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E3zomenpa3on Pomdapm 40 mg npax 3a HHKeKUHOHeH/HHPYIHOHEH pa3TBOp

Esomeprazole Rompharm 40 mg powder for solution for injection/infusion
e3omenpa3zon/esomeprazole

IIpoyeTreTe BHHMATEJIHO LUs1JIATA JIMCTOBKA, NPe/lH 14 3aM04YHeTe Aa H3M0JI3BaTe TOBA JIEKAPCTBO,

ThH KaTo TH ChAbPKA BakHa 3a Bac nnpopmanus.

- 3anasere Ta3u JIMCTOBKA. MOXKE [1a CE HAJIOXKH J1a 1 MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOMBJIHHUTEIHH BBIIPOCH, NMOMHUTalTe Bamus nexkap win ¢apMauesT.

- - ToBa nekapcTBO € npeanucaHo JH4HO Ha Bac. He ro npeorcrenBakite Ha Apyrd xopa. To Moxke na
MM HaBpeIH, He3aBHCHMO Y€ TPHU3HALHUTE Ha TAXHOTO 3a00isaBaHe ca chlHTe KaTo BammuTe. Ako
MOJyYHTe HAKAKBHM HEXEJIaHH peakuuu, yBenoMere Bammsa nekap unu ¢apmanesT. ToBa BKIOYBa H
BCHYKH BB3MOXHH HEXKEJIaHH PeakIlMH, HEOIMCAaHH B Ta3H JINCTOBKA. BHiKTe TOYkKa 4.

KakBo cbabLpXKa Ta3H JIHCTOBKA

KakBo npeacrasinsBa Ezomenpa3son PoMm¢papm H 3a KakBo ce H3I10/13Ba
KakBo Tps0Ba aa 3HaeTe, npeau aa usnonssare Ezomenpason Pomdpapm
Kak me Bu ce nmpunara E3omenpason Pomdapm

BBb3MO0XKHH HEXETaHH peakUuHu

Kak na cpxpansBate E3omenpason Pompapm

ChabpKaHHe Ha OMAKOBKAaTa M JOMBJIHHTENHA HHPOpMaLIHA

AN LN -

1. Kakso npeacrasisasa Ezomenpa3sos PomdapMm H 3a KaKBO ce H3I0JI3Ba

Esomenpazon PomdapM cpabppxka 1€KapcTBO, HAPEYEHO €30MeNpa3oil. 1o mpHHAIEkKH KbM rpymna
JIeKapcTBa, HAPEYEHH ,,MHXHONTOPH Ha NMPOTOHHATA MoMIIa". Te AeHcTBaT, KaTo HaMaJIsIBAT KOJIHYECTBOTO
KHCEJIMHA, KOETO CTOMaxbT Bu npoun3sexa.

E3omMenpa3on PomdapM ce u3non3sa 3a KpaTKOCPOYHO JIEYEHHUE Ha OIpEAENIEHH ChbCTOAHHUSA, IPH KOUTO HE
MOXKETE Ja MpUeMaTe JIEKapCcTBa Ipe3 ycTara.

E3omenpa3on Pomdapm npax 3a MHXKEKIIHMOHEH H HHY3HOHEH pa3TBOP C€ H3MOJ3Ba NPH Bh3PACTHH,
KaTo:

 (CTOMAaIIHO AaHTHCEKPETOPHO JIEYEHHE
- ,,JJactpo-e3odareanna pebnykcHa 6onect” ('EPB). Tosa e cbcTosiHHE, NPH KOETO KHCEJIHHA OT
CTOMaxa ce BphIlla B XpaHONpoBoa (CBBp3Balll I'bPJIOTO M CTOMaxa) ¥ TOBa NpHYHHsABA O0JIKa,
BB3MAJICHUE U KHCEITHHH.
- CTtoMmallHH A3BH, NPHYHHEHH OT JiekapcTsa, HapedyeHn HCIIBC (necteponanu
MPOTHBOBB3NAIUTENHHU cpencTa). Esomenpazon Pompapm 1o Taka MoXke a peaoTBpaTH
dopmupaneTo Ha cTomatHu A38H, ako npuemare HCTIBC.

* IIpemoTBpaTsABaHe Ha IOBTOPHO KbPBEHE, ClIe TEpaneBTHYHA EHAOCKOIHUsA, IIPH OCTPO KbPBEHE OT
CTOMAIIIHA WIM AYOJICHAJIHA A3Ba.

E3zomenpa3zon PomdapM npax 3a HHKEKUHOHECH U HHPY3HOHEH pa3TBOp €€ H3MOJI3Ba IpPH AeLa Ha Bb3pacT

ot 1-18 roanHu, 3a J€YEHHUE Ha:

 Tactpo-e3odareanna pepaykcHa 6onect” (CEPB). ToBa € chcTossHHE, PH KOETO KHCEIHHA OT
CTOMaxa Ce BPbIlla B XpaHOMpOBOAa (CBBP3Balll I'bPJIOTO M CTOMAaxa) ¥ TOBa NMpHYHHABA 00JIKa,
BB3MAJICHHE U KHCEITHHH. .



2. Kaxso Tpr6Ba Ia IHaETe, Hpeu Aa H3noaspaTe Elomenpason PoMmjapm

He w3noassaiite Esomenpason Pomdapm

e  AKO CT¢ AICPrHIHKA KBM €30MENpa3oll, WIH KbM HAKOA OT OCTAHAINTE CHCTAaBKH Ha TOBA JICKApCTBO
(n36poenH B TouKa 0).

+ AXO CTe anepraYHM KbM Jpyrd HEXHGHTOPH Ha IPOTOHHATA MoMIIa (Halp., MaHTONpasol,
naH3onpason, pabempason, oMenpason).

+ AKO NpHEMATE JIEKAPCTBO, KOETO ChAbPXa HenduHasHp (HINOI3BA CE 32 NCHEHHE HA XUB -

HAdeKIA).

AKoO HAKoOe oT H3GpoeHnTe ce oTHacs 1o Bac, He Tpa6Ba na Bu ce npunara EsoMenpasorn PomdapM. Ako
He CTe CHI'YPHH, TOBOpeTe ¢ Bammd nexap HWIH MEIHIHHCKA CECTPa, NP Aa 3al0THETE Aa NPHCMATE
TOBA JICKAPCTRO.

IIpexynpexeHAd H NPCINAIHA MCPKH

l'osopere ¢ Bamms JeKap WM MEIHIIHHCKA CeCTpa, IPCAH Aa Bu ce npunoxu Ezomenpason Pomdapm:

»  Ax0 UMaTe TeXKH YepHOAPOOHH npobneMH.

*  Axo HMaTe TexkH 6n0pearn mpobneMy.

e  AKO HAKOTa CTe TIONYYABATH KOMHA PeaKius clie JIeTeH e ¢ JIEKapcTBo, Noio0Ho Ha EsoMernpason
Pomdapm, koeTo HaMaIABa CTOMAIIHATa KHCEIHHA.

*  Axo TpaGBa a CH HANPABHTE ONpPEAENCH BHA HICICABAHC HAa KPBBTA (XpomorpaHuH A).

EsoMenpaso)1 MOXe Ja IPHKPHE CHMITTOMHTE Ha Apyrd 3abonssanni. ETo 3amo, ako 3afeseKATe HEMO
oT K36poeHnTe Mo-a0.y Npean Aa By 6b1e NpAIokeH e30MENPA30a HIIH C/Ie]] TOBAR, FrOBOPETE
He3abaBHo ¢ Bamns Jexap:

o Ternoro Bu HaMmanee 3HaUNTENHO 63 MpHYMHA K HMaTe TpobIeMu ¢ MPENTHLIAHETO.

» Hmare OosKa B CTOMAXa WIM HAPYTICHO XPAHOCMHIIAHE.

* 3anouHeTe Aa NOBPBIIATE KPHB KIH XpaHa.

» HMare 9cpHH (KbpBaBH) H3NPaXKHCHAA.

IIpHemMsT Ha HEXHOMTOp Ha IPOTOHHATA NIOMIIA KATO C30MENpas’on, 0co0CHO 3a ICPHOA HA C/(HA IO/HHA,
MO3Ke JIEKO JIa TIOBHIIH pucka Bxu ot ¢paxTypa Ha 6epoTo, KHTKATa WiN rpLOHAYHES CTHIO.

Vindopmupaiite Bamma nexap, AK0 HMaTe OCTEONIOPO3a HITH AKO MPHEMATE KOPTHKOCTCPOHH (xoHTO
MOTAT 21a MOBHINIAT PHCKA OT OCTEONOPO3a).

A0 TOygATe OGPHB MO KOXATA, 0COGEHO B YHaCTBIMH, HITOXKEHH HA CIBHIE, HHpopMupaKTe Bamms
Jexap BE3MOKHO Half-CKopo, ThH KaT0 MOXKeE 1a C& HAJIOXKH Jia CIIPETe ICHCHHETO C Ezomenpason
PoMdapm. He 3a6paBsiiTe CBIO Aa CIOMCHETE BCHYKH APYTH HEOIaronpHATHH edekTH, KaTo 60JKa B
CTRBHTE.

Jipyrn Jexapcrsa H EzoMenpa3son Pombapm

Wndopmnapaiite Bamma nekap WIK MEIMIMHCKA CECTPa, aKO NMPHEMATE, HACKOPO CTE NMPHOEMAIA HIHM €
BB3IMOKHO Ja NMPHEMeTe OPYTH JNeKapcTsa. TOBa BKIIOYBA M JICKAPCTRA, KOHTO KyITyBaTe Ge3 pemerrra.
Ilpuuunara 3a ToBa €, 3¢ Esomenpazon PoMdapm Moxe Aa MOBIHAC HA ACHCTBHETO Ha HAKOH JICKAPCTRA,
KAKTO M HAKOM JIEKAPCTBA MOTAT Jia IIOBIMAAT Ha AelfcrBreTo Ha EsoMempason Pomdapm.

He 1ps6Ba na Bu ce npunara Esomenpason PoMdapM, ako npHeMaTe 1€KapCTBO, HapeICHO HendHHABHD
(m3nomssano 3a JeueHue Ha XHB - nndexunsn).
VeenoMere Bammg fekap HIH MEOHIHHCKa CECTpa, aKO IIpHeMaTe HIKOE OT CIEAHNTC JI

e  Ara3aHaB¥p (M3MON3B2 Ce 3a nevcAue Ha XYB - HHGeKIHS). L0 T PN
e  Knomuporpen (H3MON3BA Ce 3a MPeJOTBPaTABaHE Ha KPHBHH CHCHPCIIH). ,:;5" W \45,6 \
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s  KeroxkoHa30J, HTPaKOHA30J MM BOPHKOHA30!1 (H3MOJI3BAT CE 33 JICICHHE Ha reOnYHH RHPEKITHH).
e  Epnorurn6 (M3m0M3Ba CE 32 JIEYCHHE HA PAK).

»  LluranonpaM, HMHTIPAMHH HWIH KIOMHIIPAMHH (H3MOJI3BAT C€ 38 JICHCHHS Ha IelpecHi).

« JInazemaM (A3NON3Ba CC 32 JCYCHHC HA TPCBOKHOCT, 33 OTIMYCKAHE HA MYCKYJINTC HUIH [IPH

eITUIICIICHA).
+  DeHHTOMH (M3IIO3BA CE NPH emuIencui). Ao mpuemare $peHHTOHH, BalmaT JeKap Tpabpa 1a Bu

NpOCHCARBA, KOTaTO 3aM04BaTe M CNHpPATe MpHEMa Ha €30MCNpa3o.

»  JlexapcTBa, IPHIATAHH 33 Pa3pexKIaHe Ha KPBBTA, KaTo BapapHH. Bamuar
nexap Moxe Aa Br npocienssa, KOraro 3anouBaTe H COHPATE NpHEMa HA
e30Menpasol.

»  Ilmnocrason (H3MOM3BA CE NIPH , KIAYANKALHO HHTEPMHTEHC - Gonka B Kpaka
KOTaTO XOJUTE NPAYAHEHA OT HEAOCTATHYCH [PHTOK HA KPEB).

¢+  usanpua (M3M0N3Ba CE PH HAPYIIERO XPAHOCMIUTAHE H KHCCTHHH).

«  JluroxcHH (M3TI0I3BA CE NPH CHPACYHEH NpobueMs).

e  MeroTpexcar (IeKapCTBO 32 XHMHOTEPAIHA, H3NON3BAHO BB BHCOKH JI03H 3 JICICHUC Ha paK) — aKko
npHeMaTe BHCOKH 034 MCTOTPEKCAT, BalMAT jiexap MOXE BPEMEHHO Jia CIIPE JICICHRETO ©
e30Menpasol.

«  Taxpoaumyc (H3MI0/383 CE NPH OPraHHA TPAHCIUIAHTALIHA).

»  PudaMimuimH (M300/3BA ce 3a JICTCHAE Ha TyOepKyo3a).

»  JKuar xaHTapuoH (Hypericum perforatum) (V310382 C€ 33 JCUCHHC HA Ienpecns).

BpeMeHHOCT H KhpMeHe

Axo cTe GpcMeHHa MITH KbpPMHTE, CMATATE, Y€ MOXKS i CTe OpEMCHHA HIIH [UIAHHPATS OpeMEeHHOCT,
nochBeTBaliTe ce ¢ Bamua exap WM dapManesT npeay Aa Br npunoxar ToBa nekapcTso. BammuaT
JNeKap Ie MpeleH: AaAH MOoXe 1a PUeMaTe TOBA ICKApCTBO B TO3H MEPHOA.

He ¢ H3BECTHO JIH €30MCENpa3o IpeMuHaBa B kbpMaTa. ETo 3ammo, EzoMmenpason Pomdapm ne Tpabea
I c€ NpHJIara o BpEeMe Ha KbPMEHE.

Illodupane 1 paboTa ¢ MANIHHH

He ce 0yaksa e30Menpa3ol As NOBINAE BLPXY criocoGHocTTa BH Aa modupare win fa H3n0/3BaTe
UHCTPYMCHTH M MalTMHU. BRIPEKH TOBA, HEYECTO MOraT Ia BE3HMKHAT HAKOH HEXEaHH PEaKIliH, XKaTo
1aMasHOCT MMM 3aMBIVIEHO BIKAAHE (BXOKTE ToUKa 4). AKO cTe 3acernarH, He Tpabpa fa modupare A
na pabotuTe ¢ MAITHAH,

E3zomenpazon Pompapm chanpxa HATPHH,
ToBa JIEKapCTBO CHABLPXA TI0-Manko oT | mmol Harpuit (23 mg) Ha K033, T.6. MPAKTAICCKH HE CHABPKA
HaTpHH.

3. Kax me Bu ce npaiara EzoMenpaios Pombapm

EsoMenpasoll Moxe 8 ¢€ IIpHIara Ha Jielia M JOHOMIM Ha BB3pAcT oT 1 jio 18 ronuHH U Ha BB3PACTHH,
BKITIOYATEIIHO TIAIMEHTH B CTAPUECKa Bh3pacT.

Ipean aa Bu 6nae npanoxed EzoMenpason PomdapM

Vnompeba npu evipacmuu

»  Esomenpason me Bu 6sae npunoxes or Bawus iexap, KOATO e NPEUCHH KaKBO KOIHHCCTBO Bue

HeoOXx0AHMO. T —

e [IpemoppuuTenHaTa Jo3a € 20 mg nM 40 mg BEAHLXK THEBHO. 7 3}_’:7«_';‘-__:};;; Jaﬂ;j\

+  AKo MMaTe TCKKH SePHORPOGHM NpobieMH, MakcHManHaTa fosa € 20 mg Ha féw(TEPB), Yo N

»  ToBa NeKAPCTBO e Bit Gn/le MPROKEHO KATO HEDKEKIHA WIH HEQY3nA, B cfBa:0r nemrt Bu. Tosg \
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MOX¢ Aa Mpoxbxu 10 30 MMHYTH.

» IlpenopnuMTeNHaTa 1034 33 PEAOTBPATABAHE HA MOBTOPHO KbPBEHE OT CTOMAILHA HIIH yOACHANHA
a3pa e S0 mg, NPAIOKEHH KATO HHTPaBEHO3HA HRGY3Ha 33 30 MUHYTH, IOCNCABAHA OT
NPOXBL/IDKATETHA HHDY3HA 0T 8 mg/dac B IPOXWIKEHHE Ha 3 AHH. AKO HMATE TCHKKH gepHOAPOOHH
npoGeMn, Moxe 1a 6bfie JocTaTHYHA NPOXBIDKUTENHA HHGY3HA OT 4 mg/dac B NPOXB/DREHHE Ha

3 AHH.
nom H U

»  Esomenpason me Bu 6n1e npuioxen or Bamus nekap, KoiTo e Npeqeny KakBo KonudecTso Bu ¢
HeoOX0AHMO.

»  3agena Ha BE3pacT ot 1 zo 11 rogmum, mpenoprunTennara Ao3a ¢ 10 wiux 20 mg, npxaoxeHa
BEAHBX JHEBHO.

»  3a aena Ha BB3pacT oT 12 po 18 romusw, npenopearTeNHaTa 2032 € 20 rIH 40 mg npuiIoKeHa
BEIHBXK JHEBHO.

«  Tosa nexkapcTso me By 6BAC MpuoXkeHo KaT0 HAKEKUKA WIH HHGY3MA BbB BeHA. ToBa mie
npoasiokH o 30 MEHYTH.

AXo0 BH ¢ NpHIoEeHs noBege OT Reobxoammara xo3a Esomenpason Pomgapm
Axo nogosupare, 9¢ Bu ¢ mpuioxeH TBhpAe MHoro EszoMeripasolx PoMdapy, yBefoMeTe BeaBara

JICKYBAIIHA CH JICKap.

4. Bb3MOKHH HeXKCNAHH peaKIHHA

KakTo BCHYKM JICKapCTBa, TOBA JIEKAPCTBO MOXE A NIPCAH3BHKA HEXCIIAHH PCAKIHH, BPBIIPCKH 1€ HE

BCEKH I'M [TOJTyJaBa.

Axo 3a0eJIe’xHTe HAKOH OT CJIeAHHTE CEPHO3HA HeXKeJIaHH PeaKnuH, CpeTe TpHeMa Ha

E3omenpason Pomdapm H norspcere HesabaBao Jekap:

» BuesanHa IoABa Ha XPHIIOBE, MOAYBAHE HA YCTHHUTE, €3HKa H bPJIOTO WIH TSLIOTO, OOPHB,
NpHIOIIABAHE WIH 3aTPYAHEHO NperThilane (TeXkka aNeprAIna peakiHs).

» 3auepsaABaHE HA KOXKaTa ¢ MexypH H 6ereHe. Moxe na mMa ChIIO H TEXKHK MEXYPH H KBPBCHE IO
YCTHMTE, OYMTE, YCTATa, Hoca i renuramute. Tosa 6u Morno na 6bae ,,cHHAPOM Ha CTHBBHC-
JxoHCHE" HITH ,,TOKCHYHA eITHACPMANTHA HEKPOMH3a .

» TloxBITSBaNC Ha KOXKATA, ThMHA YPHHE H YMOpa, KOATO MOTAT Aa ObAaT CHMITTOMH Ha Y¢pPHOAPOOHH
npodaeMH.

H36poeHnTe peakuuy ca PeaKH # Morat aa 3acersat a0 1 Ha 1,000 xymm.

Jpyrn HexelaHH peaKiMH BKIIOYBAT:

YecTn {(Morar aa 3acersat ao 1 ma 10 xymm)

* T[nasobonue.

e Peaxumu OT CTOMaxa HIH YepBaTa: AHApHA, CTOMamHa onka, 3anek, rasose (GuaryneHips).
* IIpunomasaHe (ragcHe) WM MOBPBINAHE.

* Peakuua Ha MACTOTO Ha HIDKEKTHPAHE.

» JToGpoxauecTBERH IOTHITH B CTOMaXa.

HevecTn (MOTAT AA 3ACErHAT MO-MaiKo oT 1 na 100 xymmn)
 [loxgyBaHe Ha CTBIANATA H IVIC3CHHUTE.

 HapymeH c¢bH (6e3cnHue).

« 3amaliBaHe, UITPHIBAHE H MpaBYYKaHe, CBHIHBOCT.

 (CBeTOBLpPTEX (BEPTHIO). i
*  3pHTEHHM MPOONEMH, KaTO 38MEIIICHO 3pEHME. PR RSN
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¢ JlosMImeH® CTOMHOCTH Ha YepHOXPOOHATE CHIHNMH,
» Koxnn o6pusH, 06pus mox ¢opMaTa Ha KOKHKE H3AYTHHH (YPTHKAapHA) H ChpOex No Koxara.
« (Opakrypa Ha GeapoTo, KMTKaTa MIH rps6HaKa (aK0 €30MENpPasoll Ce H3M0A3Ba BB BHCOKH NO3K H 33

IPOXBDKHTEITHO BPEME).

Penxn (Morar Aa 3acersaT nmo-mMaiaxo or 1 Ha 1,000 xyms)

» TIpo6nemmu ¢ KpBBTA, KaTO HaManer Opoii OGenu xpLBHM KIeTKH WK TpombouwTh. Tosa Moxke aa
IpeAU3BHKA IYBCTBO Ha OTNAAHANOCT, KPHBOHACAZAHE HITH JIECHO Pa3BHTHE Ha HHCKIMH.

e Huckn m¥pa Ha HATPHH B KpBBTA. TOBa MOXE [1a MpEeAN3BHKA OTNAXHANOCT, NOBPBUIAHE K KPaMITH.,

e Pasapasnenne, o6BPKaHOCT HIH JEMpPECHI,

*» Hapynienns Ha BKyca.

 BHe3anHa nosAsa Ha XpUMoBe WK 3aayX (OpOHXOCTIAIBM).

* Bm3nancHHA Ha YCTHaTa KYXHHA.

o ['s0umna HEQEKIMA HE YepBaTa

* [IpoGnremn ¢ uepHHA Apod, BRIIOYHTEIHO KBITCHHIIA, KOSTO MOXKC Aa IPEAH3BHKA NOXHITABAHC HA
KOKATA, ThMHA YPHHA H yMOpA.

 Koconan (anoneuus).

 Koxen o0pHB citel H3NAraHe Ha CITBHIIC,

» Bonxd B craBHTe (APTparHg) H MYCKyIHa 60/IKa (MHaNTHA).

o O6mo Hepa3sNONOKCHUE H HEAOCTHT HA CHEPTHA.

* [lomHIIEHO H3NMOTABAHE.

MHuoro penxksa (MOTAT A& 3aceraaT no-maiuko or 1 na 10,000 xymn)

« TIpoMenn B 6pod Ha KPBBHHUTE KICTKH, BKIIOYHTEIHO AIPARYNOIHTO3a (JIHIIca Ha 6eNTH KPHBHH
KITeTKH).

« Arpecus.

 Biknane, ycelaae HNK SyBaHe HA Hellla, KOHTO HE Ca pCanHy (XamOIIHHAINH).

¢ Texko HapyleHue Ha depHoapoOHata GyHKIIMSA, BOACINO A0 YEPHOAPOOHA HENOCTATEHHOCT H
YBpe:KIaHE Ha MO3bKA.

 Bresanmma nogsa Ha TSXBK 0OpPHB HIH MeXYDH, H3ThIHEHH ¢ TEYHOCT, KakTo H OeneHe Ha KoxarTa,
Tosa MoXe A3 € CBBP3aHO C BHCOK2 TEMIIEpaTypa U OONIKHA B CTaBHTE (epHTEMa MyATHOpPME,
cuEApoM Ha CTuBBHC-/DKOHCHH, TOKCHYHA eMHepMaNHa HEKPONH3a).

¢ Myckynna cinabocr.

* Texxo pr3nanenne Ha Or6pemmTe.

* HapacrsaHe Ha I'bpAHTE ITPH MBXKE.

Hen3pecTna 2ecToTa (MECTOTATA HE MOXKe a Obje oeHeRa OT HAJTHYHHTE NAHHH)

* AKO CcTe Ha TepanHd ¢ €30MENPA30sI 3a MOBEYE OT 3 MeceNa € BbIMOXKHO HHBATA HA MATHEIHH B
kpbBTa BH aa ce noHwxkaTt. Huckure HMBa Ha MarHe3HH Morar Aa Ce MPOSBAT KaTo OTNA/HAIOCT,
HEBOJICBH MYCKYJIHH ChKpaIicHNd, Oe30pHEHTAIMA, I'bPYOBE, 3aMasHOCT HIIH YCKOPEH ChPACUCH
PHTBM. AKO C€ IIOSBH HAKOH OT Te3H CHMITOMH, MOJ/IA, OEp30 uapopMupaiire Bammma nexap. Hucknre
HHMBA Ha MarHe3Nii MOTAT 21a AOBEAAT CBINO H A0 NOHIKABAHE HA HUBATA HA KATHHK H KalllyH B
KpBBTa. BalIuaT Jexap MoXe Ja pellln Aa NpoBeXx/a PeAOBHH KPBBHH TECTOBE, 33 1a C/IeH HHBATA
BH Ha MarHe3uit.

 BmanancHue Ha sepBaTa (BOACHIO OO0 ANAPHA).

* OO0pus, Ko#tTo MOXe 21a OBIEe ChIpOBOJEH ¢ DONKa B CTABHUTE.

EsoMenpa3on MoXe B MHOTO PEAKH C/TydaH Ja 3acertHe Sennure KphBHHM KIETKH H 8 JOBEAE 10 HMYHHA
HEAOCTATHYHOCT. AKO HMATe HHPECKIMA CHC CHMITTOMH KATO BHCOKA TCMIIEPATYDA U TEKKO YBPEACHO

o610 CHCTOSHHE MM BUCOKE TEMIIEPATYPa ChC CHMITTOMH HA MECTHA HH(eKLMA KaTo 60/IKa BLEB aTa,
I'bPJIOTO HIIH YCTATR, HIH 3aTPYIHEHO YPHHNpaHE, KOHCYNTHpalTe ce ¢ BaloHa exap K IO Ti (;\
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TO3H MOMCHT

CrolmanaHe HA HEKeJIAHH peaknMH

AKXO TIONydIHTE HAKAKBH HEXXEAHH JICKaDCTBEHH peakuuy, ypeqoMere Bawua nmexap wix GapManesT.
Toba BKMOYBa BCHYKH BE3MOXKHH HEOMNCAHHA B Ta3H JIMCTOBKA HEXEMaHH peakumi. MoxeTe CHINO Na
cLo0mETe HEXKEeNaHK PeakIu JHPEKTHO Ipe3:

H3nsnHrTeHa areHIMs 110 JIeKapeTBaTa

yn. ,,Jlaman I'pyes” Ne 8

1303 Codun

Tel.: +359 2 8903417

Yebcaitr: www.bda.bg

Kato crofmasaTe HOXENAHH PeakKiiHi, MOKETS Aa JaJeTe CBOS MPHAOC 33 NOMy9aBaHe Ha NOBeYe
nHopManns OTHOCHO Ge30lacHOCTTA Ha TOBA JIEKapCTBO.

5. Kaxk na cexpanasate EzoMenpason Pompapm
Ila ce cpxpaHsBa Ha MACTO, HCROCTHITHO 33 Aela.

JlexapsaT u GomHHIHUAT PapMalCBT ca OTTOBOPHHM 3a MPAaBHIHOTO CHXpaHEHHUE, H3MO3BAHE H H3XBBPJIAHE
na Ezomenpason Pomdapm

He u3nomssaiite TOBA JIEKAPCTBO ClIe CPOKA HA FOMHOCT, 0TOENA3aH BhpXy (U1akoHa H BBPXY
xapToHeHaTa KyTHA. CpOKBT Ha rORHOCT OTTOBapA Ha MOCHCAHUA KEH OT MOCOYECHHA MECel.

Ha ce cxxpansisa nmoa 25°C.
Ja ce cpXxpaHABa B KAPTOHCHATA OMAKOBKA, 33 /13 Ce Npeana3H 0T CBCTIHNHA.

He u3nonzpaiite TOB2 NeKapcTBO, aKo 3adenexure BUAHMH Oee3H 3a HapymIaBaHe Ha Ka9eCTBOTO Ha
npoayxra (Hanp. axko ce HabGmionasa MOMBTHABAHE M YTasdBaHe).

He u3XpBpnATE NEKAPCTBATA B KAHAITH3AIMATA WM B KORTCHHCpA 3a JOMAIHH oTnaasiM. [Tonuraitre
Bammsa ¢apManesT Kax Ja H3XBHPIATE JCKAPCTBaTa, KOMTO BeUe HE M3MO3BaTe. T¢3M MCPKH IIe
CIIOMOTHAT 34 Ona3BaHe Ha OKOJHATA Cpena.

6. CpanpxaHHe HE ONMAKOBKATR K JOWLAHNTENHE HHGOpManns

Kakso ceabppxa Ezomenpaszon Pombpapm
AKTHBHOTO BCIHIECTBO € €30MENpa3os! (Kare HaTpHenpa cox). Beekn ¢nakoH HIKeKIMOHCR/HADY3HOHEH
pasTBOp CBABPKA 42,5 mg e3oMenpa30J HATPUH, eKBubaIeHTeH Ha 40 mg e3oMenpasol,

[ToMoNrHEH BEMECTBA: MAHATPHUEB €NCTAT K HATPHEB XHIOPOKCH] (3a Kopekiua Ha pH).

Kax maraexna Ezomenpa3osn PomdapM H KaKB0O CHALPARA ONAKOBKATR
Esomempaszon Pombapm e 6ana 1o GnenoxeiaTa KOMIAKTHA Maca HIH IpaX. OT Hero ¢ MPAroTsA pasTeop

NpeaH OPHIOKEHHETO MY.

E3somenpaszon PombapM ce gocTass B KyTHs, ChAbpKama 1 ¢aakoH, unu 10 pruakona.

He sBcHYKH BHIOBE ONMAKOBKH MOrar a OsaaT IycHaTH B npoaaxda ...._ﬂ\
y AR NS P " o
{f.ﬁ{'—"‘ﬁj":i}_i" Tl N
IIpuTexaTen HA paspemeHHETO 38 YNoTpeba H IPOH3IBOANTE A S RN
Rompharm Company SRL, %" :? .__.i"r "f: A :'.:'fl‘,' i"-._i*'._.f:j WY
6 TR S
l,-:‘ F:ﬂ L - :. - !
1.1 _{. :.r- ..rlfl
| H::h:" t K ﬁ.r I\ﬂl’} é}u;’:
S - g




Eroilor Street, no. 1A, Otopeni, lifov County, 075100, Pymsams
To3n JexapcTBeH HPOXYKT ¢ paspenierd B cTpani wWieHkd Ha EHII nox cienHHTEe KMEHa:

Yurapusa: Esomeprazol Rompharm 40 mg por oldatos injekciShoz vagy infiizi6hoz
Pymbana: Esomeprazol Rompharm 40 mg pulbere pentru solutie injectabildi/perfuzabild
Brarapus: Ezomenpaizon Pomdapm 40 mg npax 3a HHXEKIHOHEH/MHDY3HOHEH pa3TBOD

JaTa Ha DocJaeAHO NpepasrNekNaHe HA JACTOBKATA: (7/2025

ITocouenarTa no-goay HAGOpMARHSA € NPeAHAIHAYEHA CAMO 33 MEJIRNHHCKH CITeIHATHCTH,

Eszomenpason Pombpapm 40 mg cxaspixa 40 mg esoMenpason KaTo HaTpAeBa coil. Beexu ¢uiakou caaspxa
ChINC AHHATPHEB CICTAT H HATPHCB XUAPOKCHA (< 1 mmol HaTpHit).

QIakOHATE ca CaMo 38 eAHOKpPaTHa ynorpeba. AKo LAUIOTO ChObpXKaHHE Ha (IakoHa He € HeoOX0IUMO 3a
€/IHa 1038, HEM3ION3IBAHUAT PasTBOp TpAOBa Aa ce HIXBBLDIM.

3a JONBIHKTEIHE HHQOPMALIHA OTHOCHO MPETIOPHLKUTE 33 1038Ta H YC/IOBHATA Ha CHXPaHCHHE BHKTE
CHOTBETHO TOUKH 3 H 5.

IIpEroTeRHE H NPRIOKEHHE HA NMIYYCHHN PA3TBOP:

IIpHrOTBEHHAT HIDKEKITMOHCH WiIH HHQY3HOHEH pa3Tsop TpaOBa Aa 65ae GHCTHD H GesuBereH, 10 MHOTO
Onenoxoar. Ilpean npunoxerue Tpa6sa Aa ce DPOBEPH BU3YANIHO 33 HATHIME HA JACTHIIH H TIPOMNHAE HA
LBETA H JIa C¢ H3M0M3Ba caMo OHCTHD pasTBOpP.

Creo pasmeapsine u paspesicoane:
Carex pasrBapane ¢ 5 ml HIDRCKIIHOHEH Pa3TBOP Ha HATPHEB XIOpHA 9 mg/ml (0,9%) e nokaszaHa
XHMHYECKa H QPH3HYecKa cTabiiHocT npy ynotpeba B npogsokenune Ha 12 yaca npu 30°C.

Cren pasreapsne B ciel ToBa paspexaane ¢x¢ 100 ml MEDKeKIHOREH pa3TBOp Ha HATPHEB XJIOPHE
9 mg/ml (0,9%) e nokaszana xuMudecka U PpHu3ndecka crabMIHOCT NpH ynoTpeba B MPOXBIDKEHHE Ka
12 gaca npn 30°C.

Ot MuxpobHonoruyHa rneana To9ka MPOAYKTHT TpAOBA A2 ce H3MoN3Ba He3a0aBHO. AKO He ¢e H3NOo3Ba
BCAHATA, BpEMCETO H YCIOBHATA 33 CLXpaHEHHE B ynoTpeda ¢a OTTOBOPHOCT Ha NOTpeOHTeNA.

HauyHH Ha IpRIOKEHHE

OM M HHX

3a /13 IPUTOTBHTE HHKEKUMOHEH PAa3TROD:
Huoxcexuusn 40 mg

Hmxexnponed pasreop (8 mg/ml) ce nparoTes gpes xoGasare Ha 5 ml 0,9% Hatpres xnopAx 32
HHTPABECHO3HO MMPHJIOXKEHAE KbM ¢naxoHa ¢ esoMenpason 40 mg.

Pa3TBOPCHHAT HIDKEKIIHOHEH pa3TBOp TpA6Ba Aa ce MpHIAara MHTPaBEHO3HO 33 TIEPHOA OT TIOHE, lm):m

YO
3a JomBNHMTENHA HHGPOPMAIMA OTHOCHO NPHIOKESHHEETO Ha 03aTa, MOJS BIKTE TD'W 2 ){a i@ﬂf \
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Ezomenpa3on PombapMm mmrekind HHQY3IHA

3a ja npuroTeHTe HHOYIHOHCH PA3TBOD:
Hughysun 40 mg

Hu¢ysuoHeH pa3TBOp €€ MPHTOTBA Ype3 pasTBapAHE Ha ChXbPKAHHETO Ha CAMH ¢nakoH ¢ e3oMenpa3on
40 mg 8 a0 100 ml 0,9% pa3TBOp Ha HATPHEB XJIOPHA 33 HHTPABCHOIHO MPUIOXKCHHE.

Hugpyaur 80 mg

Hu¢y3noHeH pa3TBOP C& NPHIOTBA YPe3 PA3TBaPAHE Ha CHABLPKAHHETO HA ABA ¢naKoHa ¢ e30Menpaso
40 mg 8 a0 100 ml 0,9% pasTBOp Ha HATPHEB XJIOPUX 32 HHTPABCHOIHO [IPHIOKEHHS.

IIpuroTBeHRAT HH}Y3HOHEH pasTBOp € GHCTHD B Ge3lBeTen K0 MHOTO O/IEIOXKHIIT.

3a JIOMLIHHTEIHE WHGOPMALIHA OTHOCHO MPHJIOKEHHETO Ha JI03aTa, MOJIA, BHXTE ToUKa 4.2 Ha KXII.

H3xpppiiHe

HeH3non3BaHUAT HPOAYKT HIIH OTNAXEYHHTC MaTepnam Tpia0aa a ce M3XBBPJIAT B CHOTBETCTBHE C
MECTHHTE HIACKBAHHA.

/ o o :._'_*-_Er'**;'i_ )




