1.3.1 Pantoprazole
SPC, Labeling and Package Leaflet MK-Republic of North Macedonia

3BHUPEH U3BENITAJ 3A OCOBHHHUTE HA JIEKOT

1. HUME HA JIEKOT

Nolpaza — Honnaza 20 mg racTpope3ncTeHTHH TabJIeTH

2. KBAJIMTATHUBEH U KBAHTUTATUBEH COCTAB

Cekoja racTpopesucreHTHa Tabnera coapku 22,55 mg NaHTONpa3o] HATPHYM CECKBUXHAPAT
(exBuBanented Ha 20 mg maHTONpa3oN).

Excuunuencu: copburoin (18 mg)
3a 1e0CHa JIMCTa HA EKCLIMITHEHCH, MOTJIeIHeTe BO Touka 6.1.

3. @®APMAIEBTCKA ®OPMA
lactpopesucrenTHH TabneTH.

Tabneture ce oBajnHH, Manky OuWkoHBeKcHH (GuIM-oOnokeHd Tabnetd co cBemia KageHo
XoJsTeHuKaBa 6oja.

4. KIIMHUYKH ITIOJATOIINA
4.1 TepaneBTCKH HHIHMKAUH

Bospacru u adonecyenmu na so3pacm nao 12 200unu:
Cumnromatcku racrpoezodareanes pediykc.

3a moAropoyHa KOHTpOJIA M NpeBeHIIMja Ha periarc Ha peuryKceH e30(daruTuc.

Bospacnu

Ilpesenumja Ha [AYONCHATHH YJKYCH TpPEAW3BHKAHU OJf HECEICKTHBHH HECTEPOMIHH aHTH-
uHpnamaropHu nexkoBd (HCAWJI) kaj mamueHTH co pH3MK, Kaj KOW e mnoTpebeH KOHTHHYyHpaH

TpetmMan co HCAWJI (norneguete Bo TouKa 4.4).

4.2 Jlo3npame H HAYHH HA ynoTpeda

Jlosupame
Bospacnu u aoonecyenmu na 6o3pacm nao 12 200unu «, P
Cumnromarcky racrpoesodareane pedayke & “3:,_‘}.

IlpenopayaHa nepopaiHa [03a € efHa racTPOPEe3HCTEHTHA maé?lent Hom’gua mg Ha geH. [o
OJIECHYBatheé Ha CHUMIITOMHTE TJIaBHO Joafa BO POK O] —q‘E uene,ru{. AkQ’ 0BG PRK He e JIOBOJIEH,
OJIECHYBAHETO HAa CUMIITOMHTE OGHYHO Ke ce OCTHTHE BO Ha cg;umf E_f Hg}leﬂﬁ' Bgra ke ce nocrurne
OJIECHYBAIhe Ha CHMIITOMHTE, PEeKypEeHTHHTE CHMIITOMH ruh{)g,eq;a ce Komvﬁo@‘raal CO TMOMOII Ha
nozeH pexum ox 20 Mg eIHAUl JHEBHO, KOra ¢ Toa homcﬁhbﬂ \Mémcc/ a ce NpeMUHEe Ha
KOHTUHYHpaHa Tepalm_]a JOKOJIKY HE MOXE [a Ce O/piKyBa=: TenHaTta KOHTpOJa Ha
CHUMITOMHTE CO Tepalijara rno norpebda.

3a IoNTOpOYHa KOHTPOJIA U lI_])EBEHU.HiEl H4 pejanc Ha pedmwcceu e3otharuTuc
3a A0JIropoyHa KOHTpPOJIa, C€ IIpenopavyyBa A03a Ha OAPKYBalk€ Ol €1HA raCTpOPE3UCTCHTHA Tabnera

«%/dow
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Honnasa on 20 mg axeBHO, koja ce 3roseMyBa 10 40 mg maHTOnpa3osl JHEBHO, HOKOJIKY Ce TOjaBH
penarnc. 3a OBOj ciiydaj mocrarneH e jJekoT Honmasa Bo nosa og 40 mg. Ilo jekyBame Ha penarcor,
J103aTa MOXKE TIOBTOPHO Ja ce HaMaJii Ha 20 mg MaHTonpasoll.

Bospacnu i

[Mpesenunja Ha [JYOJEHAIHM VIKYCH TIPEAW3BHKAHW Ol HECENEKTHBHH HECTEPOMIHM AHTH-
uHdnamaropun_nexosu (HCAWJT) ka) pnaumeHTH €O pH3WK, Ka] KoM e norpebeH KOHTHHYHpPaH
Tpermad co HCAWJI

IIpenopayana nepopaiiHa J1o3a € eiHa racTpope3ucTeHTHa Tabneta Honmaza ox 20 mg Ha feH.

Ilocebuu epynu na nauuenmu

Hocmapu nuya
He e motpebHo npunaroayBame Ha no3aTa Kaj IIoCTapH JTHIA.

Xenamanno Hapyuyearse
Kaj maumeHTHTE CO TEIIKM XeNaTaJHA HapylUIyBawa, HE ce MpernopadyBa HaJIMHHYBame Ha AHEBHA
no3a on1 20 mg nanTonpaso (moriieaHere Bo Touka 4.4).

Penanno napyuyearse
He e notpe6HO npunarogyBame Ha 03aTa Kaj MalMEeHTH CO HapylleHa peHalHa QyHKIMja.

IHledujampucka nonyrayuja

leya na eo3pacm noo 12 zodunu

Jlexor Honmaza He ce mpenopauyBa 3a ynoTpe®a kaj Jella Ha Bo3pacT O 12 ToguHHM TIOpagu
orpaHHYeHHTe MOAAaTOLH 3a 6e30eAHOCTa U ePUKACHOCTa Kaj OBaa BO3pacHa rpyra.

Havun na ynompeba:
Tabnerute He Tpeba Ha ce |IBakaaT WM KpLiaT, U Tpeba Aa ce rONTHAT LeM cOo MaKy Boja, 1 gac
npesa 06pOKOT.

4.3 KoHTpamHaHKAIHH

HpCOCCTJ'IPIBOCT Ha aKTHBHaTa Cyl'lCTaHLII/Ija, Ha CYIICTUTyHpaHH GGHSHMI/IlIaBOJII/I, COp6I/ITOJ'I HIIM Ha
HCKOja O[] MOMOINHHUTE CYTICTAaHLIKNYU Ha JIEKOT HABCOCHU BO TOYKaA 6.1.

4.4 MepkH Ha NIPeTOA3JHBOCT H MOceOHH MpeaynpeayBamba

Xenamanno napyuysarse

Kaj manueHTHTE CO TEHIKM XemaTajlHM HapylIyBama, 3a BpeMe Ha TepanHjaTa CcO IaHTOIMpa3oJ
HOTPe6GHO € PEMOBHO CIIEfiekhe Ha HUBOATA HA €H3UMMTE HA LPHUOT Apo6, 0COGEHO MPH MONrOTpajHa
Tepandja. Bo ciydvaj Ha mokxadyBame Ha HMBOAaTa Ha XeMaTAIHUTE €H3UMH, TepandjaTta Tpeba aa ce
npexuHe (orneaHeTe eo To4ka 4.2).

= i 4 .
VYnorpebara Ha nekot Honn A o (A6 NEBEHTHBA HA TYOJEHATHH YIKYCH TIPeAU3BUKAHU Off
HECEJIEKTUBHU HECTEPOMIH &@—HH(DIIEIM%@OQ:_ nexoeu (HCAWIT) Tpe6a Ja ce OrpaHu4yM Ha
MaLMeHTH KOU MMaaT norﬁar on Komﬁuynp%@,‘qermau co HCAWJI u xaj kou MocToM 3roieMeH
PM3HK O]] 1I0jaBa Ha ramppugqgcn?nanﬁu Komrgn& MK, 3roJIEeMEeHHOT pU3HK Tpeba Jia ce OLieHyBa BO
COIJIaCHOCT CO MHIUBHyall , Ha ipuMep, cTapocT (> 65 roauHu), HCTOPHja Ha
racTpU4eH WY JIyOoieHaner\ #0 TOPHHUOT TaCTPOUHTECTHHANIEH TPAKT.
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T'acmpuven manuenumem

CHMNTOMATCKMOT OJArOBOp HAa IIAHTONPA30] MOXE€ JAa I'M NpPUKPUE CHUMIITOMHUTE 3a TaCTpHUYEH
MaJIMTHUTET M MOJKE [1a ja IIPOJIOHIHpa A¥jarHo3aTa.

Kora noctou Hekoj anapMaHTeH CUMIITOM (Ha MpUMep, 3HAUMTEIHO HEHaMepHO rybeme Ha TelecHaTa
TEXHUHA, PEKYpPEeHTHO NOBpakame, nucdardja, xemaremesa, aHeMHja HWIIH MeJeHa) M KOra e
JMjarHOCTHLIUPAH WIIK TIOCTOH COMHEBAILE 33 FaCTPUUeH YJIKYC, OTPeOHO € Jja ce HCKITy4YH MOXKHOCTa
3a MaJIMTHHUTET.

[oTpeGHU ce MOHATaMOLIHH HCMUTYBamba JOKOJIKY U IIOKpaj COOBETHATA TepaIiija CHMIITOMHUTE Ce Ce
YILTE MPUCYTHH.

Hcmoepemena aomunucmpayuja co XHB npomeasa unxubumopu

He ce npenopavyBa ncroBpemena agMuHHCTpalja Ha nanrornpason co XHB npoTeasza HHXuOUTOpH
3a yMja arncopILyja MOCTOM 3aBUCHOCT O] KHCelaTa MHTparacTpu4Ha pH, kako mro e aTa3aHaBHp,
KaKo pe3y/TaT Ha CHTHU(HKAHTHATa PeayKIHja Ha HeroBara OMOpacoIokKUBOCT (MOTJIEJHETE BO
Touka 4.5).

Brujanue ep3 ancopnyujama na sumamunom 512

[TaHTOMPA30/10T, KAKO U CHTE APYrH JEKOBH KOM IO HaMaJTyBaaT JIaueHeTO Ha JKeJy[e4Ha KHCeJIHHa,
MOJKe []a ja HaMaJIi arncopnuyjaTa Ha BuTaMuH b12 (uujanokobanaMuH) mopajay nojasa Ha XUIO WIK
axyiopxuapuja. OBa Tpeba na ce 3eMe BO NPEBH Kaj MalMEHTH CO HaMaJIeHH TENEeCHU Pe3ePBU WK
pY3HK (aKTOpH 3a MojaBa HAa HaMaJleHa amncopruyja Ha BUTaMHHOT B12, npu monrorpajHa Tepamnuja
WIIH aKo ce 3abenexar COOJBETHUTE KIMHHUYKH CHMIITOMH.

Honzompajna mepanuja
IIpu nonrotpajHa Tepanuja, ocobeHo nogosra o 1 roauHa, manMeHTHTe Tpeba Ha ce ApXKaT MOA
MOCTOjaH HaI30p.

T'acmpounmecmunannu ungexyuu npeduzsuxanu 00 baxmepuu

Tepanujara co nekor Honmasza moxke ma poBene Ao Omaro 3rojeMyBame Ha PU3MKOT Of NOjaBa Ha
raCTPOMHTECTHHAIIHM HMH(QEKUMH mpeau3BUKaHd ox Oakrepun kako wmto ce Salmonella,
Campylobacter u C. difficile.

Xunomaznesemuja

PeTko OGune npHjaBeHU Cliy4yan Ha TelIKa XMIIOMarHe3eMHja Kaj mauMeHTH TPETHPaHH CO HHXUOHTOpH
Ha npoTtoHcka nmymmna (PPI), kako ITO € MaHTOIpa3oil, BO MEPUON O HajMaJIKy TPU Mecelld, a BO
MOBEKETO Cllydad TPETHPaHH BO IEpUOI OJf €AHa rojuHa. Moxe Oa ce [M0jaBaT CEpHO3HH
MaHU(ECTallMd Ha XWUIIOMarHe3eMHja Kako INTO Ce€ 3aMOp, TETaHWja, IeJIUpPUYM, KOHBYJI3HH,
BPTOIJIABHLIA U BEHTPHKYJIapHA apUTMHja, HO THE MOXAT J1a 3aro4yHar He3abenexuiuBo U Aa Oumar
3aHeMapeHH. XHIIOMarHe3eMHja MoO)Ke Ja JoBele /0 XWIOKIeMHja WWIM XHUIOKajeMHuja
(nornepnere Bo Touka 4.8). Kaj moBekero maiuMeHTH, XMnomarHesemujata (M XHIIOMarHe3eMmuja

A\
Al]l JIH KOH 3 HXHGHTOPH Ha
NpOTOHCKA H}’MHa 3a€HO CO JHUMIOKCHH HJIH CO JICKQ l“?KCII#E MO}HﬁT rﬂ@_ Npeaur3BuKaaT

Gp@wu;: Ipéﬁa Jia uZBPUIAT Meperbe Ha

HHMBOATa HAa MarHe3uyM IMpej 3anquyBaH>e Ha Tepanujara
MEPHOAMYHO BO TEKOT Ha JICKYBaHETO.

@paxmypu Ha kockume
Huxuburopure Ha mpoTtoHckara ImyMna, ocoOeHO ako ce. KOpI/ICTaT BO BHMCOKH [03H M BO TEKOT Ha
TMOJIONII BPEMEHCKU TepuoA (>1 roauHa), MOXKe MaJKy Aa o 3rojeMaT PH3HKOT Of I0jaBa Ha
(dpakTypa Ha KOJKOT, 3r1o60T M pOeToT, ITO ce IojaByBa NMPETEXKHO Kaj IOCTapd JIMI@A WIH BO
NPUCYCTBO HA JAPYTH MO3HATH pu3HK ¢akTropy. ONcepBaliOHUTE CTYAUH yKaXKyBaaT Ha (QakToT Jeka
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MHXUOUTOPUTE HAa NPOTOHCKATa MyMMa MOXar Ja ro 3rojeMaT BKYNHHOT PHU3UK Of MOjaBa Ha
dpakrypa ong 10 mo 40%. Hen on oBa 3rojieMyBame MOXe Aa C€ JODKU Ha APYTd pU3HK dakTopu.
[TauneHTHTe CO PU3MK OJ] MOjaBa Ha ocTeonopo3a Tpeba Aa OGWUAAT 3alUTUTEHH CHOpE] CerallHUTe
KJIHHUYKH PENopaky U TpeGa la pUMaaT COOABETHA 1032 Ha BUTAMMH | ¥ KalluyM.

Cepuosnu necaxanu pearyuy na xoxcama (SCARs)

CepHo3HH HecakaHu peakiuu Ha koxata (SCARs) BrryuurenHo epurema myntudopme, CTHBeHC-
Ilouconor cunapom (SJS), ToxcuuHa enuaepmanda Hekposiusa (TEN) u peakuuu o 1ekoT co
eozunodunuja u cucremcku cumntomu (DRESS) kou Moxxe 1a 6MaaT ;KUBOTO-3arpo3yBayuky U
¢artayHu, ce MpHjaBeHH BO acOLMjalyja co NAHTOMpPa30Jl CO HeMo3HaTa 4YeCToTa (IOTJIeJHETE BO TOUKa
4.8).

[MTauuenrure Tpeba Aa ce COBETyBaaT 3a 3HAUM M CUMIITOMH H BHUMATEJTHO J1a Ce CIIeaT 3a PeaKlvu
Ha KOXara.

JIoKONKyY 3HaLUTE U CUMITTOMHTE Cyrepupaar Jieka ce NojaByBaaT OBUE PEaKLIUH, MAHTONPa30JIoT
Tpeba BeAHALI JIa Ce TMOBJIeYe H []a e CMeTa Ha aJITepHAaTHBHA Teparuja.

Cybaxymen kyman nynyc epumemamo3yc (SCLE)

HHXHOUTOPHTE HA MPOTOHCKATA IyMIla BO MHOTY PeTKHU ciydan Gune noep3anu co mojasa Ha SCLE.
Axo ce mojaBaT Jie3uH, 0COOEHO Ha JeJIOBUTE Ha KOXKaTa M3JI0XKEHH Ha COHLIE, H aKO C€ MPHUAPYKEHH
CO apTpairdja, manueHTOT Tpeba BeaHall Ja nmobapa MeJHLIMHCKA MOMOII H JieKapoT Tpeba na ja
pasriefia MOXKHOCTA 3a 3anvpame Ha Tepandjata co nekoT Honmaza. ITojaBara Ha cybakyTeH KyTaH
JyMyC €pUTEeMaTo3yC MO MpeTXOJeH TPeTMaH cO MHXHUOMTOp Ha NMPOTOHCKA IyMIIa, MOXE Oa ro
3rojieMH pu3ukoT of nojasa Ha SCLE co apyru HHXHOWUTOpHU Ha MPOTOHCKATA [TyMIIa.

Humepgepenyuja co rabopamopucku mecmosu

3ronemeno HuBo Ha XpomorpaHuH A (CgA) Morke 1a uMa HHTepdepeHLIrja CO UCTIUTYBamaTa 3a
HeypOEHIOKPHHH TYMOpPH. 3a fa ce n3berte opaa uHTepdepeHLHja, TepanujaTa co jekot Homnmaza
Tpeba J1a ce MpeKHHe 3a HajMaJIKy S5 ieHa npen Mepere Ha CgA (roryieiHeTe BO Touka 5.1).
Jokonky HuBoaTa Ha CgA M racTpHH He ce BpaTaT BO pe()epeHTHH BPEIHOCTH 10 HHHULIHjATHO
Meperbe, Mepemata Tpeda a ce oBTopaT 14 neHa o npekuH Ha TepanHjaTa co MHXHOUTOp Ha
MPOTOHCKA MyMITa.

Copbumon
Jlexor Hosnmasza coapxu cop6uros. [lauuenTruTe co peTky HaclIeHH HapylyBama Ha HETOJEepaHLuja
Ha ¢pykTo3a He Tpeba 1a ro 3eMaar OBOj JIeK.

4.5 HWHTepakuHm co APYrA JeKOBH WIH APYTH GOpMH HA HHTEPAKLHH

Jlexosu co ghapmaxoxunemuxa Ha ancopnyuja koja e 3aeucra o0 pH epeonocma

Tlopaau TeMenHaTa ¥ OJIrOTpajHa MHXMOMLMja Ha CeKpenyja Ha racTpUYHa KHUCEHHA,
MAHTOIMPA30JI0T MOXE [la UMa UHTephepeHIHja co abCOpILIjaTa Ha IpYyTrUTe IEKOBU KaJe
ractpuyHata pH e BaxkHa eTepMHHaHTa 3a iepopaiHa 6HOPacIIONOKUBOCT, Ha IIPUMEpP HEKOH a30JIHH
aHTH(QYHraJIHU JIEKOBH KaKO IITO Ce: KETOKOHA30JI, HTPaKOHA30I1, IOCAKOHA30I1 H APYTH JIEKOBH KAKO
IITO € epIOTHHHO.

o
/2l -
XHB npomeasa unxubumopu 0 : Ssg,

HcroBpemeHna auMp'IHHcrpaqua H3 Qagﬂ‘onpa:so& ueﬁ; 5.‘.?\
3a KOM arcopriyjaTa € 3aBHCHA Q ﬂ, ;&:enﬁ’ra ui ITparac;rpgl

?y)q,Teer«:ﬁ Wﬁuﬁnﬁ% HHXHGHTop Ha MPOTOHCKA nyMna ce cMmeTa
@yd@mﬂumcoqcneﬂ be (Ha MpUMep, ONTEPETYBAkE CO BUPYC).
He cmee na ce HaIlMI/IHe /1032 Ha NaH Hp'l?.orr Bﬁ 20 nHeBHO. JJosupamero Ha XVIB npoteasa
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Kymapuncku anmuxoazynancu (ennpoxymon unu eapgapu)

HcroBpeMeHa anMUHHCTpALIMja Ha IAHTOINPa3oJl co BapdapuH Wid PeHnpOoKYMOH He JieTyBallle Ha
¢dapmakokHHeTHKaTa Ha BapdapuH, pennpoxyMmon unu INR. Cenak, mocrojar u3BewITau 3a 3rojieMeH
INR u npoTpoM6GHHCKO BpeMe Kaj MallueHTH KOH C€ Ha Tepanuja co MHXUOUTOPH Ha NPOTOHCKA ITyMIia
U BapdapuH WM HeHNPOKyMOH ucToBpeMeHo. 3rofieMen INR 1 nporpoMGHcHKO BpeMe Moxe Jia
JoBeie 10 HeBOOOHYaeHO KpBapemke, M Aypy U cMpT. I1alieHTHTe TpeTHpaHU CO MAaHTONPAa30Jl H
BapdapuH 1M GeHpoKyMOH Moxke fa HMa notpeda Ja ce cienar 3a 3roneMyBatbe Ha INR 1
MPOTPOMOHHCKO BpeMe.

Memompexcam

Ilpu ucroBpeMeHara ynotpeba Ha BUCOKH 103U MeToTpekcaT (Ha nmpumep, 300 mg) U uHxuburopu Ha
TPOTOHCKA ITyMIIa, Kaj HEKOU MALUEHTH € NPUjaBeHO 3rojieMyBae Ha HUBOTO Ha METOTpeKcar. 3atoa,
npy cocToj6M Kaje IUTO c€ KOPUCTAT BHCOKM JO3M Ha METOTpeKcaT, Ha INpUMep KapLHMHOM H
nicopHjasa, Moxke Jia 6ujie morpebHo MPUBPEMEHO TIOBJIEKYBale Ha MaHTONPAa30JIoT.

Hpyau cmyouu 3a unmeparxyuu

IManTonpasonor ce Merabonu3npa BO 3HaYajHa Mepa BO LPHUOT APOO NpeKy eH3MMCKHOT CHCTeM
uuroxpom P450. I'maBuvor merabosen mat e nemerunandja npexy CYP2C19, a npyrure MetaGoaHu
MaTHLITa BKIy4dyBaat okcunanyja npeky CYP3A4.

CTyauTe Ha MHTEpaKLUHMU CO JIEKOBH KOH MCTO TaKa ce MeTaboNM3UpaaT MpeKy OBHE MaTHIUTa, Kako
wro ce kapbaMasenuH, Auasenam, raubeHKIaMui, HUQEAUNUH W MEepopaHi KOHTPALENTHBH KOU
COJIpIKAT JIEBOHOPreCTpesT U €THHWII €CTPaHONI, HEe TIOKaXKaa KITMHHYKY 3HA4ajHU HHTEPaKLMH.

He moxxe na ce HUCKITYUH HHTepaKLIHja Ha MaHTOIpa30JI CO APYIrH JIEKOBU HJIH COCI[I/IHeHHja, KOH C€
MeTa60JII/IBI/IpaaT CO HCTHOT CH3UMCKH CHCTCM.

Pesynratute ol HEKONIKY CTYIHH 3a UCIIMTYBambe¢ HA MHTEPAKIMH MOKaKaa AeKa TMaHTONpa3oa HeMa
BIMjaHHe Bp3 MeTabONM3MOT Ha aKTHBHHUTE CYNCTaHIMH KOH ce Merabonuzupaar npeky CYP1A2
(xako kodeun u Teopunun), CYP2C9 (kako nupokcukam, nuiiiodeHax, HarnpokceH), CYP2D6 (kako
meronposon), CYP2E1 (xako eraHos) U HeMa BiiHjaHHe Bp3 ancopIilldjaTa Ha AUrOKCHH MOBP3aHa CO
P-TJIMKOIIPOTEHMHOT.

Hcro Taka, He ce 3abenexxaHy MHTepaKLMY MIPU UCTOBPEMEHA aIMHHUCTpALHja Ha aHTALUOH.

bune usBeneny M cTyauM Ha MHTEpaKLMH NPH UCTOBPEMEHO aJIMUHMCTPUpame Ha MaHTONpas3os co
OfpeAeHH aHTHOMOTHLM (IJIAPUTPOMHMIIMH, METPOHHMAA30J, AMOKCHLWIMH), NpH IITO HE Oea
TMPOHAj IEHN KJIMHUYKHU 3HA4ajHH HHTEePaKLIUH.

Jlexoeu xou ce unxubumopu unu unoykmopu na CYP2C19:

Huxuburopu na CYP2C19 kaxo 1mto e (pyBoKkCaMHH MOJKE /1 ja 3r0JIEMU CUCTEMCKaTa e1<cn03mnz1ja
Ha naHTonpason. Moxe a ce cMeTa Ha peyKidja Ha 103a 3a nail
Tepanuja co BHCOKH 03 Ha MaHTOMPa30Jl, WX Kaj MalHEHTH C
EnzumMckute HHIyKTOPH KOH JIeJlyBaat Ha CYP2C19 u CYP3 4,,%@;&) To-ce HLHH U

L@l{;‘pautre BOY mamfs} Ha

[TocTojaT u3BewTan 3a NaXKHO MO3UTHBHU Pe3yNITATH Kaj HeKOH c-rnga"rm?a Yp)
terpaxuapokaHabunon (THC) kaj manueHTH Kou MpuMmIe NaHTon 2 e
METO[ 3a 1a C€ MOTBPAAT MO3UTHBHUTE PE3yITaTH.

€H € AJITCPHATUBCH

| PI Text096531 1 [ 23.06.2025 - Updated: 23.06.2025 | Page 50f13 |




1.3.1 Pantoprazole
SPC, Labeling and Package Leaflet MK-Republic of North Macedonia

4.6 bpemeHnocT u 10eme

bpemenoct
YmepeH 6poj Ha moaaToly kaj 6peMenu >keHu (momery 300-1000 ncxonu Ha GpeMeHOCT) HHAMLIMpPA

Ha OTCYCTBO Ha MajiopManiy UK GeTanH! WK HEOHATATHH TOKCHYHOCTH Ha NMaHTONpPa3oll.
CtyauuTe Kaj XKHUBOTHH MOKAXKaa penpoyKTHBHA TOKCHUHOCT (MOTJIEAHETE BO TOUKa 5.3).

Kako Mepka Ha npeTna3jiMBOCT, Ce Ipenopavysa Ja ce n3bernysa ynorpeda Ha sekor Hosnasa 3a
BpeMe Ha OpeMeHOCT.

oeme .
Cryauure Ha )XUBOTHH TOKa)Kaa Jieka MAHTOMpa30JIoT ce u3iadysa BO MiiekoTo. [IpujaBeHo e
M3JIauyBabe U BO MajYMHOTO MIIEKO Kaj JTyf'eTo. 3aToa noTpebHa € OJIyKa Jaiu JIa ce MPOAODKH/ Ui
J1a ce MPEKHHE CO JIOCHE WIH J1a ce MPOJO0JIKK/ WITH [a Ce IIPEKHHE CO TepariyjaTa co NaHTOoINpa3on
3eMajKkH ja BO TIpeJIBHI KOPHCTA O AOCHETO 32 AETETO U KOPUCTA OJI TepalujaTa co MaHToNpa3o 3a
Majkara.

ITnoaHocT
Bo cTymuuTe Ha )XHBOTHH He Oelile MpoHajaeH J0Ka3 3a HapylleHa MIOAHOCT N0 agMHHUCTpaLHja Ha

MaHTOMNpa3o (MorjeaHeTe Bo Touka 5.3).
4.7 Baujanue Bp3 cnoco0HOCTA 32 BO3elb€ HJIH 32 PaKyBame €O MAIIMHHU

[TaHTOMpA30JIOT HEMA BIHjaHHE MM MMa He3HAUMTEIHO BIMjaHHE BP3 CHOCOOHOCTA 3a BO3EHE WIH
paKyBame CO MalllHHH.
Moske a ce MojaBaT HecakaHH JIgjCTBa Kako IITO CE€ BPTOIJIABMLIA M HapylleH BHJ (TIOTJIEHETe BO
touka 4.8). [TauueHTHTE Kaj KOM Ke ce TojaBaT OBHE HecakaHH JiejcTBa, He Tpeba Ja Bo3aT WM Na
paKyBaaT cO Malll¥HH.

4.8 Hecaxanu aejcTBa

Kaj mpubnmwkHo 5% oa nauMeHTHTe MOXKe J1a Ce OUeKyBa MojaBa Ha HecaKaHH [ejCTBA OJ JIEKOT.
JHonyHaBeneHaTa Tabena ru NpHUKaXyBa HeCaKaHWTE JI€jCTBa KOM MOXKE [la ce MojaBaT 3a BpeMe Ha
Tepanujata co MaHTONpa3oJ, KOM ce IMOJENeHH CIOope] ClieflHaBa KilacH(HKanyja Ha 4ecToTara Ha
M0jaByBambE:

- Mmory uectu (>1/10)

- Yectu (>1/100 mo <1/10)

- IMomanky uectu (>1/1 000 no <1/100)

- Petku (= 1/10.000 go <1/1 000)

- MmHory petku (< 1/10 000)

- Henosznatu (dyecToraTa He MOXKe Jja ce NpecMeTa OJ] IOCTAITHUTE ITOAATOLH)

,.,--";‘(éh;{“‘x\

ﬁg@]ﬁ,ﬂg‘éﬁ"’ DCT-MAPKETHHILIKH He e MO)KHO Ja ce IpecMeTa
anu TOA ‘mé’g
. !' ‘I.f ‘0.\

.‘»;‘

Bo pamkure Ha cekoja rpynaj
noMajia CepHO3HOCT.

Tabena na HecakaHu fejcTea

Tabena 1. Hecakanu fejcTBa Ha MaHTONpa3ost 3adejieskaHd 3a BpeMe Ha KJIUHHUYKUTE HCIUTYBalba U
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NMOCT-MapKETUHILIKOTOTO UCKYCTBO.

YecToTa YecTn Ilomanky Perkn MHuory perkn Heno3naru
YecTH
Kna
Ha
Cueremu Ha
opramm
Hapyurysama Arpanynouu | Tpom6o-
Ha KpBTa U TO3a LMTONEHH]a,
TUM(PHHOT Jleyxomnenuja
CHCTEM INaHuuToneHHja
Hapy1uyBama Ipeocetnus
Ha ocT
UMYHOJIOIIKHOT (BrUTYyUyBajk
cHCTEM %}
aHa(HUIaKTH
YHU
peakuun u
aHaduIakTH
YeH
1IOK)
Hapymysama Xunepnunua XunoHarpemuja;
Ha emMuja u XunoMarsesemuj
MeTaboau3MOT HOKayyBame a (nmornenHere BO
M HCXpaHaTa Ha MacTHTe TouKka 4.4);
(Tpurnuuepu Xunokanuemuja';
I, Xunokanemuja’
xoJecTepon);
IIpomenu BO
TeJlecHaTa
TEXXUHA
[McuxujaTpucku HapymryBawa | Jenpecuja (u | JlesopueHranu-ja XanyuuHanuja,
HapyILIyBamba Ha COHOT CHTE (1 cure Koudysuja
BIIOLIyBamkha | BIIOLILYBamba Ha (ocobeHo kaj
Ha cocrojbara) IpeUCIIOHUPAaHK
cocrojbara) MAIMEHTH, Kako U
BJIOILYBamke Ha
OBHE CHUMIITOMH
JOKOJIKY
MOCTOENE OJ
MIPETXO/HO)
Hapymysama I'maBo6onka Hapyyga & B% ITapecresuja
Ha HEPBHHOT Bprornasuua | e Ha ocepdr¥ o
CHCTEM 3a BKyc/ & o
Hapyiysamwa Hapy y-'éag,
Ha ouuTe a na BHOTE
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T'actpo- IMonunu na | Jlujapeja; Mukpockoncku
WUHTeCTHHaNHH | ¢yHaycHute | [apeme/ KOJIUTHC
HapyllyBamba HKIIE3H TIOBpaKame;
(OeHHUTHH) Hapyenoct u
racoBy; 3amekx;
CyBa ycra;
bonka u
HEMNpHjaTHO
YYBCTBO BO
CTOMaKOT
Xenaro- Ilokauen
OunHjapHu Ioxauenu oumupyOuH Xenarouemynap
HapylIyBamba XenaTanHu HO
€H3UMH OLUTETYBAE;
(TpaHcamMu- XKonrtuua;
Hazy, 7-GT) Xenaronenyiap
Ha cnaboct
HapymryBama Yprukapyja; Stevens-
Ha KOXaTa U Heun/ AHruoesnieM Johnson-oB
MOTKOXHOTO ersanrem/ CHHIPOM;
TKHBO epymLHH; Lyell-os
IIpypuryc cunapom (TEN);
Peakuuu Ha
JIEKOT €O
eo3nHOUIMja 1
CHCTEMCKH
CUMIITOMH
(DRESS);
Epurema
MyaTtugopme;
doro-
CEH3UTHBHOCT;
CybakyTeH
KyTaH JIynyc
€pUTEMATO3YC
(nornennere BO
Touka 4.4)
Myckyno- Aptpanruja; Myckynen
CKeJICTHH ®paktypa Ha | Muanryja cnazam’
HapyIIyBamba U KOJIKOT,
HapyuIyBamba 3raobot
Ha CBP3HOTO pbero %
TKHBO (nophs
TOARE ¢ %
PenanHu u ”;r_‘g; , TyGynounrepct
ypUHAPHH 4 ;_': HLHjajien
HapyllyBamba S HedpuTHC
(THUH) (co
MOXHOCT 33
pa3BHBamse Ha
peHaTHa
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UHCY QHLHEeHIIH]
a)

HapyuryBatma I'nHexomacTH

Ha ja

pernpoayKTHB-

HHOT CHCTEM U

rpamuTe

Onwtu ActeHuja ITokaueHna

HapyllyBatbha H 3aMop U | TenecHa

cocToj6u Ha MaJIaKCaHOCT TeMIneparypa

MECTOTO Ha IMepudepuu

aIMUHHCTpPALH- enemMu

ja

; XHrnokaiueMuja u/Hiti Xunokaiiemuja Moxke j1a OuaaT noBp3aHy ¢O HACTAHYBAbLE Ha
Xunomarsesemuja (norsegHere Bo Touxka 4.4)

AL

“ 'pueBH BO MYCKVIIMTE KAKO TMOCHEAMLA HA HAPYILYBahe HA eJIEKTPONIMTHTE

IIpujaByBame Ha HecakaHU aejcTBa

IpujaByBareTo Ha HECAKAHUTE [IejCTBA PETHCTPUPAHH IO MyLITalke Ha JIEKOT BO TIPOMET € OJf ToJIeMa BaXKHOCT.
Ha oBoj HauuH ce 06e30e1yBa KOHTHHYHPAHO Cliefiel-e Ha KOPUCTa HaCTIPOTH PU3UKOT Off yHoTpebara Ha JIEKOT.
3apaBcTBeHUTE PabOTHUIIM MOJKE JIa IO MPUjaBaT CeKoj COMHEX 3a HeCakaHO [IEjCTBO O JIEKOT BO
HanmonanHuoT neHTap 3a GpapMakoBUriIaHLa Mpy AreHuujarta 3a JISKOBU M MEIULIMHCKY CPEeICTBA
(yn.Ce.Kupun u Metonuj 6p.54 kat 1) Wix Mo eJeKTPOHCKY MaT npeky Beb cTpaHaTa Ha AreHuujara

http://malmed.gov.mk/

4.9 Ilpeno3npame

Cumnromu

He ce no3HaTy CUMIITOMH Ha Npe03Hpakbe Kaj JIyreTo.

CucTeMckHTe U3JIOXKYBara Ha 103d A0 240 mg, aAMHHHUCTPHUPAHH MHTPABEHO3HO BO MepHoA of 2
MHHYTH 611e 1o6po TonepupaHy.

Tperman
ITanTOMNpa3on0T BO rojeMa Mepa ce Bp3yBa 3a MPOTEHHUTE, 3aTOa TOj HE Ce JIHjaTM31pa JIECHO.

Bo ciydaj Ha mnpenosupare CO KIMHHYKM 3HAld Ha HMHTOKCHKALMja, OCBEH CHMIITOMATCKH H
CYNOPTHUBEH TPETMaH, He MOXKAT Jia ce AafaT CNelM(UYHU TepaneBTCKHU NPENopaKy.
5. PAPMAKOJIOHIKHA IMOJATOIIA

5.1 @apmMaxoAHHAMHKA

®apmaxorepanesTcka rpyna: Haxuburopu na nporoncka mymmna, ATC kox: A02BC02.

MexaHnuzam Ha aejcTBO
[lanTonpasonor mnpercTaByBa CYNCTUTYHpPaH OEH3UMMIIL
XJIOPOBOZOPOAHATA KHCEJTMHA BO CTOMAKOT [0 MAat Ha CIIg
HA MAPUETATHUTE KIIETKH.

@":‘v “’EJB”W}? pa ceKpeLMjaTa Ha
AliHa, GriaKaNALHE MPOTOHCKATA TyMIIa
< g? L ; ‘%;Q‘ w

- x4

T w - o
= wfesy: My
Bo kucenata cpegyHa Ha napUeTATHUTE KIETKH, MAHTOMPA 3252[ ceﬁﬂpﬂﬁaquﬁ@n THBHA popma H o
- iE r/
unxubupa ensumor H'/K'-ATPaza, onHOCHO —(QHHATNUOT s@;%ny@tc 0f/ CO3[aBalkeT0 Ha
XJIOpOBOZOPOJHATA KHCEIMHA BO CTOMakOT. MHxubnuujaTa sayiovico/l Jo3aiys Bivjae Ha GasanHata

U Ha CTHUMyJIMpaHaTa cekpelja Ha kucenuHa. Kaj noroneMuoT Nes—em MalHeHTHTE, CUMIITOMHTE
Hcye3HyBaaT o 2 Henmenu. Kako U co apyrure HHXHOMTODH Ha MPOTOHCKA ITyMIla H HHXUOUTOPH Ha
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H, peuerrropute, Tepamdjata cO MaHTONpPAa30Jl ja HaMallyBa KHCEIOCTa BO CTOMAaKOT M CO Toa ce
3roJieMyBa HUBOTO Ha FacTPUH NMPOMOPLHOHATHO CO HAMATYBaHETO Ha KHCENOCTa. 3roJieMyBamkeTo Ha
TacTpHHOT € peBep3ubuiIHO. [lopaau Toa WITO MAHTONPA30JOT C€ MOBP3YBa 3a €H3UMOT AUCTAIHO Of
HMBOTO Ha KJIETOYHHOT pPELeNTOp, HErOBOTO BJIHjaHHE Bp3 CeKpellMjaTa Ha XJIOPOBOIOPOXHATA
KHCETMHA € He3aBUCHO Of] CTHMYJal{jaTa Koja ja BpIUIAT APYTMTEe CYICTAHIHMH (aLECTHIXOJIUH,
XHCTaMHH, TacTpuH). JlejcTBoTo € mcTo 6e3 pasnuka Jaju Mpenaparor Ke ce JaAc NMepopalHO WU
HUHTPaBEHO3HO.

BpeaHocTHTe Ha racTpMH Ha IJIa[HO CE€ 3rojieMyBaaT Moj| J€jCTBOTO Ha MAHTOMNpa3ol. 3a Bpeme Ha
KpaTKoTpajHa yrorpeba, Bo MOBEKETO CIIy4au THe He ja HaJMHMHYBaaT rOpHaTa HOpMallHa rpaHuua. 3a
BpeMe Ha JOJArOTpaeH TPeTMaH, BO HajrojeMHOT JeJ Of ClydauTe, HUBOTO Ha FacTPUH Ce YABO]yBa.
Cenak, caM0 BO MOEAMHEYHH CiTydaH Guito 3abesexaHo npeKyMepHO 3rojieMyBame. Kako pesynrar Ha
TOa, 33 BpeMe Ha JOJIFOTpaeH TpeTMaH, BO Man Opoj ciyuau Owio 3abesnexaHo 61aro 10 ymepeHo
sroneMyBatbe Ha OpojorT Ha cneuuduunu enpoxkpuHu (ECL) xieTku BO CTOMAKoT (CJIMYHO Ha
aJlecHoMaTou/iHa xunepiuiasuja). Cemak, cropel JAOCEeTalllHUTE HCIUTYBama Kaj JIyrero He Ouio
yTBpAeHO (GopMHpamhe Ha KapUUHOMIHMA MNPEeKypcopH (aTHUIHYHA XHIEpIUla3vja) WIM TFacTpUYHH
KapLIMHOMAM, KaKO IITO Toa 610 3abenexaHo 3a BpeMe Ha eKCIIEPUMEHTUTE CO KHUBOTHH (IIOTJIEHETE
BO TOuKa 5.3).

3a BpeMe Ha Teparlidja co JICKOBH KOM HaMaJlyBaT U3/adyBame Ha KUCEIHHA, Ce 3rojieMyBa HUBOTO Ha
racTpuH BO CepyMOT Kako OJrOBOp Ha HaMaJieHaTa cekpelja Ha kucenuHa. Mcro Taka CgA ce
3rojieMyBa KaKo pe3yJsiTaT Ha HaMaJIeH racTpu4eH alMAuTeT. 3roleMeHOTo HUBO Ha CgA Moxe a
WHTEepdEepHpa co HCITUTYBamkba 3a HEYPOSHAOKPHHU TYMODH.

Hocramuu o6jaBeHH [JOKa3d mnpelyiaraaT NpPEeKHHYBame Ha Tepandjata co HHXUOMTOpHTE Ha
NIPOTOHCKA MyMIa BO MEPHOA OA S AeHa 1o 2 Henenu npen Meperwe Ha CgA. OBa € co 1en Aa 103BOJIH
HrBoTO Ha CgA Koe MOXKe JTaXKHO J]a € MOKa4YeHo MO Tepanyja co HHXUOUTOPH Ha NPOTOHCKA IMyMIa,
Jla ce BpaTH BO HOPMAJIHU peepHTHH BPEOHOCTH.

Bps 6a3a Ha pesyntatute AOOMEHU O]l MCIMTYBamhaTa Ha >KUBOTHH, HE MOXKE Oa CE€ HCKIy4YH
BJIMjaHHETO BP3 EHAOKPUHUTE MapaMeTpU Ha THpPOWJHATA >JIe3Ja, 3a BpeMe Ha JOJIrOTPajHHOT
TPETMaH CO NMAHTOMNPAa30JI KOj Tpae MOJOJIro Off €HA FOIMHA.

5.2 @dapmakoOKHHETHKA

Ancopnyuja
IManTonpason 6p3o ce arncopbupa, a MaKCMMATHHUTE IUIA3MATCKW KOHLEHTPALMH CE€ IMOCTHTHYBaar

Aypd M mocjie enHa mepopaiHa mo3a of 20 mg. MaKCHMalmHHUTE CepyYMCKH KOHLIEHTpPAaLUH Of
npubmokHo 1 - 1.5 mg/ml ce mocTurHyBaaT BO Mpocek 3a NpubmwxHO 2 A0 2,5 uaca, U OBHE
BPEAHOCTH OCTaHYBaaT KOHCTAHTHH 110 IOBEKEKpaTHa aIMUHUCTpaLHja.

dapMaKOKHHETHKATA HE Ce Pa3sInKyBa Mo eIHOKPaTHA WIIK NOBTOpeHa aaMHuHuCcTpauyja. Ilpu no3u on
10 nmo 80 mg, nnasMaTckaTa KMHETHKAa Ha MNAaHTOIpPA30] € JIMHeapHa M MO0 MIepopajHaTa M 110
HHTpaBEeHCKAaTa aJIMMHHCTpaLyja.

AnconytHata GHOpacroNIOKMBOCT Ha Tabnerata e oapeAeHa Ha npubimwkHo 77%. McToBpeMeHOTO
BHeCyBatbe Ha XpaHa Hema Bnnjaﬂne Bp3 AUC, MakcuMaiHaTa cepyMcKa KOHHCHTpaHHja a criopef,

(en 15 1/kg.

.a!

Ha aucTpuOyLm;jd pfslfecyaa npu@mn@

4’1 \)ﬁ" WY
Buompanchopmay uab& * 5H vj %
Opaa cymncraHigja ¢ Her

Q_1elic ce Merabonusupa BO LPHUOT Apod. ['naBeH meraboyieH nmat e
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nemerrnanija npeky CYP2C19 co nocnemoBatenHa cyindaTHa KOHjyralmja, a ocraHaTuTe MeTaboHu
MaTHLITA BKJIydyBaaT okcuzauuja npeky CYP3A4.

Erumunayuja
[Tomy>KMBOTOT Ha eJIMMHHALIMja u3HecyBa okosry 1 Yac, a kiupeHcot e npubnwkHo 0,1 1/h/kg. Bune

3abene)kaHd HEKOJIKYy Cllyyal CO OMUIOXKeHa enuMuHainuja. Ilopagu cneun@H4HOTO Bp3yBame Ha
MAHTOIPA30JIOT 3a NMPOTOHCKATA MyMIia Ha MapUeTAlHaTa KIeTKa, MOYXHMBOTOT Ha €JIMMUHALMja He
COOJIBETCTBYBA CO AAIEKY IMOAOJINOTPAjHOTO AejcTBO (MHXMOMIIMja Ha CeKpeLijara Ha KUCEJIHHA).
['MaBHHOT NaT Ha eKCKpelHja Ha MeTabOJIUTHTE Ha MAHTONPA30JIOT CE€ COCTOM Off eIMMMHALHja MPeKy
6ybpesute (mpubmmwkHo 80%), a OCTaTOKOT ce eKCKpeTHpa npeky ¢enecor. I'71apeH MeTaboNIuT U BO
I1a3Mata ¥ BO ypUHaTa € JeCMETHIINaHTONpa3ol Koj € KOHjyrupaH co cyndaru. [lonykuBoToT Ha
[JIaBHUOT MeTabonuT (TipubmmkHo 1,5 yaca) He € MHOTY TTIOJOJIT O OHOj Ha NMaHTONPa30JIoT.

Iocebru nonynayuu:

Penanto HapyliyBame

He e motpe6HO HamaiyBawe Ha A03aTra KOra MaHTOMpPA30iOT Ce aAMHUHUCTPHUpA Kaj MALUEHTH €O
HapyllleHa peHajHa ¢yHkuMja (BKIydyBajkd ¥ TalldeHTH Ha Oujanu3a). Kako u kaj 3mpaBute
HUHIMBHAYH, TONYKHBOTOT Ha MAHTONPa30jJoT € KpaTok. CaMO MHOTY Maid KOJMYMHH Ha
TIAHTONPa30J ce aujanu3upaar. Mako riaBHHOT MeTabOMMT MMa YMEPEHO MPOJOJDKEH MOTY)KHUBOT (2
1o 3 yaca), eKckpeLHjaTa e cernak 6p3a,  [opaay Toa He MOCTOW MOXKHOCT 3a aKyMyJlaLyja.

XemnartaaHO HapylIyBambe

Hako kaj mauueHTHTe cO XemaranmHa nupo3a (kiaca A u B cnopen Child), Bpeanocture Ha
MOJTy’KHBOTOT C€ 3rojleMyBaaT Ha momery 3 u 6 uaca, U BpenHocture Ha AUC ce 3rosnemyBaatr 3a
¢akTop BO TpaHHIM of 3 A0 5, MakCMMaJHaTa KOHILIGHTpalMja BO IUIa3MaTa ce 3rojeMyBa
HE3HaYMTEITHO, caMo 3a ¢dakTop ox 1,3 Bo cnopenba co 3apaBUTe MHAUBHIIYH.

Iocrapu nuna
bnaroro sronemyBamwe Ha AUC u C,x Kaj moctapure BOJOHTEPH BO cniopeada co MoMIIafuTe, HCTO

TaKa HE ¢ KTHHUYKH 3Ha'-lajHO.

Cnabu merabonusepu

Kaj npubmmwxrao 3% ox EBporickara momynammja nocTod Hegoctarok Ha ¢yHkuuoHaneH CYP2C19
eH3UM M THe ce HapedeHM cnabm Merabonuzepu. Kaj oBue uHOuBMIOyH, MeTabOIM3MOT Ha
NaHTOMpa30JI € HajBepojaTHO IMaBHO KatanuzupaH of crpaHa Ha CYP3A4. Ilo agMuHHCTpauyja Ha
enHokpatHa nAo3a on 40 mg maHTOMpa3osd, MpocevyHaTa MOBPIIMHA MMOJ IUIa3MAaTCKaTa KpuBa
KOHILIEHTpanyja-BpeMe Oujia OKOJly 6 maTd MOBHCOKa Kaj cinabure merabonusepd Bo cropenba co
BOJIOHTepUTe Kou umaar (pynkumoHaneH CYP2C19 ewsum (cunHu metabosmsepH). Ilpoceunure
MaKCHMAJIHH TUIA3MATCKH KOHIIGHTpallii Ouiie 3roneMeHd 3a npubmmkHo 60%. OBue Haoau Hemaar
BJIMjaHHE BP3 HAUMHOT Ha a[IMHHUCTpAaLIHja Ha ITAHTOMPa30IlL.

[TeaujaTpucka momynaumja
o anmMuHKCTpalKja Ha eHa mepopaiHa 1o3a oA 20 wm 40 mg nanTo

3071 Kaj AcLia Ha BO3pacT o/

MAHTOMPA30l Kaj
'y KJIMPEHCOT Ha
MaHTONpa30J10T U Bo3pacTa wiu TexkuHata. AUC u Bonymc @ Ha JlH(:TpHD)mn 1&& € BO COIVIaCHOCT
CO NMOJATOLIUTE 32 BO3PACHHMTE. /

5.3 IlpeakIMHHYKH NOJATOLH 32 CHTYPHOCTA

IlpeaxnuHuuYKKMTE MNoJaTOLM He TOKakaa ImocebHa OnMacHOCT—Kaj—AyleT0 Bp3 OCHOBA Ha
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KOHBCHIIHOHAJIHUTE CTYAHH 3a ¢>apMaKon0un<a GCSGCHHOCT, TOKCUYHOCT IIpU IIOBTOpPE€HaA O03a H
TFCHOTOKCHYHOCT.

3a BpeMe Ha eIHA JBErofMINHA CTYAMja 3a HCIUTYBale Ha KapUIMHOTCHOCT Kaj craopud Guia
YTBpZIEHa [0jaBa Ha HEYPOSHIOKPHUHHM Heoruiasmu. MicTo Taka, BO NpPEAHHOT A€l O CTOMAKOT Ha
craopuuTe Oute NpOHajAeHU CKBAMO3HH KIETOYHH MAaUIOMH. MeXaHU3MOT KOj BOAH 10 GOpMHUpate
Ha TacTpUYHH KApLUHMHOMAM TOJ [EjCTBO Ha CYNCTUTyHpaHWUTe OEeH3UMHIa30nu OHi BHHUMATENHO
UCTPOKYBaH W C€ JOLUIO JIO 3aKiy4OoK Jeka ce paboTH 3a CeKyHIapHa peaki{ja Ha MAacHBHO
3roJIEMEHUTE HUBOA Ha FACTPUH BO CEPYMOT KOHM Ce IojaBHiIe Kaj CTAaOPLIMTE 3a BpEME Ha Teparidjara.
[Ipu mBeronMinHaTa cTyAMja Ha riogapH, Ouio 3abenekaHo 3roieMyBare Ha OpOjoT Ha XemaTaiHH
TYMOPH Kaj CTAaOpLMTE M JKEHKHMTE IIIyBIH, LITO CE€ CMETa JieKa ce JO/DKM Ha BHCOKAaTa CTalka Ha
MeTabonu3rpame Ha AaHTOIPa3oJIOT BO LPHUOT Apol.

Kaj rpynara Ha craopuu Ha kou UM Ouia AaBaHa HajBHcoka no3a (200 mg/kg) 6uno 3abenexxaHo
Gnaro sroneMyBame Ha [OjaBaTa Ha HEOIUIACTHYHHM NMPOMEHH Ha Tupeoupeara. IlojaBata Ha oBue
HEOIUTa3MH € MOBP3aHa CO MPOMEHUTE BO pacnarambeTo Ha TAPOKCHHOT BO LIPHUOT Apob Ha cTaopLuTe
HUHIyUUpaHH Of CTpaHa Ha MaHTomnpa3onoT. MiMajku Bo mpexBuy Aeka TepanmuckaTa 103a Kaj JyreTo e
HHCKa, HE Ce OYEeKyBaaT HeCcakaHH /IejCTBA BP3 THPOMHATA JUIE3/1A.

Bo eaHa mepuHaTatHA M MOCTHATAJHA CTY/AMja 32 PENpOAYKIMja Kaj CTAOpLM JU3ajHUpaHa 3a 1a ro
eBaTyHpa pa3BOjOT Ha KockuTe, Oea 3abenexaHd 3HAIM Ha TOKCHYHOCT Kaj MOTOMCTBOTO (CMPTHOCT,
HHCKa CpeflHa BPEJHOCT 3a TeleCHa TeXHMHA, HHCKa Cpe/lHa BPEOHOCT Ha INOKadyBale Ha TeJlecHa
TeXXKHHA M HamaJjleH pacT Ha Kkockure) npu ekcro3uiija (Cpa) NpUOMIDKHO 2X O KJIMHHUYKATa
eKCIo3uIMjaTa kaj Jiyrero. [Ipu kpaj Ha ¢dazara Ge3 ynorpeba Ha siek, mapameTpure Ha Kockure Gea
CIIMYHH HU3 CHTE TpyNU U TeJIeCHAaTa TeXHWHA WMallle HCTO TaKa TEHACHIMja KOH PEeBEP3HOHIHOCT 110
nepuosoT 6e3 ynorpeba Ha Jek. 3roJeMEeHHOT MOPTAJIMTET € CaMO TPHjaBeH Kaj MaJIi CTaOpLU KOU ce
BO (haza Ha onbuBame of Aoewme (4o 21 meH) wTo ce MOoplEeHyBa AeKa KOpPECHOHAHpa co Aela Ha
BO3pacT 10 2 roauHH. BaxxHocTa Ha OBOj Haof 3a MeaujaTpuckara IOIMyJalyja HE € COCOMa jaceH.
[IperxonHa nepu-OCTHATANIHA CTYAMja Kaj CTAOpLM CO MaJKy MOHHUCKH JO3H HE NOKaXa HecakaHH
nejcra mpu 3 mg/kg Bo cnopenba co HUCKH 103H of 5 mg/kg BO oBaa cTy/uja.

HCTpa)KyBaH:aTa HE MNMoKaXKaa JOKa3Hu 3a HApyUICHA IUIOAHOCT WJIKM TCPaTOrCHU IlejCTBa.

Hcro TakKa, Guna HCIINTYBaHa rIeHeTpaunjaTa HH3 T1al€HTaTa Kaj CTAOpLMTE HU 6uno YTBpPACHO ACKa
Ce 3rojieMyBa CO HalpeaHararta rec*raunja. Kako pe3yarar Ha Toa, KOHI_ICHTpaI_(I/IjaTa Ha ITaHTOIIpa30J1
BO (beT}’COT C€ 3roJieMyBa KpaTKo Ipea NopoayBamLETO.

6. ®APMAIIEBTCKH NIOJATOIIA
6.1 JIncra Ha eKCHHIIHEHCH

Jadpo na mabaemama:
MaHHUTOJ
KPOCTIOBHIOH
HaTpuyM kapOoHaT
copbuTon

KaJIyM CTeapat

Duam-obeuska na madnemama; "_‘Y’: :f:fi”‘fq_
XUIMPOMEJNOo34a ' ,:v"‘-_ ";E"d-‘:o_;
MIOBH/IOH -
tutanuym auokcua (E171)

ot xene3o okcun (E172)
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1.3.1 Pantoprazole
SPC, Labeling and Package Leaflet MK-Republic of North Macedonia

IPONHMIIEH [IUKOJ
MeTaKpHJIHA KUCENIMHA - eTHI akpuiiaTeH kononuMmep (1: 1) pacteop ox 30 mpoiieHTH
HaTpUyM Jlaypuil cyidar

nonucopbat 80

maxkporos 6000

TajK

6.2 HMHxoMnaTHOHJIHOCTH

He e npumennuso.

6.3 Pox Ha ynotpeba

5 roavHU

6.4 Haunn Ha uyBame

Jla ce UyBa BO OpUIrHHAJIHOTO MaKyBalb€ 32 Ja ce 3allTHTH OJ BJlara.
OBoj nex He Oapa HeKaKBH NOCEOHH YCIIOBH 3a YyBam€ BO OXHOC Ha TeMIlepaTypara.

6.5 IlakyBame

Brucrep (Al-foil, Al-foil): 14 racrpopesucrenttu tabnetu (1 6nucrep co 14 tabnery), Bo naKypame.
Brucrep (Al-foil, Al-foil): 28 ractpopesuctentu Tabnetu (2 Gnucrepu co 14 TabnerH), BO NaKyBame.

6.6 YmnartcTBo 3a ymorpeba

be3 noceOHU yCIIOBH.

7. HNOJATOIIHA 3A HOCUTEJIOT HA PEHIEHUETO 3A IIPOMET
KPKA-OAPMA IOOEIJI Cxomje, yn. Xpucro Tatapues-1, 6poj 101, 1000 Cxomje, Permy6vika
CerepHa Makenonuja

8. BPOJHA PEHNIEHHUETO 3A CTABAILE BO ITIPOMET

14 x 20 mg: 11-9450/4
28 x 20 mg: 11-9451/2

9. JATYM HA ITPBOTO PEIIEHH

Jg

14 x 20 mg: 20.10.2008/12.09.2017
28 x 20 mg: 20.10.2008/12.09.2017

F( eHL M 4
t,_(_,JE\‘N'.‘.I'A &

10. JTATYM HA TIOCJIETHATA Bmwlﬁ; h@c‘?‘
/‘—On J E .
Aprycrt, 2025
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