JIHCTOBKA



JIHCcTOBKA: HHPOPMAILIHA 32 NAIIHEHTA

Ho.ana3a 40 mg npax 3a HHKeKIIHOHEH pa3TBop
MaHTONpasoJl

Nolpaza® 40 mg powder for solution for injection
pantoprazole

IIpouyereTe BHHMATE/IHO UAJIATA JIHCTOBKA, PEAH /1A 3aM04YHeTe /1a IpHeMaTe TOBA JIEKAPCTBO,

3aI0TO TH ChAbPKA BaxKHa 3a Bac undpopmanus.

- 3ana3ere Ta3y JUCTOBKA. MOXe a ce HAJI0KH /1a A NMPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOIMbIHUTEIHH BLIIPOCH, nonuTaiTe Bawiusa nekap, papmMaueBT WM
MEMLIMHCKA CeCTpa.

- AKO NMOJIYYHTE HAKAKBH HEXKEaHH JIEKAPCTBEHH peakuuH, yseaomere Bauus nekap,
¢apMaueBT WK MEeIMUMHCKA cecTpa. ToBa BKJIHOYBA BCHYKH Bb3MOYKHH HEXKEJIaHW PEAKLIHH,
HEONMUCAaHHU B Ta3M JIMCTOBKA. Buxre Touka 4.

KakBo ¢bABbpKa Ta3H JIHCTOBKA:
KakBo npeacrasnssa Honna3sa v 3a KakBO ce H3I10J13Ba

L.

2 KakBo TpaOBa na 3naete, npeau aa Bu npunoxar Honnasa a/J /7 )7

3. Kak e Bu 6bae npunarana Honnasa

4, Bb3MOXKHH HEXE/1aHH peakLHH S 23 14 -01- 2005
3, Kak na cexpansBare Hosinasa 6’"} 7

6. ChabpkaHHe HA OMaKOBKAaTa W JOMbJIHUTEIHA HHPOPMALIHS

1. KaksBo npeacrasassa Hoanasa u 3a KakBo ce H3M0J13Ba

Honnasa chbabpka akTHBHATa cyOCcTaHUMA nanTonpason. Honinasa e cesleKTHBEH ,,HHXHOHUTOp Ha
MPOTOHHATA MOMMa™, JIEKapCTBO, KOETO HaMaJIsiBa KOJHWYECTBOTO HA OT/E/IeHaTa B cTomaxa Bu
kuceauHa. M3nonsea ce 3a 1eyeHue Ha CBbP3aHU C MOBULLIEHA KUCEJMHHOCT 3a00/1BaHUs Ha CTOMAaxa
U yepBara.

To3u npoaykT ce npunara BbB BeHa W uie Bu Obae npeanucad camo, ako BalmaT iekap cuura, ye
HHXKEKLIMMTE NAaHTONpa3oJ ca no-noaxoasiuM 3a Bac B MOMeHTa, OTKOJIKOTO MAaHTOINpPa3o.1 Ha
TaOseTku. TabneTkuTe L€ 3aMeCcTAT HHXKXEKLUMHUTE BeHara cjie/l KaTo JIeKapsaT NpeueHH, e
cbCeTOsIHUETO BH € no-a00po.

Ho.ima3za ce H31mo0J13Ba 32 JieYeHHe NMPH Bb3PACTHH HA:

- Pedaykc-e3odarut. Bbananenue Ha xpaHonposoza (Tpbdara, KOATO CBbpP3Ba MbPJIOTO ChC
CTOMAaxa), NPUAPYKEHO OT Bpbll@HE Ha CTOMAalLllHA KHCEIHHA

- sI3Ba Ha cTOMaxa MU ABaHaAeCeTONPbCTHHKA

- Cunapom Ha Zollinger-Ellison u Apyrv cbCTOSAHHUA, MPH KOKUTO C€ OTAE/ MHOIO rojisiMo
KOJIMYECTBO KHUCE/IMHA B cTOMaxa Bu.

2 Kakso TpaOBa aa 3Haerte, npean Aa Bu npuaoxar Hoanasza

He u3noaszsaiire Hoanasa

- aKO CTE aJleprHyHU KbM MAHTOMPA30J1 WK KbM HAKOSl OT OCTaHA/IMTe CbCTABKH Ha TOBA
NI€KapCcTBO (BHXKTE TOYKA 6),

- aKO CT€ aJlepriyHU KbM JIPYTH JIEKapCTBa, ChAbpiKalld HHXHOUTOPH HA NMPOTOHH

[IpeaynpexaeHuss H npeAnasHH MEPKH
loBopere ¢ Bamus nexkap niaun papmanesT, npeau A1a Bu 6bae npuaoxena Ho
- AKO UMaTe TeXKH npobieMu ¢ HepHHA npo0. MDHH kaxeTe Ha Bauus ﬂEI{Hp aRD



CTOHHOCTHTE Ha uepHOApoOHHUTE BH eH3UMU. AKO CTOHHOCTHTE HM CE€ MOBULLAT, JIEYEHHETO WE
Obae npekpaTeHoO.

Axo npremare HIV-nporeasnu uuxuburop Kato atazaHasHp (3a aevenne Ha HIV-undekuus)
3aeJHO ¢ NAHTONPAa30/, NoMoJieTe Balliug Jiekap 3a CbBET.

IIpreMbT HA HHXHOHTOPH HA APOTOHHATA MOMIIA, KATO NAHTONPA30., 0CO0EHO 32 EPHOA
NO-ABLJBI OT €IHA FOAHHA, MOXe ¢J1a00 12 MOBUINK pHCKA OT ppaxTypa Ha Oeaporo,
KHTKATA HJIH rpbORavnAA cTHAO. YBeaomere Baiiug exkap, ako crpaaare oT
0CTEONnopo3a (MOHHKENA KOCTHA MILTHOCT) HAK aKko Bamuar nekap Bu e kazaa, ve cre
H3JI0KEHH HA PHCK 0T 0CTeoNnopo3a (HanpHMep aKko NpHeMaTe CTePOHIH).

Ako npuemate Honnasa nosedye oT Tpu Mecelld € Bb3MOXKHO HUBATA HA MarHe3vi B KpbeTa By
aa HamanesT. Huckure HMBa HA Marue€3HH MOrar aa ce NMpofBAT € raJleHe, HCBOJICBH MYCKYJIHH
KOHTPAKLIMH, 1€30PHEHTALIMSA, KOHBYJICHH, 3aMasAHOCT, NMOBHILIEHA CbPAEYHA YECTOTa. AKO
MOAYUYHTE HAKOM OT TE3H CHMMNTOMHM, MOg yBeoMere Baluus nexap HeszabasHo. Huckure Huea
Ha MarHe3ni MoraT CbLUO Taka Aa AOBEAAT A0 PeAYKUHA HA KATHEBUTE WM KalLIHEBHTE HHBA B
KpbBTa. BawnaTt nekap Mo)ke J1a peLuy J1a U3BbpLIBa PerylipHH KPbBHHM TECTOBE 32
MOHHWTOPHHI Ha BawKTe HUBa HA MarHe3uH.

AKO HAKOra CTe NONY4YaBalH KOXKHA PeaKLHs C/IE leYeHHe ¢ iekapcTBo, NnoaodHO Ha Honnasa,
KOETO HaMasaBa CTOMALLHATa KMCEHHA.

AKO NONy4HTe 0OPUB MO KOKATA, 0COOEHO B YHaCTbUH, H3N0XKEHH Ha CbHUE, HHPOpMHpaiiTe
Baiuus nexap BeaHara, korato Bu 6s4e Bb3MOXKHO, ThbH KaTO MOXKE 1a C€ HAIOXKH Ja CnpeTe
neuenuero ¢ Honnasa. He 3abpaesiiTe cbllo Ja cioMeHeTe BCHYKH ApYTrH HebnaronpusTHH
NOCAEACTBUA, KAaTO DOJIKA B CTABHTE.

UMa crobuienns 3a CepHO3HMA KOXKHH PEaKLIMY, BKIIOYHTETHO CHHAPOM Ha CTUBBHC-/DKOHCBH,
TOKCHYHA eNHIEPManHa HEKPOINW3a, IEKAPCTBEHA PeakiUs C €03HHOPWANA H CHCTEMHY
cumntoMu (DRESS) u epurema mynrudopme, BB Bpb3ka C JieHeHHETO ¢ naHTonpasosn. Cnpere
Aa M3NOJA3BAaTe NAHTONPAa30N ¥ HEe3aDaBHO NOTbPCETE MEHLIMHCKA MOMOLL, aKko 3abenexure
HAKOH OT CUMNITOMHTE, CBbP3aHH C TE€3H CEPHO3HU KOXKHHU peakuHH, ONHCaHK B TO4Ka 4.

Ako TpaOBa Aa CH HanpaBHTE OTpejeiieH BU/ H3CeABAHE Ha KpbBTa (XPOMOrpaHHH A).

YBeaomere Bamus jekap nezabaBHoO, MPEAU UNH CIEA KATO MPHEMETE TOBA JIEKApCTBO, aKO
3abenexuTe HAKOM OT CIeHUTE CUMITTOMM, KOETO MOXKe Aa Obae 3HaK 3a Apyra ro-cepuo3Ha donecr:

HeOOACHUMO OTC1abBaHe

NOBpPbLUAHE, 0CO0eHO AKO ¢e MOBTAPA

MOBPBLUAHE HA KPbB; TOBA MOXKE Aa Ce NMOABH KAaTO TbMHO KadaBO NeTHO (MOAOOHO HA 3bPHA OT
Kade) B NOBbPHATA Maca

3afena3Bate KpbB B M3NPAXKHEHUATA, KOATO MOXE [a € YePHa Ha BLHILEH BHU

3aTPYAHEHO NperfiibliaHe Wi 00JKa MnpH NorabulaHe

uirnexzaare 01en/a HAK ce YyBCTBATE OTNAAHANH (AHEMHS )

rpbaHa donka

cTOMaLLHA Donka

TEXKa W/HAHM NPOAB/DKKTENHA IHApHs, Thil KATO TOBA JIEKAPCTBO PAAKO C€ NPHAPYXKaBa OT
MOBHUIEHA Y€CTOTa Ha HH(PEKLHO3HATA AHAPHA.

BawuaTt nekap MOXe 1a NpeLieHH, Y€ ce& Hy>KAaeTe OT FIPOBEKAAHE HA HAKOH H3C/ICABaHHA, 3a 1a
H3K/OUH 3NO0KAYECTBEHO 3a00naBaHe, Thil KaTO NaHTonpason odiek4yasa U CHMIITOMUTE HA pak H
MPHIOKEHHETO MY OH MOTIO Aa 3a0aBH NMOCTABAHETO HA AHArHO3a. AKO BLIPEKH NEYEHHETO
onnakeanuaTa By npoawmxaeat, TpabBa Aa ce 06¢hAM HEOOXOAUMOCTTA OT JOITLJIHHTENIHHU

H3CJIEABaHHA.

Hdena u 0HOIIH
Honnaza 40 mg npax 3a WHXEKUHOHEH Pa3TBOP HE C€ NPenopbUBAaT 3a ynotpeda npH e
He € JOKa3aHo, UYe JCHCTRa NpU aeua noa 1 8-roauiuiHa Bb3pacr.

Apyrn nexapcTtsa 1 Hoanasa
YBenomere Bauina nexap winu gpapMaLeBT, ako NpUeEMarTe, HaCKOpO CTE NpHEMaH
npHemMare APyru JIEKAPCTBA, BKIHOYHTENHO H TaKHBA, OTIMYCKaHH Oe3 peuenTa.




Tobi KaTO HHIKEKLIMUTE NAHTONPa30;1 MOXKE Aa NOBIHAAT eeKTHBHOCTTA HA APYIH JIEKAPCTBA,

WHPopMupaiiTe Baliug nekap, ako npueMare:

- JlekapcTBa KaTO KETOKOHA30J1, UTPAKOHA30 M MO3aKOHA30/1 {M3N0JI3BaHH 32 IeYeHHE Ha
reOMUYHH HHPEKLMK) UK €PAOTHHHO (M3NOJI3BAH 32 JICYEHHE HA HAKOH BUAOBE paK), Thii KaTo
Honnaza Moxe na nOTUCHE ASHCTBUETO HA TE3H H APYTH IeKapCTBa.

- BapdaprH U peHnpokyMOH, KOUTO Ce W3N0J3BaT 3a paspexaaHe Ha kpbBTa. Llie ca Bu
HeoOX0AWMHM NO-MEeCTH U3CNeIBaHKA.

- JlekapcTsa, v3no3Badu 3a neueHre Ha HIV-undekuns karo atazanasup.

- MeToTpeKkcaT (H3M0.13BaN 32 JeHeHHe Ha pEBMATOUIECH aPTPHT, NCOPHA3HUC U paK). AKO
rpuemMare MeToTpekcar, Bawnar nekap moxe BpemexHo aa cnpe Bawero neuenue ¢ Honnasa,
3aL0TO MAHTONPAa30a MOXKE Ja MOBHULLUH HHBATA HA METOTPEKCAT B KPbBTA.

- DnysokcaMHH (M3MO3BAH 32 IeUEHUE Ha JenpecHs U ApYrH NCUXHYHH 3aD0NIBaHus) - aKO
npuemare hnyBokcaMuH, BawuaT iekap Moxce 1a HamManu nosara.

- Pudamnuuuy (M3noa3Bad 3a feyeHue Ha “HPEKLun).

- Xuar kaHTapuoH (Hypericum perforatum) (U3N0N3BaH 3a JEYCHHE HA NeKa AeNpecHs).

["oBopere ¢ Bawuusa nekap, npeay na npyveMere nNaHTonpason, ako Bu npeacTou onpeaeneHo
nicnensaHe Ha ypusara (3a THC, rerpaxuapokanabuHon).

bpeMenHoCT, KbpMeHe H QEepTHIHTET
AKo cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE Aa CTe OpeMeHHa UK IU1aHUpaTe OpEMEHHOCT,
nocbBeTBaiiTe ce ¢ Baums nexap uny gapmaueBT npeay ynorpedara Ha TOBa N1€KapCTBO.

Hsama aocTaTbuHO AaHHH OTHOCHO ynoTtpebara Ha naHTonpason npy opeMeHHHU xeHu. MUma
cbOOLIEHHS 38 EKCKpeLMsA Ha NaHTonpa3on B Kbpmara. Manoniseaiite ToBa iekapcTao €amo, ako
Bawmuar nekap e npeueHus, 4¢ nonsara 3a Bac e no-ronsma ot pucka 3a BaineTo HepoaeHo AeTe WK
3a Bawuero 6ebe.

IHodupane H padoTa ¢ MAINHAH
Honna3za HAMa HUKAKRO MK HMA HE3HAUYMTEHO BJIHAHHE BbPXY CNOCOOHOCTTA 3a WodHpaHe H

paboTa ¢ MaLUUHH,
AKO NOAYYHTE HEXKEMaHKU epeKTH KAaTo 3aMagsHOCT WITH HApPYLUCHHE Ha 3PEHHETO, He TpAdBa na
iwodupare Wiy Aa paboTure ¢ MalHHHM.

Houanasza ¢cbaAbpka HATPHH
Tora nexkapcTso CbABPKA NO-Manko oT | mmol HaTpUid (23 mg) B eAHH (UIAKOH, T.€. NPAKTHUYECKH HE
CbABpXKa HATPHH.

3. Kak aa ce npuaara Hoanasa

Baitiata MeqvUMHCKA CecTpa UNH Jiekap e By npunarat aHesHaTa 403a KaTO HHXKEKLIHA BbB BEHA C
NPOABHKUTENTHOCT OT 2 A0 15 MHUHYTH.

[lpenopbunTenHara Ao03a €:
BnipacTHH

3a A3Ba HA CTOMAXA, H3BA HA ABARARECCTONPLCTHAKA H pediyKc-e30QarnT:
Eaun dnakod (40 mg naHTONpa30/1) AHEBHO.

3a npoaBIKHATENIHO JeuenHe Ha canapom Ha Zollinger-Ellison u Apyrn chcTonHps
C NIOBHIIIEHA CEKPENHSA HA CTOMANIHH KHCEJIHHH!
Hsa ¢nakona (80 mg naHTONpa3on) AHEBHO.

Bawmusar JEKap MOXeE 1a pe€llH aa npoMcHH Jo3ata no-KbCHO, B 3aBHCHMOCT OT K¢

oTaeneHara or cromaxa Bu kucenuHa. Ako ca By npeannucaHy nopeye ot ABa (Pay



AHERHO, HHXKEKUHHTE TpaOBa Aa ObAaT pa3jesieHd Ha ABE €IHAKBH A034. BalunaT nekap BpeMeHHO
moske na By npeanvwe go3a ot noseue ot ueTHpH gnakoHa (160 mg) AHeBHO. AKO HHBOTO Ha
KHce/MHa B cToMaxa Bu n3ucksa no-0wp3 koHTpon, HakanHa no3a ot 160 mg (4etupH pnakoHa) OH
TpAOBANO Aa € JOCTATbhYHA, 33 A3 NOHWXKH B 3310BOJIMTENHA CTENEH KMCEIHHHOCTTA B CTOMaxa.

CrnenHaHH rPYNH NANHCHTH:
- AKO MMaTe TEKKO yepHoapobHo 3abonasaHe, AHEBHATA HHIKEKLIMOHHA 1032 TpAbsa fa e caMmo

20 mg (nonoBuH ¢aakoH).

Ynorpeba npn Aena | I0HOLIH
Te3n uHKEKLIMK He e NPEeNopbYBAT 33 NPUAMKEeHHe NpH Aeua noa ! 8-roauilHa Bb3pacT.

Axo Bu e npunoxkena no-Bucoxa ao3a Hoanasa ot neobxoanmara
Te3u 1034 ca BHUMATENHO NPOBEPEHH OT Baluara MEAHUMHCKa CECTpa HIH JieKaps, TaKa 4e
npeao3upaHeTo € U3KoHeHo. He ca W3BeCcTHH CHMIITOMH Ha Nnpeao3upane.

AKO UMaTE HAKAKBH JOMBJIHHTENHH BLIIPOCH, CBbP3aHU ¢ ynortpebarta Ha TOBa JIeKapCTBO, MO
nonuraiite Bawua nexap, papMaLeBsT UK MEAHLIMHCKA CECTpa.

4. BL3MOXKHH HEXe/IaHH peaKlHH

KakxTo BCHUKH JICKapCTBAa, TOBA JICKAPCTBO MOXKE Aa NPEAH3IBHKA HCXKC/IAHH DCakliiH, BBITPCKH HE HE
BCECKH I'k NoJiyHaBa.

Cnpere Na H3MOA3BaTe NAHTONPA30 U He3abaBHO MOTHPCETE MEAHLUMHCKA MOMOLL, aKO 3a0eexuTe

HAKOH OT CJIEOHHUTE CHMIMTOMH:

- yepBeHHKABU TUIOCKH, NOAOOHHM Ha MH1lIEHa MM KPBIUIM NETHA NO TANOTO, YECTO C MEXYPH B
cpenara, JIollieHe Ha KOKaTa, A3BH B yCTaTa, MbpJIoTO, HOCA, FEHHTANUHTE U ounTe. Tesn
CEpPHO3HH KOXKHHM 0OpHBH MoraT Ja ObAaT npealwecTsaHy OT BUCOKA TEMIepaTypa 1
rpunonoaoOHu cumnroMu (cHHApoM Ha CTHBBHC - /DKOHCHH, TOKCHYHA enNyaepMalHa
HEKpOJIH3a).

- ILHPOKO pasnpocTpaHeH 0OpHUB, BUCOKA TEIECHA TEMNIEPATYpa U yBEAHYEHH TUHMEHH Bb3NH
(DRESS CHHAPOM WM CHHAPOM HA NEKAPCTBEHA CBPbXUYBCTBHTEITHOCT).

AKO NOJYyUHTEe HAKOH OT CJIeIHHTE HeXeJAHH PeakinH, He3abapno undpopmupaiite Bamng
JIEKAp WJIH ce 00aaeTe B cREIIHAA REeHThP HA Hal-01M3KaTa DoJTHHLA:

Cepuo3Hn afeprauiH peakKunn (YecTOTa peAKH: MOXe Aa 3acerHart ao 1 Ha | 000 ayiuw):

- MoAYBaHE HA €3HKa W/ UK MBPAOTO, 3aTPYAHEHO NPEribiate, YPTHKApHA (KONPHBHA TPECKa),
33/{bXBaHe, ANepPruueH O0TOK Ha nUUeTO (0TOoK Ha KBHHKE/aHrHOEdEM), CHIIEH CBETOBBPTEXK C
MHOro ycKopeHo OHeHe Ha CbpPLETO H H3MOTABAHE.

- TexxH KOKHH peaknHa (¢ HEH3IBECTHA YeCTOTA: OLEHKA HA YeCcToTaTa HE MOXe na 6bae
HanpaseHa OT HaTMYHKWTE AaHHK): Bue Moke na 3abenexere €AHO WIH NOBEYE OT CACAHUTE -
oOpa3zyBaHe Ha MEXYPH MO KOxKaTa U 6bp30 BiIOLIaBaHE HA OOLIOTO ChCTORHHE, EPO3HH
(BKAIOUMTENTHO IEKO KbpPBEHE) MO YCTATA/YCTHUTE HIIH BRHLUHUTE MONOBH OPraHd H OBbp30
BIOLLABAHE HA OOWOTO ChCTOAHHUE MITH O0PHB, 0COOECHO B 30HH N0 KOMXKATA, HITIOKEHH Ha
CTBHUEBA CBETNIHHA. MOoXe Chulo Aa HMaTe OONKHA B CTABHTE WY MPHUIIONOAOCOHH CHMITOMH,
BHCOKA TeMMNepaTypa, NOAYTH *kie3d (HanpHMep B NOAMHULIHYLATA) H KPbBHHTE H3CJICBAHHA
MOTaT A3 MOKAXaT NPOMEHH, KacaelliH onpeaesieHH 0eny KpbBHH KIETKH WIH Y
EH3NMMU.

- Jpyra TeXKH CbCTORHHA (C HEH3BECTHA YeCTOTA: OLEHKa Ha YecToTaTa
HANPaBEHA OT HAIUMYHUTE JAaHHY ): MOXBIATABAHE HA KOXKaTa H D4N0TO Ha O
TEXKKO YBpeKAaHe HA YCPHOOPOOHHUTE KIETKH, XKbJITEHHLA) WK NOBHLLIEHA



oGpHB, MOHAKOra yBeM4aBaHe pasmMepa Ha 6u0peunTe ¢ Sone3HeHO ypHHHUpaHe H DONKa HHCKO
B KpbCTa (TEXKKO Bb3naneHue Ha OpbpeunTe), KOETO MOKE Aa noBeae A0 OBLOpeyHa
HEAOCTATBYHOCT.

Hpyru HexenaHH peakuHu ca:

- Yecru (Moxke aa 3acerdar a0 | Ha 10 ayium)
Bh3najleHue Ha BEHO3ZHHUTE CTeHH H 00pa3yBaHe Ha cheupeuH (TpoMOodnedHuT) Ha MACTOTO Ha
NPUNOKEHHE HA IEKAPCTBOTO; 10DOPOKAYECTBEHH MOJIHITH B CTOMAXa.

- HeuecTH (Moxe na 3acersar ao |1 Ha 100 aywn)
CmasoOonue, 3aMasHOCT, AHAPHS, raaeHe, NOBPbLUAHE; NOAYBaHe HA KOPEMA H OTAC/SHE Ha
razose (dnaryneHuus), 3anek, CyxoTa B ycrara, 6o1ka B kopeMa U AMCKOM$pOpT, KokeH 0OpHB,
eK3aHTEM, EPYTILHH, ChpOexk, dhpakTypa Ha Oeapo, KMUTKa WK rpbOHaueH cTeab, 0TNagHANOCT,
H3TOLIEHHE MK ODLLO HEPA3MOJIOKEHHUE, HAPYLUEHHA Ha ChHA.

- Peaxn (Moxe aa 3acernat ao | Ha 1 000 pywu)
HapyiueHus WiH MbJIHA JIHICA HA YCELIAaHE 32 BKYC; HaPYUICHHA HA 3PEHHETO KaTO 3aMbIJIEHO
BW)K/JAHe, YPTHKapHi (KOTIpUBHA Tpecka), 6onka B CTaBUTE, MYCKYNHH OOJIKH, MPOMEHH B
TENECHOTO TEN10, MOBHUIUEHA TENECHA TEMIIEpATYpa, CHIHA TPECKA, NOAYBaHe Ha KpaHHHLHTE
(nepudepeH 0TOK), ANEPruvHyU peakUur, AeNpecus, YroleMsBaHe Ha MbpPAYTE NMPU MbXKE.

- Mnuoro peaxkn (Moxe aa 3acersar a0 1 na 10 000 gyum)
He3opreHTrauus.

- C neniBecTHa 1eCcTOTA (OLEHKA Ha YE€CTOTATAa HE MOXeE Aa Obae HanpaBeHa OT HATHYHHTE
JaHHH)
XamouuHauud, 00BbpKaHOCT (0COOEHO NMpY NAUHMEHTH, KOHUTO BE4e Ca NOMy4aBany TaKUBa
CHMINTOMH), yCelllaHe 33 MpaByuKaHe, O0OLKaHe U UITIHUKH, YCellaHe 3a NMapeHe Wi
H3TPBIBaHe; OOpUB, BEPOATHO ¢ 60NKA B CTABHTE, BL3NAICHHE Ha Ne0EN0TO YEPBO, KOETO
NPUYUHABA NOCTOSHHA BOAHUCTA AMAPHAL.

Hexenann peakniH, KOHTO ca OHIH YCTAHOBEHH NPH H3C/J1eJBAHE HA KPHLBTA:
- HeuecTn (MOXxe aa 3acerHat a0 | #a 100 aywn):
[MoBuuieHH CTOHHOCTH HA MEPHOAPOOHUTE EH3UMHU.

- Peaxn (Moxe aa 3acerHat no 1 Ha 1 000 aywin):
[TosHinaBaHe Ha OUNMpyOHHA; MOBHLLIEHH HHBA Ha JIMMKWANTE B KPBBTA; PA3BK Cnaj Ha
LMPKYJIHPALLHTE rPpaHYIMpaHH Oe/IH KPbBHH KNETKH, aCOLMHPAHO C MOBHLUECHA TEMIEpaTypa.

- Muoro peakn (Moxe aa 3acerHart a0 | Ha 10 000 ayumn):
[TonnxkeH Gpoil Ha TpoMOOUMTHTE B KPbBTA, KOSTO MOXKE /1a A0Bee 1O KbPBEHE WM [1041Ba Ha
CHHHHH NO-4Y€CTO OT HOPMANHOTO; NOHIKeH 6poii 6esin KPHBHU KNETKH, KOETO MOXKE Aa JOBEAE
10 NO-4€CTH MH(EKLWH; CHMNBTCTBAILO A0HOPMHO MOHWKEHHE Ha Opos Ha OE/IUTE K YEPBEHHTE
KPbBHHUTE K/ICTKH, KAXTO ¥ Ha TPOMOOLIMTHTE.

- C HeH3BeCcTHA YecToTA (OLIEHKA HA 4eCTOTaTa He MOXe Ja ObJe HaNpaBEeHa OT HATHYHHTE

OaHHH)
[ToHy>KEHO HUBO HA HATPHH, MarHE3WH, KanUMil HAY KANTHA B KPbBTA (BUXKTE TOUKA 2).

CrofiasaHe HA HEXENaHW PeakiUHK
AKO nonyuHTe HAKAKBY HEXENAaHH JIeKapCTBEHH peakUuuH, yBeaomeTe Batiinsg nekap unu gapMaLenT.

ToBa BKIOUBa BCHYKH Bb3MOXXHH HEOTNHCAHH B Ta3H JINCTOBKA HEXENAHH PCAKLIMH. Moxgerésatyg na
ChOOLUMTE HEXKENAHH PEeaKLHK IUPEKTHO upe3 M3nbIHHTEHA areHUHA No JICKapCTR: T
ya. ,,JlamaH I'pyes™ Ne 8
1303 Codms

Ten.: +359 2 890 3417




yebcaliT: www.bda.bg
KaTo ¢nhoOluaBaTe HexeNlaHH peaxiliH, MOXKETE 1A Aa/IeTe CBOA NPHHOC 3a MOJy4YaBaHEe HA NMOBEYE
uHopMaLus OTHOCHO He30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa ce coxpanasa Hounasza
Jla ce cbXpaHABa Ha MACTO, HEZOCTBIIHO 34 AeLa.

He w3non3eaiite TOBa JIEKAPCTBO /i CPOKA HAa MOAHOCT, KOWTO € oTOen#3aH BbpXy ONaKkoBKaTa cles
] 0AeH 10:”. CpOKBT Ha rOAHOCT OTroBaps Ha MOCAECAHHA A€H OT MOCOUYCHHA MECELL.

Ia ce cvxpanaBa noa 25°C.
Jla ce chXpaHABa B OPUrHHAIHATA OMAKOBKA, 3a Ja C€ NPEeANa3H OT CBET/IHHA.

Cnen pa3TBapsAHe WM pa3TBapsAHE H pa3peiiaHe XHMHUECKaTa H PHIHYECKa CTAOKUITHOCT NpH
ynorpeba e nokasaHa 3a 12 yaca npu 25°C. [la He ce 3aMmpa3asa.

Ot MUKpOOHONOrHYHA rJIeAHA TOUYKA, MPOAYKTLT TpAOBa Aa ce U3NOI3Ba BeAHAra. AKO HE Ce W3MOo/3Ba
BeI(Hara, NeproIbT HA H3NON3BAHE K YCIIOBUATA 38 ChXPAHEHKE Npean ynorpeda ca OTrOBOPHOCT Ha
norpeduTEN.

He usnon3eaiite Honnaza, ako BU3yanHo 3abenexure npoMerH (Hanpumep, ako ce Habaonasa
NMOMBTHABAHE WNH YTaKKA).

He u3xsbpngiTe nekapcTsara B KAHATH3ALIMATA WK B KOHTeHHEepa 32 AOMALIHH OTNAadbLH.
[MonuTaiite Baluus papmMaueBT Kak 4a U3XBbP/ATE EKapCTBaTa, KOHTO BEUYe HE U3nonieare. Tesu
MEPKH LLE CMTOMOHAT 3a ONa3BaHe Ha OKOJIHATA cpeja.

6. CoappkaHHe HA ONAKOBKATA H JONbJIAHHTEIHA HHpOpMANHS

Kakpo csanpxa Hoanasa

- AKTHBHOTO BELLECTBO € NaHTonpason (pantoprazole). Becexky gnakoH cbabpxka 40 mg
MAHTOMPa30a (KaTO HATPUH CECKHXUAPAT).

- Hpyrure cbCTaBKH (NOMOLIHK BewecTBa) ca MmaHuTo (E421), Hatpres UMTpaT AHXHMAPAT H
HaTPHEB XUAPOKCHA 3a JOCTHIraHE Ha HY)XHOTO pH.

Kak n3rnexaa Hoana3za H KAKBO ChAbPAKA ONAKOBKATA
Honnasa e 6sna wau noutv 64ana eqHOpoaHa NOpPbO3HA Maca.

Honnasa ce npegnara B onakosky no 1, 5, 10 u 20 creknexnu gnakoHH.
He BcuukKn onakoBky Morat aa 6baar mycHaTH B nponaxoa.

IlpuTexares HA pazpemieHHETO 3a ynoTpeda
KRKA, d.d., Novo mesto, Smarje$ka cesta 6, 8501 Novo mesto, Cnosenus

IIpounzsoanTenH

KRKA, d.d., Novo mesto, Smaljeéka cesta 6, 8501 Novo mesto, CnoBeHus
Sofarimex — Indastria Quimica e Farmacéutica, S.A, Av. Das Industrias-Alto do Colaride, Cacém
2735-213, Hopryranus
LABORATORIOS ALCALA FARMA, S.L., Avenida de Madrid, 82, Alcalade H
Madrid, Ucnanus

Tora JexkapcTso e pa3pemieno 3a ynorpeba B AbpkaBHTe — YaenKH Ha Eg
HKOHOMH4ecKO npocTpancTBo H OGeannenoro kpaicTeo (Cesepna Hpaa ’al
HMEHA:




Crpana-yjieHka ToHproecko uMe HaA NPOAYKTA

O0eanHeHo KpajicTBo Pantoprazole 40 mg powder for solution for injection
(CeBepua Upaanausn)

bbarapus Hoanaza 40 mg npax 3a MHKEKLIMOHEH pa3TBOP
Ecronus Nolpaza 40 mg siistelahuse pulber

JlaTBus Nolpaza 40 mg pulveris injekciju Skiduma pagatavosanal
JluTBa Nolpaza 40 mg milteliai injekciniam tirpalui

JlaTa HA NOCJIeAHO NMpepasr/iekiaHe HA JIHCTOBKATA:
07 Hoemepu 2024

[Moapo6xa uHpopmauus 3a TOBA JIEKApCTBO € NpeJocTaBeHa Ha yebcaiita Ha U3nbiHuTenHa AreHums
no Jlekapcreara (MAJI) http://www.bda.bg.
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[TocouyeHnara no-a0ay HHPOpMaALIKMA € npeaHa3HayeHa caMo 3a MEAHLIMHCKH CreLHAIHCTH:

["OTOBMSAT 32 NPUJIOKEHHE pa3TBOpP ce NpUroTed Karo 10 ml HHXEKLIMOHEH pa3TBOpP HA HATPHEB
xaopua 9 mg/ml (0,9%) ce unxkekTupa BbB (p1akoHa, ChAbpKaLl JIMOPUIH3HpaHUuda npax. To3u
pa3TBOP MOJKE /1a Ce NMPHJIOKH IUPEKTHO MM ciie cMecBaHeTo MY ¢be 100 ml uHkekMoHeH pa3TBop
Ha HaTpueB Xaopua 9 mg/ml (0,9%) unu uHKEeKLUMOHEH pa3TBOp Ha riatoko3a 50 mg/ml (5%).

3a pa3pexxaaHe TpsAOBa [1a Ce€ U3I1013BaT CTHK/JIEHH HJIH MJ1aCTMACOBH KOHTEHUHEPH.

Honnasa 40 mg npax 3a MHXKEKLIMOHEH pa3TBOp He TPsAOBaA /1a Ce NPUroTBs WK /1a C€ CMeCcBa C
pa3TBOPH, Pa3/IMUHHU OT MOCOUYEHHTE.

Cnen pa3TBapsiHe MM pa3TBapsiHe U pa3pekJaHe, XMMHYECKaTa U (pU3uYecKa CTaOMITHOCT MpH
ynorpeda e noka3aHa 3a 12 vaca npu 25°C.
Jla He ce 3ampa3ssBa.

OT MUKpOOHOIOrHYHA r/1elHa TO4Ka, NPOAYKTHT TpAOBa 1a ce MNPUJI0KH BeaHara. AKO He ce
MPUJI0XKHK BeJHara cijiell MpUroTBAHETO My, BPEMETO M YCJIOBHATA HAa CbXPaHEHHUE Mpeau ynorpeda ca
OTFOBOPHOCT Ha noTpeduTens.

Tosa nekapcTBO TpsAOBa Aa ce npujiara HHTPaABEHO3HO 3a NEPHOA OT 2 A0 |5 MUHYTH.
CbabpikaHueTo Ha (pyiakoHa € caMo 3a eJHOKpaTHa ynorpeda. Bceku npoayKr, KOHTO OCTaHe B

OMaKOBKAaTa WJIH € C MPOMEHEH BbHLIEH BU (HanpuMep NnosiBa Ha MbTHOCT WJIM yTalka), TpsaOBa aa
ObI€ YHHULLOMXKEH.




