YMNATCTBO 3A MAUMEHTOT

SUNAHTONA / ZIPANTOLA 20 Mg racTpopesncTeHTHU Tabnetu
(pantoprazole)

Mpen ynorpe6a Ha NeKOT BHUMaTenHo npouuTajte ro ynarcreorto 3aToa
LITO COApPXU BaXKHu WHopMauum 3a Bac.,
— HyBajre ro ynarcTeoTo. Moxebu ke Tpe6a Aa ro npoyuTare nosTopHo,
- Ako umare AONONHWUTENHN Npalwatba, obparere ce kaj Bawwmor nekap
unu chapmauesrT.
- OBoj nek Bu e npenuwaH Bam nuyHo un He Tpeba ga um ro gasate Ha
APYrM nuua, Guaejiu moxe A3 UM HawTteTn aypu u ako HUBHUTE
CUMNTOMU ce ucTu kako BawmTe.

— [Hokonky saBenexure Buno kakeo HecakaHo AgjCTBO noTpebHo e aaro

ynaTCTBOTO 3a nauuneHToT conopxu:

¥ Wro npeTcTaBysa 3unaHTtona 20 mg Tabnetu v 3a wro ce ynortpebysa

2, Wro mopa ga 3Haete NPeA Aa semete/ynotpeburte 3unanTona 20 mg
Tabnetn

3. Kako na ce ynotpebysa 3unaHTona 20 mg Tabnetu

4, MoxHu HecakaHu Aejctea

8, Hysame 1 pok Ha ynotpeba Ha 3unaHTtona 20 mg Tabneru

6. HononuuTenuu MHPopmaLmm

1. WUTO NPETCTABYBA 3UMNAHTOJA 20 MG TABNETHU MU 3A WLITO CE
YNOTPEEBYBA

XKenynovHaTa KucenuHa.

3unaHTona 20 mg Tabneturte ce ynoTpebyBaat 3a nekyBate Ha BO3pacHW u
Aeua oA 12 roguHu n noctapw 3a:

* JlekyBarwe Ha cumnTOMM (kako wWTo ce KUrOBWHa, Bpakake Ha kucenara
COAPXWHA of XenyaHWKOT BO ycTaTa, Gorka Mpw ronTawe) nospsaHu co
racTpoesocpareanHa pecnykcHa Gonecr npeausBukaHa of spakame Ha
Kncenara coapxuHa o )enyaHukoT Bo XpaHonpoBoAoT.




XpaHonpoeogoT NPUAPYKEHO co Pecbnykc Ha kucenara CoapXuHa op
XenyaHukor so ycTarta) n npeseHunja Ha NOBTOPHa nojaea.

3unaHTtona 20 mg Tabnetute kaj BO3pacHu ce kopucrar 3a:

° I'lpeBeHumja Ha ynkyc Ha ABaHaeceTnanayHo UpeBo u xenyaHuk
npeansBukaxn op HecTepounagHu aHTUMHNamaTopHu nekosn (HCAUN Ha

np. nbynpodhen) kaj naumeHTn co PU3UK kou Tpeba pga semaat HCAMN
KOHTUHYUpaHo.

2. WUTO MoOPA AA  3HAETE NMPEO [A 3EMETE/YNOTPEBUTE
3UMNAHTONA 20 MG TABINETHU

3unaHTona 20 mg TabneTture He cmee Aa v semare gokoriky:
* Crte anepruynm Ha naHTonpason unu Ha 6uno koja cocTojka Ha 0BOj
nek (eugete gen 6).

* AKO CTe anepruyHu Ha APYrM nekoBu of rpynata Ha UHXUBUTOPYK Ha
NPOTOHCKaTa nymna.

Mpeaynpeayearma un MepKu Ha npeTnasnueocT
KoHcyntupajre ce co Bawwor nekap unu thapmaueBT npen pa semere
3unaHTona 20 mg Tabneru:;

¢ [lokonky umare CepuosHn npobnemu co UPHWOT Apob. Kaxete my Ha

noctapu), uctopuja Ha YIKYC Ha XenyaHuk unu ABaHaeceTnanayHo ypeeo
W cToMauHo unn UpeBHo Kpeapetbse.

* [lokonky umare HamManyBawe Ha TenecHuTe Pe3epen unn dakropn Ha
PU3NK 3a Hamanysate Ha B12 u cre Ha fJonrotpaed TpetmaH co
3unaHTona 20mg Tabnetn. Kako u co OCTaHaTUTe nekoBn kon ja
Hamanysaar xenynoyHara KNCenwHa, naHtonpason moxe aa Aosene go
HamaneHa ancopnuuja Ha BuTamu+ B12.

* Ako 3emare HIV NpoTeasa nHxnbuTopu kako arasaHaBup (3a nekysawe
Ha HIV undekuunja) Bo ncro Bpeme co naHTonpason, nocoeeTyBajTe ce co
Balunot nekap.

* VYnotpeba Ha WHXBUTOPWM Ha npoToHcka nymna kako naHTOnpason,
ocobeHo 3a Bpeme OA noBeke oA efdHa roauHa, Moxe Manky ga ro




* WHdopmupajre ro Bawwor nekap AJokonky umarte ocTeonoposa wunu
AoKonKy ynotpeGysate KOpTUKoCTepouan (koum moxar Aa ro sronemar
pPU3nKoT o OCTeonoposa).

* [lokonky semare 3unaHTona noseke 04 3 Meceuu, MoXxHO e HUBOTO Ha
MarHesnym so Bawwata kps Aa ce Hamanu. HuckoTo HKMBO Ha MarHesmym
MOXe pa C€ BWAOM KakKo 3amMop, HecakaHu MYCKYNHW  KOHTpakuum,

KpBTa. Bawmor nekap moxe pna OANy4M pfa npasute perynapum
VICNUTyBaka Ha kpBTa 3a Aa ro cneaw BalweTo Huso Ha marHesnym.
* AKO HeKorall cTe UMane KoxHa Peakumja nocne nekysarwe co nek crvyen

20 mg Tabnetn. Mcto Taka He 3abopaBajte aa rm HaBenete cute apyru
HecakaHu fejctea kako Gonka Bo 3rnobosuTe.

* Ako Tpeba pa Hanpaeute cneyuduyHo nenuTysate Ha KpeTa
(Chromogranin A).

BegHaw jaBete my va Bawwuor Tlekap fokonky cte npumertune Hekoj op
HaBeOeHUTe cMMNTOMM

HeHamepHo ryGerbe Ha TenecHa TEXUHa
* [loBpakawe, ocoBeHo ako ce NnoBTOpyBa
» [lospakate Ha kpBasa COApPXUHa (Moxe da u3armega kako ocTaTtouu of
TeMHo Kade Bo BaweTo noBpakate)
* bneau cre u ce HyBcTBYyBaTe cnabo (aHemuja)
Cte npumetune kpe Bo cTonuuara koja moxe aa usrneaa LUpHa unu kako
KaTpaH
MoTewkoTuu npu ronTame unu Gonka npu rontake
Bonka Bo rpagute
*enynouna Gornka
Tewka n/vnu AonroTpajHa Aujapea, 6uaejku OBOj J1eK e NoBp3aH co Mano
sronemysate Ha nHdgekTMBHaTa Aujapea.

Bawwot nekap moxe ga se NpaTh Ha HeKou TecToBWM CO Len ga ce NCKIy4u
ManurHo 3abonyeawe, 3aToa wWTO naHTonpason moxe pga ru npukpue
CAMNTOMUTE Ha ManurHa GonecT u moxe Aa ja oanoxnu AvjarHosara. Hokonky
CUMNTOMUTE Ce NPUCYTHU W nokpaj NekyeaweTo, notpebHo e fa ce pasrneaa
notpebarta og HaTaMoLLHY UCNUTyBakAa.

Hokonky 3emate 3unawtona 20 mg Tabnetu noponro Bpeme (nogonro of
roAnHa aeHa) BawwoT nekap BepojaTHO ke Be Hagrneayea. JlekapoTt cekoratu
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Mopa fda ro ussectute Bo CnyyYaj Ha nojaBa Ha Buno kakeu Hoew unu
HeBOOGUYaeHU cumMnToMu unn cuTyayumm.

Heua u agonecueHTu

3unaHTona He C€ npenopayysa 3a ynorpeba Ka] Aeua, buaejkn He e gokaxawo
Aeéka aenysa kaj geua noMnagu og 12 roguHu.

3unaHTona 20 mg Tabnetute moxe fAa UMaaT BnujaHme Ha edukacHocTa Ha
APYyruTe nekoswu, 3atoa kayeTe MYy Ha Bawmot nekap AOKOmNKy 3emare:

— JlekoBu kako wrto ce KETOKOHa3on, utpakoHazon u nocakoHason (ce
KopucTar sa nekyBarwe Ha raGuumu UHdeKynn) wnnu eprnoTUHMG (ce
KOPUCTK 3a nekyeame Ha OApeAeHn obnuun Ha pak), Gunejkm 3unaHTona
MOXe Aa cnpeyn oBue unu APYTY NeKoBm fa aenysaat npasumHo.

- Bapdapun u EHNPOKYMOH, NEeKOBU Kou ce KOpucTaT 3a paspenysare Ha
KPBTa unu cnpevysare Ha 3rpyTyyBate Ha kpBTa. Moxebu ce noTpedHun
AONONHMTeNHU ncnuTysarsa.

— JlekoBu kou ce ynotpebysaart 3a nekysawe Ha HIV WHEKLMM Kako wTo e
arasaHasup.

- MeToTpekcar (ce KOpWUCTK 3a nekyBake Ha pesmatounaeH apTpuTuc,
ncopujasa u pak). Ako semaTte METOTpeKkcaT, nekapoT Moxe npuspemMeHo
Aa ro npekuHe Bauweto nekyesawe co 3unaHtona 20 mg TabneTure,
Buaejkn naHTonpason moxe Aa TO 3ronemu HUBOTO Ha MeToTpekcaT BO
KpBaTa.

- ®nysokcamuH (ce ynotpebyesa 3a nekyBate Ha Aenpecuja n Aapyru
NCUXWYKN HapyllyBatba) — AOKONKYy 3emate cnysokcamuH BawmoT nekap
MOXe [a ja Hamanu Bawarta Josa.

- Pudamnuuyun (ce ynotpebysa 3a nekysare Ha UHekuum).

— KaHrtapuon (Hypericum perforatum) (ce ynotpebysa 3a nekyeare Ha
©nara Aenpecuja).

BpemMeHocT u foewe
Hema cooasetHn nopartoun 3a ynotpeba Ha naHTOnpason 3a Bpeme Ha
BpemenocT. 3abenexaHo e n3navyeawe BO MajYMHOTO MIEKO.

Hokonky cte Opemenu, goute, mucnuTe Aeka cTe 3abpemeHune unu nnadupare
Aa 3ebpemeHuTe, KOHCynTUpajte ce co Bawwuor nekap unu hapmauesT 3a coeeTr
NPEA Aa novHeTe Aa ro ynoTpebysarte OBOj Nnexk.

CmeeTe ga ro semare 0BOj NeK eANHCTBEHO AOKOnKy BalumoT nekap cmeTta Aeka
pobuskaTa 3a




Bac e noronema op MOTEHUMjanH1oT pusuk 3a Bawero HepoaeHo aete wnu
AoeHye.,

Bnujanue Bp3 cnocobHocTa 3a Bo3ewe unu PaKyBake co MawuHu

OBoj nek Hema unu HE3HaunTenHo Bnujae Ha CnocobHocTa 3a Bo3ee unm
paboTa co mawwmHu,

Ako 3abenexuTe HecakaHn AgjcTBa Kako LWTo ce BPTOrNasunLa unu Hapylysawe

Ha BUAOT, He cmeeTe fa ynpasyearte co BO3Una HWTY nak ga paGotute co
MaLlnHy,

3. KAKO 1A CE YNOTPEEYBA SUNAHTOINA 20 MG TABNETU

3unaHTona 20 mg Tabnetn cekoraw 3e8MajTe M oHaka Kako WTo Bu Kaan
Bawwuor nekap. Hokonky He cTe CUTYpHM Kako Aa ro 3emaTe nekoT NOBTOPHO
NPOBEpeTe co nekapoT unu thapmavesTor.

HauuH Ha ynoTpe6a

Tabnetute Tpeba aa ru 3emeTe 1 vyac npeg jagetbe uenwn ga ru nporonrtarte co
Yalwa Bopga.

Tabneture He cmee Aa T yBakarte u KpLuTe.

MpenopayaHaTa fosa e :

Bo3pacHu u anonecueHTu Ha 12 roauwHa BO3pacT u nocrtapwu:

-3a nekysarbe Ha cumnmomu (Ha npumep xuzosuwa, 8paKare Ha Kucemama
coOpxuHa 00 XeryoHuKkom eo ycmama, 60rnka fipu eonmarse) nospsaHu co
2acmoesogpaceariHa peghrykcHa 6onecm

Boo6uyaeHata nosa e eHa Tabneta gHeBHo. O6MYHO A0 nogobpysawe aoara

€AHaw Ha aeH, no notpeba.

-3a doneompajHo JIeKyear-e Ha pecpriykceH eszogpasumuc u Ccrpeyysare Ha
8paKarbe Ha peghbrykcHuom e3ogazumuc

BoobuuaeHaTa fosa e €AHa Tabneta gHesHO.. Mpu noBTopyBawe Ha Gonecra,
Ao3aTta moxe pga ce yasou. Bo Taa cuTyauuja moxe pa ce ynoTtpebysa
3unaxtona 40 mg Ta6nety €A4Halw aHesHo. No osgpaBysarse, MOBTOPHO MOXe
Aa ce BpaTute Ha Ao3a oA egHa TabneTa o4 20 mg egHaL AHEBHO.

BospacHu:

-lpeseryuja Ha YIKyG Ha xenyOHukom u 0eaHaecemnaneyro upeso kaj
nayueHmu Ha kou um e nompebHa KoHmMuUHyupaHa mepanuja co HCAU/T
BoobuyaeHa nosa e eana TabneTa Ha AeH.

MauveHTn co owTeTtyBama Ha upHUOT Apo6




Ako natute OA TeLWKun HapyLlyBata Ha UPHWOT Apob, He cmee Aa 3emeTe noeseke
OA eaHa TabneTa 0A 20mg Ha JeH.

Ynotpe6a Kaj neua u agonecueHTn
Osue Tabnety He Ce npenopayvysaar 33 Aelua nomnagm op 12 roAvHMN.

Hokonky cre nponywTune pa semere Ta6nera

Hemojte na semate ABOjHa fo3a 3a gaa HafjomMecTute 3a 3abopaseHaTa Ao3a.
3emerTe ja cnegHaTa A03a BO BOOGHYaeHOTO Bpewme.

Hokonky cre zene noBeke Tabnetn 3unanTrona 20 mg oTKonKy wro Tpebano
n

3BecTeTe ro BawwoT nekap umm tbapmaueBT. He ce nosnary CUMNTOMM Ha
npeaosupatse.

Hemojte na NpecTaHeTe Aa ru 3emaTta osue Tabnetu
nocoeeTtysaTte co BawuoTt nekap unu chapmauesr.

Bo cnyyaj da umame 6uno kakeu npawarba 6o epcka co ynompebama Ha
11ekom, obpameme ce Ha Bawuom fiekap unu gpapmauyesm.

4. MOXHWU HECAKAHU AEJCTBA
Kako u cute APYT1 nekosu u osoj nek moxe ga MPEAN3BMKa HecakaHu aejcTea,
Wako He ce jaBysaar Kaj cekoro.

Aokonky ce nojaeu 6uno wro OA cnegHWTe HaBeoeHW HecaKaHu AejcrTea

fpu ronTake, ypTukapuja, noTewkoTun 8o AVNLUEH-ETO, anepruckn oTok Ha
nuueto (Quincke-os eaem/aHrnoeaem), Teuwka HeceecTuua co 3abpsaHa
paboTa Ha cpueTo 1 3acuneHo noTewe.

— CepuosHu KoxHu HapywyBaha (3a4eCTHOCT HenosHaTa: 3a4yecTeHocTa
HE MOXe fa ce npoueHu oa gocTanHuTe NoAaToum): cosaasake Ha Meypu
Ha koxaTta u 3abpsaHo Browysare Ha Bawara onwTa coctoj6a, eposuu
(BKNywuTenHo 6naro KpBapewe) Ha ouute, Hocor, ycTaTtal/ycHuTte unu
reHutanuure (Stevens-Johnson-os CUHApoMm, Lyell-oB cuHapom, Erythema
multiforme) u yyscTBUTENHOCT Ha cBeTno.

— Opyru cepuosum CoCcToj6M (HenosHaTa 3a4eCTeHOCT: 3ayecTeHocTa
HEeMOXe na ce npoueHn on QocTanHuTe MoaaToum): noxonTysakwe Ha
KOXaTa u Benkute Ha oyute (cepuosHo HapywyBate Ha KneTkute Ha
LUPHWOT Apol, xonTuua) wnm TeMnepatypa, ucun, 3ronemeHu Bybpesn
NMOHeKoralw npuapyxeHo co 6onHo MOKpere 1 Gonka Bo AOMHNOT




Apyru

rp6oT (cepnosHo BocnaneHue Ha Oybpesute), koe moxe ga posene Ao
BybpexHa WHCYdULmeHumja.

HecakaHu aejcTea ce:

Momanky YecTtu (Moxe ga ce jaeat kaj Ao 1 Ha 100 nuua)

[nasoGonka, BpTornasuua, Avjapea, MayHWHa, noBpakarbe, HagyeHoCT u
racosn, onctunaumja, cysa ycrta, Gonka u HempwjaTHOCT BO CTOMaKOoT,
ICUN Ha koxara, ersaHTem, nojasa Ha KOXKHWU NPOMEHM, jagex, yyBCTBO Ha
cnaboct, wcupneHocT M onwTa nowa cocToj6a, Hapywysate Ha
CnueweTo, hpakTypa Ha KOMKOT, 3rno6oT unu ‘PbeToT.

PeTku (Moxar aa ce jaear kaj 4o 1 Ha 1000 nuua )

HapywyBawa wunu uenocHo WCYesHyBawe Ha oceToT 3a BKyc,
Hapyllysake Ha BUAOT Kako LUTO e 3amaTyBae Ha BUAOT, ypTuKapuja,
Gonka BO 3rnoGoeute, Gonka BO MYCKynuTe, npoMeHa BO TenecHaTa
TeXWHa, 3ronemeHa TenecHa TemnepaTypa, BUCOKa Temneparypa
(Tpecka), oTekyBawe Ha ekcTpemuTeTUTE (nepudbepeH eaem), aneprucku
Peakuwnwn, fenpecuja, sronemysatbe Ha rpaauTe Kaj MaxuTe.

MHory petku (MoxaT ga ce jasar kaj Ao 1 wa 10000 nuua)
[esopueHTupaHocT

HenosHatu (sayectenocta He mMoxe ga ce npoueHn of AocTanHute
nogarouu)

XanyuuHaumu, 36yHeTocT (ocobeHo kaj nauuneHTH Kou Beke rv umane Tue
CUMNTOMW), HamaneHn HWBoa Ha HATPUYM, HaManeHw HWBoa Ha
mMarHesnym (Buaete fgen 2), YyBCTBO Ha nelKarbe, TPHEHe, Boukamse,
HYBCTBO Ha ne4vyerwe WnNM BKOYAHETOCT, WUCWMN, MOXHO CO 6GOMKa BO
srnoboeuTe.

HecakaHu nejcTea oTkpueHu co ucnutysama Ha kpeTa

— MMomanky yectun (Moxar ga ce jasat kaj 4o 1 Ha 100 nuua)
nokavyyBake Ha eH3nMuTe Ha LpHUOT Apob.

— PeTku (MoxaT Aa ce jaBart kaj Ao 1 Ha 1000 nuuay:
3ronemeH BunupybuH, nMokauyeHW HWBOA Ha MacTU BO KpPBTA, Harmo
Hamanysame Ha OpojoT Ha rpaHynounTU-BUA Ha Genu KPBHW KNeTku
(noBp3aHM CO BUCOKa TemnepaTypa).

— MHory peTku (MoxaT ga ce jaBaT kaj 4o 1 Ha 10 000 nuua)
Hamanysarwe Ha OpojoT Ha TPOoMBOLUMTH, LITO MOXe Ja npeausBuka
HEBOODONYAEHO KpBapewe U co3aaBake Ha MoApWLM MOYECTo oa
HOpManHo, HamanyBake Ha OpojoT Ha 6GenuTe KPBHW KNETKW LTO
MOXe Aa AoBe/e A0 3a4eCTeHu UHgeKLUn, UICTOBpeMEHO aBHopManHo
Hamanysate Ha BpojoT Ha upBeHu (epuTpouuTh) U Genu (neykouuTy)
KPBHW KNETKW U KPBHU NNOYKK (TpomBouuTn).

MNpujaByBare Ha HecakaHu AejcTBa
Hokonky 3aGenexute Guno koe HecakaHo AejcTeo, Tpeba Ja ro w3BecTUTe
Bawwot nekap unu cdapmauesT. Tyka cnara u cekoe MOXHO HecakaHo AejcTBO

KO€ HEe € HaBeeHO BO OBa ynaTCcTBO.




5. YYBAHSE U POK HA YNOTPEBA HA SUMAHTONA 20 MG TABJIETU

NekoT pa ce HyBa Ha MecTa HegocTanHu 33 Aeual
Ha ce yysa Bo OpurnHanHo nakyeatse Ha TemnepaTtypa go 25°C.

OBoj nek He cmee Aa ce ynotpebysa no garymor Ha UCTEKOT Ha pPoKOT Ha
ynotpeba wro e HaBeaeH Ha nakysawbeTo. [JaTyMmoT Ha ucTekoT Ha POKOT ce
OAHECYBa Ha nocneaHNoT feH o TOj Mecel.

JlekoBute He TpeBa Aa ce dpnaat Bo oTnagHa BOAa HWUTY BO cmeT op

3alITUTK OKonMHaTa.

6. OONONHUTENHWU UMHD®OPMALIMK
WTo coapxaT 3unanTona 20 mg TabneTtu

AKTWBHaTa CyNcTaHunja e naHTonpason Bo o6muk Ha naHTonpason Hartpuym.

MomoLwHK cynctaHuum ce :

- Jadpo: wmaHuton: KPOCMNOBWAOH: Xnapokcunponunuenynosa: HaTtpuym
naypuncyndat;  cunuumym Avokena  konouaeH, GessogeH; Tank:
MarHesunym crteapar;

- Qunm-o6euska: nonu (BUHUN ankoxon): TuTaH Anokeug (E171); Tank;
KEneso okcup, xont (E172); quinoline xonTt (E104); neuutuH: kcaHTtan
ryma;

- lacmpopesucmernmua obeuska: MeTakpunaTHa KucenvHa/etunakpunar
Kononumep (1:1); Hatpuym naypuncyndar, nonucopbar 80; Bogpa:
rmyuuepunmMoHocTeapar; TpUeTunuuTpar;

- TuHma: wenak, €TaHon; xeneso okcug, LpH (E172); nsonponun ankoxorn;
aMOHWyM xuapokens; 6yTun arnkoxorn; NponuneHrnukon.

Kako usrnega u wro COApPXH NnakyBaw-eTO Ha 3unaHTona 20 mg
3unaHTona 20 mg Tabnetute ce xomTu, OKpyrnu, ©GUKOHBEKCHU
racCTpopesncTeHTHn Tabnertu, co CjajHn M npo3upHu MOBPLUMHK, CO UpHa
O3Haka “PA 783" Ha eqHaTa CTpaHa.

3unaHtona 20 mg Tabnetute ce pgocranum BO nakyBawe of
28 (2x14) ractpopesncTeHTHU Tabnetn Bo Gnuncrep (OPA/AI/PVC/IAI), BO
KyTuja.

Hasue, ceauwTe u agpeca Ha HocutenoT Ha opobpeHUeTo 3a cTaBamwe BO
npomer

MIVBA JOOEN Ckonje
yn.Hukona MapanyHos 66 1000 Ckonje




P.MaKe.qOHmja
Mpoussoaurten Ha nekor:

PLIVA Hrvatska d.o.o.

Prilaz baruna Pilipoviéa 25, 10 000 3arpe6, XpBaTcka

HayuH n mecro Ha u3naeawe Ha nekor
NexoT Mmoxxe ga ce “3faBa BO anTeka camo Ha peuenrT (P)

Hatym Ha nocnenHa pesusunja Ha ynarcreoTo:
Anpun, 2017 roauHa

Bpoj Ha ono6penue 3a cTapame o npomer






