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JlncroBka: Hupopmauns 3a naumensa— -

Ezonpamken 20 mg cTOMALIHO-YCTOHYHBH TBbP/AH KAICY/IH
E3onpamken 40 mg cToMmamHo- yeTOiYHBH TBbP/AH KaNCy/H

Esopragen 20 mg gastro-resistant hard capsules
Esopragen 40 mg gastro-resistant hard capsules

€30Mernpa3oli
(esomeprazole)

[IpoyereTre BHHMATE/IHO TAa3M JIMCTOBKA IPEAH /1a 3aN04YHeTe Ja NnpHeMaTe TOBA JeKAPCTBO, Thii
KATO TH CbAbpKa BaxHa 3a Bac ungopmanuus.

3anasere Ta3u JUCTOBKA. MOJKe /1a Ce HA0XKH J1a Sl IPOYETETE OTHOBO.

AKO UMaTe HSIKaKBH JOMBIHUTEIHH BbIIPOCH, nonuTaiTe Bawus nekap uaun gapmaliesnr.

ToBa nekapctBo e npeanucano aM4HO Ha Bac. He ro npeorcrbnBare Ha apyru xopa. To moxke z1a
UM HaBpeaH, HE3aBUCHMO, Y€ MPHU3HALIMTE HA TAXHOTO 3a00/s1BaHe ca CbllMTe, kaTo Bawmure.
AKO MOJIyuUTE HAKAKBH HEXEJIaHHU peakuuH yBeaomere Bawns nekap uan ¢dapmauent. Tosa
BKJIFOYBA U BCHYKH Bb3MOMHHU HEXKEJAaHHU peakllMK, HEONMUCaHH B Ta3u JMcToBka. BuxkTe Touka 4.

KakBo ¢babpika Ta3H JIMCTOBKA:

AN S

KakBo npeacrasnssa E3onpaakeH v 3a KakBO Ce€ M3M0J3Ba
KakBo TpsiGBa na 3Haete, npeau aa npueMmere Ezonpaken
Kak na npuemare E3onpakeH

Bb3MOXKHH HEXKENaHW peaKLHH

Kak na cbxpansBare E3onpaaken

ChabpiKaHUE HA ONAKOBKATA W 10MbJHUTENHA HH(DOpMaLIUS

1. Kakso npejacrasisia E3onpaxen H 3a KAKBO ¢e H3M0.13Ba

E3DHP&H)§(€H CbAbpiKa JNEKAPCTBO, HAPCHYCHO €30MCEIIpa3on/i, KOCTO NpHHAANIECKH KbM I'pynara JiekapcTsa
Hap€4CHH ,.,HHXHﬁHTGpH Ha TMpPOTOHHATA nomna*. Te HaMmansaBaT KOJMYECTBOTO HA KHCEJ/IHHA, KOATO CE

MPOU3BCKAA OT CTOMAXaA Bu.

ESOHpﬂﬂHEH CC HU3IM0JI3B4A 34 JICHCHHE HA CJICJAHUTC CbCTOAHHUA.

Bb3pacTHH NallMEHTH U FOHOLIK Ha Bb3pacT 12 W noBeye roAuHu

["acTpo-e3odareanta pedaykcia 6osnect (I'EPB). ToBa e c¢bcTosiHWe, nNpH KOETO KHCEIHWHA OT
CTOMaxa ce Bpblla odpaTHO B XpaHoriposoja (Tpbbara, KOSTO CBbP3Ba I'bPJIOTO CbC CTOMAxa)
NpUYrHABa 00JIKa, Bb3NajleHHE U KMCEITHHH.

S13BM Ha cTOMaxa WJIM Ha ropHarta 4acT Ha TbHKOTO Ye€pBO, KOUTO ca MH(EKTHpPAHU OT DakTepus
HapeueHa Helicobacter pylori. AKO uMaTe TOBa CbCTOsIHUE, Bawuar nekap Moxe cbiio na Bu
npeanuyiie aHTHOMOTHLIM 32 JieyeHHe Ha HH(EKLMATA, 3a J1a MOXKE A3BaTa Jla 3apacHe.

Bb3pacTHH

CromaliHu  43BH, npuudHeHa oT  JsekapctBa, HapedeHn HCIIBC  (HecTepouHH
NPOTUBOBB3NAJUTE/HU JiekapcTBa). E3onpajkeH, c¢bulo Taka, Moxe Ja
GopmMupaHeTo Ha cTomalllHK a3BH, ako npuemate HCITBJI.




- JlpekOMEpHO KONHYECTBO KHMCENWHAa B CTOMaxa, [PUYMHEHO OT oOpa3yBaHue B naHKpeaca
(cnuapom Ha Libonuurep-Enuncon).

- [lpoabmkuTenHo nedeHue cnel Tepanugd 3a NpeAOoTBPATABAHE HA MOBTOPHO KbPBEHE OT fA3BU C
HHTPAaBEHO3EH €30Menpason.

2. Kakgo Tpabsa na 3HaeTe npeau Aa npiHeMmete Ezonpanken

He npuemaiite Ezonpaaken:

- AKO CTe aNepru4eH KbM e€30MENpason WAH KbM HAKOA OT OCTAHANIMTE CbhCTaBKKH Ha TOBA
nexapcTro (M30poeHH B TOUKA 6).

- AKO CTe ajieprd4eH KbM pyra nNexapcrsa HapeuyeHH ,,6eH3IUMNAA30AKY, KOATO BKIIKOYBA JPYTH
HHXHOMTOPH Ha TpPOTOHHaTa nomna (Hanp. nadTonpasof, naHconpaszon, pabenpazod,
OMenpas3on), a ChbLUO Taka U KbM pa3jituHu ApYrd BUAOBE JI€KapCTBa

- AKO npuemare neKapcTBO, KOETO CbAbpKAa HendmnHaBup (u3anon3BaHo 3a jJeyeHde Ha XUB
HHOEKLNA).

- AKO HAKOra CTe pa3BMBAJIM TEXbK KOXXeH O0OpHB Min OeneHe HA KoXaTa, MEXYPH H/MNY paHH B
ycTara cinel npueM Ha EzonpaaeH uau apyry N€KapcTBa OT CblUWSA Kac.

He npuemaiite Ezonpagsen, ako HAKoe OT H30poeHoTo ce oTHacs 3a Bac. Ako He ¢Te CUTYPHH, ToBopeTe
¢ Bawusar nexap wnu apmMauest, npean 4a 3anovHeTe Aa npuemMare EzonpaaxeH.

IIpeaynpexaeHus U NpeaAnasHH MEPKH
['oBopeTe ¢ Bawus aekap nau dapmauesTt, npead na nppemete Ezonpapxen:
- Ako Bue umare Texxu npodbnemu ¢ yepuus apod.
- Ako Bue umare texku npobnemu ¢ 0u0peunTe.
- AKO B MHHAJIOTO CT€ UMANM peaxkUMs HA KOXaTa cnej JeHEeHWE ¢ JeKapcTBO, NMoaodHO Ha
€30MeNnpalon, KOeTo HaMansaBea CTOMAallHATA KUCENTHHA.
- Ao Tpsabpa na Bu 6bae HanpaBeHO cneynHUHO HicneaBaHe HA kpbBTa (XpOMOrpaHuH A)

anEMaHETD Ha HHXHSHTOP Ha TNPOTOHHATA TIOMIla, KATO €30MCiipa3o, ocobeHo B MPOAB/HKCHUE HA
nopeye OT €QHa roaydda, MoxXxe ¢jado Ja noBUIIH pPHCKa OT t])pafc'rypa Ha GE,EI,p{}TG, KUTKAaTa HJ1H rp’bﬁnaﬁa.

Hndopmipaiite Bawua nekap, ako MMare oCTeonopo3a MK ako NPHUeMare KOPTHKOCTEPOUAH (KOHWTO
MO3Ke ia NOBHLIAT PHUCKA OT OCTEONOpO3a).

O0prB U KOXKHH CHMIITOMH

AKO nony4uure oOpUB NO KOXATA CH, 0cODEHO B 0oOnacTUTE, U3NOXKEHH HA JICHCTBHETO Ha CABHLETO,
HHpopMmupaiite HezabaBHO Baluws nexkap, Tbil KaTO MOXKE 1A C€ HAJNOKH Ja CNpETE JeHeHHETO ¢
ezomenpason. He 3abpassiiTe CbILUO na CNOMEHETe BCHMUKM Apyrd HabarogasaHu oT Bac npossu Ha
3abonsaBaHe, KaTo OOJIKH B CTaBHTE.

MmMa cbobleHHA 32 CEPUO3HU KOKHHU PEaKUHU, BKIIOYUTETHO CUHAPOM Ha CTHBBLHC-IXKOHCHLH, TOCHYHA
enUAEpPMANTHE HEKPONK3a, NEKAPCTBEHA PEaKUKs ¢ e03MHOPHAUS U cUcTeMHH cumnToMyd (DRESS), BLB
Bpb3Ka ¢ JjeveHnero ¢ Esonpamxen. OOpuBBT MOXKE Aa BK/IOYBA A3BM B ycTara, MbpioTo, HOCA,
FEHUTANIUHUTE U KOHIOHKTHBUT (3a4E€PBEHH W NOLYTH OuM). Te€3U CepHO3HM KOXKHHM OOpHBH u4ecTo Ce
NosABABAT ciaef rpunonoAobHH CUMIOTOMU KaTo Tpecka, rnaBobonue, Odonku B Tanoto. llpekparerte
ynoTtpedbata Ha EsonpaaxeH u He3abaBHO NOTLPCETE JIEKApPCKA MOMOILL, aKo 3a0€enexUTE HAKOW OT
CUMNITOMUTE, CBLP3AHU C TE3H CEPHUO3HHU KOXKHH peaKL MK, ONKCAHH B TOYKA 4.

E3zomMenpas3on ¢billo MOXE aa HaManad abcopbuuaAra Ha ButamuH Bl2, ocobeHo n
MPUJIOKEHHE.




Esonpagxen Moxe fa Mackupa CUMITOMUTE Ha ApyrH 3abonspanus. ETo 3amo, aKko ycTaHOBHTE NpH
Bac newmo oT H30poeHOTO MO-20]Y NMpeaM Aa 3aMovHeTe Xa NpHeMaTe WM A0KATO IpHEMaTe TOBA
JeKkapceTBo, HHpopmupaiiTe He3abaBHo Bamna nexkap:

HMmate 3HauuTenHa 3aryba Ha Terno 6e3 npuunHa 1 umate npobaeMy NPU npernbliate
MMate Bonka B CTOMaxa MM HAPYIUEHO XPAHOCMHJIaHe

3anousaTe Aa MOBPbLLIATE XpaHa N KPhB

FiMaTe ThbMHH H3NPOKHEHHUA (OUBETCHH C KPbB W3TPOKHCHUA)

Ako Esonpamken By e npeanucan 3a neueHue npH Hyxaa, Tpsbea Aa ce cebpxete ¢ Bawus nexap, ako
cUMNTOMUTE BH NPOABIKABAT WK CE NPOMEHA XapaKrepa HM.

Hdena Ha Bb3pacT noa 12 roamuu
Jpyry ¢opMH Ha TOBA NEKAPCTBO MOXKE Aa Ca NO-MOAXOAAILY 3a Aela noA 12-roAniIHa Bb3pacT.

Apyru aekapcerBa u Ezonpamiken

Hudopmupaiite Bawna nexap uau dapMauesT, ako npuemMaTe, HacKOpO CTE fIPHEMAJIH HJIH € Bb3MOXKHO
Ja npUeMare ApYyru nNeKapcTsa, BKIOUWUTENHO WM TaKKMBa, KOMTO KynyBare 0e3 peuenta. ToBa ce Hanara,
Toi KaTo E3omnpamxed Moxe na npoMeHW HayKkHa, NO KOWTO AEHCTBAT HAKOM JIeKapcTBa H HAKOM
JIeKapcTBa MOXE Aa MMaT egekT BbpXy Esonpamken.

He npuemaiite E3onpamxed, ako npuemare nekapcTsa, CbhAbpkalu¥ HeadHHABHp (M3N0n3BaH 3a
neyenue Ha XUB).

MUndopmupaite Bawmus nexkap uian papMauesT, ako NpueMare HAKOE OT CJIEAHUTE I€KapCTha:

ATa3zaHaBup (M3M0J13BaH 3a feyeHue Ha XHUB).
Knonuporpen (n3non3san 3a npeanassade of 06pa3yBaHe Ha KPbBHH CheHpeuy (TpoMOb)).
KeTokoHa30J, WTPaKOHAa30n HAW BOPWUKOHA301 (M3NON3BaHU 3a JleYEHHE HA HHQEKUHMHU
NPHYUHEHH OT MOUUKHN).

EpnotnHud (M3n0n3BaH 3a NeveHue Ha pak).

LiuTanonpaM, HMHNPaMHH UK KJOMUNIpAMUH (K3NON3BAHY 3a ICHEHHE HA AenpecHn).

Jnazenam (M3nOn3BaH 3a NeyeHne Ha Oe3NOKOWCTBO, OTNYCKAHE Ha MYCKYJIMTE WIH NpH
enuaencus).

DeHUTOWH (M3MoN3BaH 3a AEYEHWE HA enHiencun). AKO npuemare (PEeHUTOWH, MOXKE Ja ce
HanoxH Baiuus nekap Aa By nabniofasa BHUMATENHO, KOraTo 3ano4saTe WA KOTOTO CNHpaTte aa
npueMare Ezonpanie.

JlexapcTBa, KOWTO C€ W3NOJ3BAT 3a paspexaaHe Ha KpbBTa B, kaTo BapdapuH. Moxe na ce
HanoxH Bawus nexap na Bu Habnonasa BHMMaTenHo, KoraTo 3ano4BaTe WM KOraTo cnupare Aa
npuemare EszonpamxeH

llunocrason (M3non3sa ce 3a NeYeHHE HA MHTEPMUTEHTHO Knayaukauuo - 6onka B kpakata By,
KOraTo XOANTE, NPHYNHEHA OT HELOCTAaTbYHO KpbBOCHabAaBaHE)

Lin3zanpua (H3MoA3BaH Npy HapylweHo XpaHOCMUJIAHE H KHCENTUHH B CTOMaXa).

JAnrokCcuH (¥3non3sad npu npoblieMu Cbhe CbPLETO).

MeToTpeKcaT (1EKapCTBO 38 XHMHOTEPANHWSA, N3N0N3BAHO BB BUCOKH 103H 34 JIEYEHHUE Ha pak) -
axo Bue npuemare BUCOKM A03¥ METOTpekcaT, BaluMaT nekap BpeMEHHO MOXe Aa cnpe
neyenuero Bu ¢ Esonpamxen.

TaxpoimMyc (H300J3BAH 38 HAMANABAHE HA HMYHNATA PCAKILHA, NOMATAITKH 3a BPEIOTRPATIBANE
Ha OTXBLPASHETO HA TPANCTLIAHTHPAH OPrad HIIH 3@ /ICHCHHEC 118 KOKIN PCaKILHH, KaTo eK3eMa)
PudaMnuuunH (M3n013BaH 3a NedeHre Ha TyOepKynosa).
KBNT KaHTApHOH (Hypericum perforatum) (N3MON3BAHKU 32 NeveHHE HA AT




Ako nekapaT Bu e npeanyucan aHtHEGMOTHUMTE aMOKCHLIMIIMH M KNapUTPOMHULUMH 3aeaHo ¢ Esonpamxen
33 leyeHune Ha A3BM, NpUUUHEHM oT uubekums ¢ Helicobacter pylori, MHOTO € BaXXHO Aa UHGOpMHpaTe
Baiwung nekap 3a BCHUKM JpYTH 1€KapCcTBa, KOWTO NMPUEMATE.

bpeMeHHOCT H KbpMeHe

AKO cTe OpemMeHHa MAM KbpMHTE, CMsATaTe, Y€ MOXKE Aa cTe OpeMeHHa MNM MiaHHpaTe OPEeMEHHOCT,
noctBeTBaliTe ce ¢ Baluua nexap unu gapmauesT npeau ynotpebata Ha ToBa NekapcTso. BawmaT nekap
Hle NpeucHH Aand MOXeE Aa npuemare E3onpamkeHn npe3 ToBa BpeMme.

Hsama nanHu pand e3omenpason npemudHasa B kbpMata. [lopaan ToBa Bue He tpsabsa na npuemare
E3zonpamxeH, ako KbpMUTE,

I1lodupane u padora ¢ MAlIHHHU

EzonpamxeH BEpPOATHO HfMA Ja noOBiaAMse Ha crnocobHoctra Bu aa wodwMpate wav aa u3nonzsate
WHCTPYMEHTH MK MallkHKH. Moe 1a npuuMHy HexenaHu epekTH KaTo 3amaliBaHe ¥ 3aMbrIEHO 3pEHHE
(BX. TOuka 4). AKO ¥MaTe HAKOHW OT Te3n edektu, Bue He Tpabea na wiodmpare, na pabotuTte C
HHCTPYMEHTH 1NN A2 YNPaBASBATE MAILIMHHU.

E3onpamkeH cCbhAbpPXKAT 32Xapo3a
Ako cte uHpopMupadd oT Balwius nekap, He MMaTe HEMOHOCHMMOCT KbM HAKOM 3aXapH, KAaTo 3axapo3a,
uHndopmupaite Bawus nexap npeay Aa npueMeTe TOBA ieKapCTBO.

3. Kak ga npuemate EzonpakeH

Bunaru npuemainiTe ToBa neKapcTso TOYHO KakTO Bu e xazan Batums nekap unu dapmallesT. AKO He cTe
CUT'YPHH B HEWO, nonuTaliTe Bawius nekap unn papmanenr.
- Esonpaaxex He ce npenopbuBa 3a Aeua Ha Bb3pacT Noa 12 roauHH.
- AKO NpueMare TOoBa JNeKapCTBO MPOAbLKHTENHO Bpeme, Bawuat nekap we ucka na Bu
HabJonaBa (ocobeHo ako Bue npuemare NEKapcTBOTO NO-ABJAN0 OT €AHa MoJIMHA).
- Axo Bamwusar nekap Bu € kazan na npuemare TOBA JEKAPCTBO, KAKTO M KOraTo MMAare HYXAa,
nudopmupaiite Bawius nekap, ako cumMntomute Bu ce npomeHsT.

Koako aa ce npueme
Bauinar nekap ule Bu kaxe no KONko kancynu Aa nNpHeMaTe U KOAKO b0 BpeMe. ToBa e 38BUCH OT
CbCTOAHMETO, Bb3pacTTa By u OT ToRa konko aobpe dyHkUMOHHDa YepHHAT Bu Apob. AkO HMaTe TexkH

npoonemMy ¢ uepuns apod, Bawuar nexap Moxe na Bu naae no-sHucka gosara.
[IpenopbynTENHUTE A03H Ca NPEACTABEHHU NO-A0NY:

3a nevyenre HA KRCEJHHH NPHUYNHEHH OT racrpo-ezodareanta pedaykcaa 6onect (I'EPB):
Bb3pacTHH M Aeua Ha ¥ Haa 12 roauHm:
- Ako Bawudr nexap € ycTaHOBMI, Ye XpaHonpoBoaa Bu e neko yspeneH, npenopbUYUMTENHATa 103a
e enHa kancyna Ezonpamxen 40 mg BeIHBX AHEBHO, B MpoAb/KEHHE Ha 4 ceamuuu. Bawmst
nexkap Moxe jaa Bu kaxe aa npueMare cbluata A03a 3a JOOBLJAHMTENHU 4 CEAMHLH, aKo
XpanonposoasT Bu olue He ¢ 3a3apaBs.
- [lpenopsuuTenHaTa A03a, KOrato XpaHOMpOBOABLT 3a3[parce, € €aHa kancyna Eszonpamxen 20
mg BEAHDLXK AHEBHO.,
- AKo xpaHonpoBoAbT BH He e yBpeaeH, npenopbYMTENHATa 1032 € eaHa Kancyna Ezonpamxed 20
mg Bcekd AeH. Korato cncTosnueTo B € oBnaadaHo, Bawust nekap Moxe Aa

20 mg BCEKH AEH.




3a neyeHHWe Ha CTOMAaWHH HA3BH, OpHuyHHeHa oT uubexkuuna c Helicobacter pylori n 3a
npeAoTBpPATABAHE HA NOBTOPHATA HM NOABA:
- Bwb3pacTHy v i0HOWH Ha U Haa 12 roAVHK: NPenopbYMTENHATA 03a € e4Ha kancyna E3zonpanxeH
20 mg ABa NbTU JHEBHO, B NPOAbLIDKEHHE Ha | ceaMuua.
- Bawnar nekap cwuio we Bu kKaxe na npuemarte aHTHOMOTHLM HapeyeHH aMOKCHUHIMH W
KJAPUTPOMHULUH,

3a jJeveHHe HA CTOMAIIHM s13BH, npuynHeHn oT HCIIBC (HecTepoMAHH NMPOTHBOBL3IMAHTEHH
CpeacTBa):
- Bwob3pactiu Ha 4 Haa 18 roawHuU: nNpenopbUMTENHATA 203a € efHa xancyna Ezonpanxen 20 mg
BEHBLK AHEBHO, B MPOAb/KEHUE Ha 4 10 8 CEAMM LM,

3a npeaoTBpaTABAHE IOABATA HA CTOMALUHHM A3BH, aKo npueMate HCIIBC:
- Bb3pacTHu Ha W Haja 18 roanHu: npenopbuHHTENHATa A03a € eaHa Kancyaa Ezonpaaxed 20 mg
BEAHBX JAHEBHO.

3a nedeHHe HA NPEeKOMEPHO KOJHYECTBO KHCEIHHA B CTOMAaxa, NpH4HHeHO 0T oOpajoBaHHe B
naHkpeaca (cuuapom na lsonunrep-Eaucon):
- Bb3pacTHHU Ha v Haa 18 roauHy: npenopbukTenHara A03a ¢ eaHa kancynha Esonpagxed 40 mg
11Ba IbTH AHEBHO.
- BawmusAr nexap e mpoMEHW A03aTa B 3aBUCHMMOCT OT BailiMTe HyxXAM U LUE NpELEeHH KOJKO
AbAro TpadBa Aa npuemare nekapctaoto. MakcvmanHara ao3a e 80 mg ABa NbTH QHEBHO.

32 NPoALIKHTENHO JIe4YeHHEe ¢JIed TePanHy 3a NpeAoTBPaTIBaAHEe HA NOBTOPHO KbLPBEHE OT A3BH ¢
HHTpaBeHO3eH e30MeNpaso:
- DBb3pacTHu Ha M Haa 18 roaMHu: npenopbuMTENHATa 1033 € €AHa Kancyna Esonpamxed 40 mg
BEAHBX AHEBHO, B RPOABLIKEHHE HA 4 CEAMULLH.

IIpueM Ha TORA JIEKAPCTBO
-  Bne moxe na npuemarte BaluTe kancynu no BCAKO BPpEME HA AEHA.
- Bwe moxe na npuemare Baure Kancynu Ha npaseH cTOMax WM ¢ XpaHa.
- Hornsutaiite Bauiure kancynm nenu ¢ manko soga. He abB4eTe WKW HEe CMAvKBaHTE KaNCyJIMTE,
ThH KATO KaNCynuTe CHABPMKAT MENeTH, KOUTO ca NOKPUTK Taka, 4e NeKapcTBOTO Aa HE Ce
pasrpaxia oT KucenuHara B ctomaxa Bu. BaxkHo € a1a He ce yBpexaaT neneTure.

Kakpo na npaBHTe, aK0 HMAaTe 3aTPYAHCHHE NPH NOrILUWAHETO HA KANCYJ/HTE
Ako Bue vimaTe 3aTpyAHEHHE NPU NOTIBILIAHETO HA KANCYJAUTE!
- OTBopere Kancynara ¥ U3CUIIETE CbADPHAHKETO (NEeAEeTUTE) B MONOBUH Halla Boja (HerasxpaHa).
He Tpabea aa ce u3non3sart Apyru TEHHOCTH.
- Hanuiite cMmecta He3abaBHO MAM B paMkuTe Ha 30 MHHYTH. BuuHary pasknawaiite nobpe
MONyUY€HATa CMEC HEMOCPEACTBEHO NPEAHM A A U3NHETe.
- 3a 13 CTe CHTYPHH, Y€ CTe HINUIM UANOTO KOJMYECTBO OT JIEKAPCTBOTO, M3IJIAKHETE MHOTO
Aobpe wailiata ¢ NONOBHH Hallla BOAa 4 % H3NHHTE. TRLPAUTE YAaCTHUUH CBABPHKAT AEKAPCTBO — HE
M ABLBUETE UK HE ' CMAUYKBaNTe.

Ako Bue He Moxere aa npernsliare M3ofiMo, kancyjiata MOXe Jla ce€ CMecH ¢ Malko BoAa W Ja ce
NOCTaBH B cnpuHHUoBka., Cnen ToBa Moxe na Bu ce npunoxu upes tpwba AMPEKTHO B cToMaxa Bu

(,,cTOMalHa cosna’).

Crapyecka Bb3pacT




He ce Hanara KOPHI'HPaAHE Ha A034aTa INPH NAaUKEHTH B cTapyeCKa Bb3pacT.

AKO ¢Te NpHeJIH noBeve 0T HeoGxoaumaTa go03a Ezonpaaxen

AKO cTe NpyeNid noseue E3onpamkeH, oTkoaxkoTo Bu ¢ npeanucan Bawusr nekap, He3abaBHO roBopeTe ¢
Bauins nexap unu dapmaiiesr.

AKo cTe nponycHaau aa npuemeTe Ezonpamxken
-~ AKO CTe npornycHand aa npueMere po3zata Bu, npuemeTe no3ara BefHara oM C€ CETHTE 3a TOBa.
Ako oDaue € NOYTH BpeMe 3a BalllaTa C/ieABalla 1033, TPecKoveTe NponycHaTara 103a.
- He BaeMaiiTe aBOHHa 1033, 33 Na KOMMIEHCHPATE NponycHaTara Ao3a.

AKO UMaTe HAKAKBH NONMBIHUTENHH BBLNPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBa NeKapCTBO, MOMNUTaiiTe
Bauing nekap Hau papMaLesT.

4. BL3MOXKHH HeXe1aHu peakluHH

KakTo BCHUKH JACKapCTBa, TOBA JCKApPCTBO MOXKE A [IPEAH3BUKA HEXKECNaHH peakuHH, BBNPEKH Y€ HeE
BCCKH I'H 1OJyHaBa.

AKo 3a6es1e’kHTe HAKOA OT CJIeJHHTE CePHO3HM HeXXenaHN edeKTH, cnpeTe npHema Ha Ezonpamken
M NOThLpceTe He3aGaBHO Nexkap:

Heuecern (Morat ga 3acersar ao 1 Ha 100 pywn):
- ODpakrypa Ha 0eapo, KHTKa WKW TPLOHAYCH CTBID (ax0 E30npaLKel ¢¢ W30A3Ba BLB BHCOKH
JO3H 1 NPOABLIKHTCIIO Bpeme)

Peaxu (Morar na 3acernat 2o 1 Ha 1 000 ayuin):

-  BHe3anHu xpunose, NOAYBAaHE HA YCTHHTE, €3HKA H MbPNOTO MK TAAO0TO, OOPUB, NpHUIOUIABaAHE
WK 3aTpYAHEHHE NPH TbATAHE WK AKLLIAHE (TeXKKa anepruyHa peakums).

- OuseTsaBaHE B XDBJATO HA KOXaTa, TbMHA YpHWHA, Onean U3NpaXHEHWS C BHCOKA Temriepatypa,
rajlcHE WK NMOBPLLUAHE U YMOpa, KOUTO MOXKe fa ObaaT npusHauu 3a npodaeMH ¢ HepHHus apod.

- Huewk Opol Ha deimite KPLBHU KACTKH, KOCTO MOAKC 1A AOBCIC 10 CCPHOZHO BJIOUIABANC 1A
OO0 CLCTOKHIC HAN MOBULICHA TEMNCPATYPA CLC CHMITOMI Ha J0Ka Ha nHtheKIs, Kato f01Ka
BbB BPATA, I'bPAOTO HIAH VCTATA 1IN 3aTPYIHEHO YPHHIPAHC.

MHoro peakn (Morat ga 3acerHar 4o 1 Ha 10 000 ayun):
- BHesanHa nosBa Ha Texbk OOpUB MK 3a4yepBsiBaHE HA KOXaTa ¢ oOpa3yBaHe Ha MeXypH WM
NIOUIEHE HA KOXAaTa MOXKE [a C€ NOSBH AOPU CNeA HAKONKO CEAMHLM Jieuenne. Moxe na uma
OLL€ CEPHO3HN MEXYPH H KbPBEHE MO YCTHUTE, OUHTE, YCTATA, HOCA W FEHUTaNXHUTE, ¢ O0JKY no
CTaBUTE ¥ BUCOKA Temrneparypa. Koxuute oOpHBH MOrat ga ce pa3BuaT B CEPHO3HO OOLUUPHO
yBpexXaaHe Ha Koxata (IOUeHE Ha ENHAEPMUCAa d  MOBBPXHOCTHUTE JIMFGBHUMK) ¢
KUBOTO3acTpalasatum nocneauun. Toea mMoxe na 6bae ,.cHHApoM Ha CTUBBHC-[KOHCBHY,
~epuTeMa MynTudopme, , IeKapCTBEHA peakuUs ¢ €03UHOPHUINUA U CHCTEMHH CHMITOMM®
(obwuped obpuB, NOBHILEHA TEJECHA TEMNEpaTypa U yBelUUeHN NUMGHH Bb3AX (CHHAPOM Ha
DRESS wWiH CHHAPOM HA CBPBbXYYBCTBUTEJNHOCT KBbM JNE€KAPCTBOTO)) KHAM ,,TOKCHYHA
ENHAEPMANHA HEKPONU3a®,
- llpoMenn B Opos Ha HAKOH KICTKH BBLB Batiarta kpui, NpUYMBEABAILM YMOpa, ciadoct Hid 81¢1a
Kowa (HUCBK OpPOH HA YEPBEHUTE KPLBHH KACTKI), KPLBOHACA,13HE WM KbPBEHE MO-UELL1O M
OPOABIHKHTENHO OT OBMUAHHOTO (HHCHK OPOli 1pOMOOIITTIH),




OTiensttie Ha NO-MEIKO ¥ PHHA OT OOHKHOBCHO I HEBLIMOKRHOCT 32 YPHHUPAHE, KPbB 1.1 CIY3
B ypuuara, Oonka 8 j0nata uact na ropda ¢ BLIMOKeH o0puB, BHCOKA 1CMICpaTYpa, raicie
HUt BOBPLIAHE, ToBa MOKe 1A ca NPHINAIY HA APOMIICMH ¢ OLOpennTe,

[IpH malHenTH, KOUTO HMAT HPodIeMi ¢ HepInis J1pad, OIIGKBAHIITA MOKC 13 CE BAOLWIAT 1 14
NPHUMHHAT QTOK M MOTbK, KOCTO MOKC J1d JOBCAC 1O 1IPOMCHH B KOHUEHTpaUHATa, THUHOCTTA
HIIE NOBC/ICHNETO, MTPOMICMH MPH KOMIEHTPHPARC HIH MICICHE #1183 YCELLAHE 33 CLILIIBOCT HAH
YHECEHUCT,

C HeniBecTHa 4eCcTOTA (He MOXKe Ad Obae OIMPeACHCHa OT HATHYIIHIC Jlatitn )

BusnaneHue na vepsara npHuUnHssanlo 00.IKa M IHAPHS, eBEHTVAIHO Ch, ILPKALIA KPLB.
(OOpHB, BCPOATHO € OONKH B CTABKHTE,

IIpyryu HexeNnany peakiLHy BKIKOYBAT:

YecTu (Morar aa 3acernar a0 | Ha 10 ayin)

[ naBobonue.

EdexTrt BbpXy cTOMaXa M yepBara: auapus, 60/1ka B ctoMaxa, 3anek, razose (pnatyneHuus).
YyBCTBO 3a rafeHe #au NOoBpbiLlaHe.

HobpokauecTBEHH MOJAIK B CTOMAXA.

HeuecTu (Morat aa 3acerdar ao 1 va 100 ayuu)

OToK Ha Kpakara W re3eHHTE.

HapytueHue B cbHs (6e3cnbHuE).

3aMasHOCT, YWYBCTBO 32 U3TPbIBAKE U MPaBY4KaHE Ha KpaHHULUUTE, CbHIXBOCT.
YcelllaHe 3a BUEHE Ha CBAT (CBETOBBPTEXK).

Cyxota B ycTara.

[I[poMeHH B KpbBHUTE TECTOBE, C KOMTO C€ NpoBepABa Kak QyHKUHOHKHpa YepHUs apob.
Obp«BH NO KOXAaTa, KONPUBHA Tpecka U ¢bpbex no xoxkara.

Peaku (Morat na 3acerHar a0 1 Ha 1 000 aywmu)

Muoro peaku (morart aa 3acernat Ao 1 Ha 10 000 gywu)

lNpobaemMn ¢ KpbBTa, Katro Hanpumep HamaneH Opod O6end KpbBHU KNETKH WAH TPOMOOLUTA.
Tosa moxe Aa npuuMHH crnadoct, 0OpazyBaHE HAa CHHWHW MAM N3 NOBHIUM BEPOSATHOCTTA OT
HHpEKLHH.

Hucku cTOHHOCTH Ha HaTpuii B KpbBTa. TOBa MOXE Ha NPUYKHHH Y4YBCTBO 3a ¢/1ab0OCT, 4yBCTBO 3a
NOBPBUIAHE K KPaMIIH,

UyBscTBO 32 Bb30yAa, 06bpKBaHE 4K AeNpeCUs.

[IpoMsHa BBLB BKYyCa.

3puTenHu npodnemMu, KaTo 3aMbIIEHO 3pEHHE.

BHe3anHa nposiBa Ha XPUINOBE HJIM HEAOCTHI HAa Bb3AyX (OpoHXOCnasbM).

Bb3naneHue B yCTHaTa KYXHHa.

Bb3naneHue, HapeueHo "MIAEYHHMLA®, KOETO MOXE f[a 3aCerHe 4epBaTa W Ce MpUUHMHABA OT
reOMYKH.

Koconaa (ajjoneuus).

OOpu“BHY MO KOXaTa NPU M31araHe Ha CTbHYEeBa CBETNNHA.

bonku B cTaBuTE (apTpanrua) unu 60nKH B Myckyiante (Muanrus).

YyBscTBO 338 00110 HEPaA3ON0KEHKE H INNICA HA EHEPIU4.

[ToBuilIEHO NOTEHE,

[lpoMeHH B KpbBHATA KAPTHHA, BKAKOUUTENHO arpaHyiounTosa (aunca Ha 6enu K
ATpPECHBHO NOBEACHHE,




- BuxpaHe, ycellaHe WNM YyBaHe HA HELlA, KOMTO HE Ca peailHy (XamouHHAUWH).
- MyckyaHa chabocr.

- YronemsaBaHe Ha BPAHTE [TPH MDBAKE.

C neuniBecTHa yecToTa (MECTOTATA HEe MOXKeE Aa Obae onpeaeneHa oT HATNYHUTE JaHHU)

- AKo mnpuemate EzonpamkeH B NpoAb/likeHHE Ha nosede o7 3 Mecella, Bb3MOXHO € HMBAaTa Ha
Marsesuid B kpoBTa By na ce nonuwxar. Huckn HuBa Ha marxne3nii Moke a ce MpPOSBAT KATO
yMOpa, HEKOHTPOJHPYEMH CNa3MU Ha MYCKYNUTE, AE30pPHEHTALMA, KOHBYJICHM, 3aMasHOCT,
YYecTsABaHE Ha CbpAEYHHUA nyac. Ako Bu ce nosBM HAKOM OT Te3M CHUMITOMH, MONA,

nHpopmupaiite HesabasHo Bawna nekap. Hucku HWBA Ha MarHesui Morar cnbuwlo Aa MPHUUHAT
HaMmaJjlgsBaHe Ha HWBATa Ha Kajlvd WAW KanuMi B KpbBTa, Balinatr nekap mMoxe Ja HalHayu
MEPHOANMYHO M3CNEABAHE HA KPBBTA, 3a J1a Npocaead HuBata Bu Ha MarHesnil,

Cro0waBane Ha HeXeJIAHH peaKLHH

AKO NONYYHTE HAKAKBH HEXENaHW NEeKapCTBEHH peakuuud, yBeaoMere Baluus nekap uin dapmatlenT.
ToBa BkMOYBA BCHYKH Bb3MOXHM HEOMHWCAHW B Ta3W NIMCTOBKA HexeNaHH peakunn. MoxeTe ¢blto za
CbOOLINTE HEXEAAHH PEAKUMK JUPEKTHO Ype3 HALlMOHANHATA cUcTeMa 3a chobluasane: ManbannrtenHara
areHuus no nekapcrsara, yi. , JdamsaH ['pyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebGcaiiT:
www.bda.bg. Kato choftuaBare HexenaHy peakuuy, MOXe Ja JajeTe CBOA MPMHOC 3a NoJyyaBaHE Ha
noseue HHPOpMaUHUA OTHOCHO 6€30NacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak na chbxpanaBaTe E3zonpaaken

Hﬂ CC CbXpaHdaBa Ha MACTO, HCACCTBITHO 3d ACLA.

He uanon3saiTe TOBa AEKApCTBO CNEJ CPOKA HA FOAHOCT OTOEensA3aH BbPXY KAPTOHEHATA OMaKoBKaTa ¢
»loaeH 10“ uau “EXP”. CpokbT Ha rOAHOCT OTroBaps Ha MOCAeAHHA AeH OT NOCOUYEHUA Mecell.

bnauctep: [la ce cbxpanara npy temneparypa noa 25°C. Jla ce cuxpaHaBa B OpUIrHHANIHATA ONAKOBKa, 34
Ja ce npeArnaiu oT Bhara.

bytunka: [a ce cbxpaHsBa npu teMnepatypa noa 25°C. bytunkara na ce cbxpaHsasa ao6pe 3aTBopeHa,
33 14 ce npeanasud ot snara. Jla ce ynotpedu a0 3 MecellH ciiel NbpPBOTO OTBAPAHE Ha OyTHNKara.

He M3xBbpnsATe nekapcrBara B KaHanu3auyuaTa HNY B KOHTeHHepa 3a AOMalUHH oTnaabuu. [lonutaiite
Bawua ¢apmauesT kak A2 M3XbPAATE JE€KApCTBAaTa, KOUTO BeYe HEe M3non3Bate. Te3n Mepku Lie
CTIOMOrHAT 33 OMa3BaHe Ha OKOJIHATA cpeaa.

6. CouabnpxaHHe HA ONIAKOBKATA H AONLJHHTENHA HHPOpMALIMA
Kaxpo ceabpixka Ezonpajxen

AKTHUBHOTO BEUIECTBO € e3oMenpazon. EzonpamkeH CTOMalLHO-YCTOWYMBH TBBLPAM Karncyaw € B JBe
KOHUEHTpaUUH, cpoabpxaiy 20 mg unu 40 mg e3oMenpason (kaTo €30MEeNnpa3on Maruesuit).

[ToMoOlUHHUTE BElIECTBA ca:
- CobpuesBdHa: 3axapHH neneTH (CbAbplKalM 3axapo3a M UApPEeBHYHO HHILECTE), KPOCMOBHIAOH,
XHAPOKCHITPOMHA LUENYN03a, HATPHEB XHAPOKCHA.

- TloanokpuTHE: MaHUTON, 3aXapo3a




- CroMaliHO-yCTORYHBO MOKPHTHE: NOJUMEP HA METAaKPUIOBA KHcenuHa-eTHN akpunat (1:1) 30%
AUCNEPCHUS, TPHETUI LNTPAT, MAKLEPOS MOHOCTEapaT, nonucopdat 80
- (CmMasBanio BELIECTBO: TANK

Hpyry NnOMOIIHM BELIECTBA 3a Kancysara ca: YepBeH kenedeH okuc E172, xbiar xenezen okuc E172
(camo 3a 40 mg), TvtaHoB avokcua E171, xenatusa, npeyncTena BoJa, HaTPUEB faypun cyngar.

Apyrv noMoLHH BEIWECTBA 32 NEYaTApPCKOTO MaCTHIO €a: LMeanaxK, NpoONUAeH CAHKON, KOHUEHTPHpaH
AMOHHWEB pa3TBOP, YEPEH xkeie3eH okcua E172 v kanueB XUApoOKCHA,.

Kagk narnexna EzonpagxeH 1 KaKBO ChALPKA ONAKOBKATA

Esonpamxed 20 mg CTOMALUIHO-YCTOHYHBH TBLPAH KarCysH ¢a TBhPAN HENAaTMHOBH KANCYAW ¢ Kana4ka
W TANO C po30B UBAT, ¢ 4epex Haanuc "Mylan” Han "EM20” Ha aBeTe 4acTH Ha Karcynata, MbJIHH €
nenetu ¢ 641 40 KpeMas LIBAT.
Esonpapxen 40 mg CTOMalIHO-yYCTORYHBY TBHPAY KANCYJU ¢a TBBLPAHU KENATHHOBK KAMCYJM C Kanayka
M Tano ¢ xagsAB UBAT, ¢ uepeH Haanuc "Mylan” nan "EM40™ na asete yacTh Ha Kancynara, MbjHH C
nenetu ¢ 6a1 40 Kpemas UBAT,

OnakoBkHTEe ca B OnucrepH chabpkawy 7, 14, 15, 28, 30, 50, 56, 60, 90, 98 nau 100 kancynu W 8
OyTuaku ceabpxkaiuy 7, 14, 28, 30, 56, 98 uau 100 kancynu.

He BCHMKH OMakOBKH Morar aa Obaat nycHaTu B npoaaxoa.

IIpuTexxaTen Ha pa3pelleHueTo 3a ynorpeba u npon3BoauTen

[IpyuTexaTen Ha pa3pelleHHETo 3a ynorpeba:
Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 135,

DUBLIN, HUpnanaus

[IponzsoaunTen:
McDermott Laboratories Ltd t/a Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange Road,

Dubilin, 13, Upnanaus
WK
Mylan Hungary Kft., H-2900 Komarom, Mylan utca 1, Yurapus

To3u sexkapCcTBeH NPOAYKT € paspemieHd 3a ynorpeba B crpanuTe wienkn Ha EUII noa cneaunte
HMEHa:
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benrusa Esomeprazole Viatris 20mg & 40mg

brarapus Ezonpamxen 20 mg & 40 mg CTOMaLLHO-YCTORUHBH TBBPAK KaNcCy/iH
JaHus Esomeprazol Viatris 20mg & 40mg

JIrokcemOypr Esomeprazole Viatris 20mg & 40mg

Hopeerus Esomeprazol Viatris 20mg & 40mg

lopTyranus Esomeprazol Mylan 20mg & 40mg

LUBeuns Esomeprazol Viatris 20mg & 40mg

Huaepnanans Esomeprazol Viatris 20mg & 40mg

ObeaunHeHo kpancTBo  Esomeprazole 20mg & 40mg
(CeepHa Mpnanans)

JaTa Ha nocneAHo npepasriexaane HA JUCTOBKATA
aexemBpH 2025
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