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Laemeska - TTpuncme e

Navoban®5 .
avoban™ Smg capsuls Ko PY No. 'JDS g \«
Haso0an S mg kancya

TponmzeTpoH (tropisetro

[IpoueTeTe BHAMATEAHO UAJIATA JACTOBKA NPEIH AA 3all0MHETE Aa ApHAarare ToBA J¢KapcTBO.
- 3ana3sere Ta3H JUCTOBKA. MoxXe I1a C€ HAJTOXKH JAa 5 NPOMETETE OTHOBO.

- AKO MMaTe HIKaKBH JOITLIHMTEIHM BBIPOCH, nonMTaiTe Bamus nexap nnM dapManesT.

- Tosa nexapcTBO € nMpeAnNKucaHo u4HO Ha Bac. He ro npeotcTeneaitre Ha apyry xopa. To moxe na
MM HaBpEH, HE3aBUCHMO OT TOBA, Ye TEXHHTE CHMITTOMM ¢4 ChIHTE kaTto Bawnre.

- AKO HAKOS OT HEXEJAHUTE EKaPCTBEHH PEaKlMK CTaHe CEpPHO3Ha, WK 3a0eNexHTe ApYTH,
HEOMHCAHH B TA3H JIHCTOBKA HE)KEMAHH PeaKiiMH, MOJiA yeeaoMeTe Bamns sekap win ¢apMalesT.

B Ta3un ancroBKa:

Kakso npeacrasnaea HapobaH u 3a kakBo ce M3NO/13Ba
Ifpenu na npuemete HaBoban

Kak na npuemaTte HaBoban

B13MOKHH HEXEJIAaHH PeaKUMH

Kaxk n1a cuxpanssate HaBo6an

. Jompnuurenna HHGopMaLps

Lo~

1. KAKBO IIPEJACTABJSIBA HABOBFAH H 3A KAKBO CE H3I10/I3BA

HaBo6aH ce npuiara 3a npejoTBPAaTABAHE Ha raficHe v MOBPbLIAHE, MPEAH3BUKAHO OT XHMHOTEPANHA
MPH NieueHHE HA paKoBH 3abonasanud. Tol ce npwara 1 3a JIEYCHHE Ha raZicHe W NOBPBLIAHE CIICA

onepaums.

Hapo6aH NpHHAIEKH KbM Irpyna JIeKapcTea, no3narh karo 5-HT3-peuentopHH aHTArOHUCTH. To#
GnoKMpa AEHCTBHETO B OPraHH3Ma Ha BELIECTBO, HAPEUCHO CCPOTOHMH, 32 KOETO C€ NpeAanonara, He
MpEeAU3BHKBA IafICHETO U MOBPBILAHETO.

2. IIPEIA AA NIPHEMETE HABOBAH

CnazBaiiTe BHHMATEIHO BCHUKH HHCTPYKLMH Aanenn Bu or Bawums nekap. Te morar ja ce pasnuvasar
oT uHdopMaUHATa CHABPAKALLA CE B TA3H JIMCTOBKA.

He npuemaiite Hagoban

¢ aKo0 CTe AJIEPruvdHH (CBPBXYYBCTBHTEIHH) KbM TPOMH3ETPOH, KBM noaoOHHU NEKAPCTBA HIIH KbM
HAKOA OT ocTaHanuTe cheTaBkM Ha Hasoban orbena3anu B Ta3H JIMCTOBKA

¢ aKo cTe OpeMeHna

AKO cMSATaTe, Ue MOXKe J1a CTe aJIEprH4HH WIH Jia ¢Te OpeMeHHa, nonuTaite Bamns fiekap 3a CHBET.

O6LpHeTE cCieNHATHO BHAManHe NpH ynoTpebara Aa Hasoban

TTpu HAKOH TalMeHTH C YepHOAPOOHK WK OnOpeyHH HapyINeHHs, HUBATA Ha HasoGaH B kpbBTa MOXKe
na 6BAaT NO-BUCOKH OT HopMasHuTe. He3aBHCHMO OT TOBa, HE Ce Hajlara HaMaliBaHe Ha J03WpOBKaTa
Ha Haso6an. Heobxoaumo e na nHopmupare Bamna nekap 3a TE3H. npoﬁnemu aKO BE4YE€ HE CTE Io
HaIlpaBUJIH. S | |
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Heo0X0aHMO € NOBHIIEHO BHUMAaHHE TIPH MALCHTH ChC ChPACYHH 3a00NaBaHus.

AKO HAKOE OT ropenocoUYeHnTe ChCTOSHUA c€ OTHacA 3a Bac, andopmupaiiTe Bamnsa aexap npean aa
npreMere Hapoban

IlpHeM Ha APYIH JIEKAPCTBA

Moan aadopmuapaiire Bamna jexap aan gapMameBT, aKO NPUEMATE WIH HACKOPO CTE NpHEMAJIH
RPYTH NICKapCTBa, BKIIOUHTENHO U TakuBa, OTITYCKaHH Oe3 pelenrTa.

B noBeweTo cayuan MOXETE 1a MPOIBLIKHUTE 1a NpHeMaTe JpYTH JICKapCTBa, AOKATO CT¢ Ha JICYEHHE ¢
Haeo6aH. Benpeku ToBa, HAKOH OT JieKapcTBaTa Morar Aa B3aumoaeiicreat ¢ HapobaH, Topa ca:

e nekapcTBa KaTo pudamMnuuyH B penoGapbuTan, KOWTO MOTaT a HaMAaJIAT €PEKTHBHOCTTA Ha
Hapo6aH M € Bb3MOXKHO B T€3H CTy4YaH [a C€ HAIO0XKH [TIOBHIIABAHE HA AO3HPOBKATA.

* BCAKO JIEKapCTBO, KOETO NOBNMABA PUTHMA Ha Bamero chbpiie, Thi kaTo To3H edext Moxke aa Obae
YCHJIEH.

IIpuem na HaBoGan ¢ XpaHH H HATATKH
KenatenHo e na npuemare kancyaure HasoGaH Ha riafHo (MHAHHMYM €/JHH Yac NPeAN XpaHeHe).

Haso0an npH NaNHEHTH B HANPEAHAMAA Bb3PacT

OmuTeT ¢ HaBo6GaH noka3ssa, 4e Npy NALMEHTH B HaNpe/iHana B3PacT HE ChIUECTBYBAT CMELMPHYHH
npobnemu.

HapoGan npn gena
Hasofan ce noHacs ao0pe npy Aeua Haj 2-roAviiHa Bh3pacT.

bpeMeHHOCT H KEpMeEHe

HaBo6aH He TpabBa ia ce npuiara no epeme Ha 6pemenHoct. Mugopmupaiite Bains iekap, ako cTe
OGpeMeHHa WIH TuTaHHpaTte 3abpeMeHABaHe.

He Tpa6ea na kepmuTe, nokato npdeMare HapobaH, 3aU10TO ONMUTHT OT NPUIOKEHHE HA JICKAPCTBCHHA
NMPOAYKT NMPH KbpPMEILY XXEHH € TBhP/E OrpaHHCH.

Moduapane n pabora ¢ MALIARA

ITpu camocToaTenHo rpuioxkexHe Ha Hapoban HaMa 1aHHH 32 €QEKT Ha JIEKapCTBOTO BBPXY
crioco6HOCTTa 32 WodHpaHe WK pabota ¢ MammnuK. KoMGHH1paHoTO npunoxenne Ha HapobaH ¢
IPYTH NEKapCTBEHH MPOIYKTH MOXKE JIa NIPEAN3BHKA YMOPa KK 3aMasgHOCT M CJIEIOBATE/THO €
HeoOX0AMMO MOBUIIEHO BHUMAaHHE NPpH odupaHe Wik paboTa ¢ MalHHA.

3. KAKJAIIPUEMATE HABOBAH

[TpueMaiiTe IEKapCTBOTO TOYHO, CHIOpeN NpeANKcaHuaATa Ha Baums nekap. He npesninasaire
npenopbYaHaTa 2o3a.

IIpexoTBpaTHBAHE HA rajicHe B NOBPLINAHE, NPEAHIBHKARO OT XHMAOTEPANIAA

Bv3pacmuu: O6uuaiiHaTa J03MpoBKa € 5 mg AHEBHO 3a 6 AHH. IIpu 3anovsaHe Ha TépanuATa mebpBaTa
103a ce MocTass GaBHO (38 MHHMMYM €1HA MHHYTA) BEHO3HO (KaITKOBO WJTH YPE3 HHXKEKLINA) TTpeaH
HAYAJIOTO Ha XUMHoTepanuaTa. Clel ToBa ce Mpwiara o €JHa KarncyJsia oT 5 mg AHEBHO TIpe3
ocTananute 5 auu, Kancyaure Tpa6sa fa ce nmpueMaT ¢ Yala BOZa, BEJHAra CIE/ CTABAHE OT JIEIVIOTO,
&HH Yac MpelH XpaHeHe.

Jeya: TIpenoppuBaHaTa JO3HPOBKa NpH Aeua Haj 2 roauHy e 0,2 mg/kg no MakcHmaHa QHEBHA 1032
OT 5 mg RHEBHO ¢ NPOABIKHTENHOCT 10 6 AHH. [1py 3ano4raHe Ha TepanuaTa MLPBATA 1033 C& MMOCTABS
6aBHO (332 MUHMMYM €/IHa MHHYTA) BeHO3HO (KallKoBO HJIH 4Pe3 HHXKEKIUA) Npe/in HauanoTo Ha
xumuorepanuata. [1pes ocraHanute 5 anu HasoGan Moxe j; ,ce mpuyiara noa popMata Ha pa3TBoOp 3a
nUeHe, BEAHAra cjie] pa3pexJaHe Ha MOAXOAALIO Konnqquﬂﬁ"iﬁonnjerpou OT aMITyJ1aTa C IOPTOKA/OB
coK wiu kona. Toii Tpa6Ba Aa ce npUeMa CYTpUH, €IHH qﬁié ApEOH XpaHeHe. & .
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Jleuenne A NPEeIOTBPATABANE HA raJleHe H NOBPLIIAHE CJIEX ONEPAHA

Bw3pacmnu: Obu4aiinaTa 103MPOBKa € 2 mg, NIPHIOXKEHH BEHO3HO TI0A opMaTta Ha HH(pY3UA WIH Ha
OaBHa HHKeKLHs (38 MUHHMYM 30 CeKyHIH).

AKo cTe lipnnyclianll na npuemere Hapoban

AKo niporycHeTe npueMa Ha eiHa 103a HaeoGaH, B3eMeTe 1 BeAHAra oM cH CoMHuTeE. B criyyait e
OCTaBaT NO-MalKo OT 4 4yaca o C/ieABallaTa 103a, NpomycHeTe 3a0paBeHaTa W Nak NpoALIKETE 110
npeanucanata Bu cxema. He npuemaiite ABO#HO no-rosasmMa 103a. AKO HMAaTe HIK3KBH BHITPOCH,
KOHCYJTHpaiTe ce ¢ Bamina nexap.

AKo cTe nNpHenu nosede oT Heobxoaumara 1032 Hapoban

[1pn crryvaiino npenosnpane, He3abaBHO ce CBLPKETE ¢ Balnda nekap win nocerere Hal-01H3KOTO
crnelHo 60THAYHO oTaeneHne. Ilpn MHOTO BHCOKH I03H, MOHAKOTA ¢ Hab101aBatT 3pHTEITHH
XATIOLMHALMH (BHXKAATE NPEIMETH H HEIlA, KOHTO HE CBHIIECTBYBAT) U NPH NALMEHTH C XHINEPTOHHS,
KPBBHOTO HAATaHe MOXE Aa CE MOBUIUK JOMBJIHHTEITHO.

4. BB3IMOXHH HEXEJIAHHA PEAKITINHA

Kaxkro BcHukH NiekapcTBa, HaBoOaH MoXe J1a NpeAH3BUKa HEXEIaHU PeakuWH, BEITPEKH Y€ HE BCEKH TH
[oJry4yaea.

[Topaau nuncara Ha COLUKPEH ONUT OT CAMOCTOATETHOTO NpHWiIokeHHe Ha HasobaH e TpynHoO Aa ce
YCTaHOBH NPHYUHHO-CIEACTBEHA Bpb3Ka. ClIe0BAaTE/NHO, HAKOU OT TE€3U peaKklMU MOXKe Ja ce AbJKAT
Ha CHITBTCTBALLATA TEPAIMA WIH Ha caMoTo 3abonsaBaHe.

Haxou oT HexkeNaANTE PCAKIIHH MOIa¥Y na' Onaar CCPpRO3IRN

Te3u nexcenanu peaxyuu ca newecmu (me 3acazam medicoy 1 u 10 om ecexu 1000 nayuenma):
. allepridHy peakLMH
° NPUNaaeK, BHE3alNHa 3aryba Ha Ch3HaHUe

Tezu neowcenanu peaxyuu ca MHozo peoxu (me sacazam no manko om I om 10 000 nayuenma).

. TEXKH aJIeprH4YHH peaKUHH ¢ 0OpHB, 3a4YepBABaHe Ha KOXKaTa, 3aTPYAHCHO JHLIAHE ChC CBUPKAHE
B 'bPAHTE WK KAlLLTHIA K 3aMagHOCT

* KOJarnc

. ChpAeYeH HHPapKT

° 3aTpyAHEHO AHIIAHE

AKO 3a0eneKUTe HAKOA OT TE€3H HEXKEJIaHH peakliiH, Re3abasHo RRopMupaiiTe Baman aexap.
JApyra HexxkeJaHH peakiniuH

Onucanure MNno-[OJIy HEXKCJIAHH pCakKLIMN 00OHKHOBEHO ca IEKH H OT3BYYaABAT B X0Ja Ha JICYHCHHEC,

Te3u neocenanu peaxyuu ca Mrozo vecmu (me 3acszam nogeve om I om 10 nayuenma).
- riaaBobonme
° 3aneK

Tezu nexcenanu peaxyuu ca yecmu (me 3acaeam meocdy 1 0o 10 om ecexu 100 nayuenmay:
. 3aMasHOCT

° cToMauiHy 6onKn

° auapus

¢ ymopa

b0 10 om ecexu 1000 nayuenma):
. HHCKO apTepHallHO HAJIAraHe DA

g TOILUTH BBJIHH
*  3amyx

Te3u neacenanu peaxyuu ca nevecmu (me 3acazam MEJ!CQ}/I
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. coupdsai o6pus
. ANCKOMQOpPT B rbpauTe

Axo 3abenexuTe JpyrH, HEOMMCAHU B Ta3K JINCTOBKA HE)XXeNaHH peaKiHH, MOJIA yBeaoMeTe Bamms
nexkap win hapManesT.

5. KAKJA CbXPAHSIBATE HABOBAH

He usnonssafite cieq cpoka Ha roaHocT 0TOENA3aH BBPXY ONAKOBKATA
He 3abpassitte na BbpHeTe Ha Bauina (papmalieBT BCAKO HEH3NON3BAHO JIEKAPCTRO.
CroxpaHaBaifTe Ha MACTO, HEAOCTBITHO 32 Jela.

6. JOINBJHHTEJ/IHA HHPOPMAILINA

Kaxkpo coaspxa Hasoban S mg kancynn
e AxTHBHOTO BeliecTBO B HaBoban e TponmuseTpoH.

e Jlpyrure cbCTaBKM Ca KOJMOUAANIEH B€3B0/16H CHIIHLMER NHOKCH], MArHE3UEB CTEaparT; LapeBHUHO
HHUILIECTE; JIaKTO3a MOHOXHApaT. OOBHBKATa Ha KaNCyIUTE CBABPXKA JKENIATHH K Wwennak. Uanonssannre
OLIBETHTE/IM Ca THTAHMEB JUOKCHJ, YEPBEH U JKBJIT XKENe3€H OKCHIIL.

JIeKapCTBEHMAT MPOXYKT C€ OTITYCKA [10 JIEKAPCKO MPEATTHCAHHE.,
B Haxou AbpkaBH HHGOpMALIMATA MOXE []a CE pa3/InyaBa.

AKO MMaTe JOITL/IHHTEIHH BBIIPOCH OTHOCHO TOBA JIEKAPCTBEHO CPEACTBO, MOJIA CBLPXKETE ce ¢ Bawns
JIeKap, OTAeNIeHHE 3a JiedeHHe Ha OHKOJIOTHYHH 3a001aBaHus wiu ¢ Baius gapManesT.

IlpuTexaren HA pa3pemIeHHETO 32 yHoTpeba H NPOH3IBOAATE
Novartis Pharma GmbH
Roonstrasse 25, D-90429 Niirnberg, I'epmanus

3a JOMBIHHATENHA KHOOPMALIHA OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJIA CBBPKETE C€ C JIOKAIHHUS
NPEACTABHTE) HA MPHTEXKATE/A Ha pa3pellieHHETO 3a yroTpebda:

Novartis Pharma Services Inc.

Busnec ITapk Codnus, Mnanoct 4, Codns 1766

Ten: 02/489 98 28 ; dakc: 02/489 98 29

JaTa Ha mocaeAna peaaknusa Ha gacropkara: 06,11.2007



