EMD-EE/BG-20053567

WMudopmauun 3a naymenTa

EMEND®
EMEH A A T
(aprepitant) oNINe EHOG
TBBLPAX Kancynu 80mg OATA ?ngLOéj‘ .

Ilpo4eTeTe BHAMATENHO NHAATA JHCTOBKA NPEAH A2 3al0YHETE A2 B3AMATE TOBA JIeKAPCTRO

*  3amasere nHcTOBKATA. Moske a ce HAIOMM I 4 [poUeTere OTHOBO.

*  AKO HMarte JpyrH BEIIPOCH, MOJIS, MONUTakTe Bamig sexap win Bamius dapmanest

+  To3u NekapcTBeH NPOAYKT € NpeacaH nyHo Ha Bac u Bue He 1pabea fna ro nasare Ha Apyru
xopa. Toti Moxe Jia € BpefeH 3a TAX, JOPH aK0 CHMITTOMHTE HM Cd CBUIHTE KaTo Bairure.

CLaLp:kaHHEe HA JACTOBKATAS

1. 3a xakgo ce usnoi3ea EMEND u kak ce npefuara?
2. Tipeau ma npuemate EMEND

3. Kak na npremare EMEND

4. BB3MOKHH HexeAaHH peakui

5. CoxpaHsnBane Ha EMEND

6. JonnrHuTENHA UHQOPMAIHL

EMEND (EMEH) 80 mg

TBBLPAN Kancyin (aprepitant)

AxTHBHATA CBCTaBka e aprepitant. Beaka 80 mg Teepaa kaneyna ceasp:xa 80 mg aprepitant.

OcTananuTe CLCTABKH BKIIOYBAT: 3aXapo3a, MHKpoKpHcTanHa nemynoza(E 460), xuppokcHnpormun
nenynosa(E 463), uatpuit naypun cyndar, kemardH, THTanmes asyoxuc (E 171), menmak, kamuesa
OCHOBA M YepeH xesneseH okchni (E 172).

IIpute:xates HA pa3pemIeHAETO 3a yoTpeda e: IIponssonnTeN €:

Merck Sharp & Dohme IDEA Inc. Merck Sharp & Dohme B. V. Waarderweg 39,
Schaffhauserstrasse 136, 8152 Glattbrugg Postbus 581 NL-2003 PC Haarlem

Switzerland Xonanaus

1. 3a xakso ce n3non3sa EMEND u kak ce npepsiara?

3a xakeo ce n3noazea EMEND?
EMEND ce uznonzea 3AEJJHO C JPYI'H JIEKAPCTBA 3a mpemoTspatsiBaHe Ha rafeHe H
NOBPBINAHE, NpPUMHHEHH OT XHMHOoTepalneBTHyHo JeueHme. EMEND e nespoxmnuH 1 (NK;)
PeLenTopeH aHTarOHKUCT.

Kax n3raexxpa EMEND 1 kak ce mpeajara
TeepavTe Kancynd oT 80 mg ca HenpozpayHH, ¢ GUT0 TANO H Kamade, ¢ OTIEYHTH
MAacTWIO BBPXY TANOTO Ha Kancynata "461" u "80 mg".
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EMEND 80 mg TBBp/H KarncyJH ¢¢ Npeyarar B CISIHHTS QIaKOBKH:

+  Bimctepun onakoBkH, craepxami egHa EMEND 80 mg xancyna

*  Onaxobka 3a 2-JHeBHO JleueHHeE, ¢babpkama 1pe EMEND 80 mg xancymu
» BancTepHH ONAaKOBKH, ChABpkame ner EMEND 80 mg xancymn

BE2MosKHO € Ha n1a3apa Ja He ce NPEIaraT BCHYKH BHAOBE ONIAKOBKH.
2. IIpean aa npiemare EMEND

Yeexomere Bamna Jexap, axko:
*  uMaTe yepHOApoGHO 3afonABaHe

He npaemaiite EMEND,

*  aKO MMaTe aNeprud KpM aprepitant MM KoM HAKOE OT IIOMOITHHTE BEIISCTRA.

* ¢ JieKapceTBa, CHABDKAINH NHMO3HA (M3MON3BAH 32 JeyeHHe Ha NCHXMATPHYHH 3a00m4BaHMA),
TepheHanuH U acTeMu30A (M3MON3BAHK 34 CEHHA XpeMa K APYTd alePrHYHH CHCTOAHMA), [MCATIPHA
(¥3non3BaH 3a NEYeHHe [IPH HapyLIGHHN HA CTOMAaUIHO-YPeBHMA TPAKT). YBeHgoMeTe Bammis nexap,
4KO B3MMATe TaKHBA NPOAYKTH, Thif KaTo neyenneTo Bu Tpsabba na Obme NpoMEHEHO mpenM Xa
sanourete Oa B3uMare EMEND.

Bpemennoct
IIpenw na zanounere aa szumate EMEND e BaxHO Ia yBemoMHuTe Bammus nekap axo cre OpeMeHHa
1K TaHupare Aa 3abpeMeHesTe.

TIpoTHRO3aYaTauHKTe TaGNETKU CHIO MOTAT fa He AelicTear; Tpabsa fa ce M3mon3Ba Apyra Gopma 3a
npeiiTa3eade oT 3a0peMeHsBaHe KAKTO 110 Bpeme Ha Jieuerkero ¢ EMEND, Taka u no 2 Mecena ciep
kato cre Hanoassand EMEND.

Knpmene
ITpenwu Aa 3anounere Aa B3Mare EMEND e BaKHO I yBeJIoMHTe Bamns jiekap, ako KEPMHTE HIH
IJIaHHpaTe fia KbPMHTe.

IHodmpane o padoTa Ha MAIHHHE
He ce ouaksa EMEND ga nosnuse Ha Bamara crocoGHoCT na tmodmpare win paboTuTe Ha MalmHHH. B
CHILOTO BpeMe HHAMBHIYAIHHTE OTTOBOPH KBM TPHIAraHoTO JeKapcTBO MOTaT Aa OBAAT PasiM4HH.

IIpanoxenne NpA AeHA § HOAPACTBANH
He pagsaitre EMEND Ha narndenTH Ha BB3pacT niof 18 romumm.

Hpu.nox{enne HpH NAHHEHTH B HANPEAHANA BB3PACT
HPH TalMeHTH B HANpeAHAaNa Bb3pAacT HE CC Hajlara npoMaHa B n03a1a.

Baskaa aadgopManHs 32 HAKOH oT cbeTaBkaTe HAa EMEND
EMEND crabpka 3axaposa. Axo c¢Te OWIH ypefoMeHM oT Bamus nexap, 1€ MMate HeMOHOCHMOCT
KBbM HIKOH 3axap¥l, KOHCYNTHpaliTe ce ¢ Bamma Jekap mpefu Oa IpHeMeTe TO3H JIeKapCTBEH

NPOMYKT.

IIpuemane aa EMEND ¢ gpyra rekapcTea
EMEND moxe Ja [OBAHAe BBPXY APYTH JlekapcTBa KaKTo [0 BpeMe, Taka H CISH JiedeHHe ¢ Hero. Mima
HAKOH JieKapcTea, KOWTO He TpabBa Aa ce BanMar ¢ EMEND mnm KOWTO Hajarar KOpHTHpaHe Ha J03aTa
(smwx ceo He npuematite EMEND). EMEND Tpa6Ba fia ce M3n0A3Ba BHHMATENHO, KOTATO & rpHiara
€NHOBPEMEHHO C IPYTH JiekapeTsa. Ilopasi ToBa, peiy Aa 3all0uHEeTe ISYSHUETO € BAKHO 13 YE
Bawus fiekap 32 APYTH JIGKAPCTBA WIH GHITKH, KOMTO B3MMaTe, B3HMAIA CTe HACKOPO AT 11
B3eMaTe, JOPH U 3a TAKHBA, KOWTO CE NoMy4YaBat Oe3 pelenra.

3. Kax ga npremate EMEND
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Bunaru s3sumaiite EMEND TouHO o HaurHa, o KoHTo BH € npegImical oT jeKaps.

IIpenoppusanara goza EMEND e

€JHa Kamcyya Ot 125 mg Ipe3 ycrata 1 uyac MNpeaH Aa 3all09HETE XHMHOTEPAIIEBTHHHOTO JICHCHHE
H

eflHa Kancysa oT 80 mg Beska CYTPHH B IPOXEB/DKEHHe Ha 2 JAHHU CJIef] [IPOBeKiaHe Ha XUMHAOTEPAIIHs,
EMEND wmozxe Ia ce r3eMa ¢ xpaHa 1 Oe3 xpana. Kancynata EMEND Tpabea nia ce npueMa usna.

Axo B3emerte nosede EMEND oTkoakoTo TpsadBa

He B3emaiiTe noseye karcynH OT NpPEHOPBYAHHUTE OT JieKapd. AKO B3eMEeTe MHOTO KarcyiH, He3abaBHO
ysenomere Bawmms nexap.,

Axo 3a6pasnTe aa B3eMere EMEND
AKO CTe TIporycHaNH eiHa 1033, ofaneTe ce Ha Bamus fexap 3a CHBeT.

4. B13MOxKEH He:keNaHA JICKAPCTBEHH PCAKIHHA

Kaxro BcHukH nekapeTsa, Taka ¥ EMEND Moske ia HMa HEXKEJIAHH JISKapCTBeHH peakid. [To BpemMe Ha
HU3ONTBAHEATA NOM00HH HEKeNaHH JIeKapCTBeHH PeaKUH ¢a NPOTHYAIH KaTo JIEKH HiH CPEeaHO TEXKKH.

Hafi-4ecTHTe Hexenanu NeKapcTBSHA peakiiy (3a KOMTO MMa BEpOATHOCT Jia ¢e cpemHar npu 1 oo 10
naumenTa oT Beexu 100) ca: opureaHe, 3amek, AHAPHS, CBETOBBLPTEXK, YMOpa, INIaBobosHe, XBILaHe,
HapyLIeHO XPaHOCMHaHe, 3aryba Ha aleTHT U MOBHIIEHN CTOHHOCTH Ha YepPHOAPOOHHTE eH3HMH.

Jpyru He 4ecTH HeKellaHU JIEKAPCTBEHM PeaKIHH (33 KOHTO HMa BEPOATHOCT A CE CPeIHAT IPH MEeXKAY
1 ¥ 10 nmanwenta oT Bceku 1,000) ca: HapylueH CbH, akHe, TPeBOXKHOCT, OakTepuanmua uudexuws,
MOAyBaHe Ha KOpeMa, KPBB B YPHHATA, JMCKOM(OPT B IbPAMTE, KANLIHIA, 3aTPYAHEH MUCIOBEH NpOLEC,
JE30pHeHTAllH, CyX0Ta B YCTaTa, OUHA CeKpelMs i chpbex, eydopus, IPEKOMEPHO NOTeHe, NPEeKoMepHa
JKaXKaa, BHCOKA TEMIEpaTypa ¢ MOBHINEH pHCK OoT usdexums, rebruHa mHbexumd, napema Cojika B
rbpHUTE, BHCOKH HHMBA Ha KPBBHA 3aXap, OPEHIM BEIHH, MOBHIICHO YpHHHpaHe ¢ OoMka wid mapeHe,
cupbesk, HUCKH HUBa HA HATPHI B KPHBTa, HaManABaHe 6pos Ha YepBeHUTE KPBBHH TeL@, CEKPELHA 110
33[HATA CTEHa Ha THPJOTO, MYCKYJIHH cnasmu wid Golka, TafeHe, Ma3Ha KOXa, OTHEIHES Ha ra3ose,
o0pHB, 3auepBiBaHe Ha JIHIETO, 3BBH B YHIHTE, YYBCTBHTE/IHOCT KbM CBETIHMHA, 3a0aBeHo chpuedOuexe,
KMXaHe, BB3NANeH0 I'bpJIO, BE3MAJEHHS B YCTATA, BE3IANCHHA Ha KOKara, CTOMallHa Gonka, A3Ba Ha
cTOoMaxa, OTOK, HapylleH BKYC, TOBPBIIaHe H 3aryda Wik HafnaBaHe Ha TErJIo.

ViMa equanday ¢po010eHus U 3a CIeKHUTe ¢HOUTHA: cHHApoM Ha Stevens-Johnson (paako cpemana Texxa
KOKHa peaxuus), aHrnoegem (NOLYBaHe Ha JIHIICTO, YCTHATE, YCTATa, €31Ka WIH I'bPJIOTO, KOETO MOKE Aa
3aTPYAHH APETTBLIAHETO MK ANIIaHeT0) W ypTiKkaphs (cepbamy obpuBs).

AKO HMMaTe HIKAaKBH HexKeJIaHH JISKApCTBEHH PeaKIlHH, KOMTO He ca CIIOMEHATH B TA3H JIMCTOBKA, MO,
yregomeTe Bamua nexap.

5. Coxpansasane sa EMEND

TIazere pafed OT HOCTHRIA Ha Aela

Hama crierHaniu HHCTPYKIMH 34 ChXpaHeHHe.
He uspaxcmaiiTe kamncynara oT OnucTepa OKATO HE ¢Te TOTOBH J1a 5 IPHEMETE.
He B3eMmaiiTe Kalcy/IHTe, aKO ¢a ¢ H3TEKBJI CPOK HA FOHOCT, SCHO oTOeIIA3aH B

JIucToBKkata € omobpeHa 3a nocneneH meT OxToMBpH 2005T.

3



