JUCTOBKA



JlncroBka: nHpopmauns 3a nanHeHTa

Emanepa® 20 mg cromalmiHo-ycTOHYHBH TBLPAH KANCYJIH
Emanepa® 40 mg cTroMamHo-ycTOHYHBH TBLPAH KANCY.IH
€30Mernpasosi

Emanera” 20 mg hard gastro-resistant capsules
Emanera” 40 mg hard gastro-resistant capsules
esomeprazole

[IpouereTe BHHMATEIHO UAIATA JIHCTOBKA, NPE/IH 12 3aMI04HETE 1A IPHEMATE TOBA JIeKAPCTBO,
ThH KATO TH CbABbP:Ka BaKHA 32 Bac undopmannsn.

3anasere Ta3u JMCTOBKA. Mojke 1a ce HAIOKH 1a s poYeTeTe OTHOBO.

AKO UMaTe HAKaKBH 10MbJHUTEIHU BbIIPOCH, Nonuraiite Bawius nekap uau gapmauesr.
Tosa nekapcTso e npeanucano aMyHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To
MOXKE€ /1a UM HABPE/IH, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00J/I9BaHE Ca CHLUMTE KaTo
Bawure.

AKO MOJYy4HTE HAKAKBH HEXKEJIAHU JIEKAPCTBEHHU peakuuH, yBeaomere Baiuus nekap,
(hapmauLEeBT HJIM MEAMLIMHCKA cecTpa. ToBa BKJIKOYBA M BCHYKH Bb3MOYKHH HEXKENaHH
peaKLMH, HEOMKUCAHU B Ta3H JUCTOBKA. BuxkTe Touka 4.

KakBo ¢babpka Ta3H JIHCTOBKA:
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KakBo npeacrasnssa EmaHepa M 3a KakBo ce M3M0/13Ba /J /700 /jé‘/j A
KakBo Tps0Ba na 3Haete, npeau na npuemere Emanepa -
Kak na npuemare Emanepa 01 -07- 00
BBb3MOKHH HEKeNaHU peakLHU é 2 A }5"" JV

Kak na cbxpansBare EmaHepa

CbabpKkaHMe Ha ONAKOBKATA M IOMbIHHUTEIHA HH(OPMALIKA

Kakso npeacraBasBa Emanepa u 3a KakBo ce H31M0.13Ba

EmaHnepa cbhabpika J1€KapeTBO, Hape4YeHo e3omenpa3o. To npuHa IekH KbM rpynaTa jekapeTsa,
Hape4YeHH ,,MHXHOMTOPHU Ha NpoToHHaTa nomna™. Te aelcTBaT KaTO HAMaIABaT KOJIMYECTBOTO HA
CTOMalllHa KHCEJIMHA, KOSATO cTOMaxbT Bu npoussexa.

EmMaHepa ce u3nonssa npw:

Bb3pacTHu:

..l 'actpo-e3odareanHa pepuykcHa 6onect (CEPB). Toea e cheTosiHue, npy KOETO KMCEHHA OT
CTOMaxa ce Bpblla B XpaHONpoBoa (TpbbaTa, KOSITO CBbP3Ba MbPJIOTO ChC CTOMAXa) U
MpUYKHsABa O0/IKa, Bb3MNajleHHe U KucesuHU. ToBa 1ekapcTBO ce npuiara 3a:

- JICYEHHE Ha XPaHOIpPOBO/AA, aKO TOW € YBPEEH HI/IH Bb3MAaJIeH,

- CMIUpaHe Ha Bb30OHOBSBAHETO HA TE3H ChCTOAHHMS,

- 00/1€K4aBaHE HA HENPUATHUTE CUMIITOMH, KOMTO YECTO CE CPELLAT NPH TE3H ChCTOAHHUA.

S13BM Ha CTOMAxa MJIM rOpHaTa 4acT Ha YyepBara (JBaHAaAeCeTONPLCTHUKA), KOMTO Ca 3apa3eHH ¢
Oakrtepus, HapedeHa ,, Helicobacter pylori*. Ako umare ToBa 3abonsBane, Bawust nekap mosxe
[a npeanuile ToBa JIEKAPCTBO B KOMOMHALIUA C HAKOH aHTHOMOTHLIM, 3a 1a:
- JIeKyBa AyOACHAIHH A3BH, PUYUHEHH OT DaktepusaTa Helicobacter pylori,
- NpeO0TBpaTABAHE HA MOBTOPHATA NOsABA Ha A3BU, CBbP3aHH C Ta3u GakTepus

CTOMaLIHK A3BH, IPHYHHEHH OT JIEKAPCTBA, HAPEYEHH HECTEPOU/IHH NPOTH
cpeactsa (HCIIBC).
Tosa aekapcTBo ce npuaara 3a:



- JleYeHHne Ha A3BH Ha cToMaxa, npHuuHenu ot HCTIBC
- Mpeana3BaHe OT A3BM HA CTOMAXa M [BaHAAECETONPbCTHHKA, ako npuemate HCITBC

- [TpoabmxHTENHO NEUEHHE NPH NPEAOTBPATABAHE HA NMOBTOPHO KBPBEHE HA S3BH C
HHTPABEHO3HO MPHIOKEHHE HA €30MENPa3O.l.

- Tabpae MHOMO KHCENTMHA B CTOMAXA, NPYUUMHEHH OT TYMOPHO 00pa3oBaHHe B naHkpeaca
(cuHapom Ha Zollinger-Ellison).

KOHown Ha Bb3pacT Ha ¥ Had |2-roaviiHa BL3pacT

- ~I'acrpo-e3odareanna pedaykcna Gonecr™ (FEPB). Toea e cbeTosAHKE, NpH KOETO KHCENUHA OT
CTOMaxa Ce¢ Bpbllia B XpaHONpoeoaa (Tprbara, KOATO CBLP3BA MbPJIOTO ChC CTOMAXa) H
npuunHaBa 6onka, Bb3NaNeHHE U KUCENHHH.

- S13BY Ha CTOMAXa WJIH rOPHATA YacT Ha YepBaTa (ABaHAACCETONPLCTHHKA), KOUTO Ca 3apa3eHH ¢
baxtepus, HapeueHa ., Helicobacter pylori. Ako umare ToBa 3a6onssane, Bawnat nexap Mmoxe
Na NpeanuiIe ToBa EKApCTBO B KOMOUHALMA ¢ HAKOW aHTHOHOTHLIW, KOMTO Aa NIOANOMOTHAT
3a3ApaBsBAHETO Ha A3BaTA.

2.  Kaxkso TpnOBa na 3naete, npeaun 1a npHemere Emanepa

He npuemaiite Emanepa

- AKO CTe anepru4Hy KbM €30Menpaso KK HAKOA OT OCTAHAJIHTE ChCTABKM Ha TOBA JIEKAPCTBO
(136poeHn B Touka 6).

- AKO CTE ANEPruyYHH KbM APYrH J1EKApPCTBA, HHXHOUTOPH Ha NpoTOHHATa nomna (Hanp.
naHTonpason, nas3sonpaso, pabernipaszon, omenpason).

- AKO npHemare HeSipHHABHP (NEKapCTBO, H3MOA3IBAHO 3a NedeHHe Ha XUB-uHbexums).

- AKO HAKOra CTe pa3BHBANH TEXDbK KOkeH OOpHB HnH OeneHe Ha KOXaTa, MeXypH WHIH paHH B
ycTarta cnea npvem Ha EmMaHepa unu apyru nekapcTea OT CbLUHA Kac.

He npuemalite Emanepa, ako Hewo oT ropeusbpoeHoTo ce otHacs 3a Bac. AKO He CTe CHIYpHH,
KOHCYATHpaiiTe ce ¢ Bamug nekap nin ¢apmauesr, npead aa npuemere Emanepa.

IlpeaynpexiaesHs H NpeANa3HH MEpPKH

I'oBopere ¢ Battina nexap nnu dapmauest, npeau aa npueMere Emanepa, ako:

- UMATeE TEXKKH YepHOAPOoOHH npobremu.

- uUmare cepuo3Hu npobnemu ¢ 6vOpeunnTe.

- HMaTe HEAOCTUl HA BUTaMHWH B12,

- HAKOra CTe NOTY4aBA/IH KOXKHA peakUua Cea eHEHHE C 1eKapcTBo, noaodbHo Ha Emanepa,
KOETO HaMaNABa CTOMALUHATA KMCETHHA.

- TpabBa 12 CH HanpaBMTe ONpencsicH BUA HICNEABaHE Ha KpbBTa (XpomorpaHHH A).

OOpHB H KOXXHH CHMIOTOMH

AKo nojiy4uTe oOpHB 1o KoXara, 0cobEHO B y4acTbLM, HIIOKEHH Ha CITbHUE, HHopmupaiiTe Bawus
nekap BeaHara korato Bu 6bae Bb3MOXKHO, TbH KaTO MOXKe 11a Ce HAJIOKH A CIPETE NEYEHHETO C
Emanepa. He 3abpapaiiTe cbio Aa CNOMEHETE BCHYKH APYTH HEONArONPHSTHH NOCJAEACTBHA, KATO
Honka 8 cTaBuTe.

- MMa c10011eHNa 32 CEPHO3HH KOXHH PeaKkiMH, BKAIOUHTENHO CHHAPOM HA CTHBBHC-PKOHCBH,
TOKCHYHA eNnnaepManHa HEKPOH3a, JIEKApCTBEHA peakLMsa ¢ €03HHO(HIIHA H CHCTEMHH

cumromu (DRESS), BbB Bph3ka ¢ neuennero ¢ Emaunepa. INpexparere ynm'peﬁm : W .
. OB bL38aHN C %‘

H He3a0aBHO NOTbpCeTe NeKapcKa NoMoll, ako 3abe1exnuTe HAKON OT CUMITTOM
TE3H CEPHO3HH KOXKHH PeaKLMH, ONUCAHH B TOYKA 4.




EmaHepa MOXe 1a NpHKpHE CHMNITOMHUTE Ha ApYrH 3abonasaHus. 3aT0B], AK0 HElO OT CJACAHOTO Ce
c.Iyqn ¢ Bac, npean aa 3ano4ynere Aa npuemare EManepa nian aokaro s npaemare,
KoHcyaTrpaiite ce ¢ Bamns nexap HezabaBHo:

- Bue rybure MmHoro ot Ternoro cu 0e3 npuyuHa ¥ uMare NpoblieMH ¢ MPerTbLUIAHETO.

- Mmare Donky B CTOMAXa WK OO XPAHOCMHUNAHE.

- 3anoysarte Na NOBPLLUATE XPaHa HIIH KPbB.

- MUMate YepHH H3NpaXXHEHUA (KbpPBaBH M3NPAKHEHHS).

Ako Bu e 6una npeanucana Emanepa ,.npy Hyxaa™ Tpabea aa ce cBbpxete ¢ Bawus nexap, axo
CAMNTOMMTE MPOABLKABAT KM POMEHAT XapaKTepa CH.

[IprembT Ha HHXHOHUTOPH Ha NpoTOHHATa Nnomna kato Emaxnepa, ocobeHo 3a neproa, NO-aAbABI OT
€2Ha roxHa, MOXKe NI€KO A2 MOBHIIM PHCKA OT NoABaTa Ha ¢ppakTypH Ha 6eapoTo, KUTKATa WX
rppdHauHMa cTeb. YBeaomere Baung nekap, ako ctpagaTe oT 0cTeonopo3a MK NpHEMaTe
KOPTUKOCTEpOUAH (T€ MOTAT a MOBHLLAT PUCKA OT OCTEONIOp03a).

Aeua na sn3pact noa 12 ronnun
Emanepa He ce npenopbusa npH Aeua nog 12 roanHH.

Apyra nexapcrsa n Emanepa

Kaxcere Ha Baiuua nexkap uimn papmauest, ako npHeMare, HACKOPO CTE TPHEMATH WK € Bb3MOXHO Aa
npHemMaTe Apyry nekapcrea. Tosa BKIIOYBA 4 JIEKAPCTBA, OTNYCKAHH 6e3 peuenra. ToBa e Taka,
3ai10T0 EMaHepa MOXe a NOB/IHAE Ha HAYMHA, N0 KOKTO AeHCTBAT HAKOH JIEKAPCTBA, H HAKOH
JIEKapCTBa MOTAT 13 OKaXaT Bb3AeiicTBHe BbpXy EMaHepa.

He npuemanTe EManepa, ako npuemMare ciaeaHHTE NexapcTaa;
- Headunasup (v3nonseau 3a neueHue Ha XUB-undpekunn).

Kaxete Ha Bawua nekap i dapmalieBT, ako NpUEMATE HAKOE OT C/IEAHUTE JIEKAPCTRA:

- ATazaHaBup (M3noa3BaH 3a neueHHe Ha XUB-uudekuns).

- KeTokoHa30N, HTPAaKOHA30/ WK BOPHKOHA30/1 (H3MON3BAHH 3a JleueHUe Ha UHDEKLIMH,
MPUYUHEHH OT I'bOHUKH).

- JAUrokcuH (M3N013BaH 32 NeYeHHE Ha ChpaeuHH npobiemu).

- EpnotuHub (H3non3eaH 3a eueHHe Ha pak).

- Liutanonpam, HMUINPaMHH HAH KIIOMUNPaMHH (M3NOA3BAHU 3a JIEHEHHE HA JEMPeECHA).

- Hnazenam (M3n013BaH 3a NEUYEHHE HAa TPEBOXKHOCT, 33 OTNYCKaHE HA MYCKYHTE WIH NpH
enuIencus).

- DOeHHTOHH (U3M0I3Ba CE NPH enwiencus). Ako npuemare heHUTOUH, Bawuar nekap we Tpabaa
na Bu nabmonasa, korato 3anousare wiu cnpete npueMa Ha Emanepa.

- JlekapcTsa, KOMTO Ce M3MO/3BAT 3a pa3peXkaaHe KpbBTa, kaTo BapdapuH. Bawuunar nekap moxe
na By Habnioaaea, koraTto 3anovsare Wid cnpeTe npuema Ha Emanepa.

- L{nnocTa3zon (M3non3saH 3a ne4eHHEe Ha KHTEPMHTEHTHO HaKylBaHe — 00NKa B KpakaTa, KOrato
BLPBHTE, KOATO € NPHYHHEHA OT HEAOCTATHYHO KpbBOCHAbAABaHE).

- Liv3anpua (M3n0N3BaH NPH HAPYLUEHO XPAHOCMHWIAHE H KHCEITHHH).

- MeToTpekcaT (XBKMHOTEPANEBTHYHO JIEKaPCTBO, U3MOJI3BAHO 34 IEYEHHE Ha Pak) — aKo
npHeMare BUCOKY 03K MeTOTpekcaT, BawinaTt nexap moxe BpeMeHHO A3 NPEKPATH JIEYEHHETO
Bu ¢ Emanepa.

- Knonuaorpen (W3nonsean 3a npeoTBpaTaBake oOpa3yBaHETO Ha KPbBHH ChCHPELH (TPOMOH)).

- Takponumyc (M3n013BaH NPH OPraHHH TPAHCIJIAHTALMH).

- PudamnuuuH (3a neuenue Ha TyOepkynosa).

- /KbaT kaHTapuon (Hypericum perforatum) (W3non3BaH 3a NEYEHHE HA fieKa /¢

Axo Bawnar nexap Bu e npeanucan aHTHOMOTUUNTE AMOKCHLMIHH H KIAPHTPOMH
Emanepa 3a neueHune Ha A3BH, NnpuurdHenu ot Helicobacter pylori, MHOTO € BaXXHO 1
Bawng nekap 3a BCHUKH APYTH IEKapCTBa, KOHTO NpHEMaTe.



Hpuem na EmaHepa ¢ XpAHH H HANHTKH
MoskeTe aa npHemarte KancysuTe ¢ XpaHa Wiy Ha nNpa3eH CTOMAax.

bpemennoct, kppMeHe H QepTHAHTET

AKO cTe OpeMeHHa WIIH KbPMHUTE, CMATATE Y€ MOXeE 11a cTe OPEMEHHA WIH M1aHHpaTe OPEMEHHOCT,
nocwveeTBaiTe ce ¢ Bawna nekap unu papmauesT npean ynorpedara Ha ToBa ekapcTBO. Bawuar
A€Kap e peLd AanH MOXe na npuemarte EmMaHepa npes ToBa BpeMe.

He e u3sectHo nanu EmManepa npeMuHasa B MaiiunHOTO MAAKO. CnegoBarenHo, He TpabBa aa
npuemate EmaHepa, ako kbpmuTe.

Hlo¢upane n pabora c MAIIUHA

Hsama seposTHocT EmaHepa na noenuae supxy cnocobHocTTa By na wodupare win na paborture ¢
HHCTPYMEHTH WIH MalWWHHK. Bbnpexy ToBa, HeXkeNaHW peakUnH KaTo 3aMasHOCT M 3aMBbIJIEHO 3PEHHE
MOTaT Ja HaCTLIIAT HEYECTO WK pAAKO (BHXKTE TOUKa 4). AKo cTe 3acerHartH, He Tpabsa aa wodupare
WK & W3NOJ3BATE MALLHHH.

EMaHepa cbABbpKa 3axapo3a B HATPRAI

Axo BawwusT tekap Bu e kazan, ye UMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBPXKETE CE C HETO,
npeau 1a MpHEMETE TO3H JIEKApCTBEH NPOAYKT.

Toea nekapcTBo chbaAbPKaE NO-Manko oT | mmol HaTpuit (23 mg) Ha Karcyna, T.e. MOXe Aa Ce KakKe, Ye
NPaKTHYECKH HE ChAbPXKa HATPHA.

3. Kak a1a npremare Emanepa

Bunaru npuemaiiTe ToBa nekapcTso TOHHO KakTo By € xazan Bawuar nekap unu apManesT. AKO He

CTe CUTYPHH B HELLO, NOoNHTaiTe Batuus nekap i gapmauesT.

- AKO npyemMare TOBa JIEKAPCTBO 32 ABAro speMe, BawusaT nekap e ucka aa Bu npocnenssa
(ocobeno, ako cTe ro NpyemMany 3a NoBeue OT €HA rOAUHA).

- Ako Baunar nexap Bu e xa3an na npuemare ToBa NTEKapCcTBO CaAMO KOraTo HMaTe Hyxaa oT
HEro, Kakere Ha Bawna nekap, ako CHMIMTOMHTE ce NPOMEHAT.,

Koaxko 1a npremare
- BawusaT nexap uie BH kaXxke KONKO Kancyau Aa npyeMaTe M KOJKO ABIro Aa ry s3emare. Toea
lii¢ 3aBHMCH OT BaweTo cbCTOHHE, HA KONKO MOAKHHU CTe H Koako aobpe paboTu YepHusT Bu

Apob.
- [IpenopbunTenHUTE 4031 €2 AAAEHH NO-A0AY.

BrnipacTna Ha ¥ Haa 18-roARmHA BbLIpacT

3a nedesine HA KHCEJTHRH B CTOMAaxa, NPHYHHEHEA OT racTpo-e3odareanna pedaykcaa 60.rect

(TEPB):

- Ako BaluaTt nekap € ycTaHOBHA, Y€ XpaHONMpPOBOABLT (TpwdaTa, npe3 KOATO XpaHaTa CTUra OT
ycTara 0 CTOMaxa) € NeKO YBPEACHa, NPENOPBLYHTENHATE 1032 € €AHA CTOMALIHO-YCTORYHBA
TBbpAa karncyna Emanepa 40 mg BeaAHbK AHEBHO, B NPOABLKEHHE Ha 4 ceaMuLM. Bawusar
nekap Moxe Ja Bu nocbeeTBa a B3emMaTe €aHa M CblIA 1034 3a owe 4 ceaAMULM, 8KO
XPaHONPOBOABT BCE OLUE HE € HINEKYBAH.

- [IpenopbunTentHara no3a ciea KaTo Beve XpaHONPOBOALT € BL3CTAHOBEH € €HA CTOMALUHO-
ycToHuHuBa TBbpAa Kancyna EManepa 20 mg BeAHbX AHEBHO.

- AKO XpaHOTNIPOBOADBT He € OHA yBpEeACH, NPENOPbUYMUTENHATA 1034 € €Ha CTOM
TBbpAA Kancyna Emanepa 20 mg Bcekn aeH. Cneq KaTo ChCTOAHHETO € Mo KO}
nekap Moxe na Bu kaxxe na npuemeTe NekapcTBOTO, CBLUO Taka H camo NpH
MaKCHUMYM €/1Ha CTOMALLHO-YCTOHYHBA TEbpAa kancyna Emanepa 20 mg Bce

- Axo nmare TexxkHu npobnemu ¢ uephua apod, Bawinar nexap Moxe na Bu 12




3a nevenne na 238, npuunnenn ot Helicobacter Pylori u 3a cnupane Ha 06paTHOTO Bpbiane

HA KHCEJIHHA:

- [lpenopbunTennara 103a € €1Ha CTOMALLHO-YCTOHYHBA TBbpAa kancyna Emanepa 20 mg nsa
MbTH AHEBHO B NPOAB/DKEHHUE HA eNHA CeXMHULIA.

- BawuaT nexap we Bu noctseTBa na npuemare v aHTHOMOTHLIMTE BMOKCHLIMTMH H
KJ1aPUTPOMHLIHH.

3a neuenue Ha cromawnn 9388, npaiunenn oT HCIIBC (HecTeporaHn NpoTHBOBLINANHTEIHE

JEeKAPCTBEHH CPEACTBA):

- [penopwunTenyata A03a € ea1Ha CTOMALLHO-YCTOHYMBA TBbpAA Kancyna Emanepa 20 mg
BEAHDBXK NAHEBHO B Npoab/ikeHHe Ha 4 no 8 ceaMHLH.

3a npeaoTBpaTABAHE MONBATA HA CTOMAMIHH 73BH, ako npuemate HCHBC (necrepounnn

NPOTHBOBL3MAJIHTE/IHH JIEKAPCTBEHH CPEACTBA):

- [penopbuurenHara ao3a ¢ eaHa cToMallHO-ycTOHYHMBa TBbpAA kancyna Emanepa 20 mg
BEAHDBX AHEBHO,

3a npuI0KeHHE KATO NPOAB/IKHTEHO JedeHHe NP NPEAOTBPATABAHE HA MOBTOPHO KbPBEHE

Ha AI3BH ¢ HHTPaBEHO3HO NPHJICKEHHE HA €30MENPa3o:

- [lpenopbunTenHaTa n03a € eaHa cToMalIHO-YCTOHYMBA TBbPAA Kancyna Emanepa 40 mg
BEAHBXK AHEBHO B NPOADB/IKEHHE HA 4 CEAMHLM.

3a neyeHHEe HA NPEKATEHO MHOI0 KHCE/IHHA B CTOMAXA, IPHYHHEHO OT TYMOpPHO o6pa3oBanue B

nanxkpeaca (cunapom Ha Zollinger-Ellison):

- [NpenopbunTenHaTa no3a € €1Ha CTOMAIIHO-YCTOHYHBA TBbpAA Kancyna Emarepa 40 mg aBa
NMbTH Ha J€EH.

- BawiuaT nekap uie Kopurupa 103ara B 3aBHCHMOCT OT Batuyte HYAH M Lie pewlid KONKO Abiro
TpabBa na npHemare nexapcTBOTo. MakcHmanHata aoza e 80 mg Apa MTH AHEBHO.

Onomn sa »n Baa 12-rogamHa BL3IpACT

3a sleyenHe HA KHCE/IRHHE B CTOMAXA, IPHYHHEHH OT racrpo-ezopareanna pedaykcaa Goaecr

(TEPB):

- AKo BawmnsT nekap e ycTaHOBWA, Y€ XpaHONPOBOALT (TpbOaTa, npes KOATO XPaHATa CTHra OT
ycTaTa A0 CTOMAxa) € 1eK0 YBpPEeAeHa, MPenopbyYHTE/IHaTa 1032 € €JHA CTOMALIHO-YCTONYHBA
TBbpAaa kancyna EmManepa 40 mg BeaAHbXK AHEBHO, B NPOABLIKEHHE Ha 4 ceaMULUH. BawusT
nekap Moxe aa Bu nocheersa na B3emare €1Ha M Chlla 4032 33 oule 4 ceAMHLH, aKo
XPaHOMNPOBOABT BCE OLUE HE € HNEKYBaH.

- [IpenopbunTenHaTa 103a cies KaTo Be4e XPaHOTIPOBOABT € Bb3CTAHOBEH € €1HA CTOMALLIHO-
yCTOHYHBA TBbpaa kancyna Emanepa 20 mg BeAHBK AHEBHO.

- AKO XpaHOMpoBOABLT He € OniT yBpeeH, NPenopbYHTENHATA 4032 € €1Ha CTOMALHO-YCTOHYHBa
TBbpAa karncyna EMaHepa 20 mg BcekH aeH.

- AKO UMATe TEXKKH Npodaemu ¢ yepnus Apod, Bawnat nekap moxe Ja Bu gane no-Hucka no3a.

3a nevyeuue HA A3BH, npuuHHeRH oT Helicobacter Pylori a 3a cnupane ua o6paTHOTO BpbLMAaHe

HA KHCE/HHA:

- [IpenopruynTenHaTa 203a € €1HAa CTOMALIHO-YCTOHYNMBA TBbpAA Kancyna Emanepa 20 mg nBa
MbTH AHEBHO B NMPOIb/DKEHHE HA eHa CEeIMHLA.

- Bawuat nexap we Bu nocuvBeTsa 1a npuemare  aHTHOMOTHUMTE AMOKCHLMIIMH K

KTapuHTPOMHLHH.

[Ipuem na nexapcrBoTo
- Moxe na npHemare KancyJHTe NO BCAKO BPEME Ha JCH.
- Moxe na npuemare KancyMTe C XpaHa WIH Ha Npa3eH CToMax.




- [Nornblwakite kancynure uenwy, ¢ yawa soja. Kancyawte He tpadbpa ga ce abBYAT MK YynAaT.
Toga e Taka, 3aWOTO KanNCynUTe CLALPKAT OOBHTH MENETH, KOWTO CMIUPAT NEKAPCTBOTO 12 Gbje
Pa3pyLlUeHO OT KHCENHHATA B CTOMaxa. BaxkHo € 1a He ce yBpeaaT neJieTure.

Kakso na npaBHTe, aK0 HMaTe 3aTPy/HeHHS NPH NONTBINAHETO HA KANCYTHTE
- AKO nmarte npobneMy NpH NOrTbLUAHETO HA KANCY/IUTE!
- OrBoperte kancynata u H3Npa3HeTe NeJETHTE B NOAOBHH yalua (Herasupaxa) soaa. He
H3NON3BAHTE JPYrH TEYHOCTH.
- H3nwufite cmecTa BeaHara wiK B pamknTe Ha 30 MuHyTH. Bunaru pas6npkeaiite cMecTa
HENOCPEACTBEHO MPEaX 1a A HINHeTe.
- 3a pacTe CUIypHH, e CTE W3ITHAH LAIOTO JIEKAPCTBO, H3MNAKHETE YalaTa qobpe ¢
MOJIOBHH 4allia BOAA H 1 U3NUHTE. TBBPAMTE HACTHLIM ChOBPXKAT JIEKAPCTBO - HE T'H
AbBYETE WIH HE T pa3TpoLIaBaiiTe.
- AKO HE MOXETE [1a MperTblLATe, KancyaaTa MOXKE 3 Ce CMECH C MAJIKO BOAA M 1a Ce MOCTABH B
cnpHHuoBka. Cnea ToBa T4 MoXe 4a 6bae BkapaHa upe3 COHa AMPEKTHO B cToMaxa Bu
(,,cTOMaLLIHA cOHaa™).

Hena Ha Bb3pact noa 12 roannn
Ematiepa He ce npenopbusa 3a geua noa |2-roaniHa Bb3pact.

Crapuecka Bb3pacT
He ce Hanara kopexuus Ha 103aTa NpH XOpa B CTAPYECKA Bb3PACT.

Ako cTe npHe.n nopede oT HeoGxoaumarTa 103a Emanepa
AKO CT€ NpHeNH noseye oT Heobxoanmara no3a EmManepa ot npeanncanoro ot Bawua nexap,
KOHCY/ITHpaiTe ce ¢ Bawna nexap nnu apmauesT.

AKo cTe NponycEATH Aa npueMeTe EManepa

- AKO CTe NPONyCHANH Aa PHEMETE €1HA 1033, BIEMETE 1 BeAHAra Wom cu cnomuuTe. Bunpexu
TOBa, aKO € NOYTH BPEME 3a CaeaBaluaTa 1034, nponycHere 3abpaBeHara no3a.

- He B3emaiite aBofiHa n03a (aBe 003K B CHIUOTO BPEME), 3a 12 KOMINEHCHPATE NPOIMyCHATaTa
noza.

AKO UMaTe HAKAKBH 0MLJIHUTEIHH BLNPOCH OTHOCHO YNoTpeBaTa Ha TOBa A€KapCTBO, NOMHUTATE
Batuug nexap wnu gapmauesr.

4. Bh3moxkaH HeXXeIaHH peakunu

KakTto BcHuku NEKAPCTBA, TOBA JIEKAPDCTBO MOXKE 1A MNPEeAU3BUKA HEXKENAHHN P€aKLMH, BBIIPEKH HEC HE
BCCKH I'M MOJIy4aBa.

AKko 3abe1eXxnTe HAKOS OT C/IeTHHTE CEPHO3HH HEXKEJAHH PeaKnHH, CTIPeTe NPHEMa Ha Emanepa

H ce o0bpHeTEe KbM JeKap He3abaBHO:

- [ToxbATABAHE HA KOXKATA, MOTbMHABAHE HA YPHHATA W YMOPA, KOWTO morar aa 6baar
CHMIITOMH Ha nNpodaemu ¢ YepHHs ApoD.
Te3n edexTH ca peaxy u Morar aa 3acerHar no-manko ot | ua 1 000 gyww.

- BHe3anHo 3aTpyaHEHO AMIIAHE, MOAYBAHE HA YCTHHTE, €3HKA M IMbPOTO KM TAIOTO, OGpHB,
MPHNAadbK KK 3aTPYAHEHO NPErabLIaHe (TeXKA anepruyuHa peakiuua).
Te3n edexTu ca peaxu v morart 1a 3acersar no-manko ot 1 va | 000 aywm.

- BHe3anHa nosea Ha Texbk OOPHB WK 3aUePBABAHE HA KOXKATA, C MEXYPH HNH NIOKHE wﬂﬂ
Aa CE MOABAT H rONEMHU MEXYPH U KbPBEHE B YCTHHUTE, OUHTE, YCTATA, HOCA U reAi s Tae.
KoxHnuTe 06pHBH MOraT 1a ce pa3sBHAT B CEPHO3HO LWHPOKO PasnpocTpaHeHo yHniifian
Koxara (DeneHe Ha Ko)kaTa U NOBbPXHOCTHHTE IMFABHLH) C XKHBOTO3acTpawapadh
Tosa moxe na 6nae ,.epurema myntudopme™, ,.cnHaApoM Ha CTusbHC-xoHCbR®




€NHAEPMATHA HEKPOIH3a™. Te3n ePEKTH ca MHOTO pelKH M MOTAT Aa 3aCE€rHaT No-mManko or |
Ha 10 000 aywwu.

- O6iunpen oOpHB, NoBHLLIEHA TelecHa TEMNEPATYpa H yBeanueHH TuMdpHH Bbann (DRESS
CHHAPOM HJIH CHHAPOM Ha JIEKAPCTBEHA CBPbXUYBCTBHTENHOCT). Te3H epekTH ¢a MHOIO pPeakH
H MoraT Ja 3acersar no-manko ot | Ha 10 000 aywwm.

Zpyru HexenaHu peakLiHH BKIIOYBAT:

HYecmu (mocam oa zacecnam oo I na 10 oywu)

- [ naBoGoanue.

- Edextn Bbpxy cTOMaxa W uepBara: Avapus, ctoMaluHu 60nKH, 3anek, razose (dbaaryaeHuus).
- ['ageHe win NOBpbHILAHE.

- HobpokauecTBeHU NOMUNK B CTOMAXA.

Heuecmu (mocam oa 3acecnam oo 1 na 100 oywu)

- [ToayBaHe Ha cTLNANATA U TJIE3EHHUTE.

- HapyweH ctH (0e3cbHue).

- 3amaiisade, H3TPBNBaHE, YyBCTBO KaTo ,,MpaByyuKaHe™, CbHIHBOCT.

- BueHe Ha cBAT (CBETOBBLPTEX).

- Cyxora B ycTara.

- [IpoMeHH B KPBBHHUTE TECTOBE, KOMTO MPOBEPABAT Kax paboTH YepHHUAT apoD.

- Koxen obpus, 06pua (konpusHa Tpecka) H cbpbex No Koxara.

- @OpakTypa Ha Oeapo, kuTka Ui rppbHaued cTuab (ako EMaHepa ce ¥3noa3ea BbB BUCOKH A03HM
H 32 NPOABIKHTENIEH NEPHOA OT BpEME),

Peoku (woeam oa 3aceznam oo I na 1 000 oyuu)

- KpbBHH npobsemH kato HamanssaHeTo Ha 6pos Ha OenHTe KPbBHH KNETKH (JIEBKOTIEHHS ) WIH
TpombounTtuTe (TpomMboumMTONneHus). ToBa MOXe Aa CTAHE NPHUMHA 3a C1aBOCT, CHHUHHK WK Ja
pa3BHeTe HH}EKLIMH NO-YECTO.

- Hucku HuBa Ha HaTpui B KpeBTa. TOBa MOJKE a CTaHe NPHUKHA 38 cnabocT, MpHIoLIaBaHe
(MOBpbBLUAHE) U KPAMIH.,

- UyecTBo 3a BB30Ya, 0OBpKaHOCT HAH Aenpeca.

- [IpoMeHH BBB BKYCA.

- 3pHTENHH NPoOIEMH KAaTO 3aMBIIEHO 3PEHHE.

- BuesanHo ycelwane 3a XbpKalllo WM 3aTpPyAHEHO AHWaHe (DpoHxocnaIsMm).

- Bn3naneHue Ha BbTpelIHaTa 4acT Ha yCTaTa.

- Hudexuns, HapuuyaHa ,,MAe4HULA™, KOSTO MOXKeE 12 NOBIUAE HA YEPBATA H € MPUYKHEHA OT
rbOUUKH.

- [pobnemHu ¢ yepHus pod, BIUTIOUKTENHO KBITEHUUA, KOATO MOXKE 13 NPEeaU3BHKA
NOXb/ITABAHE HA KOXKATA, MOTbMHABAHE HA YPUHATA U YMOpa.

- Koconaa (anoneums).

- Koxxen obpns npu nanarave Ha ciibHYEBA CBET/IHHA.

- bonka B crasuTe (apTpanrus) Wik 601KH B MyCKYNHTE (MHaNr1sa).

- O6wWwo Hepa3nonokeHHe U JIUNCA Ha EHEPrua.

- [MoenweHo H3noTaBaHE.

Mnuozo peoxu (mozam oa 3aceznam 0o 1 na 10 000 oywu)
- [IpoMeHH B KpbBHATA KAPTHHA, BKJTIOYMTENHO JIMNCATA HA el KPhBHY KIIETKH

(arpadynouuTosa).
- Arpecus.
- BuxknaHe, uyBCcTBaHE WAH MyBaHE HA HEWA, KOMTO HE ChLUECTBYBAT (XaNOLUHHAUKEY, m
- Texxxn yepHoapoOHU Npobnemy, BOAEUIH 10 YEPHOAPOOHE HEQOCTATBUYHOCT H RIS HTE M6
MO3bKa.

- BuezanHa noasa Ha Texbk OOpHB MKW MeXypPH, HAH OeneHe Ha koxara. To
CBbP3Ba ¢ BUCOKA TeMneparypa v 0onku B ctasute (Eputema myatiudopme,



CTuBbHC-DKOHCHH, TOKCHYHA EMTMAEPMAIHA HEKPOTH3A, IeKapCTBEHA PEAKLIMA C €0IHHODUINS
U CHCTEMHH CUMIITOMH),

- MyckynHa cnabocr.

- Texkn 6bOpeuHn npobnema.

- YroneMaBaHe Ha rbpauTE NPH MbikKe.

C neuzsecmna yecmoma (yecmomama He MoJICe 0a HbOe OYEeHeHd Om HAIUYHUmMe OaHHU)

- Ako npuemare EManepa noseue ot Tpu Mecela € Bb3MOMXKHO HMBAaTa HA MarHe3uii B KpbBTa Bu
Aa HamManeaT. HucCkuTe HMBa Ha MarHe3uil Morat Aa ce NpPOSBAT ¢ raacHe, HEBOJIEBH MYCKYHH
KOHTPAKLIHH, A€30PHEHTAUNA, KOHBYJICHH, 3aMasHOCT, MOBHULIEHA ChPAEYHA YeCTOTa. AKO
MONYYHTE HAKOH OT T€3H CHMNMTOMH, MO yBeaoMmeTe Bawuna nekap HezabasHo. Huckure HuBa
Ha MarHe3ui MOorar ChbllUo Taka Ja JOBEAAT A0 NOHWKABRAHE HA KATHEBHUTE HWIH KAILIHEBHTE
HHBA B KpbBTA. BaiuvaT nexkap Moxe Aa pely 1a H3BLPLWBA PeryNSpHH KPbBHH H3CACABAHKA 3
npoc/ieaaBaHe Ha CTORHOCTHTE Ha MarHe3ni B KpbBTa Bh.

- Bb3nanexwue Ha uepBata, BOACLLO A0 AUAPHA.

- O6pHue, koiTo MoXxe aa Obae crnpoBoaeH ¢ 60Ka B cTaBHTe.

EmaHepa Moxe B MHOTO peAKH Ciy4aH na 3acerHe Oenure KPbBHH KIIETKU, KOETO BOAH A0 HMYHEH
AePULUHT. AKO HMaTe HH(EKLIMA CbC CUMITTOMHU KaTO NOBUUIEHA TEMIEPATYPa H CHJIHO BJIOINEHO
obLUO CLCTOSHME WM NOBHLIEHA TEMNEPATYPA CbC CUMNTOMH HA JIOKANTHA HHPeKuHa KkaTo 6OKa BbB
BpaTa, IbpJoTO WM YCTaTa, WU 3aTPYJHCHHA NpH YPHHHUpaHe, Tpabsa na ce koHcyatupare ¢ Bawus
NEKAp KOJKOTO € Bb3MOXHO NO-CKOPO, TAKa Y€ €BEHTYATHO Aa C& U3KIHOUM NUNcaTta Ha 6enr KpbBHH
KJIETKH (arpaHyioundTo3a) upes KpbeeH TecT. BaxkHo e Ja aaaete uHdopmauus 3a NEHCHHETO CH B
TO3H MOMEHT.

Crofmapane HA HeXeNAHK PeAKUHH

AKO MONYUHTE HAKAKBH HEXKEIAHH NEKAPCTBEHH peakLUHH, yeeaomere Bauna nekap unun papmatesr.
ToBa BKIIOUYBA BCHYKH Bb3MOXKHH HEONIHCAHU B Ta3H JIMCTOBKA HEXENaHK peakUnH. MoxeTe chuo 1a
CHOOWHTE HEXKEMAHHN peaKLMH AHPEKTHO Ypes

H3nbnnuTeNHa areHuMa No nekaperaara

vn. ,.Jdaman [pyep” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato crobuaeare HexenaHu peakurd, MOXeTe Ja JaneTe CBOsS NMPUHOC 38 NONYYABAHE HA MOBEYE
uHopmaLMg OTHOCHO 0€30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cuxpanssare Emanepa
Jla ce cxxpaHsaBa Ha MACTO, HEAOCTBITHO 32 feLia.

He n3non3padTe TORA NEKAPCTBO ClEA U3THYAHE CPOKA Ha MOAHOCT, OTOE/N3aH HA ONAKOBKATAa clel
»1 0deH 10:”. CpOKbT Ha FOAHOCT OTroBapa Ha NMoCNEIHHA JeH OT NOCOYEHUR Mecell.

bancrepHa onakoexa, cheroswa ce ot OPA/AVPE +DES dunam/Al ponmno + PE donno
Jla ce cxXxpaHaBa B OpMrMHanHara onakoBKa, 3a Aa e Npeanasq oT BJara.

baucrepHa onakoska, cberoswa ce ot OPA/A/PVC/AL donno
Ha ce cbxpanssa nog 30°C.
Ha ce cbxpaHapa B OpMrHHanHaTa ONakoBKa, 3a [a Ce Npeana3y oT Biara.

HDPE koHTeHep
CbxpaHnapaiiTe KOHTEHEPa NMIBLTHO 3aTBOPEH, 3a Aa ce Mpeana3H OT Bjara.
Cnen nbpBOoHauanHO OTBapAHe NPOAYKTHLT TpAOBA Aa ce U3INO3Ba B paMKHTE Ha 6




He n3xpbpnsiiTe nexapcTBaTta B KaHanM3aUMsTa MWTH B KOHTeHHepa 3a OuToesu otnaasuu. [Monuraiite
Balung ¢papMaLIEBT kKak /1a H3XBBLPJATE JICKAPCTRATa, KOMTO Beue HE W3Non3Bate. Tesn Mepku e
CMOMOTHAT 3a Ona3BaHe Ha OKOJIHaTa cpeja.

6. CrabpaxaHue HA ONAKOBKATA H 0N BJIHHTEIHA HHPOPMAITHR
Kakso cuoanpxka Emanepa

- AKTHBHOTO BELLECTBO € €30MEeNpa3on {esomeprazole). Bcaka cCTOMAIHO-YCTOHUMBA TRBPAA
kancyna, cbabpxka 20 mg win 40 mg esomenpazon (kato MarHe3ueB AMXUAPAT) (magnesium
dihydrate).

- Jpyrute ChCTaBKH €a 3aXaposa, LlapeBHYHO HUwecTe, noBuaoH K30, Harpues naypuncyndar,
[1OJIR(BHHUIIOB aNKOoX0.), TUTaHoB anoxcu (E171), makporon 3000, makporon 6000, Tank,
TEXbK MarHe3xnes xapOboHaT, ChbNoNHMEpP Ha METAKPHIOBATa KHCEHHA - eTunakpunat (1:1) u
nonrcopbat 80 B neneTHTe B AAPOTO Ha KANCY/1AaTa M 3KENaTHH, THTaHOB anokcHa (E171) u
YepBeH xkeneseH okcna (E172) B obsuskaTa Ha kancynara. Buxre Touka 2 ,,Emanepa chabnpxa
3aXapo3a H HATpHUi .

Kak m3rnexna Emauepa H KAKBO ChALPKEA ONNAKOBKATA

Tanoro 4 kanayero Ha 20 mg cToMalHO-YCTOHYMBHM TBBPAOM KancyJ/iu ca CBeTno po3oed, Kancynure
ChABPAKAT OENM 10 NOUTH Oen rpaHy.H.

Tanoro u kanauero Ha 40 mg CTOMALIHO-YCTOHYHBHM TBBLPAM KaNCyJIH ca NouTH po3osu. Kancynure
cbhaAbpxkaT Henu 10 noutH Henu rpaHyy.

Kancynute ce npeanarat 8 kytumn no 7, 14, 15, 28, 30, 50, 56, 60, 84, 90, 98 u 100 kancynu 8
BaucTepu 1 B nnacTmacosH TabneTHH koHTelHHepH ¢ 98 kancyau. Jla He ce MOrTBLILA KAMNCyNaTa Cbe
CYLUHTE/, KOATO € NOCTaBEeHa B KOHTEHHepa.

He BcHYKHY BHIOBE OMAKOBKH MOrar ja Obaar MNyCHATH Ha nasapa.

IIpuTexaTes HA pa3pelIeHHETO 3a YnoTpeba # NPOH3BOAHTET
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Cosenus

Tosa nexapcTBO € pa3pelneno 3a ynorpefa B IbpKaBRTe — wienkH Ba EBponeiickoro
HKOHOMHYECKO MPOCTPAHCTEBO NOA CJACAHHTE HMEHA:

Hme Ha cTpanaTa-4jieHKa Hme HA JIeKapCTBEHHA NPOAYKT
ABCTpuUSA Esomeprazol Krka
bvnrapus Emanepa
Uewika Penybnuka EMANERA
Hanus Esomeprazol "Krka"
Ectonus ESCADRA
QuHnaHaus Esomeprazol Krka
YHrapus 20 mg: Emozul Control
20 mg: Emanera
40 mg: Emanera
cnanans Esomeprazol Krka
JlaTsns Escadra
Jlutea Escadra AWAR Mo
Hopeerus Esomeprazol Krka
[Noawa Emanera % -
PyMbHHA EMANERA T [ 1] j::\
CnoBakusg Emanera \ B\ 2 L




/lara Ha nocjieano [npepasr.icaKiIaHe Ha JTHCTOBKRATa

06 KOuu 2025

[Toapobua uudopmaums 3a ToBa JIEKapCTBO € npeaocTaBeHa Ha yeOcaiTa Ha U3nbiaHuTenHa AreHums
no Jlekapctsarta (MAJ]) http://www.bda.bg.
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[locoyeHnara Mo-10.1V HHd)OpMEIL],HH C MpcaHa3Ha4ycHa caMo 3a MCIHUHHCKH CIICLUHATHCTH:

[ Ipunoxxenue upes cromaiusa covaa (=16 kr)

9

= L

OTBoOpeTe KarncyJiata 1 U3npa3HeTe NnejaeTUTe B MOAXO0AALLA CIPHHLIOBKA W HAITb/IHETE
CrpUHUOBKaTa ¢ npudamnsurento 25 ml Boaa v npubaunsurenno S ml Bb3ayx.

3a HAKOHW TpBLOH € HeoOXxoaumo aucnepeus B S0 ml Boaa. 3a 1a ce npeaoTBpaTH 3anyuiBaHe Ha
TpbOAaTa OT NneaeTUTE.

Beanara paskiarere cnpyMHLOBKATA, 3a /1a Ce€ pa3npeae/isT paBHOMEPHO rpaHyJIMTe B Lsj1aTa
CYCIMEH3HS.

3aapbKTE CNPHHLIOBKATA C BbPXa Harope U NpoBepeTe JajH HE € 3amyLueH.

[Ipukpenere cnpuHUOBKaTa KbM TPBHOATa KAaTO CHLIEBPEMEHHO C€ 3ara3Ba ropHaTa no3uums.
Pasknarere CipyHLIOBKATa U 8 NMO3ULIMOHUPAWTE C BPBX Haco4eH Haaoay. Beanara ce
uHkekTupar 5 - 10 ml B tppOaTa. OObpHETE CNPUHLIOBKATA C/1€ HHAKEKTHPAHETO M 5
paskiarere (CrpuHUOBKaTa TpaOBa 1a ce AbpiKH CbC 3a0CTPEHUS Kpal Harope, 3a 1a ce uidberte
3arnyluBaHe Ha Bbpxa)

OOBbpHETE CNPUHLIOBKATA ¢ BbpPXa HAJ0J1Y M Be/HAra ce HHxkekTupar oue S - 10 ml B rpnOara.
Ta3u npoueaypa ce nosTaps, 10KaTo CIPUHLIOBKATA CE U3MPA3HH.

Hanwbanere cnpuuuoskara ¢ 25 ml Boaa u 5 ml Bb3ayx v noBropere crbinka 5, ako e
HEOOXO0MMO, 3a /1a C€ OTMME yTaiKaTa, OCTaHas1a B CPUHLIOBKATA. 3a HAKOMU TpbOHM ca
HeoOxoaumu 50 ml Boa.




