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JIuctoBka: undopmanus 3a naunenta

OMEITPA30JI POM®APM 40 mg npax 3a uH(y3HoHeH pasTBop
OMEPRAZOLE ROMPHARM 40 mg powder for solution for infusion
(omenpaszon/ omeprazole)

IIpovereTe BHHMATENHO UAJIATA IHCTOBKA, NPEIH A2 3aMI04HETE 12 H3M0JA3BATE TOBA JEKAPCTBO,

Thil KaTo TA cbALP#*a BaxkHa 32 Bac undopmauusn.

- 3anaserte Ta3u TUCTOBKA. Moske 1a ce HANIOXKHM Ja A MPOUYETETE OTHOBO.

- AKO HMaTe HAKAKBH JOIBJIHUTEIHH BBIIPOCH, TIoMHTaifTe Bawms fekap win dapmauesT.

- Tosa siekapeTso ¢ npeanucano auyHo Ha Bac. He ro npeotersnsaiite Ha npyru xopa. To Moske 1a
WM HaBpe/IH, He3aBHCHMO Ye TIPH3HALINTE Ha TAXHOTO 3a00NABaHe ca ChIUTe KaTo BamnTe.

- AKO MOITyYHTe HAKAKBH HeXeNaHH peakuny, yeeaoMere Bawms niekap unu dapmauest. Tosa
BKJIIOYBA W BCHYKH Bb3MOKHH HEKeJlaHH PeaklnH, HEOTUCAaHH B Ta3H JINCTOBKA. Buskre Touka 4,

KakBo chbabpxka Ta3u JIHCTOBKA

Kakso npeacrasnasa OMEITPA30JI POM®APM 40 mg u 3a kakBo ce H3MON3Ba

Kaxkgo TpsGsa aa 3naere, npeny ma Bu 6b1e npunokes OMEITPA30JT POM®APM 40 mg
Kak ga nznonssare OMETIPA30JI POM®APM 40 mg

Bo3morkHi Hexenanu peakuuu

Kax na cpxpansisate OMEITPA30JI POM®APM 40 mg

Coabpskanue Ha ONAKOBKAaTa W AOMBIHUTENHA HHDOPMALHA

o L R o b

1. Kakso npeacrasiassa OMEITPA30JI POM®APM 40 mg u 3a kKaKBO ce H3M0JI3Ba

OMEITPA30JI POM®APM 40 mg npax 3a nugy3uoHeH pastBop chAbpika akTHBHA ChCTABKA, HApEUeHa
omenpason. Toil npunaanexn KbM rpyna JieKapcTsa, HapedeHH ,,WHXUGUTOpH Ha ipoTonHaTa nomna”. Te
NeiiCTBAT, KaTO HaManABaT KOJIMYECTBOTO KHCENHHa, 06pa3yBaHo B ctoMaxa Bu.

OMEITPA30JI POM®APM 40 mg npax 3a HH(Y3HOHEH pa3TBOp MOJKE J1a ce W3MOJI3Ba KaTo
anTepHaTHBA Ha IEUEHHETO Mpe3 ycTaTa

2 Kakso TpnbBa na suaere, npean aa Bu 6nae npuioxen OMEITPA30J POM®APM 40 mg

OMEINPA30JI POM®APM 40 mg ne Tpstsa 1a Bu ce npuaara
- AKO CTe allepriuyiii KbM OMeNpasoll WM KbM HAKOA OT OCTAHAIIHTE CHCTABKH HA TOBA JIEKAPCTRO
(n30poenn B Touka 6).

- AKO CTe a/lepriu'iHi KbM APy JIeKapcTsa, MHXHONTOPH Ha NPOTOHHATA NoMIa (Hanp. NaHToNnpasol,
Jlan3onpaso, pabenpaso, e3omMenpason).

- AKO TIpHemare JIeKapcTBo, ChAbpkKallo HelduHaBHp (M3n073Ba ce npn uHdekunn ¢ HIV).

He usnonssaiire OMEITPA30JI POM®APM 40 mg, ako HAKOe OT ropHHTe ce oTHacs 3a Bac. Ako He cTe
CHIypHH, roBopeTe ¢ Bawmus jiekap, MequumHeka cecTpa win apMmauesT, npeau 1a Bu 6b1e npriokeno
TOBa JIEKapCTRO. :

[Tpeaynpesaenus u npeanasHn MepkH




I"oBopeTe ¢ Bawnia nexap, hapmalesT HIH MEJHLIMHCKA CecTpa, npequ Aa Bu 6bae npunoxen
OMETIPA30J POM®APM 40 mg, ako:
- H#Axora cre uMany KoxHa peakums cnel teveHHe ¢ NekapcTro, nogobro na OMEITPA30J
POM®DAPM 40 mg, koeTo HaMangBsa CTOMZIUHATA KHCEJHHA.
- Tlpencron BH crietHdteH KpbBEH TeCT (XpOMOTpaHHH A).

OMEITPA30JI POM®APM 40 mg moxe Aa CKpHe CHMITTOMHTE Ha Apyry sabonssanus. [lopaan Tosa,
aKO HAKOE OT H3bpoenuTe no-gony Bu ce e cny4uno npeau na Bu 6bae npunoxer OMEIIPA30J]
POM®APM 40 mg unn no BpeMe Ra NPHNOKEHHETO MY, BEAHAra Ce CBbPHKETE C JIEKapa CH:

-~ AKo 3ary6uTe MHOTO OT Ter10TO cH €3 BUAHMa NPHYMHA Wil HMATE 3aTPYIHEHO NpernbllaHe.

— Ako umare GOJTKH B KOpEMa MITH JTOLIQ XPAHOCMIJIAHE.

- AKo 3anoyHeTe 1a NOBPBIIATE XPaHA HITH KPBE.

— AKO H3NpaXXHEHHATA BH CTAHAT YepHH (KbPBaBH).

~ AKO pa3sBHETE TeXKa WiH NPoIbIKHTETHA AHapHa, IOHEXE OMENPA30 € CBBP3AH C NIEKO

MOBHiUABAHE HA YECTOTATa HA PA3IBHTHE Ha HHOEKLHO3HM AHapUH,
—  AKO UMarTe CepHO3HH Npobremu ¢ YepHus 1pob.

AKo nosty4ute 06pHB N0 KoXkata cH, ocobeHo Ha MecTa, HANOXKEHH Ha CITbHUE, yBegoMeTe Bawus nexap
BL3MOXKHO Hall-CKOpO, Thit KaTO MOXKE 0a ce HANOXK Ja clipete neueHHeTo ci ¢ OMEITPA30N
POM®AFPM 40 mg. He 3abpassaifte na cioMeHeTe M BCAKAKBY APYTM HeGNaronpuATRY eeKTH KaTo
Bonka B cTaBHTE.

KoraTo npuemarte oMenpason, Moxe 1a Bh3IHHKHe Bhinadenne B 0u6peunte Bu. Ipuskaunte u
CHMNTOMHTe MOXe 1a BK/IIOYBAT HaMalleH ofeM Ha YPHAATA WA KPBE B YPHHATZ H/HJIH PeaKuuu
HA CBPLXYYBCTBHTEIHOCT KATO NOBHIIEHA TEMNEPaTypa, o6pHB U ckoBanocT B ctaeuTe. Tpabea na
chObUIWTE HA JIEKYBAUIHA J1eKAP 33 Te3H NPHIHANH.

AKO IpHeMare HHXHOHTOP Ha NIPOTONHATA NnoMna kato OMEIPA30JI POM®APM 40 mg, ocobero 3a
NEPHO OT NOBEYE OT eIRa FOAHHA, MOXE JICKO Aa MOBHUIH PHCKa OT (pakTypa Ha TazofenpenaTa KocT,
KHTKAaTa WK rpebHaynna cTeib. YeenoMmere Bawna fiekap, ako WMaTe 0CTEONOpO3a WITH ako NipHeMaTe
KOPTHKOCTEPOHIU (KOHTO MOTAT Ad IIOBHIIAT PHCKA OT OCTEONOpoaa).

Jeua v wHOWH
Hma orpanude onut ¢ OMETPA30JI POM®APM 40 mg 3a MHTPaBEHO3HO NPHTIONKEHHE NPH JIEUA.

Apyru nexapcrea v OMETNIPA30JI POM®APM 40 mg

Mons nuopmupaiite Bamus nekap, MennIMHCKa cecTpa HIH (papMaueBT, ako TPHEMATE WTH HAacKOpo
CT€ H3NON3BANK APYri NEKAPCTBa, BKIIOYHUTENIHO H TAKHBA, OTiycKaHK Ge3 peuenta. [lpuunkata 3a ToBa
e, ue OMETIPA30JI POM®APM 40 mg Moxe la okaxe BIUAHHE BRPXY ACHCTBHETO HA HAKOH
JICKApCTBa, a ChILO TaKa HAKOH JIEKAPCTBA MOTAT Aa NOBAHAAT fedcTBHeTo Ha OMEITPA30]I
POM®APM 40 mg.

He TpaGBa nia Bu 6bae npanaran oMenpasos, ako IPHEMaTe NIEKapeTRO, ChIBLPKAIIO HemprAaBHp
(13nonsea ce 3a evyeHKe Ha nHdexuns ¢ HIV).

YBenomere nekaps uau gapMalleBTa cH, ak0 PUEMATE HAKOE OT u30poeHHTE MO-FONy NeXapcTha;
- KeTokoHa301, HTpakOHA30M, NO3aKOHA30M AITH BOPHKOHA30M (M3MOM3BAT Ce 33 NeYeHHe Ha MbOHIHU
HHEKITHR).
- JlurokcuH (43non3sa ce 3a JeueHHe Ha 3aBonsBaHUs Ha CHPLIETO)
- Hwuazenam (M3non3ea ce 3a nedenHe Ha TPEBOXHOCT, MPH NOBHIIEH MYCKYJIEH TOHYC M
JNIEYeHUue Ha eTTUALIICHSA).




- DeHuToNH (M3NON3Ba Ce 3a JIeUeHHe Ha enuIencua). AKo npueMare peHUTOHH, Bamusr nexap we
Tpabsa Aa Bu ciienn B HayanoTo M B Kpas Ra NedeHueto ¢ OMENPA3Q POM®DAPM 40 mg.
- JlexapcTea, KOHTO CE H3MON3BAT 32 paspexkiaHe Ha KpwBTa Bu - kaTo Bapdapry W apyrd Gnokepn
Ha BuTamun K, Moxe ga ce Hanara Bamuart nexap na By cneay B HavanoTo W B Kpas Ha
neuenneto ¢ OMEITPA30JI POM®DAPM 40 mg.
- PudaMnuunH (H3non3Ba ce 3a NeueHe Ha TyGepkynosa)
- ATazanaBWp (H3NMON3Ba ce 3a Neuerue Ha uHdekuns ¢ HIV)
- Takponnmyc (H3M0n3Ba c€ NpH TPAHCNNAHTALMA Ha OPraHH)
- JXKunt kaurapuon (Hypericum perforatum) (13non3ea ce 3a JTeUEHHE Ha JIeKa AENPECH)
- [unoctazon (knayIHKaLUHO HHTEPMHTEHC)
- CakerHaBWp (M3MON3B2 Ce 3a NedeHue Ha nHpekuns ¢ HIV)
- Knonugorpen (4301382 ce 3a HaMagBaHe KA PHCKA OT Pa3BATHE HA KPBBHH CHCHPELH - TPOMEH)
- EprnoTtuHu6 (H3non3paH 3a NevMeHHe Ha pak).
- MeToTpekcaT (XUMHOTEPANIEBTHYHO TEKAPCTBO, H3NOA3BAHO BEB BHCOKH JI03H 34 JIEYeHHKE Ha pak)
- @KO NpHeMaTe BUCOKa JI03d METOTpeKCaT, BalinaT nexap Moxe BpeMeHHO A1a cripe jeueHueTo Bu
C OMenpason.

Ako Bawust nekap Bu e npeanucan exnospemerHo ¢ OMEITPA30JI POM®APM 40 mg na npuemare u
aHTHOHOTHLIHTE AMOKCULIWITHH W KNApHTPOMHLIKH, K3MON3BAHM 3a leueHne Ha undexums ¢ Helicobacter
pylori, ¢ MEOTO BaXHO Aa IO YBEIOMHTE, 4KO TIPHEMATE KAKBUTO H [a € IPYTH NieKapcTRa,

BpemeRnocT, kbpmene U depTHAATET

AKo cTe BpeMeHHa HITH KbPMUTE, MUCITHTE, Ye MOXe [a cTe OpemeHHa WK IIaHupate Aa uMarte Gebe,
nonurafite Bawns nekap, MeAHIWACKA CECTPa HITH $apMaleBT 3a ChBET, NPeiH 1a IPHEMETE ToBA
nekapeTBo. BawuaT nexap e permm nann mosxete aa npuemare OMEITPA30JI POM®APM 40 mg, ako
KBPMHTE.

Omenpason ce eKCkpeTHPa B KbpMaTa, HO & MATKO BEPOATHO 1a MOB/AMAC HA NETETO, KOTAaTO CE H3MON3BAT
TepaneBTHYHU A03H. Bawuat nekap Lie perud Aany Moxkere aa npuemate OMEITPA30JI POM®APM 40
mg , ako KbpPMHTE

Ilodupane u pabora ¢ MaIIHHA

He ce ouaksa OMEIIPA30JT POM®APM 40 mg na nosause cnocobHocTra By fa wodwupare unn na
paboTHTE ¢ MHCTPYMEHTH KITH MalmWHy. MoraT Aa ce pa3sBUST HeXeENaHW peaklUHH KaTo 3aMaiBaHe W
HapyILIeHHA Ha 3pEHNETO (BIXKTE TOUka 4). AKO TakiuBa ce pa3BHAT, He TpAOBa ga wodkrpare KK Aa
paBoTdTe C MalKHH.

OMETIPA30JI POM®APM 40 mg chanpxa HaTpHil.
Tosa nexapcTBo chabpxa no-Manko ot | mmol vatphit (23 mg) ua ¢nakow, T.e. MPaKTHYECKK He
CBABPHA HaTpuilt.

3.  Kax me Bu 6bae npunaran OMEINPA30J POM®APM 40 mg
OMETIPA30JI POM®APM 40 mg mMoxe /1a ce npuniara NpK Bb3PacTHH U X0pa B CTAPUECKA BB3PACT.
OnuTeT ¢ HHTpareRo3HO NpunoxenHe Ha OMEITPA30JT POM®APM 40 mg npu Aeua e orpaHHYeH.

Npunokenne na OMEIIPA3ZOJ POM®APM 40 mg

- OMEITPA30JI POM®APM 40 mg we Bu Gbae npunoxen ot aekap, KoHTO e NpereH
ce HyXaeTe.
- JlexapcTeoTo e By 6bae npunoxeHo kato WHby3HA B eHa oT BeHHTE By,



Axo Bu 6nae npuaoxena moseve ot Heobxoanmata a03a OMEITPA3OJ FOMP@APM 40 mg
AKO CMSATaTe, ue CTe TTOMYYUIIH TBbpPAE MHOrO OMEMpPasoll, ropopeTe He3abasHO ¢ Bawus nekap.

AKO WMaTe HAKAKBY JOMLJIHHTENHH BBIIPOCH OTHOCHO yroTpebara Ha ToBa NekapcTBo, MonuTalite Baims
Tniekap, MeMUMHCKA cecTpa Wik ¢apManesT.

4. B1L3MOKHA HEXeTaHH peaKklHH
Kaxto BCHYKH NekapcTBa, TOBA JIEKAPCTBO MOXKe Oa TIPeIu3BHKa HeeNaHH PeakLiM, BLNPEKH Ye RE
BCEKH TH NoNnyyaBa.

Axo 3abenexnTe HAKOA OT H3IGPOEHHTe PEAKH, HO CEPHO3HH HeXeNAHH PeaKlHH, BeHATA CIPETE 18
minoazeate OMEIPA3OJ POM®APM 40 mg u #e3a0aBHO ce CBBLPAKETE ¢ JeKap:
- BHezanHa nosBa Ha XpHNoBe, NOOYBAHE HA YCTHHTE, €3HKa, MbPNOTO WK uanote By tano, obpuey,
3ary0a Ha Chb3HaHHe HIIH 3aTPYAHEHO TperTblIaHe (TekKa antepriyHa peaKiHs).
3ayepBABaHe Ha KOkaTa c o0pasyBaHe HAa MeXypH HNH Genexe. ChLLIO TAKa MOTAT 14 CE MOSBAT
MEXYPH ¥ KLDBEHE OT YCTHHTE, OUNTE, YCTara, Hoca H reHuTanuute, Tora Moxe aa Obae ,,CHHAPOM
Ha CTuBbHC-J[OHCBH” HITH ,,TOKCHYHA eNRAepMalHa HeKponuaa”
[NoxunTaRaKe Ha KOXATA, NOTHMHABAHE HA YPUHATA W OTNAAHANOCT, KOMTO MOraT Aa 6baatr
CHMIITOMH Ha uepHoapoGan npoGremu

ApyruTe HexenaHN peakiii BKIIOYBAT:
YecTH Hexenann peakunu (moxe fa 3acerdar a0 | va 10 oywm)
I'naoGomme
EdiexTH BEpXy cTOMaxa WM YepBaTa: AHapHA, GONKK B KOpeMa, 3anek, ralose (pIaTyneHnns)
[aneHe HIH NOBpBILAHE
- JlobGpokauecTBeHH NONUITH B CTOMAXa

HeuecTn Hexenanu peakumn (Moxe aa sacernar ao 1 #a 100 gyum)
- OTHuaHe Ha KPaKaTa U TNe3eHUTe.
- Hapywenus na cuia (GescbHue).
- 3amaiiBaHe, H3TPBIIBAHE, ,,MPaByYKaHE”, CEHAHBOCT.
- CBeToBBPTEK (BEPTHTO).
- [IpoMeHU B KpLBHHTE MOKA3aTEITH, KOUTO TOKA3BAT KaK QYHKUMOHHPA YepHUAT Apob.
- Koxnp 06puBH, HanurHaTi oGpUBH (KONpUBHA Tpecka, YPTHKAPHA) H KOMEH Chpbex.
- 0610 HepaznoNokeHUE M TKOCA HA EHEPrus
- AKO npHemaTe WHXWOKTOP Ha NpoToHHaTa noMna kato OMETTPA30JI POM®APM 40 mg,
ocobeHo 3a MEPHO OT NMoBede OT eIHa TOXHHA, MOXe JIEKO 1a YBEJTHYH pHCKa OT QpakTypa Ha
BenpoTo, kKMTKaTa WK rpbOHautua cTeIG. YBedoMeTe Bawna nekap, ako uMare ocTeonoposa K
aKo MpHemMarte KOPTHKOCTEPOUIW {KOHTO MOTaT [a MOBHINAT PHCKA OT OCTEONOpo3a).

Peaxn nexenanu peakoun (Moxe aa 3acerHar ao 1 va 1 000 LyLIK)
- IlpoBnemu ¢ kpbBTa KATO MOHWkER Gpoil Genn KpbBHU KNeTkU KM TpomGounTH. ToBa MOXeE ,,u_a
NpeAn3BHKA OTNIANHANOCT, KphBOHACAIAHWS WM NOBULIABAHE HA PUCKa OT HHEKUHH t "
- ANlepTHYHY peaKklni, NOHAKOTa MHOTO TEXKH, BKIOYHTENHO NOAYBAHE HA YCTHUTE, ‘}L_
I'BpJIOTO, OBHILIEHA TEMITEpaTypa, XpPHLIoBe h
- [TormxkaBaye Ha HAaTpHA B KpBETa. TOBa MoXe Aa NPeAH3BHKA OTIIAJHANOCT, TIOB m?ii(e
- TpeBoxHOCT, 00BpKBAHE UK ZENpecUs lr;, SN
- [IpomsaHa Ha BKyca
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- [pobnemu cbe 3peHHETO KaTO 3aAMBIIIEHO 3pEeHHe

- BHe3anHo ycellaHe 3a XpUNTTEHE WK HEJOCTHE HA Bb3AyX {GpoHXocnasnm)

- Cyxora B ycTarta

- BpananeHHWe Ha BTPEMIHOCTTa HA YCTATa

- Hndexuns, Hapevena "kaHaumo3a”, KOATO MOXe Jia 3aceTHe YEPBATa U C¢ IPUYHHABA OT IbOHYKH

- [Tpo6nemu ¢ yepHHA Apob, BIUTIOYHTENHO HKTEP, KOETO MOXKE Ja NPHUUHK NOXKBIATABAHE HA
Ko¥aTa, MOTbMHABAHE HA YPHHATA H OTNAAHANIOCT

- 3aryGa Ha koca {anonerus)

- Koxnn oGpHBM npr ntarade Ha CbHLE

- Bonky B cTaBuTe {(apTpanrua) KAW MyCKYNHHE GonKU (MUAITHA)

- Cepnosnu 616peynn npolnemu (MHTEpCTHINANEH HeDPHT)

- IloBHInEHO NOTEHE

Muoro peqkH Hexe/laHH peakuHA (Moxe Aa 3acerHat go 1 Ha 10 000 gyuwm)

- TlpoMenn B kpbBHaTa KapTHHA, BKIFOYHTEITHO arpaHyJIoLuTO3a (JINnca Ha e KpBBHM KITETKR)

- ATpEcHBHO NOBEIEHHE.

- Buxaane, ycellaHe HAH YyBaHe Ha HECBULECTBYBALIH Hella {XaTIOLHRALHH).

- Cepno3uu npobreMu ¢ YepHHA Apob, BoAeln A0 YepHOAPOGHA HEA0CTATEYHOCT H MOZBYHO
BLANACHHE.

- Buesanno paseHTHE Ha TeXBK 06pHB MU Genellla ce koxa, ToBa MOXKE Ia € CBBP3aHO C BHCOKA
TeMnepatypa H 6onku B cTaBuTe (epuTeMa MynTHdOpMe, CHHApOM Ha Stevens-Johnson, Tokcu4Ha
eNMUAepMATTHA HEKPONTH3a).

- MyckynHa cnabocrt.

- VYronemapaHe Ha MbPAHTE TIPH MbkKe,

- XHnoMarHesueMus.

C HeH3BeCTHa HecTOTa (OT HATHYHHTE J2HHK HE Mnke Oa ObJe HANpaBeHa OLEHKa Ha YeCToTaTa)

- Buananende Ha uepparta (ROZEILO B0 THAPHA)

- AKO ripHeMare OMeNpason NoBeye OT TPH Mecella ¢ BEIMOXHO HUBATA HA MarHe3wil B kpuBaTa By
na ce NoHW*ar. HickuTe HHBa Ha MarHe3HH MOrar Aa ce NPOABST KaTO YMOpa, HEBONEBH
MYCKYJIHH CbKPAllleHHA, I1e30pHEHTALIHA, I'bPYOBE, 3aMagtHOCT HITH YYECTeHa ChpIevYHa YeCToTa.
AKO NOTYYHTe TAKHBA CHMIITOMM, MOTIA, YBeIoMeTe He3aGasHo Bamua nekap. HuckuTe HiBa Ha
MarHe3uH MOraT CBIGG fia AOBE/AT 10 HAMANIABAHE Ha HHBATA Ha Kanuil WIH kanuui B KpeBTa.
BawmusT nexkap Moxe fa pelmy 1a Ha3HAYH peJlOBHH KPLBHY H3CIEeOBaRKR, 32 1a CleId HHBATA Ha
Mar”esui

- OO6puB, BepoATHO ¢ GONKH B CTaBHTE

- Hucku auBa Ha kanuuil B kpeBTa (XUNOKANLUHeMH). MHOro HHCKHTE HHBA Ha MarHesuit Morar Aa
Jl0BEAAT N0 HaMATABaHe Ha HUBATA Ha KaNUHH B KpbBTa.

- Hwucku HUBa Ha kanuil B KPLBTa (XHILOKANTHEMHS),

Hma H30JTHpaHH cBOblIeHHA 33 HeoﬁpamMo HApYITABAHE HA 3PCHHETO NMPH NALACHTH B KPHTHYHO
CBCTOAHNE, HA KOHTO € HHXEKTHPAH WHTPABCHOZHO OMETIpason, 0c06EeHO BEB BHCOKH HAO03H, HOHE €
YCTAHOBEHA NNPUYHHHO-CJICACTBEHA BPb3Ka

B muoro PEIKH cnydad OMEnpa3on MOXKeE a 3acertHe Benure KPBLBHH KIETKH, KOCTO Ja NIPHYHHH HMYHEH
ned)nuwr AKO HMaTe HHdJCKLIHH CbC CHMNTOMH KAT0O MOBUIICHA TEMIICPATYPa U CHITHO BIIOIUEHO obwo
CbCTOSHHE HITH MOBHILISHA TEMIEPATYpa CbC CHMITTOMH Ha IOKATHA HH(bEKL[HH Kato DOnKH %QBPET&

IBPMOTO HITM yCTaTa HITH 3aTpyQHEHO YPHHApaHe, TpAGBa Aa ce KOHCYITHpaTe ¢ Bamras Eiﬁﬁ“‘bmo
Hail-CKOpo, 33 ]a MOKe Upe3 H3CcReABaHe Ha KPBB f1a Cé H3KITIOUK BhiMOKHOCTTA Gpo ure Bﬂ’ %

0




KPBBHH KJIETKH Ja € NOHHXKeH (arpaHynounTtosa). B Takbe ciyyait € BaxxHO a pagere nHdopManus 3a
JIEKAPCTBOTO CH.

CrofmaBane Ha HeXeNaAHH PeaKUHH

AKO TIOTy9IHTE HAKAKBH HeXkeNlaHH JIEKapCTBEHH peakumnH, yeeoMeTe Bawns nexap HiM dapMalesT.
Tosa BKMIOYBA BCHYKH BE3MOXKHY HEOIHMCAHH B Ta3H JIHCTOBKA HEXENAHH peaklMH. MoxeTe cbino ga
CHOOUIHTE HeXENaHH PeakilHH JMPEKTHO Ypes:

HM3nbnHUTETHA areHUMs MO iekapeTsara

yn. ,Jamsn Ipyes” Ne 8

1303 Codmsa

Ten.: +359 2 8903417

yebeaillt: www.bda.bg

Karto crobilaBaTe Hewenany peakunn, MOXeTe Aa AafeTe CBOA TPHHOC 33 NOMyYanaHe Ha noseye
vH(HOpPMalHs OTHOCHO De30MacHOCTTA HA TOBA JIEKAPCTRO.

5. Kak aa cexpanasate OMEIIPA30JI POM®APM 40 mg
Jla ce cbXpaHABa Ha MACTO, HEJJOCTBIHO 3a Jcla.

He n3nonseafiTe Tosa lexapcTBO CIIEX CPOKA HA TOAHOCT, OTGENA3AH BBPXY (IAKOHA U BHPXY
KAPTOHEHATa KYTHA.
CpOKLT Ha TOQHOCT OTFOBAPS HA NOCHEAHHA JeH OT NIOCOMEHHS MEcel).

HeoTtropenu dnakoHu:
Ha ce cpXpaHssa nox 25° C B OpHrHHATHATA OTIAKOBKA 3a Ja Ce TIpe/rasy oT CBeTIHHA.

PGKOHCTH!!HQRH pa3TBOp BLB Qnaxou ChAbPXAI Tpaxa

PekoHcTuTynpanusT pasreop ¢ 5 ml nHgy3uoHeH pa3TBop Ha HaTpHes xnopua 9 mg/mi (0,9%) unu 5 ml
HH}Y3MOHEH pa3TBOP Ha Imoko3a 50 mg/m! (5%) Tpabsa na ce paspeau HesabagHo.

PaspeneH pasreop
Xumuynata W puandHa crabunHocT npu ynotpe6a e nokasaxa go 12 uaca npu 25°C, korato

PEKOHCTHTYUPAHUAT pPa3TBop ce paspen ¢be 100 ml ratpues xuopua 9 mg/ml (0,9%) nHXeKIROHEH
pa3TBOp ¥ 3a 6 uaca npr 25°C, xoraTo peKOHCTHTYHPAHHAT pasTsop ce paspexaa cee 100 ml rmokosa 50
mg/ml (5%) HHKEeKLUOHEH PasTBOp.

Ot MuKkpoGHoNornuKa TIeIHa TO4Ka MPOAYKTHT TpA6Ba Ja e HaNoA3Ba He3abaBHO, OCBEH aKO METOLBLT
Ha 0TBapiHe/pa3TBapAHe/paspexclaHe He HIKITIOYBA PHCKA OT MHKPOBHO 3aMbpeapaHe. AKO He ce
H3Mon3ea He3abaBHO, BpEMETO U YCIIOBUSTA 33 CbXPaHEHHE MPH YNoTpeba ca OTrOBOPHOCT Ha
noTpebuTens.

He H3XB’pr’IﬂﬁT€ NEKAPCTBA B KAHATIH3ALUHKATA HIIH B KOHTCFIHCPH 33 AOMAallHK oTnagbuM. I1
Bawna cbapMaueBT K&K J1a H3XBLPJATE I€KAPCTBATa, KOWTO Beye He M3MON3BaTe. Te3Hn Me,
TNIOMOTHAT 3a OMa3BaHeTO HA OKOJTHATA cpela

6.  ChampikaHke HA ONAKOBKATA H AONBLIAUTENHA HHOOPMALIHA

Kakeo cbaspxa OMEIPA30J POM®APM 40 mg



= AKTHBHOTO BELIECTEO € OMenpason. Beeku durakoH ¢ npax 3a HHGY3HOHEH pasTBOp ChABpKa 40 mg

OMenpaso.
- IToMoIHK BeIueCTRa: AMHATPHEB ¢ETAT U HATPHEB XHIPOKCKA (3a Xopekuus Ha pH).

Kak uirnexna OMEINIPA30JI POM®APM 40 Mg H KAKBO ChALPKA ONAKOBKATA
OMEITPA30/1 POM®APM 40 mg npax 3a HHQY3HOHEH pa3TBOp ce npennara BeB (JIakoH XaTo 61 g0
noutH Gan npax

IpaxsT BB rrakona e Gbae pasreopen, npenu aa Bu 6bae TIPHAOKEH,

Owmenpaszon Pomdapm Moxe aa 6b1e OnakoBaH, KakTo cnespa:
- Enne hakoH e onaxoBaH B KapTOHEHA KyTHA,
- Enna PVC/PET/PE Bnoxka, cbaObpkama 5 $/IakoHa, e OnakoBaHa B K4PTOHEHa KYTHA.

He Bowkn BUZOBe OnakoBky MOraT Aa GBIAT MyCHATH B PO&aXGa.

HpaTexaTen va paspemennero 3a ynorpe6a H NpoH3BOAHTE
Rompharm Company S.R.L.
Eroilor Street, no. 1A, Otopeni, Iifov County, 075100, PyMBHUA

To3u nekapcTser NpomyKT € paspeinex & cTpany wieHks Ha EMTT nox ciresuTe HMeHa:
Yurapus: Omeprazole Rompharm 40 mg por oldatos infdziéhoz

PympHua: Omeprazol Rompharm 40 mg pulbere pentru solutie

Buarapua: OMEITPA3OJI POMOAPM 40 mg NMpax 38 HHY3IHOHEH pasTBOp

/AaTa HA NOCAEAHO DpepasIIeKAANE HA THCTOBKATA
02.2023

Tlocouenara no-nomy HHGOPMAHA € MpeAHASHAYEHA CAMO 32 MEAMUMHCKH CHEUHANNCTH:

Llanoto ceaspxuMo Ha Beeku ¢rakon TpaGBa aa ce Pa3TBOpH B NPUONH3NTENTHO 5 mi pasTBOpPHTEN, cAel
TOBa Be/iHara ia ce pasTeopH fo 100 ml. TpxaGea na ce H3noA3BaT HH(Y3IHOHEH PasTEOp Ha HATpHEB
xnopua 9 mg/ml (0,9%) wim sHy3HOHEH pasTBOp Ha rmoKo3a 50 mg/ml (5%). CrabunnocTTa Ha
OMEINpalont ce BiuAe oT pH Ha HH(Y3HOHHMA PasTBOp, HOPANH KOETO 3 pasTBapsHe H paspexgaHe He
TPAGBA 1A C& M3NON3BAT APYTH PAsTBOPH HIH JPYTH KOMHUECTRa,

IMoxroroeka

1. Cse ciprHLOBKa M3TErNETE 5 ml HH(Y3HOHEH pa3TROp oT 100-MUNHAHTPOBATA 6yTHiKa WK cak 3a
HHbY3HI,

2. [loGasete TOBA KONHYECTBO BBE (IAKOHA ¢ MHOQHIH3MPaHKA OMENPA3ON H TO pasTBOpeTe A06pe,

KaTo ce yBepHTe, e UANOTO KOTHYECTBO OMENDA3oI e Pa3TBOPEHO,

Hsrernere pasteopa Ha oMenpason ofpaTHO B CIIPHHLIOBKATA.

Ipexesprere pasTeopa B HHGY3IHOHHATA Gy THIKA HITH Cak.

Torropere cTonxy 1-4, 3a 1a e CHTYPHO, Y€ LATOTO KOMHYECTBO OMENPA30N € MPEeXBBPIIEHO OT

¢naxona B uudysuonnara GyTunka wu cax.

v w

Apyruat xpait Ha urnara papalire Bs8 $rnaxona ¢ nHoduNAIApanKs oMenpazon. A
2. PaaTBopere oMenpaiona, KaTo M3T/IacKBaTe HH(Y3HOHHHA Pa3TBOP BbE (JIAKOHA U ofpaTHo
HHGYIHOHHMA Cak. J =

-
B "’:-'ri '}n




3. ¥seperte ce, e UANOTO KOJHYECTBO OMENpAa3ol € pasTBOpPEHO.

Hrdysuonnnar pasteop Tpabea Aa ce NMPHUIOXKH KaTo WATPABEHO3HA HHGY3HA ¢ MpoasxuTenHoct 20-30
MHHYTH.

TIpuroTeeHHAT pasTeop Ma pH HATepBan Mexay 9,5-10,5 B uHdYy3HoHeH pa3sTeOp Wa rmoxe3a w 10,0 -
11,0 B 0,9% pasTBOp Ha HATPUEB XJIOPHL 32 HHPY3HA,

Paspenenuat pasrsop uma pH vATepsan nputniznrento 8,9-9,5 8 uHdY2HOHEN pa3TBOP Ha TIIOKO34 H
9,3-10,3 B (0,9% pasTROp Ha HATPHER XJIOpKHA 33 HH(pY3KA.




