JIMCTOBKA



LI rooroR/ 03

JIucropka: Undopmauus 3a nauueHTa 6 720 3 -/U L 4 -03- 2025

E3zonpamxken 20 mg croMauiHO-yCTOHYHBH TBbPAH KANCYyJ/IH
E3onpamxken 40 mg croMalmiHO- YCTOHYHBH TBbPAH KancCyJiH

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

€30MCECIIPa30.J1
(esomeprazole)

[IpoueTeTe BHHUMATE/JIHO TA3H JIMCTOBKA NpeIH a4 3aMo4yHeTe /1a NpHeMaTe TOBA JIEKAPCTBO, Thii
KATO T8 CbAbpKa BaxkHa 3a Bac nudopmauus.

3anaseTe Ta3u JIMCTOBKA. Mojke Ja ce HaJloXKH Ja s NPoYEeTETe OTHOBO.

AKO UMaTe HIKaKBH JOMbIHUTEIHU BbIPOCH, nonuTaiite Bawus nekap wiu ¢apmanenT.

Tosa nekapcTBo e npeanucano AM4HO Ha Bac. He ro npeorcrbnBare Ha Apyru xopa. To moxe j1a
WM HaBpeaH, HE3aBMCUMO, Y€ MPU3HALMTE HA TAXHOTO 3a00J1siBaHE ca ChlUTE, KaTo Baluure.
AKO NOJIyYHTe HAKAKBH HEXEJIaHW peakUuH yBeaomete Bawuus nekap wian ¢apmauenTt. Tosa
BKJIIOYBA M BCHYKH Bb3MOXKHH HEXEJIAaHU peaklini, HEONMCcaHu B Ta3H JIMCTOBKA. BukTe Touka 4.

KakBo ¢bABbpKa Ta3H JIHCTOBKA:
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KakBo npeacrasnasisa E3onpaakeH v 3a KakBO €€ U3M0J13Ba
KakBo TpsiOBa na 3Haere, npeau aa npuemere E3onpamkeH
Kak na npuemare E3zonpanieH

Bb3MOXKHU HEXENaHU peaKkLHH

Kak na cpxpansiate E3onpanxen

ChabprKaHHe Ha ONaKoBKaTa M JIONbJAHUTE/IHA HH(pOpMALLUS

1. Kakso npeacrasiasia E3onpaaken U 3a KAKBO ce H3M0J13BA

Emnpa,nmeri CbABpPXKa JIEKAPCTBO, HAPEYEHO €30MEIIPa30Jl, KOECTO NPHHAAJIEXKH KbM I'pylaTa JIEKapCcTBa
HApPCHYCHH .,,HHKHﬁHTO[]H Ha NMPOTOHHATA nomna*. Te HamangBaTr KOJMYECTBOTO Ha KHCCJIMHA, KOJATO CC

[MPOHU3BEXK A OT CTOMaxa Bu.

EEDI]D&,[IH{GH CC H3I10JI13Ba 3a JICYCHHUC Ha CJIICAHHUTC CbCTOAHHNA.

Bmpac*rﬂn [MalHEHTH H FOHOLLUHKW HA Bb3PacCT 12 ¥ 11OBE€YE NrOAMHHU

["acTpo-e3o(areanta peduykcua dosect (I'EPbB). ToBa e cbhecrossHMe, NpH KOETO KHCEIMHA OT
CTOMaxa Ce Bpbllla 00paTHO B XpaHonpoBo/ia (TpbdaTa, KOATO CBbP3Ba 'bPJIOTO CbC CTOMaxa) U
Npu4rHsBa 00JIKa, Bb3MaJIEHHE U KUCEJTHHH.

SI3BM Ha cTOMAaxa MJIM Ha ropHaTa 4acT Ha TbHKOTO YE€pPBO, KOMTO ca HH(EKTUPaAHHU OT OaKTepHs
HapeueHa Helicobacter pylori. AKO umare ToBa CbCTOsIHUE, BallMAT Jiekap Moxe cbulo aa Bu
npeanuile aHTHOMOTHILM 3a JleyeHUe Ha MH(PEKLIUATA, 3a 1a MOXKE A3BaTa Ja 3apacHe.

Bb3pacTHu
- CromawHu  s3BM, npuudHeHa ot  JekapctBa, Hapeuenun HCIIBC  (Hectepouanu
NPOTHBOBB3NAJIMTE/IHM JieKapcTBa). EsonpajkeH, CblO0 Taka, MOxe~ Ja . NPeAOTBpaTH
¢opMupaHeTo Ha cTOMALIHK A3BH, ako npuemare HCIIBJIL. A O i G, N
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- IlpexkoMepHO KONMHYECTBO KUCENMHA B CTOMAXa, MPUYMHEHO OT o0Opa3zyBaHHe B TMaHKpeaca
(cnuapom Ha Lisonuurep-Enucon).

- IlpomemKHUTENHO NEYEHUE Ciel Tepanus 3a NPefoTBpaTABAHE HAa MOBTOPHO KbPBEHE OT A3BH C
MHTPABCHO3EH €30MENpPa3o.

2. Kaxso TpsiOBa Aa 3HaeTe npean aa npuemerte Ezonpagken

He npremaiite Ezonpaxen:

- AKO cTe aneprdyeH KbM €30MENpaszosl WIH KbM HAKOS OT OCTAaHaNWTe CbCTABKM HA ToOBa
nexapcTBo (H30pOeHU B TOUKA ).

- AKO cTe anepruueH KbM rpyna JnexkapcrBa HapeueHu ,,0eH3uMHAazonu™, KOATO BKIOUYBA APYTH
MHXHMOMTOpPH Ha MpPOTOHHATa Mnomma (Hanp. MNaHTONpaso, naHconpaszosn, pabenpason,
OMENpason), a CbLIO Taka M KbM pasny4HU ApYTrd BUAOBE IeKapCTBa

- AKO IipHeMaTe JeKapcTBO, KOETO ChbAbpKAa HenduHasdp (M3N0A3BAHO 3a NeueHHe Ha XHB
HuHpekun),

- AKO HAKOra CTe pa3BMBANH TEXBK KOXeH 00pus nnu OeneHe Ha KoXaTa, MEXYPH H/HIM PAHH B
ycTara cnej npuem Ha E3onpamked Uin ApYry NEKapCTBa OT ChIUA KJac.

He npuemaiite EzonpamkeH, ako HaKoe oT U3OpoeHOTO ce oTHaca 3a Bac. AKO He CTe CUI'YPHH, FOBOpPETE
¢ Bamusar nekap und dapmManesT, npejau Aa 3anovHere aa npuemate Ezonpamken.

IIpenynpexaeHus U npeana3zHH MepKH
lNoBopete ¢ Bauing nekap unu papmauesT, npeau Aa npuemere Ezonpanxen:

- Axo Bne umare texxku npobneMu ¢ yepHus 1pob.

-  Axko Bue numare texxku npobiaemn ¢ 6n0peuuTe.

- AKO B MHHAJIOTO CT€ MMaNM peakliUs Ha KOXKaTa ClieJ JNe4YeHHe € JIeKapCTBO, MOAOOHO Ha
€30MeNpas3o, KOETO HaMalsiBa CTOMallHaTa KucenuHa. FiMa cboOlueHua 3a CEpHO3HM KOXHH
peaklUH, BKIAIOUHTENHO CUHApPOM Ha CTHBBHC-I[KOHCBHH, TOCHYHA efMAepManHa HEKpoJH3a,
JIEKapCTBEHA peaKUUs ¢ €03UHOPUIHA X CHCTEMHHU cumnToMU (DRESS), BBB Bpb3Ka ¢ NEUEHHETO
¢ Esonpanxen. [lpekpatere ynorpebata Ha Esonpamxen u He3abaBHO moThpceTe Jiekapeka
MOMOILL, aKO 3a0€NeKUTE HAKOM OT CHMNTOMMTE, CBLP3aHM € TE3M CEPHO3HH KOXHH peakLiHy,
OMHKCaHH B TOUKA 4.

- Axo tpsabea na Bu 6bae HanpaseHo criequdMUHO U3CNEABAHE HA KPbBTA (XpOMOrpaHHH A)

AKO nosiyuute OOpHB Mo Koxata cH, ocobeHo B obnacTure, U3NOXKEHHU HA ACHCTBUETO Ha CIIBHLETO,
uHpopMupaiiTe HeszabaBHo Baumius sexap, TbH KATO MOXE [a C€ HAJIOXKH Aa COPETE NEUEHHETO C
e3omenpason. He zabpapsalfiTe ¢huio na cnomenere BCHYKK Apyrd HabmoxasavHn ot Bac nposen Ha
nabonsaBane, kaTo O0ONKH B CTaBUTE.

[lpueManeTo Ha UHXUOUTOP HA MPOTOHHATA MMOMMA, KATO €30MENpas’on, 0COGEHO B MPOALIKEHHE HA
MoBeYe OT €AHA FOAINHA, MOXe ¢1ab0 Aa MOBHULIM PUCKA OT dpakTypa Ha HeapoTo, KUTKaTa HTH rprOHaxa.
Hudopmupaiite Bains nekap, ako MMare OCTEONOPO3a HAM aAKO NPHEMATE KOPTUKOCTEPOHAH (KOWTO
MOK€e Jia TOBHLIAT PUCKA OT OCTE0NOpo3a).

E3oMenpason cbhiyo MOke na Hamand abcopbumatra Ha ButamMuH Bl2, ocobeHo npu npoAbMKHTENHO
[PUIIOKEHHE.

ESDHPB.,IDKEH MOXKE IIa MaCKHpa CHMIITOMUTE Ha ApPYr# 3abonsBanus. ETo 3al0, AK0 YCTAHOBHTE THRH,
A

Bac nemo ot H36poenoTo no-a0ay NpeaH Aa 3aNOYHETE Aa MPHEMATE HJIM A0KATO wive roga -
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- Hmare 3HauHTenHa 3aryba Ha Terno 6e3 npuurHa u umare npobNeMH NPH NperabillaHe
- Hmare 6onka B cTOMaxa MJIM HapyLIEHO XpaHOCMHUNAHE

- 3anouBaTe Ja NOBpPbHLUATE XpaHa WK KPbB

- Hmare TeMHH H3npaxkHEeHHA (OLBETEHH C KPbB H3NPAXKHEHHS)

Ako Ezonpapker Bu e mpeanucaH 3a seyenne npu Hy»kaa, TpsbBa ja ce cBbpxeTe ¢ Bamusa nekap, ako
CUMNTOMUTE Bt npoabnxaBaT wiu ¢e NpoMeHs xapakTepa UM.

Apyrn aexkapcrBa # Ezonpaaxen

Hudopmupaiite Bamwing nekap unu (papmauesT, ako npyuemMaTe, HacCKOpPO CTE NMPHEMANIH KIH € Bb3MOXKHO
Ja npyeMaTe ApYrH JieKapcTsa, BKNHOYUTEIHO M TAKKMBA, KOMTO KynyBare 6e3 peuenta. Tosa ce Hanara,
T kaTo EsomnpamkeH Moxe Aa NMPOMEHH HauMHA, NO KOWTO ACHCTBAT HAKOM JIEKAPCTBA M HAKOH
JIEKapCTBa MOXeE Ja UMaT edekt Bepxy E3zonpamxeH.

He npuemalite Esonpamken, ako npuemarte nexkapcTBa, CbAbpKalM HeUPHUHABHD (M3MON3BaH 34
nevyeHue Ha XMB).

Hudopmupaiite Baluns nexap nnn ¢apmManesT, ako IpUeMare HAKOE OT CACIHHTE A€KapCTBa:

- ATtazaHaBup (M3mon3zsaH 3a neueHue Ha XHB).

- KerokoHasosn, HUTpakoHa3on HMAM BOPUKOHA30J (M3NON3BaHM 34 JleYeHHe Ha HH$eKUuH
MPUYHHEHH OT MbOUUKH),

-  Epnoruuub (¥3nonseaH 3a neyeHue Ha pak).

- Luranonpam, UMHUIIpAMHH HAH KIOMHUIPAMKH (M3N0A3BAHH 34 leyeHHe Ha Jernpecus).

- [Jluazenam (M3non3BaH 3a JicueHWe Ha O€3NOKOWCTBO, OTNYCKAHE HA MYCKYIHUTE WM [IpH
EMUIETICUS ).

- (DeHUTOMH (M3MON3BaH 3a NEUeHUE Ha enuiencus). Axo npuemate (EeHHUTOMH, MOXE 4a ce
HanoxH Bawus nexap na Bu HabnogaBa BHUMATENHO, KOraTo 3arnoyBaTe WK KOTOTO CIIMpaTe Aa
npuemate EzonpanxeH.

- JlekapcTBa, KOMTO ce M3MON3BAT 3a pa3pexaaHe Ha KpoBTa BH, kato papdapuH. Moxe aa ce
Hanoxu Baitins nexap aa Bu HabaronaBa BHUMATENHO, KOTaTO 3aMQYBaTe MJIM KOraTo Cnupare aa
npuemMare Eszonpamien

- lunoctason (u3non3sa ce 3a leyeHHE HA MHTEPMUTEHTHO Knayaukauuo - Gonka B Kpakata By,
KOT'aTO XOAUTE, NPUUHHEHA OT HEAOCTATHYHO KPbBOCHADAsABAHE)

- Lusanpun (M31013BaH [PU HAPYLLIERO XPaHOCMHUNIAHE H KHCENMHH B CTOMaxa).

- Knonuaorpen (M3non3ead 3a npeAnaspaHe ot 00pasyBsaHe HA KPbBHH ChCUPELH (TpoMb)).

- JurokcuH (M3non3Bax Impu npodaeMH CbC ChPLETO).

- Takposnmyc (13non3BaH 3a HaMaNsBaHE HA MMYHHATa peakuHs, noMaraifky 3a npejoTapaTaBaHe
Ha OTXBBLPASHETO HA TPAHCMNAHTHPAH OpPraH UKW 33 IeHeHHE HA KOXHU PEAKLUNH, KATO €K3eMa)

- MetoTpekcar (1€kapcTBO 33 XMMHUOTEpPANu, U3N0/3BaHO BbB BUCOKH JO3H 3a JICUEHNE Ha pak) -
ako Bue npueMare BUCOKM HO3M MeTOTpekcar, Bawwuar nexap BpeMeHHO MOXe Ja CIpe
nevyenuero Bu ¢ E3zonpankeH.

-  PudaMnuuun (U3non3eaH 3a neueHue Ha TyOepkynosa).

- JXuar kaHTapuoH (Hypericum perforatum) (W3N0ON3BaHH 3a JieYeHUE HA Aenpecus).

Axo sekapat Bu e npennucan aHTHOHOTHUMTE aMOKCHLUM/IHH KU KIAPUTPOMMUMH 3aeaH0 ¢ E3onpamxeH
3a JIeYeHHe Ha A3BH, NPHUYHHEHU OT HHQeKkuUHa ¢ Helicobacter pylori, MHOTO e BaxXHO Aa MHPOPMHpATE

Baius JICKAPp 334 BCHYKH APYTH JCKAPCTBA, KOUTQ TpHEMATC.

DpeMEeHHOCT H KbpMeHe




Axo cre OpeMeHHa MJIM KbPMHUTE, CMATATE, Y€ MOXE Ja cTe OpeMeHHa Mnu miaHupaTe OpeMeHHOCT,
NOCLBETBANTE ce ¢ Balling nekap win dapMauesT npead ynortpebaTta Ha TOBa jiekapcTBo. BawuaT nexap
e NPELECHHU JallH MOXe Aa npueMare E3onpamxeH npe3 ToBa BpeMe.

HsmMa nanHy nanu esoMmenpaszon npeMduasa B KbpMarta. [lopaau TtoBa Bue He Tpsabea ma npuemare
E3onpankeH, ako KbpMUTE.

[Lodupane u paboTa ¢ MALUNHHK

E3onmpa/pkeH MOXKeE Na NIPUYHHY HexXenaHd edeKTH KaTo 3aMaiiBaHe W 3aMbIrIeHO 3PeHHETO. AKO HMATe
HAKOH OT Te3U edexTH, Bue He Tpabsa na wodupare, na paboTHTE C MHCTPYMEHTH UJIU J1a YIIPAB/IABATE
MALIKHH.

EBOHPR,[I'}I{EH ChbADbPKAT 32Xapoia

Axo cte unudopMHpaHu or Baiuus jnekap, 4¢ HMaTe HEMOHOCHMOCT KbM HSIKOH 3aXapH, KaTo 3aXapo3a,
uHpopMupaiite Balling nekap npeau aa npUeMeTe ToBa NEKapCTBO.

3. Kak na npuemate Ezonpamken

Bunaru npuemalite ToBa NexapcTBO TOUHO KakTo BH e kazan Baluus nexap unu gapmauesr. AKO He CTe
CUT'YPHHU B HEWO, nonuTaiTe Bawus nexkap uiau papmauenT.
- EaonpamxeH He ce npenopbdba 3a Jela Ha Bb3pacT noa 12 roauHu.
- AKO npHemare TOBa JiIEKApCTBO NPOAB/KHTENHO Bpeme, Balmuar nekap uie ucka na Bw
Habmoaaea (ocobeHo ako Bue npuemaTte neKkapcTBOTO MO-AbATO OT €4Ha roinHa).
- Ako Bawwmar nekap Bu e kazan aa npdemarte TOBa NEKApCTBO, KAKTO M KOraTo KMaTe HYyXKJja,
HHpopMupaiTe Baluug nekap, ako cuMnToMuTe Bu ce npomeHsr.

IIpuem Ha TOBA JIEKAPCTBO
-  Bue Moxe na npyueMare Baluure Kancynd Mo BCAKO BpeMe Ha AE€HA.
- Bue moxe aa npuemate Baninte kancyna Ha rnpaseH CTOMaxX WJH C XpaHa.
- [lornbwaiite Bammvre kancynd ueny ¢ Manko Boaa. He anBueTe Unu He cMaukBaiiTe Kancyaure,
Th KATO KANCYJHTE ChABLPXKAT NEJNETH, KOUTO ¢4 MOKPHUTH TaKa, 4€ JIEKapCTBOTO fa He ce
pa3rpax/la OT KUCeliMHaTa B cToMaxa Bu. BaxkHo € 1a He ce yBpexXJaT neeTUTe.

Kaxso Aa npaBHTe, KO HMaTe 3aTPYAHEHHE NPH NOTABIIAHETO HA KANICYJIHTE
Axo Bue umarte 3aTpyaHeHHe Mpy NorabLAHETO Ha KancyiunTe:
- OrBOpeTe Kancynara ¥ U3CHNETE ChAbPXKAHHETO (ENeTHTE) B [TOJIOBUH Yailla BOJa (HeraszupaHa).
He tpsabBa pa ce u3non3sart Apyru TEHHOCTH.
- H3nuiite cmecta He3abaBHO unM B pamkure Ha 30 MuHytd. BuHard pasknainaite pobpe
MONyueHaTa CMeC HEMOCPEACTBEHO MpeaH Aa 1 H3NHETE.
- 3a 1a CTe CUTYpHH, Y€ CTe H3MHAM LUAJNOTO KOJHUYECTBO OT JEeKAPCTBOTO, M3MIAKHETE MHOTO
no0pe yaiarta ¢ NONOBHH Yalla BOAA M A U3nuiiTe. TBLpANTE YaCTHLUU ChAbPXKAT JEKAPCTBO — HE
K AbBYETE UJIH He I' cCMaukBaiiTe.

Axko Bue He MoxeTe Aa npernnluiate M300L10, Kancynara MOXe Aa Ce CMECH C MAaJIKO BOoAa M jAa ce
nocTaBu B CApHHLOBKA. Cnea ToBa MoXe Aa BH ce npuloxu 4ype3 Tpbba AUpPEKTHO B cToMaxa Bu

(,,cTOMAallIHA COHOA™).

Konako aa ce npHuemMe

BamuaT nexap e By kaxe 1Mo KoAKo Kancyiau Ja npueMate i KOJKO AbJAro speme. T m QHBHWT
CbCTOSHUETO, Bh3pacTTa Bu u o1 TOBa KONAKO A00pe GyHKkUMOHUpa uepHUdT Bu ,upot}/ mﬁ'}dht 'tetmcu |
npobnemu ¢ uepHusa apod, Bawngt nekap Moxke na By gaae no-HUCKa go3ara. ;-,:; N
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[TpenopbyKTENHHTE 003U Ca MPEACTABEHH NO-I0JTY:

3a JeueHHe HA KHCEJIHHH NPHUYHHEHHU OT racTpo-e3odareanta pedpaykcua 6onect (I'EPB):
Bp3pacTHu 1 Acua HA ¥ HaZ 12 roguHu:

- Axo BawuAr nekap e ycTaHOBUJI, Ye XpaHoMpoBoaa Bu e neko yBpeneH, npenopbuKUTeHaTa 1034
¢ eaHa kancyna Ezonpamxen 40 mg BeaHbXK HHEBHO, B NpOoAb/KEHUE Ha 4 ceaMuLM. Baumsr
nekap Moxe Aa Bu kaxe na npueMare culliata o33 32 AONBAHMTENHM 4 ceaMuUlH, ako
XpaHONpOBOABT By OlLile He ¢ 3a3apassii,

- IipenopbunTenHata 103a, KOraTto XpaHoNpoBOALT 3a3zjpaBee, € ¢aHa karncyna Ezonpamken 20
mg BEAHBbK AHEBHO.

- AKO xpaHonpoBoa®sT Bu He € yBpeAeH, NpenopbuuTenHara A03a ¢ eaHa kancyna Ezonpanxen 20

mg Bcekd AeH. Korato checTosHHeTO BM € oBnagaHo, Bamuar nexap Moxe na Bu xaxe pa
PHEMATE AEKapCTBOTO, KAKTO H KOraTO UMaTe HYX/ad, A0 MakKCUMYM eaHa kancyna Ezonpamken
20 mg BCEKH JeH.

3a neudeHHe HA CTOMAWIHH $3BH, NpHYHHeHA oT uHHQexunms ¢ Helicobacter pylori n 3a
NpeaoTBPATABAHE HA NNOBTOPHATA MM I0ABA:

- Bnb3pacTHM U IOHOIWUM HA U HAA 12 roAuHU: NPENopbhbYHTENHATA 034 € €/1Ha Karncyna EzonpanxkeH
20 mg nBa nNbTH AHEBHO, B NPOABDKEHKE HA | ceaMuua.
Bawuar nekap cpulo e By kaxe ga npueMare aHTUOMOTHUM HAPEYEHH AMOKCHLHMIWH H
KJIAPUTPOMHULIUH.

3a neyeHne Ha cromaiuHy s3BH, npuuHHeHH oT HCIIBC (HecTepoHAHH NMPOTHBOBL3MAIHTEIHH
CpeacTsa):
- DBwpb3pacTHd Ha 4 Hajg 18 roanHU: npenopbpYMTENHATA 4034 € ¢AHa Kancyna Esonpanxed 20 mg
BEAHBXK JHEBHO, B MPOABKEHHE HA 4 B0 8 CEAMULH.

3a npenoTBpaTABAaHE MOABATA HA CTOMAIIHH A3BH, axo npuemate HCIIBC:
- Bnb3pacTHd Ha M Hag 18 roauHu: nmpenopbydTEnHaATa Ao03a e egHa kancyna Ezonpamxen 20 mg
BEAHbX JAHEBHO.

3a JleyeHMe HA MPEeKOMEPHO KOJHYECTBO KHCeJMHA B cTOMaxa, NPHYHHEHO OT o0pa3zoBaHHe B
nankpeaca (cuHaApoM Ha lbonuurep-Enncon):
- Bwmspactiu Ha M Haz 18 roausu: mpenopbuYMTENHATA 034 € efHa kancyna Esonpamxen 40 mg
N1Ba TbTH AHEBHO.
-  Bawmuar nekap e npoMeHH 03aTa B 3aBUCHMOCT OT BaluuTe HY»XIH M Ile NMpeleHH KOJKO
ObJro Tpsabsa Ja npueMare nekapcTeoro. MakcuMannara Ao3a e 80 mg ABa NbTH JHEBHO.

3a NpoABLJLKHTENHO JIeUeHHe ¢Jie] Tepanus 3a NpeJjoTBpaTABaHe HA MOBTOPHO KbpPBeHE OT #3BH C
HHTPABERO3CH e30MenpazoJi:
- Bwu3pacTHH Ha W Haa 18 roguHM: npenopbuMTENHATa 403a € €AHa kancynaa Ezonpamxed 40 mg
BEAHDBX AHEBHO, B NPOAbIKEHHE Ha 4 CEAMHLH.

AKo cTe npuean noBeue oT HeoOxoaumaTa no3a Ezonpagxen
AKo cte npuenu nosede E3zonpamxeH, 0TKoAkoTo By e npeanucan BawnsaT nekap, He3abaBHO roBOpeTe C

Bauiua nexap #au papMalesT.

AKO cTe NPONMYCHANH 1A npHeMeTe ElzonpamxeH
- AKO cTe NpoIyCcHanu Aa npueMete ao3ara By, npuemere ao3aTta BeAxara 1 c@é@ﬁqm 5’3”»:1'?3&
Ako ofaue e NoYyTH BpeME 3a BaLlaTa C/leABalia 103a, IPecKoUeTe nNponyc ﬁ:?q,rﬂoza;ﬂ
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- He B3emaitte nBOHHA A034, 3a Ja KOMIICHCHDATC NponyCcHaTaTa J03a.

AKO MMaTe HAKAKBH AONMBIHUTENHH BBLNPOCH, CBBP3aHMU ¢ ynoTpebara Ha TOBA JIEKAPCTBO, MONUTAHTE
Bawusa nexap und gapMauesT.

4, Bb3MOXKHH HEXKETAHH peaKUHH

KaxkTo BCHUKM /1€KapCcTBa, TOBA JIEKApCTBO MOXeE Ja IpeAW3BHKAa HEXENAaHH PEakuHH, BLIIPEKH Y€ HE
BCEKH I'M MOJIy4aBa.

AKo 3abesrexxkuTe HAKOA OT CAeAHHTE CEPHO3HH HECAKCIIAHA eqlem‘u, CNpeETe NnNpHeEMAa Ha E3OHPMH{EH
H NOThPCETE He3abaBHo JeKap:

HeuecTH (Morar ga 3acerdar Ao 1 Ha 100 gyuiu):

- Opakrypa Ha beapo, KUTKa yWan rpbOHayYeH cThiab (ako E3onpajkeH ¢€ M3NOoN3Ba BbB BHCOKH
N03H H NPOABLIHKHTENHO BPEME)

Peaku (Morat aa 3acerdat 10 1 Ha 1 000 aywun):

- BHesannu Xxpunose, NOAyBaHe HA YCTHUTE, €3UKa U ChPJIOTO WIH TANOTO, OOpUB, NMPUJIOLIABAHE
WK 3aTpYAHEHHE MPH MbATAHE UMK AWLLIAHE (TeXKa anepruvyHa peakuus).

- OusergBaHe B XBNTO HA KOXAaT4a, TbMHA YPMHA, Ojenu M3MpaXHEHUA C BUCOKA TeMIepaTtypa,
rajieHe WK NOBPBUIAHE U YMOPE, KOMTO MOXe Aa ObaaTt npu3Hauy 3a npobnemu ¢ uepHus apob.

-  Hucpk Opoil Ha OenMTEe KPbBHH KACTKH, KOCTO MOXKE 4a A0Bele A0 CEePHO3HO BAOLIABAHE HA
O0LUO CHCTOAHHUE HITH NOBHIUCHA TEMIIEPATYPA CHC CHMNTOMHU Ha IOKANHA HHpekuns, kato 0osKka
BbB BpaTa, MbPJIOTO HIIK YCTATA WJIH 3aTPYAHEHO Y PHUHHPAHE.

MHuoro peakn (Morat ga 3acerdat 10 1 Ha 10 000 aywm):

- 3ayepssaBaHe Ha koxKata ¢ 00Opa3yBaHe HA MEXYpU MM JIoleHe HA Koxara., Moxe na uMma ole
CEPHO3HH MeXYypU U KbpPBEHE MO YCTHUTE, OUYMUTE, yCTaTa, HOCA H TeHUTanuurte, ¢ HOAKN 1o
CTABUTE M BHCOKa TeMrneparypa. lTosa mMoxe na Owbae ,,cuHapom Ha CTuBbHC-/DKOHCBH®,
LepuTeEMa Myfarudopme”, . nekapcTBeHa peakluus ¢ €03UHOPUIUA U CHCTEeMHH CHMITOMH'
(o6iwmper oOpuB, MOBUIIIEHA TENeCHA TEMIIEpaTypa M YBeNWUeHH NUMOHMN Bb3iu (CHHAPOM Ha

DRESS wuiau¥ CcHHAPOM Ha CBPBbXMYBCTBHTENHOCT KbM JIeKapCTBOTO)) HAHM ,, TOKCH4YHA
enuaepMaiia HeKkpoausa®,

- [lpomeHu B Bpos Ha HAKOU KAETKH BbB Bawara kpbB, NPUYHHABALLM yYMOPa, ¢1adocT naun Hnena
koxa (HUCBHK Opoii HA YepBEHUTE KPLBHH KJIETKH), KPBLBOHACANAHE UMW KbpPBEHE MO-4€CTO WJIH
NpOABLIDKUTENHO OT 0OHYaHHOTO (HHCHK Opoil TpoMOOLNTH).

- OtaenaHe Ha No-Manko YpUHA OT OOHKHOBEHO K.IM HEBBL3MOXHOCT 33 YPHHUPAHE, KPbB HIIH Cliy3
B ypHHaTa, O0Jika B JOAHATA 4ACT HA ILpda ¢ Bb3IMOweEH oOpuB, BUCOKA TEMNEpaTypa, raiacHe
WM NOBPblUaHe, Toea MOXe 1a ca npu3HauH Ha npoblemu ¢ ObOpeunTe.

- [lpn naunenTH, kouto uMmar npobsieMy ¢ YepHis ApoD, OfNaKBAHMATA MOXKE Ja ¢ BAOWAT M Ja
NPHYHHAT OTOK HA MO3bKA, KOETO MOXE Aa A0BEAE 10 NPOMEHH B KOHLEHTpaUUATa, JUHHOCTTA
WK NOBEAEHUETO, NPOBAEMH HPH KOHUECHTPHPAHE UJTH MUCIIEHE WK YCellfaHe 3a CbHAHBOCT HIIH
YHECEHOCT,

C Hen3BecTHA 4eCTOTA (He MOXKE Jd Obae OnpeiaciieHa OT HATUYHHUTE ,H.HHHH):

- Bb3nanenve Ha yepsaTa npHHUHABaULO 00KA W AHAPHA, EBEHTYAHO ChAbPIKALLA KRbB: - ~.. .
- O0OpuB, BepoATHO ¢ BONKHW B CTABKTE.

Jpyru HeXeNaHUu PpeakuuH BKIIOYBAT!




Yecru (Morar ma 3acersar no 1 #a 10 gywm)
- I'naBobGonmue.
-  Edexru BbpXy cTOMaxa W yepBara: Auapud, 60JKa B cTOMAxa, 3amnek, rasose (pratyneHuus).
- HyBcTBO 3a rajieHe UM NOBpbLLIAHE.
- J1obpOKa4eCcTBEHH MOJMUIN B CTOMAXAa.

HeuecTn (Morar aa 3acersar g0 1 na 100 ayww)
- OTOK Ha KpaKaTa ¥ Iie3eHuTe.
- Hapyuienue B cpHa (be3cbHue).
- 3aMagHOCT, YyBCTBO 3a U3TPBINBAHE H MpPaBy4YKaHe Ha KpalHULIMTE, CbHIUBOCT.
- YcellaHe 3a BUCHE Ha CBAT (CBETOBBPTEK).
- Cyxora B ycrara.
- IIpoMeH# B KpbBHUTE TECTOBE, C KOUTO CE NPOBEPABA Kak (GyHKLHOHUPA YepHHA Apob.
- OOpusyn no xoxara, KONPHBHA TPECKA H CHPOLK MO KoXKaTa.

Peaku (Morat aa 3acerHart Ao 1 Ha 1 000 ayiuu)

- HHCKH CTOMHOCTH Ha HaTPUil B KPbBTA. TOBAa MOXE HAa NPHUMHH 4YBCTBO 34 ¢JaboCT, HyBCTBO 34
NOBPBILAHE ¥ KpaMIIH.

-  HyBcTBO 3a B30yaa, 00bpKBaHE UK Aenpecus.

- [IpoMsHa BLB BKYCA.

- 3puTenHd npobieMH, KATO 3aMbIIEHO 3PEHUE.

-  BHe3anHa nposBa Ha XpHIIOBE WM HEAOCTUT HA Bb3AYX (OpOHXOCTAa3bM).

- Bw3nanenue B ycTHaTa KyxXHHA.

- Db3ananeHune, HapeueHo “MAedHUUA”, KOSTO MOXE Oa 3aCErHe uepBarTa U Ce MpPUYHHABA OT
reOHYKH,

- Koconaxn (anoneuus).

- O6puBH MO KOXKaTa NPH U31araHe Ha CIbHYEBa CBETAHHA.

- bonku B craBute (apTpanrus) UM 60NKH B MycKynute (MHANrHA).

- YyscTBO 32 001110 HEPA3NOI0XKEHHE U JINTICA HA EHEprus.

- TloBuuieHo noTeHE.

Muoro peakn (Morat ga 3acerdar g0 1 4a 10 000 aywn)
- ATrpecHuBHO MOBEIEHHE.
-  Buxngase, ycellaHe MM HyBaHE HA Hellla, KOMTO HE ca peanHH (XanouuHalluK).
-  MyckynHa cnabocr.
- YroneMsBaHE Ha M'spAUTE NPH MbXKE.

C neu3zBecTHA YecTOTa (MeCTOTAaTa He MOXKe na Obje ofipeieneHa OT HATHUHHUTE AAHHM)

- Ako npuemarte Ezonpamken B NpOAbL/DKEHHE HA MOBe4Ye OT 3 Mecella, Bb3MOXKHO € HUBAaTa Ha
MarHe3ul B KpbpBTAa BHM Ja ce noHWxkat. HUCKK HMBAa HA MarHe3Wd Moxe ja ¢e NposBAT KaTo
yMOpa, HEKOHTPONUPYEMH CMasMM Ha MYCKYJNTe, AE30pUEHTALUUA, KOHBYJICHH, 3aMasHOCT,
y4yecTsiBaHE Ha CbpAevyHUs nyac. AxKo Bu ce noasd HAKOM OT TE3M CUMITOMH, MOJS,
uHopmupaiite HezabapHo Batung siexap. Hucky HHBa HAa MarHe3uii MOrat CblUC Ja NPHYHHAT
HaMansBaHe Ha HyBaTa Ha Kanuil uUad Kanuuil B KpbBTa. BaulMaT nexap MOXeE Aa Ha3Hayu
NepUOOMYHO H3CNieBaHe HA KPLBTA, 3a fAa Nnpocneay Hueara Bu Ha MarHesuil.

CrofmaBaHe HA HEXKETAHH PEAKLHH
AKO MOJY4YHMTE HAKAKBM HEXeNMaHW JIeKapCTBEHW peakuu, ysenomere Baiinsa nexa
ToBa BKJIIOUBA BCHYKHM BB3IMOMKHH HEOINUCAHW B TA3W JIMCTOBKA HEXENAHW peakyu
ChOOLIMTE HEMEeNaHH PeakUny RUPEKTHO 4pe3 HallMOHAHATA CHCTEMA 33 chOoOLLaB
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areHuus no nekapcreata, yn. , JlamsH ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaitt:
www.bda.bg. KaTo cpofiuasare HEeXENaHH peakilud, MOXE Aa JaJeTe CBOA MPHHOC 3a Nony4aBaHe Ha
nopeve HHGOPMALMA OTHOCHO 6€30MacHOCTTa Ha TOBA IEKApPCTBO.

5. Kak 1a ebxpaHasaTe EzonpaakeH
Ha ce cbXpaHaBa Ha MACTO, HELOCTBLITHO 34 AELa.

He u3anonspaite TOBA JIeKapCTBO Ciel CPOKA Ha FOAHOCT 0TOenA3aH BbpXY KApTOHEHATa OfaKOBKaTa ¢
wloned o unu “EXP”. CpokbT Ha rOAHOCT OTroBaps Ha NOC/JEAHHKSA JeH OT NOCOYEHU Mecell.

bnuctep: Ia ce cuxpansea npu temnepartypa nog 25°C. Jla ce cbxpaHfBa B OPHTHHAJIHATA OMAKOBKa, 34
14 ce npeanasM oT Biara.

bytunka: Jla ce cuxpaHsBa npu temneparypa nox 25°C. byTunkara aa ce cbxpaHsasa a06pe 3aTBOpeHa,
33 Ja c€ npeana3u ot snara. Jla ce ynorpedby 10 3 Meceuu cnea IbpBROTO OTBApsiHe HA OyTHIKATA.

He u3xBbpnsTe f€KapcTBaTa B KaHanW3alMATa WK B KOHTelHepa 3a JAoMaliHd oTnanelu. [lonuTaiite
Bawna ¢apMauneBT kak [a H3XBpPAATE AEKApPCTBATa, KOWTO Bede He Hanojssate. Te3u Mepku ule
CMOMOr'HAT 32 OTMa3BaHe Ha OKOIIHATA Cpena.

6. ChabpxaHue HA ONAKOBKATA K AONbJIAHHTEIHE HRPOPMALHS

Kakso coabpixa Ezonpamken

AKTHBHOTO BEILUECTBO € €30MEnpasof. EzonpamxeH CTOMALIHO-YCTOHYMBM TBBPAM Kancyld € B JBE
KOHLIeHTpaLuy, chabpKally 20 mg uau 40 mg ezoMenpason (KaTo €30Menpaso Markiesmit).

[ToMolLIHMTE BELLIECTBA ca:
- (CubpueBuHa: 3axapHd neneTd (CbAbpKal(M 3aXapo3a U UAPEBHYHO HMILECTE), KPOCMOBUAOH,
XHAPOKCHMPOIHUJI LIENYN03a, HATPHEB XHAPOKCHA.
- [lognokputHe: MaHuTO/, 3aXapo3a
- CTOMaIlHO-YCTOHYHBO [IOKPUTHE: NIOJIMMEDP HA METAKPHUIIOBA KUceNUHa-eTHa akpunat (1:1) 30%
AUCTIEPCHS, TPMETUI UKTPAT, MKLEPOJ MOHOCTEapaT, noaucopdar 80
- (Cmaspallo BELECTBO: TaNkK

HApyrd MOMOIHHU BELIECTBA 3a Kancynara ca. 4epBeH xeneszeH okuc E172, xwar xeneseH oxuc E172
(camo 3a 40 mg), THTaROB AuokcuAa E171, xKenaTuHa, Boja, HATPHER Nnaypun cyndgar.

Jpyru nOMOLUHH BELIECTBAa 3a MEYaTapCcKOTO MACTUNO Ca: LWeNJIAK, NPONUIIeH MNUKON, KOHUEHTPHpPaH
aMOHHEB pa3TBOD, UEpEH Kene3eH okcua E172 ¥ xaaueB XHAPOKCUA.

Kak narnexaa Eannpa,umeu H KAKBO CbBADbpHKAa ONNAKOBKATA

Ezonpagxen 20 mg cTOMAalIHO-yCTOMYHMBY TBBPAHM KANCY/H ¢a TBbPAM KENAaTHHOBH KaNCYJ/AMN C Kanadka
U TANO C pO30B LBAT, ¢ YepeH Haanuc "Mylan” Hag "EM20” Ha aBeTe 4acTH Ha KancynaTa, (ibJdHH C

r-..*_‘

nenety ¢ 65871 A0 Kpemas LBAT. -
Ezonpamked 40 mg ¢cTOMAIIHO-YCTONYMBH TBLPAM KANCYIH €A TBBPAH HKEIATUHOBH
H TAN0 ¢ KasAB UBAT, ¢ 4HepeH Haanuc "Mylan” Hag "EM40” Ha asete uyacTi Ha
neneTH ¢ 651 A0 KpeMas 1{BAT.
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OnakoBkuTe ca B Onuctepn cevappxawum 7, 14, 15, 28, 30, 50, 56, 60, 90, 98 unu 100 xancyiu u B
OyTunku coaspxalud 7, 14, 28, 30, 56, 98 nnu 100 kancynu.

He BCcHukM ONnakoBKU MoraT Aa 6baaT nycHaTH 8 npojaxoa.
IIpurexaTes Ha paspelieHHETO 32 YNOTPeda H NPOU3BOAHTE

[IpyHTexkaTen Ha paspelleHUEeTo 33 ynorpeda:
Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN, UpnaHans

[IpouasoauTen:

McDermott Laboratories Ltd t/a Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange Road,
Dubhin, 13, UpaaHaus

HJTH

Mylan Hungary Kft., H-2900 Komarom, Mylan utca 1, Yurapus

To3n sexkapcTBeH NPOAYKT € pa3peliel 3a ynorpeb6a B crpanute wieHkn Ha EHII noa caeanure
MMEHA:

benrus Esomeprazole Viatris 20mg & 40mg

Bbbnrapus Ezonpamxen 20 mg & 40 mg cTOMAIHO-YCTOHYHNBH TEBPAH KANCy.IY
HaHus Esomeprazol Viatris 20mg & 40mg

JlroxkceMOypr Esomeprazole Viatris 20mg & 40mg

Hopserus Esomeprazol Viatris 20mg & 40mg

[loptyranaus Esomeprazol Mylan 20mg & 40mg

LiBeuun Esomeprazol Viatris 20mg & 40mg

Huaepnanaus Esomeprazol Viatris 20mg & 40mg

Ob6enuneHo kpanctso  Esomeprazole 20mg & 40mg
(CeBepua Hpnannus)

JaTa Ha NOCJIEeARO0 NPepAlrIeKIaHe HA JHCTOBKATA
mapt 2028
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