIHQLIGV




$] RELIR[D [LPDE HXHQL DQILIHVIHN NLDODNX0iVill PLQGHQ UpVIIYHYEQpO YLJVJi0KiN DNLN HINV]HUL YDJIN
NpIVJHUHV Gy]LV~ RELOIR[D[LPDERY NDSIDN KiURP NOLQLNDL YL]VJi0DIEDQ $ OHIDOFEE HI\ DGDJ LQIDYpQiV
RELOIR[D[LPDERI NDSy UpV]IYHYEN NJ] 0 IE DGR SR]LIY HHGPpQNI D NH]HOpY KDIiViUD
NLDODNXOH iHU§ SLDHOHQHY DQILIHVIHN  DQIL-IKHUDSHXILF DQILERG\ $7% YLJVJODIDNRU S5 NYDQILIDItY VLIHU
DIDFVRQ\ YRU pv NJTIW YIOIRTRIN $75-Yi0DV]H DGy UpVIIYHYENQpO QHP PXIDINR]RINI D
IDUPDNRNLQHILND YDIN D IRLFLIiVSURIL) PHJYF0IR]iViUD XiD0y ELJRQ\tIpN

X
YH0pIHOH] Hill PHOPNKDHi VRN EHIHOHQIpVH ‘Q/Q
$ I\yI\VIHU HQIHGPONH] pVpll N | YHIEHQ 0pQ\HIHV D IHONpIHOHTHIN PHOOpNKDI VRN EHIHOHQIpVH P /}4/]

IRQIRV HVIN]TH DQQDN KRI\ D J\yJ\V]HU HEQ\ NRFNi JDI SURILOIHl IRONDPDIRVDQ ILINHOHP KHWHQ
NtVpUQL ] HIpV]VpJ JL VIDNHPEHUHNHI NpUl N KRIN NHOHQIVPN EH D IHOIpIHOH]HIl PHOOpMKDYE VRNDI D
KDIiyViJ UpV]pUH D] © I JIHOpNEHQ iD0i0KDIly HOpUKHIEVPIHN YDIDPHONLNpQ NHUHV]H 0

<
4.9 THdagolg \4)
7~0DGDJIR0IV HVHIpQ PRQLIRUR]QL NHW0 D EHIHIHI QHP NHOHQINH]QHN-H Qi(D PH DiiVRNUD XiiDOy NHOHN pV
Il QHIHN Q
. s <
5. )$50$_2/1*,$,78/B-"216E*2. \\
5.1 )DUPDNRGLQiPLiV WX0DIGRQViJRN \r(bl

v

YDUPDNRIHUISLiV FYRSRUI ,PPXQVIpUXPRN pV LPPXQIIREXKERN VSHELILNXV LPPXQJIREXIQRN $7&
NyG - %%

+DIli VPHFKDQL] PXV 60

$] REWIR[D[LPDE D B. anthracis SURIHNItY DQI
RELUR[D[LPDE PHIJiIROD KRI\ D 3% KR]]
PHIDNDGiONR] D D] DQIKUD[ OHIi0LV IDNIRU
IHOHOEV HQ]LPDILNXV IR [LONRP SRQHQVHN

pKH] 3% NDSFVROyGy PRQRNORQiOLV DQILIHV $]
VROYGIRQ D FHIOX0iULV UHFHSIRUDLKR] tI\

pV | GpPDIDNIRUIQDN D] DQKUD[ IR[LQ SDIRIpQ KDIiVDLpUI
iVill D VHIll EHOVHIipEH

)DUPDNRGLQi PL1V KDiVRN K

$] REWIR[D[LPDE V]DEDG 3 L DHLQLIEVEQDN HINHQV~0\L GLW]RFLiFLyV i00DQGYID -G Q0

,Q YLIUR D] RELUR[D[LPDE D Banthracis $PHV ORIXP pV 6IHUQH I UJVHLIED V]iUPD]y SURIHNItY
DQILIPQHNKH] NDSFVROYGL . anthracis LVPHUI I UJVHLEHQ Yi0IR]DIDQ D 3% DRQ HSLySID DPHINKH]
KR]TiNDSFVROYGLN D] RE@&(D[LPDE

(I\ VHIIDODS~ iHV wq&%pu HUHGHIE PDNURI§ JRNNDO YpJJHIN LQ YLIUR YL]VJF0DIRN DODSHiQ D]
RELOR[D[LPDE VHE‘FDHVtWL D OHIiOLV IR[LQ —D 3% OHIOLV IDNIRU NRPELQiFLy — IR[LNXV KD VDL

,Q YLYR KDIiVRWAJL YLJVIFODIRNEDQ D B. anthracis SPHV ] UJVpQHN VSyUiLYD0 LQKDOiFLyV ~IRQ YpJJHil
SURYRNiFLYT YHIEHQ 1= = 1HZ =HDIDQG = KLIH Q\XODNQi0 pv PDNiNyPDIPRNQi0 Gy]LVI JJEHQ QEN
D w~0prv% R[D[LPDE-NHJHOpVI N YHIEHQ $ B. anthracis VSyUiLYD) VJHPEHQL H[SR]tFLy
HUHGPERNFNpQI PHIQEN D 3% NRQFHQIVFFLYID 1= = Q\XIDN pV PDNiNyPDIPRN VJpUXPiEDQ $]
RELURYD[LPDE-NHJHOY XiQ D ~0p0E i00DIRN Il EEVpJIpQpO FVINNHQI D 3% NRQFHQWiFLyID $ SODFHEY!

NDSRII T00DIRNQi0 D] HOKX00iVXNLJ QEN D 3% NRQFHQIi FLylD

?H;tﬁssﬂ’g

OLYH) QHP CHKHIVpJHV pV QHP LV CHQQH HILNXV  NRQIURNRV NOLQLNDL YL]VJ i0DIRNDI YpJH]QL LQKDOFFLyV
I GE- DQIKUD[V]DO IHUIE] | HPEHUENQPO D PRQRIHUiSLIEDQ DINDIPD]RIN RELIR[D[LPDE il GEDQIKUD[
NH]HOpVPEHQ YDy KDIIiVRWiJD SIDFHEYYDO |W]IHKDVRQOEIYD 1= = Q\XODNNDO pV PDNiNyPDIPRNND)
YpJJHIN KDIiVRWi L YL]VJi0DIRNRQ DIDSV]LN



(JHNEHQ D YL]VJi0DIRNEDQ D] i00DIRNDH B. anthracis SPHVIJUJV VSyUilEy0 NpSTHIN DHURV]R0DO
SURYRNJOIIND] /= -DINJU 0EH) 0 -VJRURVDQ PHJIKDODGY PHQQ\LVpJEHQ PDIG N 0JQE|]E
LGESRQIRNEDQ RELOIR[D[LPDE-NH]H0pVil DINDOPD]IDN $] LQKDOiFLyV i GE- DQIKUD[ NHJHOpVpl
IDQXOPiQ\R]y YL]VJi0DIRNEDQ D V]LV]ipP iV DQIKUD[ NOLQLNDL IHOHLY YDIN W QHIHLI PXIDly i 00DIRNDI
NHJHOIHN $5] H[SR]tFLy XUiQL SURILOD[LWD LU§Q\X0y YL]VJi0DIRNEDQ D] i00DIRNDI D B. anthracis
H[SRItFLyID XIiQ DJRQEDQ D i QHIHN NHOHQINH]pVH HOEN NHJHOIpN 5 PDNiNyPDIPRNDI DNNRU NH]HOI
DPLNRU D B. anthracis SURIHNItY DQILIpQpUH LUTQ\X0y V]pUXP HOHNIURNHPLIXPLQHVIHQFLIY (&7
YLJVJi0DI SR]LItY HIHGPpQ\I DGR §IDIRVDQ NJU 0EHO 0 yUiYDO D B. anthracis-SURYRNiFLyll NAYHIEHQ
1= = Q\XIDNNDO YpJ]Hill NHJHOpVHV YL]VJ i0DIRNEDQ D] 00DIRNDH DNNRU NHJHOIpN DPLNRU D 3@Ui Q\X0y
(&7 YL]VJIi0DI SR]LItY HUHGP QNI DGRIN YDIN D IHVIKEP pUVpNOHI KXJDPRVDEE LGHLJ D NLLQ pUlipN

I ]0p HPHONHGHII #0DJRVDQ NJU OEHO 0 yUiYDO D SURYRNiFLyll NJYHIEHQ $] DOiEE LVPHgseitd
YLJVJi0DIRNEDQ D li~0p0pVil D B. anthracis-SURYRNiFLy XiiQ  QDSSD) pUipNHOipN

$] LQKDOIFLyV I GE- DQUKUD[ NH]HOpVpUH PRQRIHUi SLiEDQ DINDOPD]RIN RELUIR[D HI\VJHUL
LQIUDYpQiV DGDINFQDN KDIFVRWiJill HI\ 1= = Q\XODNNDO YpJJHill YL]VJi0DIEDQ LQI KiURP
PDNiNyPDIPRNNDO YpJ]Hill YLJVJFODIEDQ $3  $3  pV$3 pUWpNH@' PLQGHJI\IN
SODFHERNRQIURORY UDQGRPL] 0 pV D */3 VIHULQI YpJTHI YLJVIi0DH YROI S5 $3  pV$3
YLIVJi0DN YDN HOHQGH]pVH PtJ D] $3  FVRSRUI VIHULQIL YDN HOUHQGH]QQ]%

5. WiE0i]DW 7~0p0pVL DUTQ\RN D] RELUIR[D[LPDE PRQRWHUiSLiY%QPJ NJ YpJ]HIl KDWEVRWi L

vizsghgtokban o
THBRarBy a vizsghst ViR W
I~0pE QB (,b’ 7 -0s CI3
Placebo 2EWR[DILREE  PJINJ
Kezelgz - 1=: Q\Xlak m\
$5 vl | | O l00013* |
Kezel§z — Makkajmok )
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YLVJioN H[SR]tFLyc;V
XhiQ oS
36 \t'
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&, PHIEGKDIYIJLIDURPiQ\
QDSSDO D VSyUiYDO YpJ]HIll SURYRNiFLy XIiiQ pUipNHOIpN D] JVWHV UDQGRPL] 0l 00D
PLiUD SR]LItY YROI D NHJHOpY HOEH D NHJHOpVI D IHVIKEP pUVpNOHI VILIQLILNQV PHIHPHINHGpVH
YLJVJi0DI YDJIN D SURIHNItY DQILIpQ HOHNIURNHPLOXPLQHVIHQFLEV YL]VJi0DIiQDN SR]LItY
WHGPpQ\H $3  pV$3  YLJVIi0DI HVHIpQ NHIGIpN Ho
$ S-pUiipk 1 RIGDI~ %RVFKORR-IHV]H %HUJHI-Boos-PyGRVtIiWD) PLVJHULQI JDPPD = HUHGPPQ\H
SODFHEYYDO YDOy | VW]HKDVRQOtHi VDO
35 I~0p0pVL DUIQ\RN N 0] QEVpJpQHN HIJDNI  -RV PHJIE]KDIyViJL IDURPiQ\D
$I~0popvil QDSSDO D VSyUiYDO YpJ]HiN SURYRNiFLy XIiQ pUlpNHOipN
X BIDILVJILNDL VILIQLILNDQFLIQDN 1HOHO PHJ D -]V V]LQIHQ




*\HUPHNHN pV VHUG (EN

$] (XUySDL *\yJ\V]HU J\Q|NVpJ D JNHUPHNHN HVHIpQ HI\ YDIN | EE NRURVIIIONQi0 KDODV]Iivh
HQIHGPINH] D] 1.< ; 7+55&,6 YLVJi0DIL HIHGPPQNHLQHN EHQ\~IIiVL N | IHOH] HINVpJpll LOHIEHQ %6DFLIXY
RNR]ID HUIETpY NHIHOpVPEHQ 0iVG  SRQI J\HUPHNJ\yJ\iV]DIL DONDOPD]iVUD YRQDINR]y
LQIRIPIFLyN ! | é\v

(1% D I\yI\VIHUI ANLYpIHOHV NJU O0PpQN\HN" N T | HQIHGPONH]IpN DPL DI IHOHQIL KRJy a gygy:
DINDOPD]iViUD YRQDINR]YDQ — D EHIHIVpJ ULIND HOEIRUGX0iVD PLDIH pV HILNDL RNRNEY0 NLIRO\y(& QHP

OHKHIHIN THOVHV N U LQIRUP i FLyll INRINHQL
$] (XUySDL *\yJI\V]HU INQINVpJ PLQGHQ UHQGHONH] pVpUH ERFVilIRI ~I LQIRUP i FLyl pYWO OYLIVIi0
pVV] NVpJ HVHIpQ PyGRVEIND D] DINDIPD] VL HOEUiVi

AQJ

5.2 )DUPDNRNLQHILNDL WXODNGRQVIJRN cv\

HV]tYYGiV %)

$] RELR[D[LPDE IDUPDNRNLQHILNGND OLQHiULY D PJ NJ D 0HINLVHEE ID DGDJ  -V]JUJVH pvD
16 PJ NJ N| ]| Gy]LVIDWRP iQ\EDQ HINV]HUL LQIDYpQiV EHDGEVI N YHIEHQ HJIpV]VpJHV YL]VJi0DIL
DIDQ\RNQi0 $5] RELIR[D[LPDE  mg/kg-RV DGDINiQDN HINV]HUL L%Q PQiV EHDGiVill N| YHIEHQ
HIpPV]VpJHV IpUILDNQi0 pV QENQPO D &pop pV D] $8&qi ilDID %> PLNURIDPP PO LOHIYH

+ 1360 PINURIIDPPEQDS PO YRUI $] RELIR[D[LPDE |H0p§ﬁGHMH NJU OEH) 0 QDS YROI iloDJ

Eloszlg o/\/

$] RELOIR[D[LPDE 1DJRV PHJIRV]0iVL WpUIRJDID GLQD \?HJ\HQW-O\L 100DSRIEDQ * ml/kg
YRON pv PHJIKDODGID D SID]JPDYROXPHQH DPL DUUD X J\ EHN]YHINH]LN ELJRQ\RV PpUlipNH V] | YHIL

HORV]0iV {Q

%LRIDQV]IRUP i Fly ,Z>O

$] RELOIR[D[LPDEED) QHP YpJH]WHN IRUI{@DQ\DJFVHUH-YL]VJiODWRNDW

$ PRQRNIRQi0LV DQILIHVIHN GLV]SR]tFyADD]RQEDQ UHQGVIHULQH D YDVFXODULY IRONDGPNIpUHQ NtY 0L
HORV]0§VVDO pV DN D V] | YHIHNEH U] ﬁp IHOYpIHOOHO iU YDODPLQH SURIHETRN #01D0L NDIDEROL]PXV UpYpQ

NLV SHSILGHN pV DPLQRVDYDN Il QQHNIUH DPHONHN H]V N YHIEHQ D] HQGRJIpQ NpVIOHIHN UpV]pYp Y i0QDN
YDINNL U OQHN w

(ULPLOiFly §

$] RELR[D[LPDE i onaéy FOHDUDQFH-pUpNH ~~ + P0 QDS NJ YROI pV Vi PRIHYEHQ HIPDUDGI D
JORPHUX0TULY ILOWUi\Ft_ ililly0 DPLDUD XID0 KRI\ D] RELOIR[D[LPDE J\DNRUIDILIDI QHP U 0D YHVpQ
NHUHV]Y 0 Q

. 0] QUMHJHV EFIIFVRSRUIRN

\Z
$QHP AMWNRU pV D UDW/] KDHiVDL
$] R’Qﬂf [LPDE IDUPDNRNLQHILNillill HI\ SRSX0iFLyV IDUPDNRNLQHILNDL HHP]pVEHQ pUlpNHOIpN
Ro@ pV]VpJHY YLJVIi0DIL DODQN V]pUXPPLQIILYDO DNLN HINVHUL LQWDYpQiV Gy]LVi NDSIDN  NOLQLNDL
YLIWJIODIEDQ (JHQ HHPpV DODSIEQ D QHP QE YDIN IpUIL D UDW] QHP IHKpU EEU YDIN IHKpU EEUH
I\ D] pOHINRU” LGEVHN YDJI\ ILDIDORN QHP IHUIHIN NL IHOHQIpNHQ\ KDIiVRNDI D] RELOIR[D[LPDE
IDUPDNRNLQHILNDL SDUDPpIHUHLUH $5] RELOIR[D[LPDE NOLQLNDL YL]VJi0DIDLEDQ DJRQEDQ QHP YHIll UpV]!
HHJHQGE V]iP~  pYHV pV LGEVHEE VJHPpO\ DQQDN PHJi00DStiiViKR] KRI\ D] E IDUPDNRNLQHILN XN
HOlpU-H D ILDIDODEE UpVIIYHYENPIE) $] RELORD[LPDE NOLQLNDL YL]VJi0DIDLEDQ UpV]i YHI  IEN|] 0
YROI  pYHV pV LGEVHEE PtJ YROI  pYHV pV LGEVHEE

$ IHIPpUHIHO JW]HI JJE KDIiiVRN
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$ FOHDUDQFH QDIN IHVIN]PHI ~ NJ HVHIpQ NJU 0EHO 0 -NDO YROI PDJIDVDEE PLQH D UHIHUHQFLD
SRSXOiFLYEDQ 7HVII] PHIHQ DODSX0y DGDJROTY ~ PJ NJ HUHGPpQ\HNpQI D] $8&q  -kal
HPHINHGLN DPL NOLQLNDLODJ QHP IHHQIEV

*\HUPHNHN pV VHUG 0EN

$] RELOIR[DLLPDE IDUPDNRNLQHILNill J\HUPHNHNQpO QHP YLJVJi0liN $  WiEQi]DIEDQ  SRQ
PHJIDGRIIl DGDJIRiVL DHFQDIVRN SRSX0iFLyV IDUPDNRNLQHILNDL PHJIN | JHOtIpVVH) YpJ THIN VILPX0i FLyN E@f
V]iUPD]QDN DPHONHNHI ~J\ IHUYH]IHN KRI\ PHIIHOHOMQHN D] REWIR[D[LPDE  PJ NJ DGDJM:QQ/
DONDOPD] i VDNRU IHOQENHNQPO NLDIDNX0y H[SR]tFLyQDN /\,

5.3 A preklinikai biztonsgpssgt vizsgiatok eredmgyei QQ

$ KDJ\RPiQ\RV — IDUPDNROyJLDL ELJIRQViJRWi L LVPpIHOI DGDIR0iV~ Gy]LVIR [LFLIiVL &%\URGXNFLyUD pv
IHIOEGPVUH NLIHIHIN IR [LFLIiVL — YL]VJi0DIRNEY0 V] iUPD]y QHP-NOLQLNDL IHOHJ DGDIRNGDW LIDJRONN KRI\
D NpV]tIPpQ\ DINDIPD]iVDNRU KXPiQ YRQDINR]iVEDQ N 0] QOHJIHV NRFNi DIl QHP YiskDily

 |TSROIL LGHIUHQGV]HIL -,5 0p]LyNDI EDNIpULXPRN J\XIDGHV YpU]pV pv DOSDSPDONDQ QHFURVLY
PVIOHOIHN RONDQ DQIKUD[VIDO IHUIE] [ pV DT =0 QHP pOE 1= = Q\XODNQi0 puf2DNi
DPHO\HN RELOIR[D[LPDERI ~ PJNJ YDI\ NRQIURN) NpV]tiPpQ\i NDSID
LID]ROIVONRU $] RELOIR [D[LPDEEDO NHJHOI D IHWE]pW =0 QHP pOE 0
HOY 10/IR] §VRNDH D] H[WDYDVFXODULY EDNIpULXPRN RNRTIN QHP SHG
[WHN OpliUH - 5] DI\ NyUV] | YHIIDQil LOHIEHQ QHP DJRQRVEIRIIDN G
PXIDIDN NL D NHJHOpWHO JW]HI JJE DINL Op]LyNDI DQIKUD[V]DO

QDSRQ YDJ\ PDNiNyPDIPRNQi0 D] ~ QDSLJ D] RELOR[DPIPDE  mg/kg-Ld L0 mg/kg-Ld

IHUIHGE GyJLVDLQDN HINV]HUL DINDOPD] Vil N| YHIEHQ SSQIKUBRADO IHUIE] | pV DV i~0poE
PDNiNyPDIPRNQi0 D] RELIR[D[LPDEED) |W]HI JJIpVEHQ R0y YLVHINHGPVQHXUROYJLDL KDIIiVRNDI QHP
PVIOHOIHN D] RELOIR [D [LPDE-NH]HOpWI N | YHIEHQ >

10 pV]OHOI PLNURVINYSRV

I% ELOIR [D[LPDE KDIiVD PLDIli
HDNFLy [WIHI JJpW 1HP

1M pv D]V i~0p0i 1= = Q\XIDNQi0 D

$] HPEUNRIRHIDOLY THIOEGpVUH NLIHIHIY KDIFY HINHIGHY YLTVIF0DHiH YHPKHV HIpV]VpJHV 1= = Q\XODNNDO
YpJHJWpN DPHONHN  LQIUDYpQiV mg/kg -1J E Gy]LVEDQ NDSIDN RELOR[D[LPDERI H] PJ NJ
DIDSHiQ D] HPEHUL DGDJ NpIVHUHVH D pVD  JHV]ViFLyV QDSRQ 1HP ILI\HUHN PHJ
RONDQ ELJRQ\tIpNRI DPHI\ D YHPKHV QEVW K703\ D PDI]DIRN RELURDLPDE PLD EHN| YHINH]E
NiURVRGViUD XIDOI YRIQD $ NXPXODItY HESRtFLy 1== Q\XIDNQi0 000 PLNURIUDPPxQDS PO D]
DGDJRQNPQI  PJINJ 12$(/ VLI D= DCDJ $8&. QDS DIDSHiQ KR]]i YHIEOHIHVHQ
NPIVJHUHVHQ PHIKDIDGID D mg/kg-RVWNOLQLNDL LQIUDYpQiV Gy]LV HVHIpQ NLDIDNXOy IpUIL pV QEL NRPELQi0l
KXPiQ $8&-I $ &por-pUlipNH éNJ Gy LV N| YHIEHQ PLNURJUDPPxQDS PO YR

$] RELOIR[D[LPDEED) NDUFL@WWL JHQRIR [LFLITVL pV HUPpNHQ\VpJL YL]VJ10DIRNDH QHP YpJH]UHN

Ny
*<T*<6= 5'@/:(7, -(//(O=é.

Segﬁanya@k’ felsorolga

<
el 7\,
SRUELI (A?
pROLV]:RU@S
SyVvDY, D S+ EHI0tHIVIKR]
QiM—KLGUR[LG ( DS+ EHithiVikR]
1Q yKR] YDOy Yt]

Inkompatibilitgak

(1 D I\YyJ\VJHU NL]iUyoDI D SRQUEDQ IHOVRURK J\y J\V]HUHNNHO NHYHUKHIE

YHKDV]Qi 0KDHyVi JL LGENDUIDP
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%RQIDIODQ LOWHNFLYV  YHJ

pY

+tJtIRIN ROGDI LQI~]LyV JViNEDQ

$] LOI~JLyV JVINEDQ YpJJHI KtJthiVi N| YHIEHQ D] DINDOPD]iV HOENL NpPLDL 1LJLNDL pV PLNURELi0LV é\v
VIDELOWWAV ~ yUiQ NHUHV]! 0 LIDJROIDQ IHQQPDUDG VIREDKEPPUWPNOHIHQ & — & YDJ\ ‘(</

KRIEVIHNUDQ\EHQ & - & C;\’
OLNURELROYJLDL VIHPSRQIEY0 NLYpYH KD D IHOQNLIiVL IHOROGVL KtJtHiVL PyGV]HU NL]iUND D I@@ELROyJLDL
VIHQQ\H]EGPY NRFNJJDIill D IHUPpNHI DJRQQDO IHY NHO0 KDV]Qi0QL é\

+D D NpV]tiPpQ\ QHP NHU 0 DJRQQDO IHKDV]Qi0iVUD D] DONDOPD] iV HOEHL iUR0i VL LGERU pV
NJU 0PpQ\HNpUI D THOKDV]Qidy D IHOHOEV cv\ﬁ

-+tJtIRIN ROGDI LOI~]LyV IHFVNHQGEEHQ &
$ KtJtIRI 1< 3 7+5$5&,6 ROGDIRY HINpV]tipVH XIiQ DJRQQDO EH NHO DGQ@ V]DEDG WiURIQL S IH0 QHP
<

KDV]Qi0ll NpV]tiPpQ\i NL NHO0 GREQL

- 0] QUHIHV WiURQ#VL HOEtUTVRN (§

Y

+HIEVIHNUpQ\EHQ & - & HiURIDQGY ,\/(D’
Nem fagyaszthat}
$ 1pQ\IED YDy YpGHOHP pUGHNPEHQ D] HUHGHIL FVRPDJR@&QSQ IiURIDQGY
$ I\yJ\V]JHU KtJthiV XIiQL WiUR0TVIUD YRQDINR]y HOE@QNDW 0iVGD  SRQIEDQ

&VRPDJR0iV WitSXVD pV NLVJHUHOpVH O@
600 mg/6 PO NRQFHQIUTIXP LQWHNFLYV YH@' ,-HVItSXV~ YHI  IXPLGXJyYDO pV DOXPtQLXP 0H] 1UiVvD0

HOO#IIRMI SROLSURSLOpQ NXSDNNDO
$ FVRPDJ  LQIHNFLYV  YHJHN WDUWDOPQP

A megsemmLVtipVUH YRQ y N 0] QUHIHV yYLQUp]NHGPVHN pV HI\pE D NpV]tiPpQ\
kezelggel kapcsolatos infor

$] HINpV]tipVUH YRODWNlegJﬁRV XIDVEiVRN
A

YLJVIi0QL KRINQLQFV-H HVJtQHTEGYH LIOHIYH QHP WDUIDOPD]-H VIHPFVpNHI $] 1< ; 7+5$&.,6
10§y YDINSRSDOHVINiOy V]QIHOHQIED KDOYiQ\ViUJiLd YDI\ KDOYiQ\ EDUQiWilJiLd IHUHGE V]tQHt

X $ NRQFHQWUiéFC@éDWRv LQUIHNFLYKR] NpV]tIPpQ\il D EHDGiV HOEI VIHPUHYpIHOH] pVWH) PHI NHO0
ROGDI WA QpKiQ\ IMHIVIE YDI IHKpU VItQH THKpUIHV]HUE UpVTHFVNpI IDUIDOPD]KDI H]HKet a
]

EHpStiHIIWHUE HOli YROLID
X $ L D] LQUHNFLYV  YHJHI KD D] ROGDI HOVJtQHTEG | YDIN LGHIHQ UpVTHFVNpNHI IDUIDOPD] 0iVG
i

XAYH'

(OI%/'IthV pV KtJtliV LQI~JLyV JVINEDQ

71D 1H0 D] LQUIHNFLYV  YHIHI

6]i PRUD NL D] RELOIR[D[LPDE V] NVpJHV PHQQ\LVpJpl ~J\ KRI\ PHIVIRIRTIDD  WiEiJDIEDQ
0iVG  SRQI IDYDVROI P.J NJ-EDQ NLIHIH]HIN Gy]LV D] DGRIll EHIHI NLORJUDPPEDQ NLIHIH]HIN
IHVIN | PHIpYH)

611 PRUID NL D] RELOIR[D[LPDE NRQFHQIiIIXP RIGDIRV LQI~JLyKR] PLOLIIHUEHQ NLIHIH]HIN

V] NVpJHV lipUIRIDHiN pV D] DGDJ EHDGiViKR] V] NVpJHV LQIHNFLYV  YHIHN V]iPill (KKH] RW]D HOD
NLV]i PROI PLOLJUDPPEDQ NLIHIHJHI DGDJRI ~ 0pSpV D NRQFHQIUiFLyYD0 DPL  PJ PO

12



OLQGHQ HINHV LQIHNFLyV YHJ PO RELIR[D[LPDE NRQFHQIUiIXP RIGDIRV LQI~]LyKR] EHDGiVil

IHV]L OHKHIEYp

9iDWIRQNLHI\  PJ Py QiIULXP-NORULG ROGDIRV LQIHNFLyil IDUIDOPD]y PHJIIHHOE PpUHI

LQI=JLyV JViNRI QHINHQ NL D] LQI~]LyV JViNEy0 DNNRUD lipUIRIDI~ ROGDIRI DPHQQ\LY NLV]i PRO

PLOLOIHUEHQ D] RELOIR[D[LPDEUD YRQDINRTYDQ D IHQIL ~ 0pSpV VRUIQ ™ REID NL D] LQI~]LyV JViNEy

NLYHI ROGDIRI

OHJ\H NL D] RELUR[D[LPDE NRQFHQIUiIXP ROGDIRV LQI~JLyKR] V] NVpJHV lipUIRJIDIEN DPHONHI E\\v
0pSPVEHQ V]iPRONL D] 1< ; 7+5%&,6 LQIHNFLYV YHJIPEE) YDI\ YHJHLEEQ " REID NL‘Q/

1<;7+5%&,6 LQIHNFLYV YHJ HN EHQ PDUDGI ROGDIRI!

OLJ\H ill D] RELOR[D[LPDE NRQFHQIUIIIXP ROGDIRV LQI~JLyKR] V] NVpJHV PHQQ\LVpJpl eg)

NLY §0DV]IRIN LQI~]LyV JVNED

TYDIRVDQ IRUIDWD il D] LQI~JLyV JViNRI KRI\ D] RIGDI JW]HNHYHUHGIHQ LH Ui]

$]LOI~-JLyll  SHUF DODII NHO) EHDGQLD Wi EQi JDIEDQ EHPXIDIRIN VHEHWpJJIH) 0 SROI

PLNURQRV EHpStiHiil VJHUEN DINDOPD]YD Q
] HINpV]tIHIN ROGDI  YUiQ il VIDEL) VJREDKEPPUWPNOHIHQ & pV &&t};ww YDI\
KHIEVIHNUDQ\EHQ & pV & NJT ]I WiUROYD HINDUiQI §~

COENDVtipV pV KEJtHiV LOI~]LyV IHFVNHQGEEHQ 0?

6]i PROID NL D] RELOIR[DLPDE V] NVpJHV PHQQ\LVpJpl ~I\ KR QHJV]RUR]]DD i EQi JDIEDQ
0IVG  SRQH IDYDVRI PJ NJ-EDQ NLIHIH]HIN Gy]LVi D] DGRYWEHTAJ NLORJUDPPEDQ NLIHIH]HII

IHVIN] PHIpYHO

6]i PROID NL D] RELOIR[D[LPDE NRQFHQIiIXP ROGDIRV LQ}&@R] PLOOLOHUEHQ NLIHIH]Hi

V] NVpJHV ipUIRIDIiN pV D] DGDJ EHDGViKR] V] NVpJHWGIHNFLYY YHIHN V]iPill (KKH] RW]D HOD
NLV]i PRI PLOLJUDP PEDQ NLIHIH]HIN DGDJRI  OpSpty B'NRQFHQWiFLyYD! DPL  PJ PO
OLQGHQ HINHV LQIHNFLyY  YHJ ml 1<;7+5% QFHQIViIXP ROGDIRV LQI~JLyKR] EHDGiVil
IHV]L OHKHIEYp

9i(DW]RQ D EHDGDQGyY LQI~]JLy |W]HVEIHI P QIVpJpQHN PHJIIHOHOE PpUHIt THFVNHQGE!

$ NLYiODVIIRIN IHFVNHQGE pV HI\ ~ PLN EHpStIHI VIHUE VHItIVpJpYH) YHINH NL D]
RELOIR[D[LPDE NRQFHQIUFIXP RIGDIRV LQI=JtyKR] V] NVpJHV PHQQ\LVpJpl DPHONHID  OpSpVEHQ
VIiPRUINL  "REID NLD] 1< ; 7+5$&GTQIHNFLYV  YHJ HN EHQ PDUDGI ROGDIRY

OHINHQNLD  IiEOF]DIEDQ PHIKDIFSRJRIN HNHV LOI~LyV pUIRIDIQDN PHIIHOHOE PHQQ\LVpJtt
_PJPI QIlLLXP-NORULG ROGDYRY LQHNFLy!

1'YDIRVDQ HOHJINEIVH D] ROGDIRI (KB ]]D 1HO

$]RQQDO DGID EH D] HINpV] OW;Kt IRW RELOIR[DLPDE ROGDIRI LH iiURKYD D] RIGDIRY D

IHFVNHQGEEHQ S5 IH) QHP 101 NpVItiPpQNIl VHP PLVEIVH PHJ

OHJIVHP PLVtlipV 3

%iUPLO\HQ IH0 QHP KDV@‘J\W\V] HU  LOOHI'YH KX0DGpNDQ\DJ PHJIVHP PLVtlipVpli D J\yJ\V]HUHNUH
YRQDINR]y HOEtUi VRN VHYEQN NHOO YpJUHKDIDQL

\k.

7. A )25;{/@320%$+2=$7$/, (1*("e/<-2*268/7-$

6)/ 3KDUPRUFHAXILFDOV ™ HXIVFKODQG *PE+
ODULH- GHUDVVH

e
1p Q WJlid

v $)25*$/20%$+2=$7%$/, (1*("e/<6=E0S$ ,

(8 /001

9. $)25*$/20%$+2=37%$/, (1*("e/< (/6€& .,$"E6GE1S.
O(*0-E7E6E1$. "E780%
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$ IRUIDIRPEDKR]DIDOL HQIHGPO\ HOVE NLDGiViQDN GillXPD QRYHPEHU

10. $6=g9(* (//(1&5=e6el(. "E780%

¢

$ J\yJ\WJHIED UpVICHIHY LOIRUPiFLy D] (XUySDL *\yJ\VJHU I\QINVpJ LQIHUQHIHY KRQIDSIiQ
4@ !

KIS ZZZ HPD HXURSD HX  pV D] DGRl #DJi00DP J\yJ\V]HUKDIyViJiQDN LQIHUQHIHV KRQIDSHiQ

D0 KDl A
o

\AQJ
X
&
<
2
og
O’\/
\Q
0@
N
N
{4
S
e
&
~N
A
<
NI
<
A%
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1. MELLILET C
$%,2/1T*,%, (5C (7h +$7|$1<$ \<Es7| “$e6$
*<E57E6, 767(/(. 9e*) (/6= $<y (el

Y(/ (/€6 *<E57T

)(/7e7(/(- 9%*< . 25/EK@&62 $= (//E7E6 6
+$6=1E/$7 . $3&6E1 2

$)25*$/20%$+2=% , (I*(CCe/< (<e%
Y(/7e7(/(, eb _99\ /0el<(,

Y/ 7eT(/(- 9$*§’§.‘ 25/E72=E62 . $ *<T*<6=(5
%,=7216E*26 eQ 7e.21<$/ . $/O$=E6ESS

921%7.2= I$\

)25*%/2 +2=837%$/7 -g9(7e ,17e=_("eb(-
7(/-(6 e5(921%7.2=163(&,E/,6

-g7({/. 776e*$ .,9e7(/(6 -g5h/0el<(.-

.g=g 7 O(*$"277 )25*$/20%$+2=$7%$/,
(17%’e/< (6(7e%(1
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A $%2/T%3$, (BC(Th +$7T$1<$* 2. *<E57T-$ *<E57T,e6 $
*<ES7EG6, 7e7(/ (- 9e*) (/6=3%$"E7E6Ee57 ) (/ (/€6 *<E57T .

$ ELROyJLDL HUHGHIfH KDIilyDQ\DJ RN J\iUliyliQDN J\iUliyLQDN QHYH pV FtPH

/RQ]D %LRIRILFV ,QF

,QIHUQDILRQDO ™ ULYH (’\\'
3RUVPRXIK 1+ 'Q/
SPHULNDL (J\HV 0 ENDPRN (;\,

$ I\ Ul VL liphHOHN YpJIHOVIDEDGtH i VipUl IHOHOEV J\iUlly N QHYH pV FtPH @Q

S$FHUIL3KDUPD % 9 @
%RVFKVIUDDII

@
\
cv\ )

+RO0DQGLD S

%
% )(/7e7(/(. 9%*< _25/E72=E62_. $= (//E7E6 $6=1E/$7 . $3&6E1L
<

2UYRVL UHQGHOYpQ\KH] N W I\yJI\V]HU ‘
QGHOYPQ\KH] NI I I\yJ\V] Q
0
C. A)25*$/20%$+2=3$7%$/, (1*("e/< (*,Y’/Z% Y(/7e7(/(, eb
-g9(7(/0el<(, @)

X ,GEV]DNRV J\yJ\V]HUEL]WRQV¥ JL MHOHQlipVHN Q%U,RGLF VDIHIN\ XSGDIH UHSRUII 3685

(UUH D NpV]tiPpQ\UH D 3685-RNDII D (.
PHJi00DSHIRIN pV D HXUySDL LQIHUQHIHV J\yJI\!
LGESRQIRN OLWilD (85 ™ 0LVID  LOHIYH DQQD,
N | YHIHOP pQ\HNQHN PHJIHHOEHQ NHO) EHQ

BONHOY  F FINNPQHN  EHNH]GpVpEHQ
UIi0RQ Q\LOYQRWiJUD KR]RIN XQLyV UHIHUHQFLD
PHO\ NpVEEEL IULVVEIHI Y i0IR]DID VIHULQIL

S
o - \
D. Y(/7e7(/ (- 9%*< _257E72=E62_ $ *<1*<6=(5 %,=7216E*26 €6
+$7e.21<$/ - $/0O$=E6ES$ 92137 .2=TS$1

X Kock&tkezelyztervg

$ IRUIDORPEDKR]DIDIL &pO\ IRIRVXOND OS+ NJIHH]L PDJil KRI\ D IRUIDORPEDKR]DIDIL
HQIHGPO\ PRGXOGEDQ 0HtUI llyY iKDI\RIN NRFNi JDINH]HOpVL IHUYEHQ LOOHIYH DQQDN

llyY iKDINRI IULWt@HU] LyLEDQ UpV]OHIH]HIN NJVHOH]E 1DUPDNRYLJLODQFLDL IHYpNHQ\VpJHNHI pv
EHDYDINR] iVRND £0¥pJ1L

5 1ULVVEIHIN NREN TDINH]HOPVL IHUY EHQ\~IDQGy D N| YHINH]E HVHIHNEHQ
X KDDJY(XUySDL *\yJ\VIHU INQ|NVpJ H]H LQGEIYiQ\R]]D
X KD'P'NRFNi JDINH]HOPVL UHQGVTHUEHQ YiOIRTV | UIpQLN IENpQY DTV NJYHIEHQ KRIN RONDQ ~I
IRUPiFLy pUNH]LN DPHO\ D] HOEQ\ NRENi DI SURILO IHOHQUEV Yi0IR iViKR] YHTHIKHI LOOHIYH D
S EL]IRQViJRV J\yJ\V]HUDONDOPD]iVUD YDJIN NRFNi ]DI-PLQLPDOL] i0iVUD LUiQ\X0y ~IDEE
PHJIKDIiUR]y HHGPPQNHN V] OHIQHN
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E.
921$7.2=T63(&E/,6 .g7(/(=(776e* $ . ,9e7

)25*$/20%$ +2=37$/7 -g9(7¢€ ,17e=_("eb(-

7(/-(6E7e6e5(
(/(6 _g5h/0el<(.-

-9=g77 O(*$" 277 )25*$/20%$+2=$7$/, (1*("e/< (6(7eh(1

OLXIIQ HJW D I\yJ\V]HUI D NLYpHHOHV NJU 0PpQ\HN 1HQQ1001VD PLDIli KDI\WIN llyYi D
EHNH]GpVH V]HULQW D IRUIDORPEDKR]DIDOL HQIHGPON NRIRVXAINTQDN D PHJIDG

UHQGHOHI  FLNNpQHN
KDIULGEQ EH) 0 PHJ NHQ0 IHQQLH D] DOFEEL LQUp]NHGpVHNHI

(-

e

Levh>

Lej¥at napja

$] RELIR[D[LPDE 3 - -1iQDN KXPiQ V]pUXPEDQ | UpQE
PHJIKDIiUR]iViUD VIROJi0y PYGVIHU *&/-  YDULGi0iViKR] D
IRUIDORPEDKR]DIDOL HQJIHGPON IRIRVXONi QDN EH NHI) Q\~HDQLD D
YLJVIi0DIL PyGV]HU YDOLG0iViQDN HUIHGPPQ\HLI D N | YHINH]ENUH
YRQDINR]YDQ PLHOEN HOYpJH]QpN D] $+  NOLQLNDL YLJVJi0Di
PLQIILQDN HHP]pVpll H]JHO D PyGV]HUIUHO 3% i0ID0L LQIHUIHUHQFLD
v Q /) pV$ST$-N YDIDPLOI D YLJVI iDL PyGV]H!
IHWHVEIPPQ\H KDHPRONILEXV pV OLSHPLiV VpUXPEDQ 3iUKX]DPRWiJL .
YLJVI0DIRI NHQO YpJH]QL D] IHUYH]HI Qo HUHQGH] pVit -+
IHUHSL YLJVJi0DIEY0 V] iUPD]y PLQIiNNDO N
,{D‘

A0

EE@YH D
IKIDLV]D0

D

5 NOLQLNDL Yi0DV] ELJIRQViJRWiJ pV IROHUiOKDIyViJ
EHIHIVpJ OHIRONGVill pV D i~0p0pVil LQKDOFFLyV I GE- D
J\DQUIKDIyIDJ  YDOYV]QHOHI YDI\ LID]ROIDQ IHUIE
RELOIR[DLPDEEDO NHJHOY YL]VJi0DIL DIDQ\RNQi0
IRUIDORPEDKR]DIDOL HQJIHGPON IRIRVXOMiQDN H
YLJVJH0DIL WHUY VTHULQH HO NHOO YpJH]QLH D |
HOUHQGH]pVA $+  WHUHSL YL]VJi0DIRY DNNRD*DPLNRU OpSIHQHIiUYiQ\
IL 1HO D HUpl DJRNEDQ D] RUV] i JRNEDQ JRBONHNEHQ D]

RELOR[D[LPDE HQJIHGPONH]HI pV Hop PDIG EH NHX Q\~HiiDQLD D
YLJVJi0DIRY OH] iUy IHOHQUpVI

o)"'
)
$] $+ wa lily
NOLQLNDL lIHOHQ! YHO HI\ N

NHO) EHQ\~
A
é

2
)00)

%HQ\~IIDQGY pYHV
NHOHQIpVHN

$ 0H] iUy IHOHQUpVI
OHJIHWHEE ~ KyQDSSDO D]
RELOR[D[LPDE XIROVy
EHDGiVill YLW]DPHQEOHJIHV
DGDII\HIipY HVHIpQ SHELJ D]
XIROVy DGDII\HilipVi

N | YHIEHQ NH00 EHQ\~HIDQL

17




o
3
X
o
(\0)
: \QJ
N
1. MELLKLET 0
&EO . (6=g9 (> 6 %(7(*@’323 L 2=7$7T
so
&
$
N
&
O
5\0
S
S
2
2
&
Q
2
&
S
Ny
O

18



19



$ _h/6é &620$*2/E621 ) (/7h17(7(1 € $"$72 .

" 202=
1. $*<T*<6=(51(9( % |
oy QO
1<;7+5%$&,6 100 PJ P VIHL) NRQFHQIiIXP &
RELOR[D[LPDE (,’)\/
(N

2. +$7T$1<$* 2. O(*1(9(=e6(

cv\ﬁ@

1P0  mg REWIR[D[LPDE

(3. 6(*e"$1<$*2. ) (/6252/E6% <
6HIPGDQ\DJIRN KLVIILGLQ VIRUEL (  VYVDY QilULXP-KLGUR[LG LQM@;@KR] YDy Yt]
N\
| 4.  *<T1*<6=(5)250% €6 7$57$/20 kY
(%
- RQFHQIUIIXP ROGDIRY LQI~]LyKR] o/\’
600 mg/6 ml '
1 GE LQIHNFLyV  YHJ Q
: N _ :
5. $=%/.$/0%$=E66%/ . $3&6z@26 7871,9%/7 . €6 $=$/ . $/0$=E6
or"-$, O
+DV]Qi0DN HOEW ROYDVD HO D PHIOpNHOI @&%MpNR]WDWyW
Y Ktdthiv XiiQ L
- 1]iUy0DJ HI\V]HUL DONDOPD]iVUD
Ne rgza fel!
45 NyG EHLIHV]IHQGE ZZ@ELOWR[D[LPDE-VIO HX
S

-h/g1),%s€/0(=7(7e6 O(/<6=(5,17 $ *<I*<6=(57
*<(50E. 7&/ (/=E59% . (// 7$57%$1,

N
/\QJ
| 7. 729E%%,),*<(/O(=7(7e6 (. $0(11<,%(1 6=h.6e*(6
O’
18.D7(-E5%7, ,"¢e
EXP
9. .h/g1/(*(6 7TE52/E6, (/&E5E62.

+HIEV]HNUPQ\EHQ 1iURIDQGY
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Nem fagyaszthat}
$ IpQ\IEQ YDOy YpGHOHP pUGHNPEHQ D] HUHGHIL FVRPDJR0iVEDQ WiURIDQGY

10. _.h/gl/(*(619,17e=_("e6(. $)(/ 1L(O +$6=1E/7 *<1*<6=(5(.-
9$*<$=,/<(L7(50e.(-%e/ . (L/(7-(F(77+8//$ e _$1<$*2. X,
E57$/0%$7/$11E 7e7(/e5( +$,/<(1(.5(6=h_.6e* 9%1 O

A

|11, $)25*$/20%$+2=$7$/, (1*("e/<-2*268/7-E1$. 1(9( €6 &O(

P4

<
6)/ 3KDUPDFHXILFDOV = HXIVFKIDQG *PE+ @
ODULH-&XULH-GIUDVVH O

7 |WDFK K\
1pPHIRW]iJ CV\“
O

Q
[12. $)25*$/20%$+2=$7$/, (1*("e/<6=E0$, _O)

(8 /001 .9
N

| 13. $*<E57E6, 7e7(/ 6=EO$

0
A0
\v

I~y

| 14, $*<T*<6=(55(1L" (/+(7e6e*~ >

N
{bo

|15, $=$/-$/0$=E65%$ 921$72=T 87$6E7E62.

«O

| %5$,// (E5E66$5/ ) (LEN17(7(77 ,1)250E&,T .
)

O6UDLODH-tUTV THOI QUHIpVH D0y®QWYH
v

| 17, (*<(',$§25'.:&'6"E7'|'— " 921%/.7T"
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$ .,6 .g=9(7/(1 &620%$*2/E6, (*<6e*>(. (1 0,1,0E/,6$1)(/7h17(7(1 €&
$$72.

1-(-&,T6 ho(* &0 . (

1. $*<1*<6=(51(9(eb$=$/.$/0$=E6 OT"-$, o
©
1<;7+5%&,6 100 PJ P VIHILO NRQFHQIiIXP A
RELOR[D[LPDE S
LY EHDGIVUD KtJtliV XIiQ 4]

2. $=$/_$/0$=E66%/ - $3862/$72678"1,9$/T . R\ |
N)
_L]ily0DJ HI\VIHUL DINDOPD] i VUD g
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(3. /(E5%7,,"e KS) |
S
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|4, $*<E57E6, 7e7(/ 6=EO$ A
o
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: A
[5.  $7$57$/2060/<5% 7e5)2*$#5$ 9%*< (*<6e*5(921$7.2=7$79% |
600 mg/6 ml §
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%HWHIWMpNR]IDIY ,QIRUP iFLyN D EHIHJ sz&aga
1<;7+5%$&,6 100 PJ P0 NRQFHQIUTWXP ROGDIRV LQI~JLyKR]

RELOR[D[LPDE

) i X
(1 D I\yI\VIHU IRNRIRI TH) INHOHI DODI §00 PHON OHKHIEYp IHV]L D] ~ I\yJ\VHUELTIRQVI L |
%H

LQIRUPiFLyN J\RUWV DJRQRVEIVill (KKH] gQ LV KR]TiNiUXOKDI D IXGRPiViUD iXlly EiUPLONHQ PHOpNKDIAY
EHIHOHQIpVpYH) $ PHIOpNKDIi VRN IHOHQHpVpQHN PyGIDLUY0 D SRQI YpJpQ OHIpNKDIiVRN EHIH
ID0i0 URY i EEL ViilipNR]IDIi VY S

OLHOEIW HONH]GL DONDOPD]QL HJW D I\yJ\V]HUI ROYDWD HO ILJNHOPHVHQ D] DOiEEL EHWH@%,NR]WDWyW

mert az gQ V]iPiUD IRQIRV LQIRUP i FLyNDW WDUIDOPD]

- 7DUIVD PHJ D EHIHJW NpNRTDIyH PHUI D EHQQH V]HUHSOE, LQIRUP 1FLyNUD D NpV NEHQ LV V] NVpJH
OHKHI AN

- 7RYIEEL NpUGpVHLYHO IRUGXOIRQ NHJHOERUYRVIKR] J\yJ\V]HUpV]pKH] YD&Q’JRQGR]iViW YpJ]E
HIpV]VpJd J\L V]DNHPEHUKH]

- +D gQQp0 EiUPLONHQ PHOpNKDHiV IHOHQINHTLN WillpNRTIDVVD HUUEQ N UYRVEll I\yJI\VIHUpV]pl
YDJ\ D JRQGRTiViW YpJ]E HIpV]VpJd J\L V]IDNHPEHUI (] D EHIHVi Dy EDQ 1HO QHP VRURON
EiUPLONHQ OHKHIVpJHV PHUOpNKDITVUD LV YRQDINRILN ZiVG  SRQPZ,

N

A betegtikpztatifartalma: &(b«

OLO\HQ tSXV~ I\yJ\VJHU D] 1<;7+5%$&,6 pV PLO\H(}E%JVpJHN HVHIpQ DINDOPD]KDIy"
7XGQLYDOYN D] 1< ; 7+5$5&,6 DINDIPDTiVD HEEN O

+RJ\DQ NH00 DONDOPD]QL D] 1< ; 7+5%&,6-"

/HKHIVpJHV PHIOpNKDWi VRN Q)

+RJ\DQ NHW0 D] 1<; 7+5%&,6-t IliUROQL"

$ FYRPDJR0iV IDUIDOPD pV HI\pE LQIRUP i FL

\O
1. OLNHQ ItSXV~ J\yJ\V]JHU D] 1< i&$&,6 pV PLONHQ EHIHIVpJIHN HVHIpQ DONDOPD]KDIy""
$] 1< ; 7+5%&,6 KDIyDQ\DJD D] RQ@[D[LPDE $] RELIR[D[LPDE PRQRNORQ{0LV DQILIHVI YDINLY HI\
)

RONDQ IHKpUIH DPHO\ KR]]iNDSFVROYGLN D 0pSIHQp! RNR]y EDNIpULXPRN 01D IHUPHOI PpUHIDQ\DJIRNKR]
IR[LQRNKR] pV KDIiViDODQEHID L@N%YiOMD DJRNDI

$] 1< ; 7+5%$&,6-I DQILELRINXPRNNDO HI\ Ui DINDOPD]]iN IHOQENHN pv INHUPHNHN NH]HOpVpUH RONDQ
0pSIHQH HVHIpQ DPHO\HWK ipULXP EHOpJ]pVH RNRTRIN I GEDQIUD[

$] 1< ; 7+5$&,6:0MR0 LV DINDOPDIKDIy KD gQ pULQINHTKHIHIN D 0pSIHQp! RNR]y EDNIpULXPPDO YDJIN
DQQDN VSyUiLYDO GH OCQFVHQHN i QHIHL YDIDPLQI KD QHP 00 UHQGHINH]pVUH YDIN QHP DONDOPD]KDIly
PIVIN NHTHOPY

/\/

2. 7X ?DOyN D] 1< ;7+5%&,6 DINDOPD]iVD HOEN

1HP NISKDH 1< ; 7+5$&,6-t
S D DNHUJLIV D] RELIR[D[LPDEUD YDI\ D J\yJ\V]HU  SRQIEDQ IHWVRURDH HI\PE |W]HIHYElpUH
YCINHIPH]IHIDVHN pV yYLQIp]NHGpVHN
$] 1< 7+5$&,6 alkalmazga HIEN EHV]pUIHQ NHJHOERUYRVI YD) J\yJ\V]JHUpV]pYHO YDIN D JRQGR]iVil
YPJJE HIpV]VpJ J\L V]DNHPEHUHO
~ haDEHIHI IHKil gQ YDI\ INHUPHNH |UJNOHIHV IUXNiy]LQIROHUDQFLE QDN QHYH]HIN ULIND JHQHILNDL
EHIHIVPJEHQ VJHQYHG YDJI\ KD QHP IRINDVIIKDI FXNURV pIHOHNHI YDI\ LIDORNDI PHUI URW]XO pUJL
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PDJill KiQ\ YDI\ RONDQ NHIHPHIOHQ Ui QHIHN NHOHQINH]QHN Qi0D PLQI D KDVSXIIDGiV
J\RPRUJJUFV YDI\ KDVPHQpV

$] 1< ; 7+5%&,6-NH]HIPY XHiQL HVHIOHIHV DOOHUILGY UHDNFLYN QpKD V~0\NRVDN OHKHIQHN /ZHKHIVpJHV
KRJI\ D] DIOHUJLGY UHDNFLyN NRFNi JDIIi QDN FV | NNHQHpVH pUGHNPEHQ DQILKLV]IDPLQN NDS D] 1< ; 7+5%$&.,6
EHDGVD HOEN Xy

EgyBoyByszerek ¥az  1<;7+5%&,6 '{(}Q
YHOIPICHQ 0 VillpNRTIDWD NHTHOERUYRVill YDIN J\yJ\VIHUDVTpI D IHHQIHJ YDIN QHPUDJLEHQ VIHGHN

YDODPLQI VIHGQL IRUYHTHI HINPE J\yJ\V]HUHLUED Z.
/HKHIVpJHV KRJI\ DQILELRILNXPRNDII S0 FLSURIOR[DFLQI NDS DPHONHN VHJtILN D W GEDQIUD @OprW

ZHUKHWpJ pV VIRSIDNFV 'é\

+D gQ IHUKHV YDIN VIRSIDI LOOHIYH KD IHQQi00 gQQpo D WHUKHWpJ OHKHIEVPJH YDIN J\BBPHNHI VIHUHIQH D
J\yJ\V]HU EHDGiVD HOEH EHV]pIHQ NHJHOERUYRVi YDO @

)

1HP LVPHUI KRI\ D] 1< 7+5%&,6 illiXl-H D] DQ\DIHIEH gQ pV NH]H(@VD NJ]IVHQ HIGJQILN KRI\
IRINIDIKDIID-¢ a szoptatgpaz 1< 7+5%$&,6 EHDGIVIIN|YHIEHQ @,

1HP LVPHW KRI\ D] 1<;7+5%$&,6 NiURVIKDIND-H D PDJ]DIRI

*

$ NpV]tiPpQ\ KDIVDL D JpSHi UPHYHHIpVKH] pv D JpSHN NH]HU@?H] V] NVpJHV NpSHWpJHNUH
$] 1<;7+5%&,6 PHOpNKDIiVRNDI Sp0GiX0 IHIFiVI VIpG OpWTiUDGIVEJRI pv KiQ\iVil RNRTKDI (]
KDIAVVDO O0HKHI D JpSHiUPHYH]JHIpVKH] YDIN D JpSHN NH]HOpVp NVpJHV NpSHWpJHLUH

O

\' INHUPHNH D] JUJ NOHIHV

JEHQ VIHQYHG OHKHIVpJHV KRIN NHJHOERUYRVD
PD]KDWIN HJH D I\yI\VIHUI 5] JUJ NOHIHV

iN CHERQIDQL D 1UXNiy]H DPL V~0\RV

Az 1<;7+5%$&,6 VIJRUELIRI (  WDUIDOPD]
$ VIRUELI D IUXNily] HI\ FXNRUIDHD IRWIVD +D gQ
IUXNIyJLQUROHUDQFLE QDN QHYH]HIN ULIND JHQHILNDL EH
~I\ G| QI KRI\ gQQp0 YDJI\ J\HUPHNpQpY QHP
IUXNIyJLQVROHUDQFLIEDQ VJHQYHGE EHIHIHN QHP
PHOOPNKDIiVRNKR] YHTHIKHI

$ J\yJ\V]JHU alkalmazga HOEW VilpNRTIDVYELAHTHOERUYRVil DUUy0 KRIN D EHIHI WHKill gQ YDI\
INHUPHNH  |UINOHIHV 1UXNIy ]LQIROHUDQFLIEDENVTHQYHG YD\ KD QHP IRINDVIHKDI FXNURV pIHOHNHI YDI\
LDORNDI - PHUI URW]X0 pUJL PDJill KiQNEDI\ RONDQ NHOHPHIOHQ Il QHIHN IHOHQINHTQHN QitD PLQI D
KDVSXIIDGiV J\RPRUJJUFV YDI\ KN: pv

Az 1<;7+5%$&,6 QiWULXFI@MWDOPD]
$ NpV]tiPpQ\ NHYHVHEE PL PRO PJ QilUXPRI IDUIDIPD] D] 1< ; 7+5$&,6 egy-egy 6 ml-es
LQIHNFLYV  YHJUpEHQ DD RUIDILODJ AQiIULX P PHQIHV”

A%

Z;
3. -+RI\DQ NHBINDIPDIQLD] 1< ; 7-+5%$8&, 61"

$] 1<: 7+5w}6-w NHTHOERUYRVD YDI\ D JRQGRiVill YpJ]E HIpVIVpd J\L VIDNHPEHU IRJID gQQHN
EHDGQL - H]HOBRUYRVD YDI D JRQGR]iVill YpJ]E HIpV]Vpd J\LVIDNHPEHUD] gQ YDJI\ J\HUPHNH
IHVIN] PHIHOBSIiQ Vi PHIND NL D Gy JLVi

_HJH ov?wa D JRQGR] Vil YpJ]E HIpV]VpJd JI\L VIDNHPEHU YDIN I\yJ\VIHUpVIH NpV]til HOE D

J\yAV]HUI D EHDGIVKR]

$INIX ; 7+5$&,6 RIGDIRI FYHSSLQI~JLYEDQ DGIiN EH  SHUF OHIRUJFVD DODII IHOHPEHQ a kar HINN
iIiED )RONDPDIRY PHJIILINHOpY DODI IDUIIN gQil D] 1< ; 7+5$&,6 EHDGIVD N|JEHQ YDIDPLOI

OHIDOTEE HI yUiQ il D] LQI~JLy EHDGiVill N| YHIEHQ

$] 1< ; 7+5%$&,6 EHDGIVD HIEM UHQGV]HULQN J\yI\VIHUHNHI IRJ NDSQL D] DOHUILEV UHDNFLyN

PHJIHIEpVpUH YDIN HQ\KtipVpUH

+D EiUPLONHQ IRYFEEL NpUGpVH YDQ D J\yJ\VJHU DONDOPD] Vi YDO NDSFVRIDIEDQ NpUGH]JH PHJ
NHJHOERUYRVill I\yJ\V]HUpV]pl YDIN D JRQGR]iVill YpJJE HIpV]Vpd J\L VIDNHPEHUI
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4, /HKHIVpJHV PHWOpNKDITVRN

OLQI PLQGHQ J\YJ\VIHU tI\ H] D J\yJ\VJHU LV RNR]KDI PHOOpNKDIiVRNDI DPHONHN DJRQEDQ QHP
PLQGHQNLQpO IHHQINHTQHN Xy
$JRQQDO V]yOIRQ NHJHIERUYRViQDN YDI\ D] LQI~]Lyll gQQHN EHDGY VIHPPONQHN KD D N|YHWN|‘{@§\
PHXOpNKDIi VRN E i UPHO\LNpHf ¥DSDV]HDOND C;\’

OLVINHIpV NL lipV 0pIVIRPI YDIN VtSROy 0pJ]pV — H]HN DOOHUILEY UHDNFLy -0pU]pNHQ\VpJ WHKHWQHN
Az 1< ; 7+5$&,6 IRYiEEL PHIOpNKDiVDL N|]p WDUIR]JQDN

Gyakori -EE0 OHJIHOWHEE ~ EHWHJHI pULQWKHII \A

- YHIliliv

- K O

- YilGDRP D] LQI~]Ly EHDGiVL KH\pQ )

- OLVINHIpY EEUNL fipV EHOHpUIYH D YLVINHIE NLHPHONHGE NL WpVH@VDOiQNL lpv

1HP J\DNRUL  -Ey0 0HJIHOHEE 1 EHIHIHI pULQUKHI N

- SBUHUILIV UHDNFLYN ,}

- 6]pG 0pV Y

; =\LEEDGiV ,\/‘D'

- $ VJHP 1pQ\pU]pNHQ\VpJH IRIRIYELD o

- - HIHPHIOHQ pUTHI D I 0EHQ Q

- 7RURNLUULIiFLy >

- SHNHGH KDQJ Q

- OHpN UHI-GXIX0iV {Q

- /pIVIRPI )

- S$IDNIiNGDIRP AN

: (NFpPD KiPly EEU 6’)5‘

- JRPUIQJiV LJRPJ|UFVIN

- )iUDGIViJ ‘\O

- +LGHIOHOpY  KLGHIpUTHI

- OHUNDVL NHOHPHICHQ pU

- E0ID0iQRV 1iliGDIRP LQI D YpJIDIRNDI D PHOONDVI D] #00NDSFVRI D] LJPRNDI D V]DODIRNDI
az LQDNDI YDI\ D FVRQIRNDI pULQIE 1iIGDIRP

- $] LOI~]Ly EHDGlK KHO\pQ NLDODNXOI GX]]DQDI 1iIGDORP YDIN pUINXODGiV 10HELILV]

OHOPNKDIi VRN EHM@ I@K/H

+D gQQpl ElUPLO 00pNKDIiV IHOHQINH]LN HilpNR]IDVYD NHTHOERUYRVill J\yJ\VIHUpV]pl YDIN D
JRQGRYiVill YpJ] pV]VpJ J\L VIDNHPEAU (] D EHIHJNiNpNR]VDIYEDQ 1H) QHP VRUROI EiUPLONHQ
OHKHIVPJIHY PHYORRKDIVUD LV YRQDINRLN S5 PHIOPNKDIiVRNDI N TYHIOHQ 0 D KDifyViJ UpV]pUH LV
EHIHOHQIKHIL | JIHODNEHQUDOTOKDIy HOpUKHIEVpIHNHQ NHUHV]H 0 5 PHOOpNKDIFVRN EHIHOHQIpVpYHO gQ
LVKR]] |M|m;( I DKKR] KRI\ PLQp0 ] EE LQIRUP iFLy §00IRQ UHQGHINH]pVUH D J\yJ\V]HU ELJIRQViJRV
DONDOPij D0 NDSFVRIDIEDQ

5. ®+RJ\DQ NHWO D] 1<; 7+5%$&,6-W IiiURIQL"

YJ\W\V]HU J\HUPHNHNIE HOJ iUYD IDUIDQGY

$ GRERJRQ pV D FtPNpQ IHOI QIHIHIN OHIGUDIL LGE (53 XIIiQ QH DONDOPD]ID HIW D J\yJ\VIHUI S5 CHHiUDIL
LGE D] DGRl KyQDS XIROVy QDSViUD YRQDINR]LN

+HIEVIHNUDQ\EHQ & — & iURIDQGY
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Nem fagyaszthat}
$ IpQ\IEQ YDOY YpGHOHP pUGHNPEHQ D] HUHGHIL FVRPDJR0iVEDQ WiURIDQGY

$] LOI~JLyV JVINEDQ YpJJHM KtJthiVi N| YHIEHQ D] DINDOPD]iV HOENL NpPLDL ILJLNDL pV PLNURELi0LV
VIDELOWAV ~ yUiQ NHUHV]Y 0 LIDJROIDQ IHQQPDUDG VIREDKEPPUWPNOHIHQ & — & YDJ\
KHIEV]HNUpQ\EH) & - &

XN
$] 1<;7+5%&,6 LQI~]LyV IHFVNHQGEEHQ W] UIpQE KtJtiiVD XiiQ DJRQQDO EH NH)0 DGQL D NpV]tiP
QHP V]DEDG HOUDNIiURTQL $ 1H) QHP KDV]Qi0l NpV]tiPpQ\I NL NH)O GREQL C;\/
QJO)
A csomagol§iartalma gegykeinformghk: @

Mit tartalmaz az 1< ; 7+5%$&,6" %)

- $ NpV]tiPpQ\ KDIyDQ\DJD D] RELIR[D[LPDE $ NRQFHQIUiIXP PLILOLIHUH mg
RELMR[D[LPDERIWDWDOPD] (I\  mli-HV LQIHNFLYV YHJ PJ RELOWR@ERW IDUIDOPD]

- (J\PE |W]HIHYEN D KLVJILGLQ DVIRVELY ¢ DSRIVIRUEiN  ( WwDY ( pvD
QilLXP-KLGUR[LG ( /iVG PpJD SRQIEDQ A$]1<;7+5 V]RUELIRI IDUIDOPD]”

Milyen az 1<; 7+5%$&,6 N 0HPH pv PLI {DUIDOPD] D FVRPDJROW%Q
$] 1<;7+5%&,6 #ilV]y YDI\ RSDIHVINily V]tQIHOHQ YDI\ KDOY\LQ\ iUJa YDI\ KDOYiQ\ EDUQiWilJa

V]tQH NRQFHQIUFIXP ROGDI NpV]tipVpKH]
$] 1<;7+5%&,6 1 GE LQIHNFLYV YHIHI IDUIDOPD]y FVRPDJ%& NHJ 0 IRUIDORPED

$ IRUIDIRPEDKR]DIDOL HQIHGPON MRIRVXOIND O/\/
6)/ 3KDUPDFHXILFDOV = HXIVFKODQG *PE+ \Q
ODULH-&XULH-6IUDVVH Q

/| WDFK
1pPHIRIV]iJ Y

$
Gy#tl,

\O
SFHUIL3KDUPD % 9 <§3‘
O6RVFKVIUDDI '\

*& %UHGD ‘\O

+ROIDQGLD
$ EHIHIWiNpNR]WDHy OHJXWyEEQ‘Q OYLJVJi0DHi QDN GiliXPD

QWD INyINVIHUI ANLYpIHORYNTU OPPQNHN" N|T W HQIHGPONHTIpN DPL DI IHOHQIL KRIN D I\yJ\VJHU
DINDOPD] iVilD YRQDINRJyBQ.— D EHIHIVpJ ULIND HOEIRUGX0iVD PLDIMI pV HILNDL RNRNEY0 NLIRI\y(DJ — QHP
OHKHIHIN THOHY N | Ui LOIBWFIFLyl INHIHOL

$] (XUySDL *\yJ\V B0 INQ|NVpJ pYHQIH THO 0YL]VJi0 PLQGHQ HUUH D J\yJ\VIHUH YRQDINR]y ~
LQIRUPiFLy! pV VI Np HUHIpQ K] D EHIHJIipNR]IDIY! LV PYGRVEID

Egy&infor@%rr@ak

$ J\yJ AL)JEo UpV]OHIHY LQIRUPiFLy D] (XUySDL *\yJ\VIHU I\Q|NVpJ LOIHUQHIHY KRQUDSHiQ ID0i0KDily
KIliS " ZZZ HPD HXURSD HX 8J\DQUIN PV D ULIND EHIHIVpIHNUH pV NHJHOpV NUH YRQDINR]Y LQIRUPiFLyl
IDUIRBRDTY KRQIDSRN FtPHL LV PHIID0i 0KDIyN

%‘EHWHJWiMpNR]WDWy D] (8 (*7 |W]JHV KLYDIDIRV Q\HOYpQ HOpUKHIE D] (XUySDL *\yJ\VIHU J\QINVpJ
LQIHUQHIHY KRQIDSIiQ

7RYIEEL LQIRUPiFLyN ZZZ RELOIR[D[LPDE-VI0 HX 45 NyG EHLOHV]YHQGE
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