DOYANO OAHIMQN XPHZHZ: MAHPO®OPIEZ INATON XPHZTH

Pyralvex

ZTOMOATIKO AlGALHA
EkxUAMopa Rhubarb kot ZoAIKUAIKO O&0

Al0BACTE TIPOOEKTIKA OAOKANPO TO QUANO 0dNYIWV XProng Tpotol

apxioeTe va XpPNOIUOTIOIEITE AUTO TO PAPUAKO

- ®UAAETE QUTO TO POANO 0BNYILV XPAONC. Tow¢ XPEIaaTEl va To dlaBda-
oete &avd.

- EQv €xeTe TIEPAITEPW OTIOPIEG, PWTNOTE TO YIOTPO 1} TO PAPHAKOTIO0
oag. iiek. J-

- H ouvtayn yio outo T0 QAPUOKO XOPNYNONKE yia 0d¢. Agv TIPETIEL VO
OWOETE OUTO TO QAPHAKO 0€ GAAOULC. MTIOPE va TOUC TIPOKOAEDEL
BAGRN, akopa Kol OTav To CUPTITWHATE TOuG gival iSla e Ta JIKA oag.

- Edv kamolo aveTiBuuntn evépyeia yivetal gofapn, 1) av TTOPATNPACETE
KATIoI QVETUIBVUNTN EVEPYELD TIOU BEV OVAPEPETOL OTO TIAPOV GUANO
03NYIWV, TIOPAKAAEITDE VO EVNUEPWOETE TO YIATPO 1) TO QAPHOKOTION
ooG.

To TtapOv PUANO 03NYIWV TIEPIEXEL:

1.Tieivai to PYRALVEX Kal TIola gival n Xprion tou

2. TI IpETtel va yVWPIZeTe TTIPOTO XPNOIUOTIOINOETE TO PYRALVEX

3. Mg va xpnolyoTtoifoete 1o PYRALVEX

4. MiBavEC aveTIBOUNTEC EVEPYEIEC

5. Mg va @uAdooete To PYRALVEX

6. AOITIEC TIANPOYOPIES

1. Ti eivai to PYRALVEX Kal Ttola €ivat n xprion tou

To PYRALVEX Ttepiéxel ekxOMopa rhubarb (ou Ttepiéxel YAUKOOIDEC
avBpaKIvOVNG) Kal COANKUAIKG 0&0. Ol YAUKOGIdEG avBpaKIVOVNG KOTATIO-
AEUOUV TN QAEYMOVH KOl TO OOAMKUAIKO OEU €ival OVOAYNTIKO yio TNV
ovakouQIan aro Tov TIOvVo.

To PYRALVEX xpnoldoTIOlEital yio TN Oepameia Twv @AEyHOVOY GTO
oTopa.



2. Mp1v va xpnotpotmolnoete 1o PYRALVEX

Mn xopnyeite To PYRALVEX og TTaIdIid KATw Twv 16 £16v. O Adyog gival 6Tl
UTTAPXEL TIBOVOC CUOXETIOPOG HETAED COAIKUAIKOU 0EE0C Kol UVOPOHOU
Reye's, étav xopnyeital oe maidid. To ZOvVdpopo Reye's gival pio TIOAD
OTIAvIo 00BE€VELa TIOU ETINPEALEL TOV EYKEPAAO KOl TO ATIOP KOl PTIOPEL va
artoBei poipaia.

Mn xpnoiportoleite To PYRALVEX av giote oAAepyIKoi (UTtEpELOICONTOI)
oto ekxOAlopa rhubarb 1 010 OOAMKUAIKO 00 1 Og KATIOIO OTIO TA
UTTOAOITIO GUOTOTIKA TOU PYRALVEX.

Katé tn Xprion tou PYRALVEX pTtopei guxvda va eg@aviodei évag ipoow-
PIVOC XPWHATIOHOG TWV dOVTIWV 1) TOU OTOPOTOC, O OTIOI0C ATIOUAKPUVE-
Tl €0KOAA KOTA TN SIGPKEIN TOU KABNUEPIVOU BOUPTCIoCHOTOG TwV
dovTiwv.

OI TEXVNTEG OBOVTOOTOIXIEG KAl Ol 0DOVTIKEG TIPOTHETEIG (TEXVNTO LAIKO
TIOU AVTIKABIOTA éva 1) TIEPIOCOTEPO SOVTIO TIOU AEITIOUV) UTIOPEL ETTIONG
Vo XPWHOTIOO0UV.

o AGYoUG LYIEIVAG N CUCKELAGIA AUTA VA XPNOIPOTIOIE(TAL HOVO OTIO
éva dtopo.

AAYN/XPNon GAAWY QOPHAKWY

MapakoAOUPE EVNUEPWATE TOV 10TPO 1) TO POPUAKOTIOIO 0OG OE TIEPI-
TITWON TIOU AOUPBAVETE 1 €XETE XPNOIMUOTIOINCEl OTO TIOPEABOV GANO
@APUAKO, OKOUO KAl @APHOKO TIOU XOPNyoUVTal Xwpig auvtayr 1aTpoU.
Xprion touv PYRALVEX pe @aynTto Kal TIoto

ATIOQEVYETE VO EETIAEVETE TO OTOUA OACG N VO TPWTE, 15 AETITA PETA TN
xenon.

KOnon kai MaAouvxia

SupBouAgvBeite TOV 10TPO COG TIPIV TN XPrion Tou PYRALVEX av eiote
€yKuog i av ONAAZeTe. ZNTHOTE TN GUPBOULAN TOU 10TPOUV 1} TOU PAPHAKO-
TIOI0V GO TIPIV VO XPNOIUOTIOINCETE OTIOIOBNTIOTE PAPUOKO.

ZNHAVTIKEG TIANPOPOPIEC VIO OPIOUEVO CLOTOTIKA TOL PYRALVEX
AUTO TO (PAPUOKEVLTIKO TIPOIOV TIEPIEXEI MIKPEG TTOOOTNTEG COAVOANG
(0AKOOAN), AlyoTeEPO aTté 1 O0OmMg avd doon.

3. Mg va xpnoipomoinoete To PYRALVEX

Na xpnoliugoTtolgite TIavTa 10 PYRALVEX aKpIBMC OTIWG 0AG £XEl CUOTHOEL
0 1aTPOG ) 0 POPHOKOTIOIOG 0aC. MPETIEI VO PWTATE TOV 10TPO | TO QOPUA-
KoTIo16 00G av eV €i0TE Oiyoupol.

& eVAAIKEG KAl NAIKIWPEVOUG, TO PYRALVEX TIPETIEL VO ATIAQVETOL OTNV
TIEPIOXA TIOL @AeyHaivel (a@ol a@aipeBolV ol 030VIooTolXieC) 3 pe 4
QOPEC TNV NUEPA XPNOIPOTIoIVTOC TN BolpToa.



Av TO CUUTTTOMOTA CAG ETUMEVOLVY Yia TIAVW aTtO 7 NUEPEC, OULMPBOUVAEL-
Beite TOV 10TPO 1} TOV PAPUAKOTIONO GO,

Mnv TO XPNOIHOTIOIEITE O€ TSI KATW TWV 16 ETWV.

Av XPNOIMOTIOINCETE TIEPICOOTEPO PYRALVEX aTtd 000 TIPETIEL, Eival
aTtiBovo va AVTIHETWTIHOETE OTIOIOdNTIOTE TIPOPRANUA, OAAA TIPETIEL VA
EVNUEPWOETE TOV 1ATPO OAG.

Av &EXLoATe va XPNOoIPOTIOINOETE TO PYRALVEX, XPNOIUOTIOINOTE TO
600 vwpitepa 1o BuunBeite. Edv TIANCIAZEl N OpA TNG €TTOPEVNG dOONG,
TOTE va AAPBeTe pévo auth Tn doon Kal va pnv AABete dIAR déon yia va
QAVATIANPWOETE AUTH TIOL XACATE.

Av €XETE TIEPIOOOTEPEG ATIOPIEG YIO TN XPHON TOU TIOPATIAVW TIPOIOVTOG,
PWTNOTE TOV 1ATPO 1} TO PAPHAKOTIOO COG.

4. ThBaveg AverBounTeqg EvEpyeleg

OTwg Kol OAQ T @APHAKA, TO PYRALVEX UTIOPED VO TIPOKOAETEL OVETTIOU-
MNTEG EVEPYEIEG, OV Kal deV ePavi{ovTal oTov Kabéva.

OpIopEVol AVOPWTIOL UTIOPEI VO EPPOVICOUV OAAEPYIKN OVTIdpACH TIOU
UTTOPEl VO TIEPIAAUBAVEI KVNOUWSECG SEPHATIKO €EAVONUA (OLPTIKAPIA 1
kvidwaon). Av cuuBei, N aywyr] Ba TIPETIEL VA SIOKOTIEL KOL VO ETTIKOIVWVH-
OETE PE TOV 1OTPO 00G.

MoAU ouxvd, pe tn Xprion tou PYRALVEX pTtopei va ep@avicBei éva olvto-
uNg SIAPKEING aioOBnua Kavoou.

Katd tn Xprion tou PYRALVEX PTIOpEi CUXVA VA EUOAVIOOET évag TIPOCWPIVOG
XPWHOTIOHOG TWV SOVTIWV | TOU CTOPOTOG, O OTIOI0G ATIOPOKPUVETOL
€0OKOAO KOTA TN SIAPKEIN TOU KABNUEPIVOU BOLPTOIoHATOC TWV SOVTIWV.
Av KATIOIO QVETTIBVINTN EVEPYEID YiVEL GOBOPN 1) OV TIOPATNPICETE OTIOIN-
SNTTIOTE AAAN QVETUOUUNTN EVEPYEID TIOU JEV TIEPIYPAPETOI OTO TIAPOV
@UAANO 0dNYIWV, TIOPAKAAOVUUE ETIIKOIVWVHOTE HE TOV 1aTPO 1} TO PAPUOKO-
TIOIO CaG.

5. Mw¢ va @uAdocete To PYRALVEX

Na QUAAGCOETE OAa TA PAPUOKA O B€0nN TIOL dev Ta AyYyi{ouv Kal dev Ta
BAéTtouv Ta TtaudId. Na QUAACOETE KATw OTt6 25 °C.

Mn xpnoipoTtolgite To PYRALVEX PETA TNV NUEPOMNVIa ANENG TTou dnA®-
VETAl OTO @IOAISIO WG PAVAC/XPOVOG. H nuepopnvia AnEng avagépstal
oTNV TEAELTAIO NUEPA TOU Prva.

To @dppaka dev TIPETIEI VO ATIOPPITITOVTAI HECW TWV AUPATWY KOl TWV
OIKIOKWV ATIOPPIMHATWY. PWIAOTE TO QAPUAKOTIOI0 COG Yia TOV TPOTIO
aTtoPPIYPNG TWV PAPHAKWVY TIOL eV XPelaleaBe. Ta péTpa Bondovv otnv
TIPOOTACIN TOU TIEPIBAAAOVTOG,.



6. Meplroocotepeg NMANPOPOpiEq

TiTtepiExel to PYRALVEX

Ta dpaCTIKA CULOTOTIKA €ival To ekxOAIopa Rhubarb kol T0 ZOAIKUAIKO
0%0. Kdabe 1ml tou dlahbpotog Tepiéxel 50mg ekxuAiopotog rhubarb
(lood0bvopo pe 5mg YAUKOOIdeC avBpaKivovng) Kal 10mg GOaAIKUAIKOU
0ééoc

Ta UTTOAOITIO GUOTATIKA Eival AIBAVOAN Kal VePO.

Ep@dvion tou PYRALVEX Kal TIEPIEXOUEVO TNG CUCKEVATIOG

KaBe kouti Trepiéxel éva yudAlvo @IoAidlo pe 10ml vypol kai éva
BoupTodKI EQOPUOYNG TOU TIPOIOVTOC.

Kdtoxog Adelag KukAogopiag

MEDA Pharmaceuticals A.E.

Euputaviag 3

15231 XoAdvdpl

EAMGda

MopaoKELOOTAG

Norgine Pharma
29, rue Ethe-Virton
28109 Dreux Cedex
oMo

To @UANGDIO eyKPIONKE yia TEAeLTaia Yopd oTi¢ 29 NoguPBpiov 2013.

M 80 u 0117751307
56GR2059110-02
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