/O,,.Z{ 2,20 ¥

JIncroBka: HHGoOpMaLIHA 32 NMALHEHTA

Ezomenpazon Pompapm 40 mg npax 3a MHKEKLIMOHEH/MH(Y3NOHEH pasTBOp
Esomeprazole Rompharm 40 mg powder for solution for injection/infusion
(e3oMernpa3zos/esomeprazole)

IIpoyeTeTre BHHMATE/IHO LAJIATA JIMCTOBKA, IIPEAM Aa 3aM04YHeTEe Aa H3M0/I3BaTe TOBA JIEKAPCTBO,

Thii KATO T ChAbPAKA BakHA 32 Bac undopmauus.

- 3anasere Ta3H JIMCTOBKA. MoOXKe /1a ce HAJIOKH J1a sl IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBU AOMBJIHUTEIHU BBIIPOCH, NonuTanTe Bawms nekap wiu gapmalesnT.

- ToBa nexapcTBO € npeanucado JMYHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxke na
MM HaBpEeIH, HE3aBHCHMO Y€ MPHU3HAILIMUTE Ha TAXHOTO 3a0oisiBaHe ca chiuuTe KaTto Bammre.

- AKO TIOJIYYHTE HAKAKBH HEXEJIaHH peakluH, yseaomere Bawms nekap unu ¢apmauest. Tosa
BKJIIOYBA M BCHUKH Bb3MOXHH HE)XEJIaHW peaKlIMy, HEOMTHCAHHU B Ta3H JTUCTOBKA. BrkTe TOUKa 4.

KakBo ¢BABpAKA TA3H JIHCTOBKA

Kaxkso nipejacraBisiBa Ezomenpazon Pomdapm U 3a kakBO ce H3M0J13Ba
KakBo TpabBa na 3Haere, npeau aa usnonszpare Ezomenpazon Pomdapm
Kak e Bu ce npunara Ezomenpason Pomdapm

BB3MOXKHH HEXeTaHH peaKUHH

Kak ma coxpansiBare Ezomenpason Pomdapm

CeabpKaHHE Ha ONaKOBKATa M JOITBJIHUTEIHA HH(pOpMaLUs
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1. Kakso npeacrasiasisa Ezomenpa3son Pomdapm H 3a KaKBO ce U3M0JI3BA

E3omenpason PombapMm cbabpika IeKapcTBO, Hape4eHo e30Menpa3osl. To NMpHHAIeKH KbM Irpyna
JIEKapCTBa, HApEYEHH ,,HHXHOUTOPH HA MpoTOHHATa nomIa”. Te gelcTBaT, KaTO HAMAJIABAT KOJUYECTBOTO
KHCEJIMHA, KOETO CTOMaxbT BH npoun3sexaa.

E3zomenpa3zon Pomdapm ce H3moi3sa 3a KpaTKOCPOUYHO JIEYEHHE HA OIpeAesIeHH CbCTOSHMSA, IIPH KOUTO HE
MOJKETE Oa [pHeMare JIieKapcTBa npe3 ycTaTta.

E3omenpazon PoMmdapm rpax 3a HHXKEKIIMOHEH U HHDY3MOHEH Pa3TBOP CE€ M3M0JI3Ba IIPH Bb3PACTHH,
KaTo:

* CTOMAIIIHO AHTHCEKPETOPHO JICYEHHE

-, Jacrpo-e3odareanna pedunykcua 6onect" ('EPB). ToBa e cbcTosiHME, NP KOETO KHCEIHHA OT
CTOMaxa ce Bpblla B XpaHOIpoBoaa (CBbp3Balll I'bPJIOTO M CTOMAaXa) U TOBa IpUYHHIBA O0JIKa,
BB3MAJICHHE U KUCEITHHH.

- CroMalluHH A3BH, TPUYHHEHH OT JiekapcTBa, HapeyeHH HCIIBC (necteponanu
POTHBOBB3INAJIUTEIHU cpeacTBa). Esomenpason PoMdapm cbiio Taka Moke 1a npeioTBpaTH
(hopMHpaHETO Ha CTOMAIIHH s13BH, ako npuemate HCIIBC.

- IlpenoTBpaTaBaHe Ha MOBTOPHO KbPBEHE, CJIE/ TEPANEeBTHYHA €HIOCKOIIUSA, ITPH OCTPO KbPBEHE
OT CTOMaAIIIHA HJIH 1YOJI€HAJIHa SA3Ba.

E3omenpason PompapM npax 3a MHKEKUHMOHEH U HHQY3HOHEH pa3TBOP C€ U3ITOJ3BA TIp
oT 1-18 roauHu, 3a JIeyeHue Ha:




« Tacrpo-esodarcanna pedaykcHa 6onecy” (I'’EPB). Toa € cecToAHHE, IPH KOSTO KHUCEIHHA OT
CTOMAaXa Ce BPBIIA B XpaHONpOROAa (CBBP3BALU MbPJIOTO H CTOMAaxXa) U ToBa NpHUYXHABA bONKa,
BB3NAJICHHE H KHCETUHHU,

2. Kakpo Tpa6Ba na 3HaeTe, npeaH Aa Hanoa3sarte Ezomenpason Pombapm

He u3non3saiTe E3oMenpaion Pomdapm
*  3gKO CTE aJIepTMYHH KbM €30MENpPa3oi, WIA KbM HAKOA OT OCTEHAJINTE ChCTABKH HA TOBA

nexapcTBo (M30poeHH B Touka 6).
*  aKO CTE QJepTUYHH KBM IpYrd HHXHOUTOpPH Ha NPOTOHHATA IIOMMNA, HaMp. NaHTOIpaso,

naHzonpasoln, pabemnpason, oMenpasou

¢  aKQ IpHEMaTe JIEKapCTBO, KOSTO ChABPXKa HenpuHaBHp (M3N0J13Ba ce 3a JeueHne Ha XHB -
HHQEKIIHA).

* AKO HAKOTa CT¢ PasBMBAIH TEXBK KOXXEH 0OpHB WK OEIEHE HA KOXKaTa, MEXYPK W/AIHN paHH B
ycTaTta cnell npieM Ha EzoMenpason PompapM MK ApyTH JIeKapCcTRa OT ChILIMA KIac.

Axo Hakoe oT U30poernTe ce oTHacA 2o Bac, He Tpadsa aa Bu ce npunara Ezomenpason Pompapm. Axko
HE CT¢ CHIYPHH, IroBopeTe ¢ Baurus nexap Hin MeANUHKCKA CecTpa, Npeay Aa 3alouHeTe Ia IpHeMarTe
TOBA JIEKAPCTRO.

IIpeaynpeKaeHHA H NPeANAIHH MEPKH

['oBopeTe ¢ Baumsa nekap, gapMaleBT WIH MEAYLHHCKA CeCcTpa NPEaH Aa uanonssare EzomMenpason
PoMpapm
- aKO CTe afIepriyHU KbM HAKOE APYTO JeKapCTBO
I"'opopeTte ¢ Bamua nekap wid MeAHLIMHCKA CeCTpa, npeau Aa Bu ce npunoxu Ezomenpason Pomdapm:
®  aKO MMAaTe TEXKH YepHOApPOOHH NpoOeMH.
®  axo UMarte TeXKH OBOpeyHn mpodnemu.
®  3aKO HAKOra CTe MONYYaBaITH KOXKHA PEAKIMA Clle]] JICHEHHE ¢ JIEKapCTBO, NOAOOHO Ha
EzoMernpason PoMgapM, KoeTo HaMaNgBa CTOMANIHATA KHUCEJIHHA.
®* ako TpAOBa Ja CH HallpaBUTE OTNIPEACACH BHUI H3CIEABaHE Ha KpBbBTa (XpOMOIpaHHuH A).

Esomenpa3os MOXKe Ja NPHUKPHE CHMNTOMMUTE Ha npyrH 3abonsasanu. ETo 3a1o, ako 3a0enexxure HEWO OT
n30poeunte no-gony npeau aa Bu Ovae npunoxxeH e30MeENpasoi WIH clief TOBa, rosopere He3abaBHO ¢

Bawus nexap:
* TernoTo Bu Hamasnee 3HauuTenHO O0€3 NpHYNHE U HMaTe NpodNeMH ¢ NPerTbIlaHeTo.

* umare 00JIKa B CTOMaxa MM HApPYUICHO XPaHOCMHUJIaHE.
* 3aMOYHETE 1A MOBPBINATE KPHB HIM XpaHa.
* HMAaTE YEPHHU (KBPBABH) U3MPA)KHCHHUA.

ITpreMbT Ha HHXHOMTOP HA NPOTOHHATA NOMMNA KAaTO €30MENPa3od, 0c00eHO 3a nepuoa HaJ €IHa roAHHa,
MOXE JIeKO Jda MoBHIIM pHcka Bu oT ¢paxrypa Ha ©OelpoTo, KATKaTa HIM I'pbOHA4yHHA CTBAO,
HUudopmupaiite Bamms nexkap, ako UMaTe OCTEONOPO3a WM aKo MPHEMATE KOPTUKOCTEPOUAH (KOUTO MOTAT
7la TTOBHHIAT pPUCKa OT OCTEOMNopo3a).

AK0 mony4yute oOpHB IO KOKata, 0COOCHO B Y9acThUM, M3IJIOKEHH Ha CITbHUE, HHpopMHupakiTe Bawmsa
JICKAp Eh3MOKHO HAaH-CKOPO, Th KaTO MOXKE [1a Ce HANOXKH Ja crpeTe JedeHuero ¢ Ezomenpason Pomdapm.
He 3abpaBsaiiTe cblI0 fa CIOMEHETE BCUUKH APYTH HeOMAronpuATHH ehekTH, KaTo 6oJika BeTiRIH

Nma cbo0uieHHs 3a CEpHO3HH KOKHU PEAKLINH, BIJTFOUHTENHO CUHAPOM Ha CTUBBHC-JDiH
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enMIepMaTHa HEKPOJK3a, JIEKapCTBEHA peakuus ¢ eo3nHoduana H cucreMHu cumrroMd (DRESS), sbB
BpB3Ka ¢ neueHuero ¢ Ezomenpazon Pom¢apm. [pexparere ynorpebara Ha Ezomenpason Pomdapm u
He3a0aBHO MMOTBHPCETE JIEKapcKa MOMOI, aKko 3a0eneXuTe HAKOH OT CHMITOMHTE, CBBP3aHH C TE3H
CEPHO3HHM KOKHM PCaKLIMH, OTIHCaHH B TOUKaA 4.

Hpyru nexapcersa H Ezomenpa3son Pombapm

Hudopmupaiite Bamua nekap wiv MeIHLHMHCKAa C€CTpa, ako MpHeMaTe, HaCKOpO CT€ NPHEMATH MIH €
BR3MOKHO Ja NpHEMeTe Opyru jgekapcTsa. ToBa BKIIOUBZ M JIEKapCTBa, KOMTO Kynysarte 6e3 peuenTa.
[Ipuunnara 3a ToBa e, 4e Ezomenpazon PoMdpapM Moxe fa MOBIKAEC Ha ASHCTBUETO Ha HAKOH JICKApCTBa,

KaKTO M HAKOM JIEKapCTBa MOTAT Jia TIOBIUSAT Ha AelicTBHeTo Ha Ezomenpason Pompapm.
He Tps6Ba na Bu ce npunara Esomenpason Pomdaps, ako npueMare 1eKapcTBO, HApEYEHO HeNQHHABHD
(yanon3pano 3a nedeHne Ha XHUB - undexuus).

YeenoMere Banna exap Wid MeIHLMHCKA CECTPa, aKO [IpHEMATE HAKOE OT CICAHHTE JICKapCTBa:

« ArtaszaHasHp (¥3n0n384 ce 3a neueHue Ha XUB - nupexuun).

« Krnomugorpen (M3moi3sa ce 3a NPeJoTBpaTABaHe Ha KPBBHH ChCHPELH),

« KeToKOHA30J, WTPAaKOHa30l WIH BOPHKOHa301 (M31ON3BAT C€ 3a JECYCHHE HAa T'bOHYHH
HH(EKLHHA),

« EpnoTnHn6 (43ron3ea ce 3a JeUeHHE Ha pak).

« IIuTanonpam, HMHIPAMHH WIH KNOMUIPaMHH (H3MON3BAT CE 3a JIEUCHHE HA Jenpechs).

» Juasenam (H3MoJ3Ba Ce 3a JIEYEHAE HA TPEBOXKHOCT, 34 OTMYCKAHE HAa MYCKYJIHTE HIIH NIPH
ENUIENCcHs).

« denuTonH (K3INON3BA CE NIPH enuencHa). Ako npuemare eHHTOMH, BawnsT nekap Tpabsa
na Bu npocnenssa, Korato 3ano4BaTe H CIMpaTe MpHEMA Ha €30MENpaso.

« JlexapcTBa, IpHIaraHH 3a pa3pekiaHe Ha KpbETa, Karo BapgapHH.

BawuaT Jekap MoXe 1a By npocneasea, KOrato 3ano4yBaTe H CIIUpaTe
npueMa Ha €30Menpason.

» Ilunocrason (M3NON3Ba CeE MpH ,,KNAYAUKALHO HHTEPMHUTEHC - DOJIKA B
KpaKa KOraTo XOJMTE NMPHYHHEHA OT HEAOCTAaThYEH NPHTOK Ha KPbHB).

« Iluzampua (H3NOA3Ba C€ NMPH HapYIIEHO XPAHOCMHUIIAHE H KHCETTHHH),

e JlurokcuH (M3NON3Ba CE NPH ChPAEYHH NpodAEMH).

» MeToTpekcaTt (JIekapcTBO 332 XHMHOTEpAItHs, H3MOI3BaHO BB BUCOKH JO3H 34 JICUCHHE Ha
paK) — ako MpHeMaTe BHCOKH O3 METOTpeKcaT, BalllMAT Jiekap MOXKe BpEMEHHO Ja crpe
JIEYEHHETO C €30METPA30JI.

« Taxponumyc (M3NOJX3Ba Ce NIPH OpTaHHa TPAHCIUIAHTALUA).

* PudaMnuumH (M3non3sa ce 3a neueHune Ha TyOepKynosa).

» JKwent kaHTtapHoH (Hypericum perforatum) (M3non3sa ce 3a neUeHHe Ha
Ienpecus)

bpeMeHHOCT ¥ KbpPMeHe

AKo cTe GpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE J1a cTe OpeMeHHa UM TUIaHHpaTe OpeMEeHHOCT,
NOCLBETBAMTE ce ¢ Bauus gekap wiM dapManeBsT npeaH Aa Bu npwioxkar TOBa n1€xapcTBo. Bammar
JleKkap Hie NpelUeHH Jand MOXKe Ja IIpUeMaTe TOBa JIEKapCTBO B TO3H NEPHOL.

Esomenpason PombapMm He Tpadea ga ce ynorpebssa no Bpeme Ha OpeMeHHOCT OCBECH IIPH HEChbMHEHA

HeobxomumocT. Ako ynorpebasare Esomenpazon Pomdapm, He TpabBa 1a kepMuTE,

He e u3BecTHO JaIH €30MeNpasol peMHHaBa B KbpMara. ETo 3awo, EzoMmenpazon Pomgapm He TpsdBa
Jla ce MPIJjIara o BpeMe Ha KbpMEHe.

Hlodnpane n paboTa ¢ MALIHHH
He ce oyaksa e3oMenpaso) 1a NOBIUAE BLPXY cnocobHocTTa By aa wodupare nnm na
HHCTPYMEHTH H MallUHU, BeOpeku TOBA, HEYECTO MOTaT J1a Bb3HHKHAT HAKOH HEXeENna




3aMasgHOCT MJIH 3aMbITICHO BHXKIaHe (BHKTE TOuKa 4). AKO CTe 3acerHaTH, He TpabBa na wodHpare 1M
Aa paboTuTe ¢ MAIIHHH.

E3zomenpazon PomdapMm cpALPKA HATPHH.
Tora nekapcTBO ChOBIKA NO-Manko oT | mmol HaTpu# (23 mg) Ha 1033, T.e. MPAKTHYECKH HE ChABPKA

HATPHH.

3. Kax uie Bu ce npunara Ezomenpaizona Pompapm

EsoMernpaszol1 MOXKe Z1a ce MpuiIara Ha Jclia ¥ FOHOIIH Ha BB3pacT OT | 1o 18 romuHH ¥ Ha BB3PacTHH,
BKJIIOYWTEITHO NallHEHTH B CTApYeCKa Bh3pacT.

Ynompeba npu ew3pacmuu
« Esomenpa3son uie Bu 6vae npunoxeH or Bawug nekap, KOATO L1E NPEUCHA KAKBO

xonuuecTo B e HeobOxoaumo.

* [Jlpenoppuntennara go3a e 20 mg unu 40 mg BeaAHHXK AHEBHO.,

¢ AKO MMaTe TeXKH YepHoApoGHH npobieMH, MakcuManHata fo3a e 20 mg Ha nen (I'EPB),

 ToBa nekapcTBO iliec By Obae NpUIIOKEHO KaTO HHXEKIHA HIH HH(Y3HI, B €0HA OT BEHUTE
Bu. Toa Moxe aa npoabiiky A0 30 MHHYTH.

» JIpemoppuMTenHaTa 4032 3a MPEAOTBPaTABAHE HA NIOBTOPHO KBPBEHE OT CTOMALUIHA WK
AyoneHanHa aA38a e 80 mg, NpUIOXKEHH KaTO HHTPABCHO3Ha HHQY3HA 32 30 MHHYTH,
nocieABaHa oT NPOThIDKHTENHA HHDY3MA 0T 8 mg/uac B MpOABIKEHHE HAa 3 AHH. AKO HMATE
TEXKKH YepHoOpoOHH MpobneMH, MoXe aa Obe JO0CTaThYHA NPOTB/DKUTENHA HHDY3MA 0T 4
mg/4yac B TpPOABIKEHME HA 3 JHH,

Ynompeba npu deya u ronowiy

« Esomenpazon we Bu 6p0e npuoxken oT Bamug nekap, KONTO 1Ie MPEUEHH KaKBO KOJMHYECTBO By
e HeoOXOaUMO.

e 3a geua Ha BB3pacT oT 1 go 11 roguuu, npenopruuTeaHaTa Ao3a € 10 uan 20 mg, npunoxena
BEOHBX JHEBHO.

» 3a geua Ha BB3pacT o1 12 go 18 roauumn, npenopbyuTeaHaTa n03a € 20 unu 40 mg npraoxkeHa
BEAHBK JHEBHO.

*» Tosa nexkapcTBo e Bu Oboe npunoKeHO KaTo HIKEKIMA HIH HH(]Y3HUA BBB BeHa. T0oBa 1Ie
npoaABIKA A0 30 MHUHYTH.

Axo Bu e nprioxeHa noBeue oT Heobxoaumarta no3a Ezomenpason Pomgapm
AKo mozo3npare, u¢ Bu e mpunoxeH TBbpae MHoro Ezomenpason PomdapM, yBeaoMeTe BegHara

JEKYBalUA CH JIEKap.

4. Bb3MOXHH HeXeJIAHH PeaKLUH
KakTo BCHUKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE J1a peU3BHKa HeXKeNaHU peaklHH, BRIIPEKH Ye He
BCEKH I'M TIOJIY4aBa.
Ako 3a0e1e’KNTE HRKOA OT CJIEAHATE CEPUO3IHH HEXelaHH PEaKlHWH, CNpeTe npHeMa Ha
E3zomenpason PoMdapM 4 noTwpcere He3abaBHO Jiekap:
» Buesannsa MogBa Ha XPHIOBE, NTOAYBaHE HA YCTHHTE, €3HKa M I'bPNIOTO WIH TANIOTO, 00pHB,
MPHJIOLIABAHE HITH 3aTPYAHEHO NPEMTBLIAHE (TEXKa ajlepruuHa peaxkums).




»  3auepBsBaHE HA KOXaTa ¢ MeXypH H benexe. Moxe la M2 CBILO ¥ TEXKKH MEXYPH M KbPBTHE
[0 YCTHUTE, OYHTE, YCTaTa, HOCa M renuTanuure. ToBa 6u Morno aa bbie ,,CHHAPOM Ha
CtuBbHC- JPKOHCHH" HIH ,,TOKCHYHA EMAACPMAaIHA HEKpOoIu3a',

« TloXBNTABaHE Ha KOXAaTa, ThbMHA YPMHA ¥ YMOpa, KOMTO MOraT 1a ObJaaT CHMIITOMH Ha
uepHOAPOOHH MpodIEMH.

» O6nmpeH oOpHE, MOBHIIEHA TEIECHA TEMIEPATYPA H YBEIHICHH numbHH B34 (DRESS
CHHIpPOM MM CHHAPOM Ha JIEKapCTBEHa CBPBXIYBCTBUTEIHOCT), KOETO CC HaGnoaaBa MHOTO

PAIKO.

M36poeHNTE peakuuy ca peAKU 1 Morat jga sacernat o 1 na 1000 ayws.

Jpyry HeXenaH! peakiMH BKIIOYBAT:
YeceTH (Morar Aa 3acerdat ao 1 na 10 xyum)
» T'napobonue.
»  Peakiy OT CTOMAaxa HJIM YepBaTa: Adapud, croMaiiHa 60nka, 3anek, ra3ope (bnaTyneHLHA).
» [IpunomagaHe (ragcHe) WK NOBPHILAHE.
 Peakuua HA MACTOTO HA HHXCKTHPAHE.
» Jo6GpokaueCTBEHH MONUITH B CTOMAaxa.

HeuecT (MOrar Aa 3acernart no-manko ov 1 na 100 xymn)
« TlonmyeaHe Ha CTBIIATATA U TIE3EHHTE.
 Hapymien cpH (6e3ctHuE).
» 3amaiiBaHe, H3TPBIIBAHE H MPaBY4YKaHE, CBHIINBOCT.
»  CBeTOBBPTEXK (BEPTHIO).
« 3purtenHyu npodaeMH, KaTo 3aMBIJIEHO 3PCHHE.
« (Cyxora B yCTaTa.
» TlpoMeHH B Pe3yJTATHTE OT KPbBHHUTE H3CJICABAHHA HA yepHoapoOHaTa pyHKIHA,
« Koxun 06puBH, 00pHB oA ¢opMaTa Ha KOXKHH H3AYyTHHH (ypTHKapHs) H ChPOEX MO KOXara.
» dpakTypa Ha 6eApOTO, KMTKATA MM rpuOHaKa (aKo e30MENPa3o/ €& U3II0N3EA BLE BUCOKH
03U H 33 IPOOBJDKMTENHO BpEME).

Penxn (Morat fa 3acernar no-manko ot 1 wa 1000 NYyLIH)

» IIpobnemu ¢ KpbBTa, KaTo HaMayeH Opo# OenH KpbBHH KIETKH HIIH TpoMOOLIUTH. TOoBa MOXKE
Jla IpeAN3BHKA YYBCTBO Ha OTNAJHAIOCT, KPEBOHACANAHE HITH JICCHO pa3BHTHE Ha HHGDEKIIHH.

e HuckH HMBA HA HATPUIL B KPBBTA. TOBA MOXE Aa NPEAU3BHKA OTNAAHANOCT, NOBPBIIAHE H
KpaMIIH.

» VYcemaHe 3a Bp30yaa, 0ObpKaHOCT HITH ACIIPECHA.

» BxycoBH HapylUISHHA.

e Bue3anHa II0SBa Ha XpPHUMNOBE WIH 3a0yx (6poHXocnasem).

« BnanancHWA Ha YCTHaTa KyXHHA.

» BninaneHue, HAPEUYEHO "MIIEYHHLA", KOETO MOXE 213 3aCEerHe 4€pBaTa 1 €€ NPHIHHABA OT
rbOHUKH

» TIpo6nemu ¢ yepHHA APOO, BKIIOYHTEIHO XKbIATEHHNLIA, KOETO MOXE Ja NPCAH3B
MOXKBATABAHE HA KOXKAaTa, ThMHA YPHHA H YMOPpA.




« Koconan (anomeums).
» Koxen oOpHB Cliel H31araHe Ha CI'bHLE.
« Bob3naleHME Ha CTAaBHTE (apTpaiNrui) M MycKyJIHa Ooska (Muanrus).

« Q6w HEPA3MONOKEHHUE M HENOCTHUT HA EHEPTHA.
e JIoBHIIECHO HU3MOTABAHE.

MHoro peXKH (MOTAT Aa 3aCerHaT no-Majko oT 1 Ha 10 000 gywun)

« [Ipomenu B 6pos Ha KPBLBHHTE KIICTKH, BKIIOUHTE/HO arpaHyIoIHTO3d (1unca Ha Genu
KPBBHH KICTKH),

¢« Arpecus.

» Bmwxpgade, yceliaHe Wi YyBaHE Ha HEINa, KOHTO HE €A pCATHH (XaIOIHHALINH).

e Texko HapyllcHHe Ha depHOApoOHATA QYHKLHA, BOLEIIO KO yepHOApPOOHA HENOCTATBYHOCT
1 BBH3IAJICHHE HA MO3DbKA.

+ BHe3anHa MosBa Ha TEXKBK OOPHB MIM MEXYPH, H3TLJIHECHH € TCUHOCT, KAKTO H OeneHe Ma
xoskaTa. TOBa MOXKE J1a € CBLP3aHO C BUCOKA TeMrepatypa u Gonku B CTaBHTE (€pUTEMa
mysrradopMe, cuaapom Ha CTHBBHC-/DKOHCHH, TOKCHYHA CITHACpMATHA HEKPONH3a).

» MyckynHa cnabocT.

« Texxo Bu3nancHKe Ha HBLOpeunTe.

» HapacTtBade Ha rBPANTE NPH MBXKE,

HenspecTHA YecToTA (YecToTaTa He MOoKke 1a Ob/e OueHeHa OT HATUYMHHTE AAHHH)

+  AKO CTe Ha Teparus ¢ €30Menpa3ol 3a noBeye oT 3 Mecena ¢ Bh3MOXKHO HHBATa Ha MarHe3uy
B KpBBTa B fa ce nonmxkar. HHCKkHTE HMBA Ha MarHes3un MOraT Ja ce MPOoABAT KaTo
OTNAaAHANOCT, HEBOJIEBH MYCKYJIHH CBKpALIEHUA, I€30PUEHTALIH, I'bPHOBE, 3aMaRHOCT HJIH
YCKOPEH ChpAEYCH PUTEM, AKO C€ M0ABH HAKO} OT T€3H CHMIITOMH, Mo, OBp30
unopmupaiite Bammsa nexap. Huckure nusa Ha Mariesn Morar za AoBeHaT CbUio M A0
TOHIDKABAHE Ha HUBATA HA KAIKH M KAIIMi B KpbBTa. BauAT nexap MOXe 71a peLH 1a
NpOBEKIA peSOBHH KPBBHH TECTOBE, 33 [1a CJICAN HHEBATA By Ha MarsesuH.

« Be3naneHue Ha yeppaTa (BOJAEILO O AHAPHA).

+  OBpHs, KoiiTo MoXe f1a GB1e CHIPOBOAEH C OONKa B CTAaBUTE

EzoMermpazo/l MoXe B MHOTO PEJIKH CITy4aH Jia 3aCeTHe GenuTe KPHBHU KIETKH H J1a I0BEAC 1O HMYHHA
HEeZOCTATHIHOCT. AKO HMaTe HH(EKLHS ChC CHMITTOMH KaTO BHCOKA TEMNEPATypa H TEXKO yBPEACHO
0610 CHCTOSHUE MITH BHCOKA TEMIIEPaTypa Ch¢ CHMITOMH Ha MECTHA HH(EKIHS KaTo Oonka BLB BpaTa,
ILPJIOTO HIH YCTATa, HIIH 3aTPYAHEHO YPHHHPAHE, KOHCYATHpaiTe ce ¢ Bauius nekap KOJIKOTO €
BB3MOXHO IIO- CKOPO, 32 Ia MOXeE Ype3 KPbBHHM M3CIeABaHHA A3 CC M3KIIOIH BEPOATHOCTTA 34 nunca Ha
ey KPBBHM KIETKH {(arpaHy/IolnTo3a). 3a Bac € BaKHO Aa JaNeTe HHopMamus 32 Banero IEKapCTBO B
TO3M MOMEHT

CrofiaBaHe HA HEXKEJAHH PEAKIIHH
AKO MOMYYHUTE HAKAKBH HEXEIAHH JIEKAPCTBEHH PEaKUMH, YBCAOMETE Banmus nexap unM GapMaLesT.
ToBa BKIIOUBA BCHYKH BB3MOXHK HEOTIHCAHH B Ta3H JIMCTOBKA HEXKENaHH peakini. MoXeTe ChIO Na
chOOIIMTE HEeXENaHH PeakiHy IUPEKTHO Ypes:
N3nsIHUTEIHA areHINA 110 IEKapCcTBaTa

yi. ,,Jamsan I'pyes” Ne 8

1303 Cogun

ten.: +359 2 8903417

yeGcant: www.bda.bg




KaTo cpobniaBaTe HEXEIAHH PeaKUHy, MOXXETE Ja AaicTe CBO MPHHOC 32 NOIy4YaBaHe Ha MIOBLHC
nHdopMaLus OTHOCHO 6€30M1aCHOCTTa Ha TOBA NEKApCTBO.

5. Kak aa cexpanssare Esomenpa3on Pombpapm

Ia ce cpXpaHABa HA MACTO, HEAOCTHITHO 33 AICLIA.

JlexapAaT 1 60MHHYHUAT (hapMaLIEBT Ca OTTOBOPHH 33 NPABH/IHOTO ChXPAHCHHE, HITIOI3BARE H H3XBBLPISHE
Ha Ezomenpaszon PoMdapm

He u3nos3eaiiTe TOBA IEKAPCTBO CNEA CPOKA HA FOAHOCT, 0TOE13aH BBPXY (I1akoHa U BbPXY
KapToHeHaTa KyTHa. CPOKBT Ha FOJHOCT OTroBapA Ha IMOCIEAHHA ICH OT NOCOUCHHA MCCELL,

Ia ce cexpansasa noa 25° C.

Ila ce chXpaHsiBa B KAPTOHEHATA OMAaKOBKa, 32 11a €€ NPEANa3n OT CBETIIHHA.

He u3non3saiire TOBa IEKAPCTBO, ako 3abenexure BHAMMH Oeie3y 33 HapyllasaHe Ha Ka4eCTBOTO HA
NpoayKTa (Hamp. aKo ¢ce HabJIoAaBa MOMBTHABAHE HITH YTasABaHE).

He uzxBBpIATE NEKAPCTBATA B KAHATH3ALMATA HIH B KORTEHHEPA 32 AOMAIIIHH OTNALBLH. [TonuraiiTe
Bams dapMaleBT Kak Ja H3XBBPIATE JIEKapCTBATa, KOHTO BE4YE HE M3NOA3BATC. Te3u MepkH 11Ie
CIIOMOTHAT 3a Olfa3BaHe Ha OKOJHATa cpelda.

6. ChabpikanHue HA ONAKOBKATA H JONBJIHUTEIHA HRPOPMALHS

Kakpo csanpxa Ezomenpaizon Pompapm

- AKTHBHOTO BellecTBO ¢ EzoMenpason (kaTo HaTpUeBa col).

Boeku (GakoH HHKEKLMOHEH/HHbY3HOHEH pasTBOp ChABPXKa 42,5 mg €30Menpasolt HaTpHH,
ekBHBaNcHTEH Ha 40 mg e30Menpa3oll.

- TloMOLLHH BELIECTBA: AUHATPHEB €IETAT U HATPHEB XHAPOKcHA (32 Kopekuud Ha pH)

Kax n3rnexaa Esomenpaion PomgapM H KAKBO CHALPXKA ONIAKOBKATA

Ezomenpazon Pomdapm e 6sna 1o 6nefoxbiITa KOMNAKTHA Maca Wik npax. OT Hero ce NpyroTsA pasTBop
IIpexH NMPUIOKEHHETO MY.

Esomenpazon PomdapM ce oocTaes B KyTisd, ChABPXKAIIA 1 (IIaKOH, HIIH 10 dnakoHa.

He BCHYKH BHAOBE OMAKOBKM MOTaT Aa ObaT MycHaTH B Npoxaxda

[IpuTexaTen HA pa3pellieHHeTo 3a ynorpeba u MPpONIBOAHTEN
Rompharm Company SRL,
Eroilor Street, no. 1A, Otopeni, IlIfov County, 075100, PymexuA

To3K NeKapcTBEH MPOAYKT € paspeuteH B cTpanu 4ienky Ha EWII noa cneanuTe HMena:
Yurapusa: Esomeprazol Rompharm 40 mg por oldatos injekcidhoz vagy infuziéhoz

Pymbuua: Esomeprazol Rompharm 40 mg pulbere pentru solufie injectabild/perfuzabila
Bearapua: Eszomenpason Pomgpapm 40 mg npax 3a MHXEKIHUOHEH/MH(Y3HOHEH Pa3TBOD

IaTa Ha MOCJEAHO Npepa3srjexaane Ha JIHCTOBKATA
05/2025

IlocoyeHaTa no-n0ay HHGOpMALMA € mMpeAHa3HAueHa CaMo 334 MEAHUHHCKH C




Esomenpason Pomdapm 40 mg ceappka 40 mg €30MeNpason KaTo HaTpHERA COJL. Bcexn dnakoH
CBIBPXKA CHIUO JWHATPHUER €ETAT U HATPUEB XUAPOKCHI (<1 mmol HaTpui).

bIAKOHHTE Ca CAMO 32 eAHOKPaTHA ynotpeba. AKO LATOTO ChALPXKAHHE Ha (IaKOHA HE € HeOOX0aHUMO 32
eflHa 1033, HEH3MOI3BAHMAT pasTBoOp TpAbBa Aa ce H3XBBPIIH.

3a gompaHUTENH2 HHPOpMAUHA OTHOCHO MPETIOPBKHUTE 33 103aTa M YCIOBHATA Ha ChbXpPaHCHHE BHXKTE
CHOTBETHO TOUKH 3 ¥ 5.

TIpuroTBAiHe H NPHJICKEHHE HA MOJYIEeHHSA Pa3TBopP:

[TpUroTBEHNAT HIDKEKLHOHEH WK MH(Y3HOHEH pa3TBOP Tpsabra aa Obpe GHCTHP H DE3UBETEH, KO MHOTO
GregoxsrT. [Ipesn MpUIoXeHHe TpabBa 1a ce NPOBEPH BH3YalHO 3a HaNWYHe Ha 4aCTHIIN U IPOMAHA Ha
1{BETA M []a CE U3MOI3Ba caMO BHCTBP pasTBOP.

Cred pasmeapsaxe u paspexcoane:
Cnen pasTBapsHe ¢ 5 ml MHXXEKIHOHEH Pa3TBOP Ha HATPHEB XJIOPHA 9 mg/ml (0,9%) € AoKa3zaHa XHMHYHA
¥ hu3udHa cTaGWIHOCT NpH ynorpeba B MPOABDKEHHUE Ha 12 Haca TIpH 30° C.

Cneql pa3TBapAHE H CNEA ToBa paspexkaane ¢bc 100 ml HHXEKHHOHEH PA3TBOP HA HATPHEB XNOPH 9
mg/ml (0,9%) e nokazaHa XMMHYHA H YU3HIHA ctabunHocT npH ynorpeba B npoAbmxerre Ha 12 yaca
npu 30 ° C,

Ot Mukpo6yoIorHYHa MIeIHA TOYKa NPOLYKTHT TPAOBa Ja ce U3IMON3Ba He3abaBHO. AKO HE Ce M3MOon3Ba
BeJiHAra, BPEMETO M YCIIOBUATA 33 ChXPaHeHne B ynoTpeba ca OTTOBOPHOCT Ha noTpebuTena.

HauuH HA NPHIOXKEHUE
Eszomenpa3on PoMdbapM HHKCKIINA
3a na NpuroTBUTE HHXEKIHOHEH PAa3TBOP:

Hnocexyus 40 mg

MmkexuuoHeH pasrsop (8 mg/ml) ce npuroTss ypes xobapaxe Ha 5 ml 0,9% HAaTPHEB XMOPHA 32
HHTPABEHO3HO MPHUIIOKEHHE KM (iIakoHa ¢ eomenpason 40 mg.

PEKOHCTHTYHPAHHAT HHKEKUMOHEH pa3Teop TpAbBa fa ce MpHJIara HHTPaBCHO3HO 3a NEPHOA OT NOHE 3

MUHYTH.
3a nombNHUTENHA HHGOPMaLIHA OTHOCHO NPHIIOKEHHUETO Ha 103aTa, MOJIA BHXKTE TOUK2 4.2 na KXIIL

Ezomenpazon PoMmdapM HHXKEeKINA HHDYIHA

3a fa npuroTBHTE MHGYIHOHEH PA3TBOD:

Hudyzun 40 mg
Hudy31uoHeH pa3TBOpP C€ NPHIOTBA UPE3 pa3TBApAHE HAa ChAbPIKAHNETO Ha EMH ¢nakoH ¢ €30MEnpason
40 mg B 10 100 ml 0,9% pasTsop #a HaTPHEB XNOPKHA 33 MHTPABCHO3HO NPUAOKEHHE.

Hnpysua 80 mg




HHdy3uoHEH pa3TBOp ¢¢ TIPUTOTBA Ype3 pasTBapsHe Ha ChABPKAHHETO HA JBa (pakoHa ¢ e30Menpason
40 mg B no 100 ml 0,9% pa3TBop Ha HATPHEB XJIOPHA 38 HHTPABCHO3HO NPHIIOXKEHHE.

[TpuroTBeHHAT HHPY3UOHEH pa3TBOp € GHUCTHP K Ge3LBETEH 10 MHOTO OJIEIOKBIIT.

3a gomeIHUTEHa HHDOPMALIKMS OTHOCHO TIPUIOKEHHETO Ha 103aTa, MO, BHXKTe Touka 4.2 Ha KXTL

H3XBBpIsHE
Hen3non3BaHHUAT NPOAYKT WIM OTNAXBYHUTE MaTepuany TpAOBa la ce M3XBBPIAT B CHOTBETCTBHE C

MECTHHTC H3IHCKBAaHHA.




