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OPMYC 20 mg crouamno—ycmﬁqnnum
ORMUS 20 mg gastro-resistant capsules, hard
OPMYC 40 mg croMmamiHO-yCTOHYHBH KANCYJH, TBLPAH
ORMUS 40 mg gastro-resistant capsules, hard

AxTtuBHO BeulecTBO(Esomeprazole/ Ezomenpa3zon)

IIpoyeTeTe BHHMATEIHO HAJIATA JIHCTOBKA, NPEe/H /1a 3aM0YHETe A2 IPHEMATE TOBA JIEKAPCTBO, Thi

KaTo TH ChABbPXKa BaxxHa 3a Bac undopmannus.

- 3anasere Ta3u JMCTOBKA. MoXe 1a ce HallOXH Ja A Npo4eTeTe OTHOBO.

- AKO UMaTe HAKaKBH JIOITbJIHUTEIHH BbIIPOCH, NONHUTalTe Balus nekap uau ¢apmaliienr.

- Tosa nekapcTBO € NpeanucaHo eAUHCTBEHO U IMYHO Ha Bac. He ro npeorcrbnpaiite Ha Apyru
Xopa. To MoXe Jla UM HaBpelH, HE3aBUCUMO 4e NMPU3HALMTE HAa TAXHOTO 3a00JiABaHe Ca ChLIUTE
kaTo Bawmure.

- AKO NOJIy4YHTE HAKAKBH HEXEJIaHU JIEKapCTBEHH peakLuH, yBenomMeTe Baius sekap uiu
¢apmaneBT. ToBa BKII0YBa M BCHUYKH Bb3MOXXHH HEXeNlaHH peaKlMM, HEOTIMCaHH B Ta3y
nucToBka.Buwxre Touka 4.

KakBo ¢bAbp*ka Ta3H JHCTOBKA

KakBo npeacraBnsaBa OpMyc M 3a KaKBO C€ HW3M0JI3Ba
KakBo TpsOBa na 3Haere, npeau aa npuemere OpMyc

Kak na npuemate OpmMmyc

Bb3MOXHHU HeXeNaHu peakluu

Kak na cexpansiBate Opmyc

ChabppxaHue Ha OnakoBKaTa M JAOMBIHHTENHA HHDOPMALUS

ol ol s

1. Kakso npeacraBasasa OpMyc H 3a KAKBO Ce H3M0J13Ba

OpMyc cbaBpKa JIEKapCTBO, HAPEYEHO €30MeNnpason (esomeprazole), KOeTo NpyuHaLIEXH KbM Ipyna
JIeKapCcTBa, HapeYeHH HHXHOUTOPH Ha MPOTOHHATA noMrna. Te3u JekapcTBa AeCTBAT Ype3 HaMalIiBaHe
Ha KOJIHYECTBOTO KHCEJIMHA, KOATO Ce MPOM3BEXkK/1a OT CTOMAXa.

OpMyc ce u3nosn3sa 3a Jie4eHUe Ha CIEJHUTE ChbCTOSHUS:

Bb3pacTHu
— "racTtpo-e3o¢areanHa peduykcHa 6onect" (I'EPB). ToBa cbecTosiHME ce XapakTepu3upa ¢
HaBJIM3aHE Ha KHCEJIMHATa OT CTOMaxa B XpaHOMpPOBO/ia, KOETO NPUYHHABA 00J1Ka, Bb3NaJIeHHE U
"KHCEJIMHH".
— I3BM Ha CTOMaxa M ropHaTa 4acT Ha YepBaTa, KOUTO Ce MPUYHHABAT OT OaKTepHs, HapEeYEHH
Helicobacter pylori. Ako cTpaaare ot ToBa 3a6onsBaHe, BauusT nekap TpsOBa fa BU H3NULLE
ChIIIO TaKa ¥ aHTHOMOTHLIM 3a JIeYeHHe Ha HHPEeKLUHATA U J1a H3JIeKyBa 0 TO3H HAa4YMH U A3BaTa.

— CTOMalllHK S3BH, IPHYHHEHH OT IpyMa JIeKAPCTBEHH MPOAYKTH, HapeYeHH
(HECTEpOMAHM NMPOTHBOBB3NAIUTENHH JekapcTBa). OpMyc MoXke aa ce
npoduaaKkTHKa 3a A3Ba Ha cToMaxa, ako npuemare HCITBJI.
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— [lloBuineHa KHCENMHHOCT HAa CTOMALIHKUS COK, MPHYHHEHA OT TYMOp Ha MaHKpeaca (CHHAPOM Ha
30aHHIXBp — Enuchh).

— TlpoabmkuTeNHO NeueHue cnel npodUIaKTHKa Ha NOBTAPALLH Ce KbPBSALIM A3BH CJIE] JIEYEHHE C
MHTPaBEHO3EH €30Mernpa3oJl

Jlena nan 12 roquHu
— "ractpo-e3odareanna peduykcHa 6onect" (CEPB). ToBa cheTosiHME ce XapakTepU3Hpa ¢
HaBJIM3aHE Ha KHCENTMHATa OT CTOMaxa B XpaHOINPOBOAa, KOETO NPHYHHABA 00JKa, Bb3MaJIeHHE U
"KucenuHu".
— 513BM Ha CTOMaxa M ropHara 4acT Ha YepBaTa, KOMTO Ce NPUYMHSABAT OT 6aKTepHs, HApEYEHH
Helicobacter pylori. Ako ctpanarte ot ToBa 3a6onsBane, BausaT nekap Tps6Ba qa Bu u3nuuie
ChblIO Taka M aHTHOMOTHLIM 3a JieYueHHne Ha WHGEKLUUATA U 112 U3JIeKYBa 110 TO3M Ha4YWH U A3BaTa.

2 Kakso Tps0Ba 1a 3HaeTe npean 1a npuemere Opmyc

He npuemaiite Opmyc
— AaKO CT€ aJICpru4Hy KbM €30MeNpa3oJl HIH KbM HAKOSA OT OCTAHAJIUTE ChCTABKH HA TOBA
JIeKapcTBO (ONUcaHM B paszen 6).
— @KO CT€ aJiepru4HH KbM JpPYTH JIEKAaPCTBHH NMPOAYKTH, HHXHOMTOPH Ha MPOTOHHATA NOMMNa
(HanpuMep NaHToNpas3o, 1aH30Mpasos, pabenpason, omenpason).
— AaKO npHeMare JIEKapCTBEHH NPOJAYKTH, ChAbPXKAIIK HENPUHABHD (M3N0JI3BaHH NIPH
neyenue Ha HIV).
He npuemaiite Opmyc ako HAKOE OT ropernocoyeHHTe Hela ce oTHacs 3a Bac. Ako He cre CUT'YPEH,
oObpHeTe ce kbM Baluus nekap unu papmaueBT, npeau 1a 3ano4YHeTe Ja npHeMare Opmyc.

IIpeaynpexaeHns H npeana3HH MePKH

[Tpoepere ¢ Bawus nekap unu dapmauest npeau na npuemere Opmyc

- aKo MMaTe TEXKO YepHOAPOOHO 3abo/gBaHe

- aKo UMare Texxko ObOpeuHo 3abossBane

- AKO HAKOTa CTe MoJy4aBaiM KOXHa peakius cliej| JeYeHHe ¢ JIeKapcTBo, nogo6Ho Ha OpMmyc 3a
HamasiiBaHe Ha KOJIMYECTBOTO KHCEIHHA, KOSATO Ce NMPOH3BEXIa OT CTOMAaxa.

-AKO Bu ce nosiBu koxxeH 00puB, 0CO6EHO NPU U3NOXKEHHTE Ha CITbHYEBA CBETIMHA KOXHH TOBBPXOCTH,
norbpcere Bauus nekap BeiHara, Thif KaTo MOXe Aa C€ HAJIOXKH a CIIpe JICYEHHETO C Opmyc. Umaiite
NpeABHA, Y€ MOXE J1a Ce MPOABAT U Apyrd NpU3HalLlM Ha TOBa 3a00naBaHe, KaTo 60JIKAa B CTABHUTE.

["oBopere ¢ Bawus nekap npeau aa 3anoudere neyenne ¢ Opmyc, ako TpsaGBa aa cu HarnpaBuTe
ONpeAesieH BUJl U3CieIBaHe Ha KpbBTa (XpoMOrpaHuH A).

OpMyc MOXe 1a MacKupa CHMIITOMH Ha ApYrH 3a60/1sBaHUA. 3aTOBa aKo 3a0eNexuTe HAKOE OT ClIeIHHTE
CbCTOAHUS, Ue ce cyyBa ¢ Bac, npeau na 3anoynere na npuemate OpMyc HiH J0OKaTO ro npHeMare,
He3a0aBHO ce cBbpxeTe ¢ Bawus nekap:

— oTcnabsate 6e3 npuuKHa, a HAMATe NPo6JIEM C MPErTbLIAHETO

— HMimare Gosika B cTOMaxa M HapylI€HO XpaHOCMHJIaHe

— 3anoyBare Jla NOBpbLUATe KPbB HJIH XpaHa

— MiMarte yepHu u3npaxHeHus (IpUMeceH ¢ KpbB deLec)

MMpoAb/IKaBaT HJIH CE€ MMPOMEHHAIT.
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[TpeMbT Ha MHXHOUTOP Ha NPOTOHHATA NOMNA, KaKbBTO € OpMYC, 3a nepuon no-AbJbr oOT 1 roauHa,
MOX€ /1a NOBHIUH PHUCKa OT QpakTypa Ha 6eipoTo, KUTKaTa UM rpeOHauHus CTHIO. VBenomere Bamus
JIEKap ako MMaTe OCTEONOopO3a UK aKo NpHeMaTe KOPTHKOCTEPOH/IH (KOHTO MOTaT 1a MOBHIIAT PHCKA OT
OCTEeonopo3a).

Jleua noxa 12 roauuHu
Opmyc He e noaxoasi 3a neua nox 12 roaunu. 3a TasH Bb3pacToBa rpyna uMa no-noaxoAsiu
JIeKapcTBEHH (OpMH e30Menpa3on (3a AONbIHKTeNHA HH(OpMaLHs nonuTaiite Bamus nekap uin

¢apmauesr).

JApyra adekapcrBa 1 Opmyc

HMudopmupaiite Bawus nexap unu dpapmauesrt, ako npuemare, HacCkopo cTe npueMainy UM Tpadsa na
npuemare Apyru jiexkapcTBa. ToBa e 3auoToro OpMyc Moxe Ja NoB/Hs€e BbPXY JeHCTBHETO HAa HAKOM
JIEKapCTBa, KaKTO W OMPEJE/ICHH JIEKapCTBa OKa3BaT eeKT BbpXY AeiicTBHeTo Ha OpMmyc.

He npuemaiite opMyc ¢ ekapcTBeHH NPOAYKTH, ChAbPIKALIHU HeJa(pHHaBUP (M3M0J3BaH 3a JeYEeHHe Ha
HIV undexuus).

Kaxxere Ha Bauus nekap wnu papmaueBT ako npueMare HAKOMH OT ClEIHHTE JIEKapCTBEHH NMPOYKTH:

— ATaszaHaBHp WK CaKBMHABHP (M3MON3BaH 3a Neyenue Ha HIV undexums)

— Knonunorpen (u3non3pan 3a eveHne U npeanasBaHe oT KPbBHH CbCHPELH)

— KerokoHa3on, nTpakoHa30/1 WK BOPHKOHA30J1 (M3MON3BaH 3a JIEYEHHE Ha MH(EKLUHH, NPUYHHEHH
OT r'bOHYKH).

— EpnoTuHH6 (M3non3BaH npu neyeHue Ha pak).

— LluTanonpam, MMHNpaMHH WIH KJIOMHNIPAMUH (M3MO0NI3BaHHM 3a JIEYEHHE Ha Aenpecus ).

— JlMaszenam (M3moJi3BaH 3a JeyeHHe Ha 6e3noKoiHCTBO, MYCKYJIEH PEeJIaKCaHT HJIM MPH eNnujiencus)

— MEeHUTOHH (M3M0NI3BaH NPH enuiencus). Ako npuemare GeHHTOHH, Bamust nekap TpsaOBa na Bu
Ha0u01aBa, KOraTo 3arno4BaTe HiM CliUpaTte npuema Ha Opmyc.

— JlekapcTBeHH MPOYKTH, H3MON3BaHH 3a pa3pex/aHe Ha KPbBTa, HanpuMmep BapgapuH. Bamusar
Jiekap Moxe 1a Bu HabmoaaBa, koraTo 3anouBare WM cniupare npuema Ha Opmyc.

— Linnocrason (M3non3sax 3a eyeHne Ha KJiayAMKALHO HHTEPMHTEHC — 6OJIKA B Kpakara, Korato
XOJIUTE, KOATO € NPUYHHEHA OT HEJOCTaThb4€H MPHTOK Ha KPbB)

— Lu3anpup (43mo13BaH NpH HapyIIEHO XPAaHOCMHUJIAHE H ,,KHCEIMHH B cToMaxa’)

— JIMroKcHH (M310J13BaH NMPU ChPAEYHH NPOOIEMH)

— MeroTpekcar (XMMHOTEpaneBTHYHO JIEKAPCTBO, H3MOJ3BaHO BbB BUCOKH JI03H 3a JIeYeHHE Ha pak)
— aKO NpHeMaTe BUCOKH 1031 METOTpeKcaT, BaluusaT nekap Moxe BpeMEHHO 1A CIpe JIEYEHHETO C
Opwmyc.

— Takposumyc (py TpaHCIUIAaHTaLMsA HA OPraHH)

— Pudamnuuun (u3non3saH 3a nedeHue Ha TyGepkyn03aXXbaT kaHTapHOH (Hypericum perforatum)
(M3M10/13BaH 3a JIeYEHHE Ha JENPECHH )

Axo Bauust nekap Bu e npeanucan eaHopeMenHo OpMycC H aHTHOHOTHIIMTE AMOKCHLIMIIHH H
KJIApUTPOMHLIHH 32 JIEYCHHE Ha A3BH, NpH4HHeHH oT Helicobacter pylori, BaxxHO € na My kaxere 3a
BCHYKH APYTH JIEKAPCTBEHH MPOAYKTH, KOUTO MpHEMare.

bpeMeHHOCT H KbpMeHe
AKO cTe OpeMeHHa WM KbPMHTE, CMATaTe, Y& MOXKeE /14 CTe OpeMeHHa Wi naHu
nochBeTBalTe ce ¢ Baiins nekap uin gpapmaueBT npeau ynorpedara Ha TOBaA Jie
BawusT nekap we pemn nanu Moxe aa npuemate OpMyc no BpeMme Ha OpemMeHH
He e ussectHo nanu OpMmyc mMuHaBa B kbpMara. [Topaau ToBa He npuemaiite Op
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Illopupane u pabora ¢c MAaIHHHA

OpMyc He e nokasaH /ia NOB/IMABA 3HAYHTENHO COCOGHOCTTA 3a wodupaHe U paboTa ¢ MALLKHHM.
Hexenanu peakuun, o6aye, KaTo 3aMasHOCT H 3aMBIVIEHO BHX/aHe ( HEYECTO U PAAKO) MOXKeE J1a Ce
MOABAT [0 BPEME Ha JIEYEHHETO (BHXKTE TOuKa 4). AKO NOYyBCTBaTe, Y€ Npu Bac ce nosBaT Takusa
peakuuu, He wodupaiite U U3bareaiite pabora ¢ MalIHHM.

OpmMmyc cbabpika 3axapo3a, KOATO € BH 3aXap, Nponui-p-xuapokcubensoar (E216) u METHJI-P-
xuapokcubensoar (E218):
— Axo By e kasaHo oT Bawus nekap, ue uMaTe HEIIOHOCHMOCT KbM HAKOH 3aXapH, KaXeTe MYy Npeau
Ja 3aroy4yHeTe Ja NpUeMare TOBa JIEKapCTBO.
— Ilapaxuapokcuben3oaTuTe Morar aa npeAH3BUKaT alepruyHy peaKiuy (Hai-BepOATHO OT 3a0aBeH
THII).

3. Kak n1a npuemate Opmyc

BuHaru npuemaiiTe ToBa 1ekapcTBO TOYHO kakTo Bu e kazan Bammusr aekap unu ¢apmaneBT. AKO He CTe
CHTYPHHM B Hello, npoBepeTe ¢ Bawmns nekap unu papmanesr.

— OpMyc He ce npenopbyBa 3a aeua noj 12 roauHmu.

- AKO NpHeMaTe TO3H JIEKAPCTBEH NPOAYKT NPOABIKUTENHO Bpeme, Bamuat nexap e ucka aa BH
HabnonaBa (0cobeHo ako ro npueMare noBeye OT e1Ha FOJANHA).

- Ako Baumst nekap Bu e ka3an na npuemara T03H JIeKapcTBEH NPOAYKT CaMo [p1 HEOOXO0AMMOCT,
TpsbBa fa My cboOIMTE ako CUMNTOMUTE BH ce mpoMeHsT.

Kojaxko aa npuemere
- Bawmsat nekap e Bu kaxe KoJIKO Kancynu aa npueMere U 3a KoJiko BpeMe. ToBa 3aBHCH OT
Baiuero checrosiHue, Bb3pacT M kKak QyHKUMOHHpa 4epHUAT Bu 1pob.
- Obuyalinara 103a e noco4YeHa no-a0y:

Bb3pactHu Han 18 roauum:

Jleyenue Ha Kucenunu 6 cmomaxa, npusunenu om zacmpo-esogazeanna pegaykcua 6orecm (I'EPB):

- Axo Baumsr nexap 3abenexH, ye XxpaHonpoBoasT Bu e neko yBpezeH, npenopbYyBaHarta 103a e
eana kancyna Opmyc 40 mg BelHbX JHEBHO 32 4 ceaMuuM. BamusT nekap Moxe aa Bu kaxe na
NMpUEMETE ChlllaTa 103a 32 cleABallMTe 4 CeAIMHULIHM, aKO XpaHONPOBOALT Bu Bce ole He e
M3JIEKYBaH.

- IlpenopbuBanara 103a ciien H3neKyBaHe Ha XpaHONPOBO/IA € €/IHA KarcyJia Opmyc 20 mg Beaubx
JHEBHO.

- AKO XxpaHonpoBoaAbT BH He e yBpejeH, npenopbyBaHaTa 103a € eHa karncysaa Opmyc 20 mg
BEIHbXK HeBHO. Clieal kKaTo cheTosHHETOo Bu e noa koHTpo, BamusT nekap Moxe 1a Bu kaxe
Aa NpHEMATE JIEKapCTBEHHA NMPOAYKT CaMO NMpPH HEOOXOAMMOCT H MAKCHMYM €JlHa KarcyJa
Opmyc 20 mg BcekH AeH.

- AKO MMaTe TeXKH YepHOApo6HH npobiemu, Bawusat nekap we Bu npeanuine no-aucka no3a.

Jleuenue na s3eu, npuyunenu om Helicobacter pylori u npedomepamseane na peyudue
- IlpenopbuBanara n03a e eqna kancyna Opmyc 20 mg Ba MbTH JHEBHO 3a €JHA KAk
- Bawmat nekap we Bu npeanuine cbiio 1 aHTHGHOTHIM, HATIPUMEP AMOKCHLL ,-/ g
KJIAPUTPOMHILIHH.

S|Page



Jleuenue na cmomawna s3ea, npuyunena om HCIIBJI (necmepoudnu RPOMUEOELINANUMENHU

Aexapcecmeda 2 .

- IlpenopbuBanara nosa e enHa kancyna Opmyc 20 mg BeIHBX AHEBHO 3a 4 110 8 ceIMHLIH.

lIpogunaxmuxa na cmomawna s3ea, axo npuemame HCIIBJI (HecmepoudHUu NPOMuUBOEL3NANUMENHU
Jnexapcmea).

- Bwb3pacthu Ha 18 u noBeye rogunu: obuyaiinaTa n03a e enHa kancyna Opmyc 20 mg BeqHBX
JHEBHO.

Jleuenue Ha NDEKOMEPHA KUCENUHHOCT HA CIMOMAUIHUS COK, NPUYUHEHU OM MYMOP HA NAHKpeaca
(cundpom na Lvonunzep - Enucown)
- IlpenopbuBanara no3a e enna kancyna Opmyc 40 mg aBa MbTH AHEBHO.
- BawmusT nekap 1ie kopurupa so3ara B 3aBUCUMOCT OT Bauure HYXXH U L€ NpeLeH! KOJIKO AbJIro
€ He0OXOIMMO Jla IpUeMaTe JIEKapcTBOTO. MakcuMaHaTa 103a e 80 mg JBa I'bTH JHEBHO.

Koeamo ce usnonsea 3a npodwasicumenno nevenue cred npoQuaakmuka Ha NOBMOPHO KbPBEHE HA A368A C
E3zomenpazon unmpaeenosno:

[penopbuBanara no3a e enHa kancyna Opmyc 40 mg 3a 4 ceAMHUIH.

HOunomn Haa 12 rogunn

Jleyenue na Kucenunu 6 cmomaxa, NDUYUHEHU Om eacmpo-ezogaceanna pedayxcua 6onecm (CEPE):

Ako Baumusr nexap 3abenexu, 4e XxpanonpoBoasT Bu e neko YBpe€ZeH, Npenopp4BaHarTa 103a €
enHa kancyna Opmyc 40 mg Bequbk JHEBHO 3a 4 ceaAMHULH. BamusT nexkap Moxe 1a Bu kaxe na
MpHEMETE ChllaTa 103a 3a cine/BaluTe 4 CeIMULM, ako XpaHONpOBOABLT Bu Bee olle He e
H3JIeKyBaH.

[IpenopruBanara 103a ciieql H3NEKyBaHe Ha XPaHOTIPOBOJA € eaHa kancyja Opmyc 20 mg BeaHBX
IHEBHO.

Ako xpaHonpoBoabT Bu He e yBpezien, npenopwsuBanara 103a e eqHa kancyna Opmyc 20 mg
BEAHDBX JIHEBHO. Clieqy KaTo CheTosHUeTO Bu e noa kouTposn, BawusT nekap Moxe na Bu kaxe
Ala IPUEMATE JICKAPCTBEHHA MPOAYKT CaMO NMpPH HEOOXOAMMOCT U MaKCHMYM €Ha KarncyJa
Opmyc 20 mg Bceku feH.

AKO MMaTe TeXKH 4epHOApoOHHU npobiaemu, Bamust nekap e Bu npeanuine no-Hucka no3a.

]

Jleuenue na aseu, npuyunenu om Helicobacter pylori u npeoomepamaeane Ha peyuoue
- IlpenopbyBanara n03a e eqna kancyna Opmyc 20 mg ABa MbTH AHEBHO 3a €1HA ceaMuLa
- BauwmusT nexap me By npeanuine cbino u aHTHOHOTHIH, HanpuMep aMOKCHIMJIHH H
KJIJADUTPOMHIIHH.

IlaunenTH B cTapyecka Bb3pacT
He ce Hanara kopuripase Ha 103aTa Mpy NaLHEHTH B CTap4yecka Bb3pacT.

Jdena noa 12 roauun
Opmyc He TpaGBa aa ce npunara npu aena nox 12 rogunru. Hanuynu ca [MO-NOAXOAALIH JIEKAPCTBEHH
¢opmu e3oMenpason (3a JOMbIHUTENHA MHpOPMaLKMs TonHUTaiiTe Bamus nekap wiM gapmaliesr).

IIpuem Ha TO3H JieKapCTBEH NPOAYKT:
- Bue mMoxe 1a npHemaTe KancyJmTe 10 BCIKO BpeMe
- Bue mMoxe 1a npremare kancyjaure ¢ XpaHa MM Ha npa3eH cToMax
- Ilornbiaiite kancynure ueny ¢ yawa Boga. He mabBuere 1 He cMmayksaiiTe
TAXHOTO CBABPKHMMO. T0Ba € 3aL10TO KaNCyJIHTe ChABPKAT OOBUTH rpaH
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JIEKapCTBOTO Aa Obae pa3pylieHO OT KMCeIMHaTa B cToMaxa. BaxxHo e rpaHyauTe na He Obaar
pa3pyLleHH.

KakBo Aa HanpaBHTe aK0 HMaTe nNpo0JieM ¢ NperablUIAHETO HA KANCYJIHTE
- AKko0 uMare npo0JieM ¢ nperjbliaHe Ha KancyJuTe:
1) OrtBOpeTe BHMMATENHO KancyjaTa B Yalla MMHepasiHa (HerasupaHa BoAa) U U3npasHeTe
ChIbPXKaAHUETO Ha KarcyJata (rpaHyauTe) B yawiarta. He uznonssaiite gpyru T€UHOCTH.
2) Pasowpkaiite. [locne usnuiite cMecta BegHara Wi B paMkute Ha 30 MUHYTH. BuHaru
pa30bpKkBaiiTe, npeau Ja OTIHETE.
3) 3a nace yBepuTe, Y€ CTE U3MHUJIHM UAI0TO JIEeKapCTBO, H3IJIAaKHETE YallaTta MHOro nobpe ¢
OKOJI0 MOJIOBUH Yallla BOJa U U3NuiiTe OTHOBO. He Tpowiere U He AbBYETE TBHPAUTE
YacCTULM OT JIEKapCTBOTO.
Akxo Bb0OOI1IIE HE MOXETe Ja Nperibllare, CbAbP)XXKaHHETO Ha KarncyJjara TpsOBa Ja ce CMEeCH ¢ MaJiko BojJa
¥ Jla Ce U3TErM Cbe cnpuHUOBKaA. ToraBa moxe aa Bu Obae naaeHo AMPEKTHO Ype3 COHAa B CTOMaxa
(cTomalliHa CoOHAa).

AKO cTe npHeJH noBeve oT HeoOxoaumaTa fo3a Opmyc
AKO cTe npueny noseve ot HeobOxoaumara ao3a Opmyc, oObpHeTe ce BeHara kbM Baius nekap nwim
dbapmaleBT.

AKO cTe mponycHaaH Aa npHemeTe Opmyc
- AKo cTe NpoMyCHa/IM Aia B3eMeTe 103a, B3eMeTe KalcyJaTa BeJHara 11oM ce ceTute. Ako obaue e
HACTBIWJIO BpEMeE 3a cle/iBalllaTa 103a, NpeckoYyeTe NpoIycHaTara.
- He B3emaiiTe nBoiiHa n03a (ABe A03H MO €1HO U CHLLO BpeMe), 3a Aa KOMIIEHCHpaTe NMpornycHarara
AKO MMaTe HAKaKBU JOMbJIHUTENIHH BBIPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBa JIEKAPCTBO, MOMHTANTE
Bawius nexap unu ¢papmauesnT.

4. Bb3MOXHH HeXeJIaHH peaKlHH
KakTo BCHUYKH JIeKapCTBa, TOBA JIEKAPCTBO MOXKE J1a NPeAU3BHKA HEXEJIaHH PeaKLMH, BbIIPEKH Y€ He
BCEKH ' MOoJIy4aBa.

Ako 3a0es1e2kHTe HAKOH OT CJIe[IHHTE CEPHO3HH HEXKeJaHH peaKlUHH, cnpere npuemMa Ha Opmyc H ce
CBbpKeTe BeAHara ¢ Bamns aexkap:

- BHe3anHoO XpHnTeHe, NOAyBaHE HA YCTHUTE, €3UKa U I'bPJIOTO WM TAJIOTO, OOpHB, NpUNagbK WK
3aTPyAHEHO NperibllaHe (TeXKa ajepriyHa peakums)

- 3a4yepBsBaHE Ha KOXaTa ¢ MEXYPH WJIH JolleHe. Moxe 1a ce NOoABAT rojieMUd MEXYPH (NMPHULLIKH) H
KbpBEHE Ha YCTHMUTE, OYMTE, yCTaTa, Hoca U reHuTanuure. Tosa 6u Morno ga Obae CHHAPOM Ha
CtuBBHC — JDKOHCBHH HJIM TOKCHYHA eNHAepMaliHa HEKPOJIH3a.

- TloxbaTaBaHe Ha KOXarTa, NOTbMHABAHE HA YpUHATa H YMOpa, KOUTO ca CHMIITOMH Ha NpobneMHu ¢
YyepHHA Apo0.

Te3u edektu ca peaku, Moxe aa 3acersat ot 1 go 1000 unguBuAM

JIpyru HexxelnaHu peakL My BKJIIOYBaT:

Yectr (MOXxe na 3acerHat oT 1 g0 10 MHAMBUAM):
- I'naBobonue
- EdexTH oT cTpaHa Ha cTOMaxa W XpaHONMpoBoaa: AHWapus, CToMalllHa 6oJika,
- YyBCTBO Ha OTNAaAHAJIOCT (raAeHe) UK NOBPbIIAHE
- JloOpokayecTBeHH MONUIH HA CTOMaxa

g C
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Heuectu (Moxe na 3ecrHat ot 1 g0 100 MHOAUBHIN):

[TonyBaHe Ha kpakaTa M rjie3eHuTe

Hapyen cbH (6e3cbHuE)

3aMasHOCT, 4yBCTBO 3a U3TPBIIBAHE, YYBCTBO HA CHHIMBOCT

CBeToBBpTEXK

Cyxora B ycrara

[IpomMeHH B KPBBHUTE TECTOBE, KOUTO NOKA3BaT Kak pabOTH YepHHUS Apoo

KoxeH oOpuB, KOonpHBHA Tpecka U cChbpOex.

®pakTypa Ha OeApOTO, KUTKaTa HiIH rprOHaKa (KOraTo e30Menpasor NPOAB/DKUTENHO € NpUJiaraH
BbB BUCOKH J103H )

Penku (Moxe na 3acernar ot 1 go 10 00 uHauBMaN)

[Tpobnemu ¢ kpbBTa, KaTo Hanpumep HamaneH 6poii Ha GenuTe KPbBHH KJIETKH WJIH TPOMOOLIMTHUTE.
ToBa Moxe na npHurHY cnaboCT, MOCHHABAHE HA KOXKATA WM MO-TOJsIMa MpeApas3noJ0XkeHOCT
KbM HHQEKIIHH.

Huckn HuBa Ha HaTpuii B kpbBTa. TOBa MOXE Aa Mpeu3BHKa clabocT, YYBCTBO Ha OTNAJHAJIOCT
(noBpBLIAHE) U KPaMIIH.

YHyBCTBO Ha @XHTHPAHOCT, 0OBPKAHOCT MK AENPECHS.

Hapywenus BbB BKyca

Hapyienus Ha 3peHHeTO, HanpUMep 3aMbIJIEHO BHXKIaHE

BHe3anHo yceane 3a TpyJHO AMIIAHE H 3a1yX (bpoHxocnazbM)

Bp3nanenue Ha BbTpelIHATa MOBLPXHOCT Ha yCTaTa

MHdekuus, HapeueHa ,,MiaeyHHLa” (KaHAWAO03a), KOATO MOXKE /1 3acerHe XpaHonpoBo/a,
MPUYMUHABAHA OT 'bOMYKH

[Tpobaemu ¢ yepHHS ApoO, BKIIOYHTENHO K bITEHHIA, KOUTO MOTaT 1a NMpeAU3BHKAT NMOXKbJITABAHE
Ha KOXKaTa, MOTbMHSBAHE Ha YpUHATa H yMOpa

Koconaz (anonewus)

KoxxeH 0OpHB npu M3araHe Ha c/TbHY€EBa CBETJIHHA

bonku B cTaBuTe (apTpanrus) WiH MycKyJHa 60j1ka (MHaIr|s)

HyBCTBO Ha 00110 HEPa3NONOXKEHHE U JIUTNCA Ha EHeprus

YBENHYEHO NMOTEHE

MHoro peaku (Moxe J1a 3acerHart no-mMaako or 1 xa 10 000 UHIWBHAH)

-

OpMyc B MHOTO penikH cilyqan MOXe Ja oBJMse BbpXy O6pos Ha Genure KPbBHH
JIoBeZie 10 UMYHEH JePHLHT. AKO UMaTe HHPEKLHA CbC CUMITOMH KAKBHUTO Ca B
BJIOIIEHO O0LIO CHCTOSHHE WM BUCOKA TEMMNEPATYypa ChC CHMIITOMH Ha JIOKAJIHA
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[TpomMeHH B 6post Ha KPBBHHUTE KJIETKH, BKIIFOYHTEIHO arpaHyJouuTo3a (Junca Ha 6enu KpbBHH
KJIETKH)

Arpecus

BuxnaHe, ycelane, yyBaHe Ha HECHLIECTBYBALH HEla (XaTIOLMHALIK)

Texxu yepHOApoOGHHM NpobNeMH, BogeLIH 10 YepHOAPOOHA HEAOCTATBYHOCT H Bb3Na/IeHHE Ha
MO3bKa

BHe3anHa nosiBa Ha cepuo3eH 0OPHB WM MEXyPH MM JIIOLIEHE Mo koxkaTa. ToBa Moxe za e
CBBP3aHO C BUCOKA TeMIepaTypa u O0JIKH B CTaBHTE (epHTeMa My ITH(GOPME, CHHAPOM Ha
CruBbHC-J[)KOHCHH, TOKCHYHA eMHUEPMaTHA HEKPOJIH3a)

Myckynna cnaboct

Cepuo3snun 6u6peunu npobnemu

YBesHyeH O0CT NpH Mbxke

4 =
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Ooska BbB Bpara, rbpJIOTO WJIM yCTaTa, WK npobieMH ¢ ypunupanero, Bue TpsbBa na ce KOHCYJITUpaTe
¢ Bawus nekap Bb3MOXHO Hali-CKOpO, 3a la MOXe JMarHo3aTa HeJOCTUT Ha GeH KPbBHH KJIETKH
(arpaHyniouuTo3a) na 6bJe H3KIIOYEHa Ype3 H3BbPLIBAHE HA H3C/IEBAHUS Ha KpbBTa. TOBa € BaXkHO 3a
Bac u naBa mHdopmaius oTHOCHO Bawero neueHne B TO3H MOMEHT.

C HeM3BecTHa YecToTa (OT HAIMYHHTE JaHHH He MOXKe a3 6bJie HanpaBeHa OLICHKA)

BB3M0OXHO € CTOHHOCTHTE Ha MarHe3uii B KPbBTA BH 13 Ce MOHHKAT aKo CTe npuemany Opmyc
noseye ot 3 Meceua.Huckure cToifHOCTH Ha MarHesuii ce U3passaBar B yMoOpa, HEBOJIEBH
MYCKYJIHH CbKpallleHHs, 1I€30pPHEeHTALIUs, 'bPYOBE, 3aMasHOCT, YCKOpeH MyJic. AKO yceTHTe
HAKOH OT Te3W CUMNTOMH, MO He3abaBHO yBesomeTe Baius nekap.

Cepro3HO HUCKHMTE HMBA Ha MarHe3uii MOrar aa 10BeJaT 40 MOHHXKABAHE HAa HUBOTO Ha KAl U
KaJllMH B KpbBTA. BaluusaT nexap Moxe na pelin Ja npoBex/ia peOBHH H3C/eIBaHH Ha KpbBTa,
3a J1a NpocieasaBa CTONHOCTUTE Ha MarHe3ui

Bb3nanenune Ha nebenoTo yepBo (KoeTo Moxe /1a e MPUYHUHA 3a AHaApHUA ).

OO0puB, npuapysxeH ¢ 60JKa B CTaBUTE

He ce TPEBOXKETE OT TO3H CIIUCBHK C HEXEJIaHH JICKAPCTBCHH pEaKLHH. Bue moxe na He IMNOJIYHYHTE HHUTO
€AHa OT THAX.

Crol0maBane Ha HeXKeJIAHH PeaKIHHA

AKO NOJTy4HTe HAKAKBH HEXeJIaHH JIEKapCTBEHH peakiuy, yBegomeTe Baius JieKap WM ¢apMalleBT.
ToBa BKJIF0OYBa BCHUYKH BB3MOXKHH HEONTHCAHHU B Ta3M JINCTOBKA HEXEIAHHU peakuuH. Moxere chiio aa
ChOOIIHTE HEXENAaHH PeakLMH AUPEKTHO Ypes:

M3nbiHMTENIHA areH1Ms 1o JeKapcTBaTa

yia. ,JamsaH 'pyes” Ne8

1303 Codus

Ten.: +3592 8903417

yebcaiiT: www.bda.bg

Karo cbobiuasare Hexenanu peakunn, MoxeTe Ja JaieTe CBOS NPHHOC 3a NoJiy4yaBaHe Ha NMoBeye
HH(OpMaLIHs 0THOCHO 6€301MacHOCTTa Ha TOBa JIEKAPCTBO.

5.  Kak na chxpansaBate Opmyc

Jla ce cbxpaHsBa Ha MACTO, HEIOCTBITHO 3a Jeua.

Jla ce cbxpansBa npu Temnepatypa noz 25 ° C.

CoxpaHsBaiite TO3M leKapCTBEH NMPOAYKT B OPrHHAHATA ONAaKOBKA (bnucrep) wiu apbKTE
OMakoOBKaTa MIbTHO 3aTBOpeHa (6yTunkara) 3a 3aliMTa OT Bjiara.

He u3non3saiite ToBa ekapcTBO ciie/l CPOKA HAa FOJHOCT, OTOEIA3aH BbpXY KapTOHEHaTa
onakoBka. CpoKbT Ha rOJHOCT OTrOBaps Ha MOCIEAHHS J€H OT NOCOYEHHS Mecell.

Cnen otBapsiHe Ha GyTuiikaTta, KancynuTe Tpsa6Ba fa ce H3MO3BaT 10 3 Mecella.

JlexapcTBara He Tps6Ba Ja ce U3XBBPIAT B KAHAIH3ALMATA WK B KOHTEHHepa 3a JOMalllHH
ornaabuM. [lonuraiire Bawnsa dpapmauest kak aa yHHIo0XHTe HeHYXHIUTE Bu nexapcTaa. Te3u
MEDKH 11e CIOMOTHAT 3a ona3BaHe Ha OKOJIHaTa cpefa.

6. ChabpxaHHe HA ONAKOBKATA H XONBLJHHTENHA HHPOPMALHS
KakBo cbabpxa Opmyc
- AKTHBHOTO BELLECTBO €: €30MeNnpasoy
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Kancynnre OpMyc ca Hau4HM BbB 1Be KOHLEHTPALHH, Chabpxkaly 20 mg uiu 40 mg €30Menpa3o
(nox dopmaTa Ha MarHe3MeB JUXHApAT).
- Jlpyrure cbCTaBKHM ca:

CvOvporcanue na kancyrama.

3axapHH cepH (3axapo3a ¥ LIapEeBUYHO HHILIECTE), XHNIPOMEN03a, 35 % eMy/IcHs AHMETHKOH
(ChABpKalla JUMETHKOH, PONUII-p-Xuapokcubensoar (E216), metun-p-xunpokcubensoar (E21 8),
COpOMHOBA KHCEMHA, HATPHEB OEH30aT, MONMETHIIEH MIIMKOJ COPOUTAH MOHOMNAypearT, OKTHI(HEHOKCH
NOJIHETOKCH €TaHON W MPOMHUJIEH IIHKON), nojaucopbar 80, MaHUTON, AMALETUIMPAHH MOHOTTHLIEPHIH,
TaJlK, KOTIOJIAMEP OT METaaKpHI0Ba KHCeNnHa-eTHA akpuaar (1:1), 30 % aucnepcus (chabpxalia
KOMOJINMEp OT METAaaKpHJIOBA KMCEJIMHA U €THJI aKpHJIaT, HaTpUeB Jaypuicyndar u noaucopbar 80),
TPHETHJI LIKTPAT U CTEAPHUJ MAKPOTJIMLIEPH/IH.

Obeueka na kancyrama
/KeneseH okcua yepen (E172), wmenax, sxenatus, xenesed okcua kbat (E172) U THTAHOB AHOKCHL
(E171).

Kak usraexna Opmyc H KaKBO ChAbPKa ONaKOBKATA

- Opmyc 20 mg Kancy/u HMaT Henpo3pavyHO XBJITO Kanave u Henpo3pa4dHo 6s10 Tano0. Haamuest
,»20 mg” € U3MUCaH B YEPHO BbPXY KaMayeTo H BbPXY TAJIOTO.
- Opmyc 40 mg kancynu HMaT HENpPO3pa4yHO KbJTO Kana4ye H HENPO3PauyHo KBATO T10. HaagnuesT
40 mg” e U3NUCaH B YEPHO BHPXY KANayeTo ¥ BbPXY TAJIOTO
Pa3sMepu Ha onakoBKHTE:
byTunku ot 28,30,90 unu 98 kancynu
biucrepu ot 3,7,14, 15, 25, 28, 30, 50, 56 60, 90, 98, 100 kancywu.

He BCHYKH BH/I0BE ONAKOBKH Morar Aa 6bar nycHaTH B npojaxoa.

IIpuTexaTen Ha pa3pelieHHeTO 32 ynorpebda
Stada Arzneimittel AG
Stadastrasse 2-18, D-61118 Bad Vilbel

['epmanus

IIpon3BoanTen:
Stada Arzneimittel AG

Stadastrasse 2-18, D-61118 Bad Vilbel
['epmanus

Lamp San Prospero S.p.A
Via della Pace, 25/A

41030 San Prospero (Modena)
HUranus

ETHYPHARM
Z.1 de Saint-Arnoult, 28170 Chateauneuf-en-Thymerais
OpaHums

ETHYPHARM
Chemin de la Poudriére - 76120 Grand-Quevilly
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OpaHuus

DELPHARM REIMS
10 rue Colonel Charbonneaux
51100 Reims

Opanuud

STADA Arzneimitte] GmbH
Muthgasse 36, 1190 Wien
ABCTpHUSA

STADA M&D SRL

Str. Trascaului, nr 10

Turda City

Postal code 401135
PyMbHUS

To3n exapcTBeH NPOAYKT e pa3pellieH 3a ynorpe6a B AbpxaBHTe-41eHKkH Ha EWTI noa cieannTe
HMEHa

ABCTpHS Esomeprazol STADA 20 mg - magensaftresistente Hartkapseln
Esomeprazol STADA 40 mg - magensaftresistente Hartkapseln

benrus Esomeprazole EG 20 mg maagsapresistente capsule, hard
Esomeprazole EG 40 mg maagsapresistente capsule, hard

bbarapus Opmyc 20 mg cTOMalIHO —yCTOMYHBH KarcCyJd, TBbPAH

Opmyc 40 mg cToMalllHO —yCTOHYHBH KalCyJid, TBbPAM

®paHuus Esomeprazole EG 20 mg, gélule gastro-résistante
Esomeprazole EG 40 mg, gélule gastro-résistante
HUpnanaus Esomeprazole Clonmel 20 mg

gastro-resistant capsules, hard
Esomeprazole Clonmel
40 mg gastro-resistant capsules, hard

HUranus Esomeprazolo EG 20 mg capsule rigide gastroresistenti
Esomeprazolo EG 40 mg capsule rigide gastroresistenti

JlrokcemOypr Esomeprazole EG 20 mg gélule gastro-résistante
Esomeprazole EG 40 mg gélule gastro-résistante

[lIBewus Esomeprazol STADA 20 mg harda enterokapslar

Esomeprazol STADA 40 mg harda enterokapslar

HaTa Ha nocJeAHO NMpepasrjiex/IaHe HAa JHCTOBKATA
04/2024
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Cnennara uHdopMauus € npeaHa3HavYeHa 3a MEJULIMHCKH CTIeLHaTHCTH

1. PasTBOpETE KOJHYECTBOTO JIEKAPCTBO OT €AHa Kancyaa B 25 ml unu 50 ml Boaa (3a HAKOH COHIH €
HeobxoauMo pasTBapaHe B S0 ml Boaa 3a npeioTBpaTABaHEe Ha yTaiika B COH/1aTa)

2. 3Ternere cycneH3usaTa CbC CIPHHLIOBKA M H3TErneTe okoso 5 ml Bb3ayx

3. Bennara pa3kiaTteTe CIpHHLIOBKATa 3a OKOJIO 2 MHHYTH, 3a ITbJIHO pa3TBapsHe

4. 3anpbiKTe CIIPHHLIOBKATA C UIJjlaTa U [POBEPETe JaJid HAMA TBbPJH YacTHIH

5. [Ipukpenere cnpyHIIOBKaTa KbM COHATA, KATO A AbPXXHUTE B CHUIOTO MOJIOKEHHE

6. Pa3kiaTeTe cnpMHLIOBKAaTa KaTo Abp)KUTE Uriara Hanony. UHxekTupaiite 5 ml B conpara.
3aBbpTETE CIPHHLIOBKATA ClIE/l HHXXEKTUPaHe M pa3kiiaTteTe (CIpHHLOBKATa TpsOBa J1a ce AbpXKH
C WIJlaTa Harope, 3a Ja ce u30erHe 3anyliBaHe Ha MUrjara)

7. O0bpHETE CIPUHLIOBKATA C MIJlaTa HaA0Jdy U HHXEKTHpaiTe owle eaHa nopuus 5-10 ml B
coHaata.lloBropere npoueaypara 10 u3npasBaHe Ha CIPHHIIOBKATa

8. M3rernere cbe cnpuHLioBKaTa 25 ml Boga u 5 ml Bb3ayX U noBTOpeTe cThIKa 6, ako TpsAbBa aa ce
pa3TBOPH BCEKH CEIMMEHT OCTaHasl B CIIPUHLIOBKATA. 3a HAKOU COHAHM € Heobxoaumo 50 ml Boxa.
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