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3FUPEH U3BENITAJ 3A OCOBUMHHUTE HA JIEKOT

1. HUME HA JIEKOT

Nolpaza — Honnaza 2() mg racTpope3sHCTEHTHH TabieTH

2. KBAJIMTATHUBEH M KBAHTUTATHUBEH COCTAB

Cekoja racrpopesucteHTHa Tabnera coapxku 22,55 mg MAHTONpPa3’ol HATPHYM CECKBUXWApAT
(exBuBaneHTeH Ha 20 mg maHTOMpasol).

Excuunuencu: copburon (18 mg)
3a IeI0CHA TUCTA HA EKCLIHITUEHCH, MOTTIEIHEeTe BO TOYUKa 6.1.

3. ®APMAIIEBTCKA ®OPMA

[acTpope3HCTeHTHH TabJIeTH.
TabneTaTe Ce OBAJHH, MAJKy OHKOHBEKCHH (HIM-00NoXeHH TabneTH co cBemia KadeHo

xosTeHnkasa 6oja.

4. K/IMHMNYKH IIOJATOIHA
4.1 TepaneBTCKH HHIHKAUMH

Bospacnu u adonecyenmu na 6ospacm Hao 12 200unu.
CumnroMarcku ractpoesodareaiieH pedurykc.

3a oNropoYHa KOHTPOJIA M IPEBEHLIMja Ha peanc Ha pedurykceH e3ogarurue.

Bospacnu
[MpeBeHnuja Ha MAYONCHAIHH YIKYyCH IIPEAM3BMKAHH OJI HECEJICKTMBHH HECTCPOMIHH aHTH-

unnamatopum siekosn (HCAWJI) kaj mauMeHTH €O PM3MK, Kaj KOM € TNOTpeGeH KOHTHHYHpaH
tpetman co HCAWJI (nornennere Bo Touka 4.4).

4.2 Jlosupai-e H HAYHH Ha ynoTpeba

2031/1 pambe

Bospacnu u adonecyenmu Ha 6o3pacm Hao 12 200unu
CuMIrroMaTcku ractpoesodpareanes pediayke
IMpenopauana mepopajiHa f03a € eHa racTpopesucTeHTHa Tabnera Honmasa o420 mg Ha [cH. Jo
ONleCHyBal-¢ Ha CMMIITOMHTE TJIaBHO foafa BO pok of 2-4 Hemenu. / onﬁd Hfauﬁ{g € JIOBOJIEH,
OJIECHYBaeTO Ha CHMITTOMUTE OOMYHO Ke Ce IIOCTHUTHE BO HAPEAHNTE/ déﬁhﬂ (&%nocmme
OJIECHYBAIhe Ha CHMIITOMHTE, PEKYPEHTHUTE CHMITOMH MOXeE Ja fe- leé‘H oHpaat “goripmoin Ha
nosen pexum on 20 mg eaHall JHEBHO, Kora € Toa ToTpe H@ w O:Ee p.a= ce ;jpcl MHE Ha
KOHTUHYHpaHa TepamHja JIOKOJKY He MOXe Ja Ce OJpXyBa |!

CHMITOMMTE CO Tepamnujara 1o norpeba.

Kond©e.
3a JONITOpOYHA KOHTPOJNA, Ce NPETopadyBa 1032 Ha OLPXKYBake Ofl €Ha racTpopes CTeHTHa Tabnera
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Honnasa ox 20 mg AHEBHO, Koja ce 3roiemysa 10 40 mg maHTonpasoll JHEBHO, IOKOJIKY C€ MojaBu
penanc. 3a 0BOj ciy4aj AocTareH € jekor Honmasa Bo 103a on 40 mg. [To nexyBame Ha penarncor,
J03aTa MOXKE ITOBTOPHO Jia ce HaMasu Ha 20 mg MaHTonpasoll.

Bospacuu
[pepeHnyja  HA JYOJEHAJIHW VIKYCH TpPEIU3BUKAHHW OJI HECEJICKTHBHW HECTEPOW/IHM aHTH-

undnamatopun sexopu (HCAWJI) kaj nmauMeHTH cO PH3HK, ka] KoM e norpebeH KOHTHHYHMpPAH

Tpermad co HCANJI
IIpenopayaHa nepopanHa A03a € ejHa racTPOPE3HCTEHTHA tabneta Honmasa ox 20 mg Ha JeH.

Hocebnu epynu Ha nauuenmu

Iocmapu ruya
He e noTpe6HO NpuiaroayBame Ha 03aTa Kaj [oCTapH JiuLa.

Xenamanno napywyeare
Kaj MalHeHTHTEe CO TEUIKHM XEMaTaJHH HapyllyBakha, HE CE€ Ipenopavysa HaJMHWHYBAalkb¢ Ha JHCBHA

103a ox 20 mg naHToInpaso (NorIcaHeTe Bo Touka 4.4).

Penanno napyuiysarve
He e notpe6HO NpuiaroyBakke Ha 03aTa Kaj AMEHTH CO HapyHICHa peHAIHA dyHK1Hja.

Heoujampucra nonyrayuia

Heya na eo3pacm noo 12 2o0unu

Jlexor Honmasa He ce mpenopauyBa 3a ynotpeba Kaj fAena Ha BO3pacT A0 12 rOAMHH TOpaju
orpaHUYeHHTE MOIATOLM 32 Ge36eaHOCTa i ePUKACHOCTa Kaj OBaa BO3pacHa rpyna.

Havun na ynompeba:
Tabnerute He Tpeba Ha ce UBaKaaT WM KplaT, M Tpeba 1a ce TOJTHAT LeIU CO MKy BOa, 1 yac

npez; O6pPOKOT.

4.3 KoHTpanHIAHKALHH

[IpeoceTIMBOCT HA aKTHUBHATA CYNCTAHLKjA, Ha CYMCTHTYHpaHu GEH3HMHIA301y, copbuTon WiH Ha
HEKOja OJI IOMOILIHUTE CYTICTAHLMK Ha JISKOT HaBeJieHH BO TouKa 6.1.

4.4 Mepku Ha IPETNA3IHBOCT H NOCEOHHU MPEAYNPENyBaka

Xenamanno napywyéaree
Kaj manpeHTHTe CO TEUIKM XENATATHH HapylllyBawa, 3a BpeMe Ha Tepanujata co TaHTOMNpasol

NMOTPeGHO € PeIOBHO Cle/iethe Ha HIBOATA HA H3MMHTE HA LIPHHOT Apod, oco6eHO MpH JOJAroTpajHa
Tepanyja. Bo cityuaj Ha MOKauyBare HA HABOATA HA XEMATATHWTE CH3UMHU, Tepanujata Tpeba na ce
npekuHe (MorIeHeTe BO Touka 4.2).

Hcmospemena aomunucmpayuja co HCAHJT

Vnotpebata Ha ekoT Honnasa oa 20 mg kako MPeBEHTHBA Ha JTYOACHAHH YJIKYCH NIPEM3BUKAHU O

HeceNeKTHBHU Hectepounnu anrtu-undramaropun nexosu (HCAWJI) Tpeba na ce orpaHuid Ha

MalHeHTH KOM UMaar nortpeba oA KOHTHHYHDAH TPeTMaH Co HCAWIJI 1 xaj KoM MOCTOH 3rOJIEMEH
mc@qg\“ HTECTHHAIHM KOMIUIMKALMM. 3roJIeMEeHHOT PU3MK Tpeba J1a ce OLleHyBa BO

wiiifetenydgnure hakTOpM Ha PU3HMK, Ha pUMep, cTapocT (> 65 roauHy), HCTOpHja Ha

ByOAEHATEHYIKYC MK KPBApEe BO FTOPHUOT raCTPOMHTECTHUHAIEH TPAKT.
_:t' vl s ™ g
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Tacmpuven manuenumem

CHMNTOMATCKHOT OArOBOP Ha TMAHTONPa30] MOXeE Ja I'd NpPUKpHEe CHUMITOMHUTE 3a TacTpUYeH
MaJIMTHUTET ¥ MOXeE JIa ja TIPOJIOHTHpa 1jarHo3ara.

Kora nocTou HeKoj anapMaHTeH CHMITOM (Ha IpUMep, 3HAUUTETHO HEHAMEPHO rybetrbe Ha TeecHaTa
TeXMHa, PEKYPEHTHO TNOBpakame, aucdaruja, xemaremesa, aHeMMja MM MeJleHa) U Kora ¢
JMjarHOCTHLMPAH WM TIOCTOM COMHEBAb€ 32 TaCTPHYEH YJIKYC, MOTPeOHO € ia ce HCKITYUH MOXHOCTa
3a MAJIMTHUTET.

ToTpeGHH ce MOHATAMOLIHY HCIIMTYBakba AOKOJIKY U IIOKPaj COOJBETHATA TEpaIija CUMIITOMUTE Ce Ce

YLITE IPUCYTHH.

Hcmospemena aomunucmpayuja co XHB npomeaza unxubumopu

He ce npernopadyBa HCTOBPEMEHa aIMMHHCTpalija Ha mantonpason co XHMB npoteasa nHxubuTOpH
3a uMja ancopnuMja MOCTOH 3aBUCHOCT OfI KHCesIaTa MHTparacTpu4Ha pH, Kako IUTO € aTa3aHaBHp,
KaKO pe3y/ITaT Ha CHTHU(MKAHTHATA PEeAyKLKja Ha HeroBaTa GHOPAcNoNOKMBOCT (IIOTJIEHETE BO

Touka 4.5).

Brujanue ep3 ancopnyujama na eumamurom 512

[NaHTOMpPa30JI0T, KAKO W CHTE APYTH JIEKOBH KOM IO HAMAJTyBaaT JIaUueHeTO Ha JKeITyAeUHa KUCeIUHa,
MOXe /Ia ja HaMaJIk arcopriujara Ha BuTamuH B12 (uujaHokoGaTaMMH) NOpajiv 10jaBa Ha XUIO WK
axnopxuapuja. OBa Tpe6a 1a ce 3eMe BO MPEIBH/ Kaj NalUEeHTH CO HAMAICHH TE/IECHH Pe3EPBH HIH
pusuK (GaKTOpH 3a I0jaBa Ha HamajieHa ancopluuja Ha BUTaMHHOT 512, mpu moarotpajha Tepanyja
HITH aKo ce 3a6eiexaT COOABETHUTE KIIMHHYKH CUMIITOMH.

Honzompajna mepanuja
Ilpu nonrotpajHa Tepanumja, ocoGeHo nmomoara of 1 rofauHa, mauueHTHTe Tpeba ma ce ApXKaT MOA
MOCTOjaH HaJ30p.

Tacmpounmecmunanny unpexyuu npedussuxanu 00 baxmepuu

Tepanujata co nekor Honnasza mMoxke ma foBefe Jo 6i1aro srojeMyBame Ha PH3MKOT Off TOjaBa Ha
racTpOMHTECTUHANIHM HMHOEKUMH TNpeAu3BUKaHW o4 Oakrepunm kako wro ce Salmonella,
Campylobacter u C. difficile.

Xunomaznezemuyja
Perko Guile NpHjaBeHH Cllydau Ha TEIIKa XMIIOMAarHe3eMHja Kaj NALWEeHTH TPETUPAHH cO HHXKUOHUTOPH
Ha npotoHcka mymna (PPI), kako 1ITO ¢ MaHTOMpAa30j, BO MEPHOI OJ 1IajMAIKY TPH MecellH, a BO
[OBEKETO Cyd4aM TpEeTHpaHd BO TEpHOA OA eiHa roiWHa. Moxe fda Ce I0jaBaT CEpHO3HH
MaHM(ECTALMM HAa XWMIIOMarHe3eMuja Kako INTO Ce 3aMop, TeTaHHja, IENTUPUYM, KOHBYII3HH,
BPTOIJIABMIA ¥ BEHTPUKyJapHa apUTMHja, HO THE MOXAT [a 3arOvHAT He3abeNexvBo U aa Gumat
3aHeMapeHH. XWIOMArHe3eMMja MOXKe Ja J[OBEAe [0 XHIOKAIIEMHja W/WIM XHIOKaIeMHja
(mornemHete Bo Touka 4.8). Kaj moBekeTo MauueHTH, XHIIOMarHeseMmujata (M XHMIOMarHesemmuja
acoLMpaHa CO XHMIOKaJIlleMHja H/HIH XUMOKaJIeMHUja) ce Mofo0pmia no J0AaBame Ha MarHesuyM BO
MCXpaHaTa M NMPEeKHH Ha TepanujaTa co MHXMOUTOP Ha IPOTOHCKA IyMra,

Kaj maLmenTHTE KOH ce O4eKyBa ia GuIaT Ha NPOJIO/DKEHa Tepanyja ilM KOM 3eMaaT HHXHOUTOpH Ha
NPOTOHCKA [yMIla 3aeJHO CO JMFOKCHMH HIM CO JIEKOBH KOM MOXaT Ja TNpeAdu3BUKaatr
XHIOMarHe3eMHja (Ha pUMeEp, JMYPETHLIA), 30paBCTBEHUTe PabOTHHIM Tpeba a2 U3BPLIAT Mepeibe Ha
HHUBOATA HA MarHe3WyM Mpel 3allo4HyBale Ha Tepanujata co MHXHOHTOp DOTOHCS
[IEPUOUYHO BO TEKOT Ha JIEKYBaHETO.

@paxmypu Ha KOCKUme i
WHxuburopuTe Ha MPOTOHCKATa ITyMIIa, OCOOEHO aKO C€ KOPHCTaT BO HEC@H 1:{@3}1 i BO
HOJOJIT BpeMeHCKH mneprod (>1 roauHa), MOxe MaJiky Aa ro 3roje ‘@ ﬁusnxg&?,{m

¢pakTypa Ha KOJIKOT, 3r106OT M pOETOT, WTO Ce NojaByBa MPETEKHO

MPHUCYCTBO Ha JIPYTH MO3HATH PH3UK (axTopy. OncepBalMOHUTE CTyAUH YKA
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MHXUOHTOpHTE Ha MPOTOHCKATa IyMIa MOXAT Ja o 3roleMaT BKYNHHOT PHU3HK OA nojaBa Ha
dpakrypa on 10 xo 40%. [len om oBa 3rojieMyBarbe MOXE J1a C€ NOJDKM Ha PYrH PH3MK taxropu.
[MaupeHTUTE CO PU3HK OJ MOjaBa Ha OCTeOmopo3a Tpeba na GuiarT 3alUTHTEHH CNOPE. CETalllHWTe
KJIMHHYKH PENOpaKy ¥ TpeGa 1a MPAMaaT COO/IBETHA /1032 Ha BUTaMuH [ M KaluyM.

Cybaxymen xyman aynyc epumemamosyc (SCLE)

MHXMOMTOPUTE HA MPOTOHCKATA TyMIa BO MHOTY PeTKH Ciydau GHiie moBp3atu co nojasa Ha SCLE.
AKo ce ojaBaT Jie3uH, 0COOSHO Ha IeIOBUTE HAa KOXATa U3JI0KEHH Ha COHIIE, M aKO Ce MPHUAPYXKCHH
CO apTpairuja, MauMeHToT TpebGa BeAHAIl Aa mobapa MEAHMLMHCKA TMOMOII H JIEKapoT Tpeba na ja
pasriiefia MOKHOCTA 3 3amuparse Ha Tepanujata co jexor Homnasa. IlojaBata Ha cybakyTeH KyTaH
JIyIyC €pMTEMATO3yC IO IPETXOAEH TPETMaH CO MHXMOMTOp Ha NPOTOHCKA MyMra, MOXe Ja ro
3rosieMH pu3MKOT of nojasa Ha SCLE co apyrn MHXMOMTOPH Ha IPOTOHCKATA MyMIIa.

Humepgepenyuja co nabopamopucku mecmosu

3ronemeHo HuBO Ha Xpomorpanun A (CgA) Moxe fia HMa HHETepdEepeHIja CO UCTIUTYBAIbaTa 34
HEypOEGHIOKPHHH TyMOpH. 3a Ia ce u3GerHe oBaa HHTephepeHuja, Tepanyjara co nekor Honmnasa
Tpe6a a ce IPEeKHHE 3a HAjMANIKy 5 AeHa pel Mepeise Ha CgA (norieaHeTe BO To4Ka 5.1.
JlokoiKy HuBoaTa Ha CgA M FaCTpHH He Ce BPaTaT Bo pedyepeHTHY Rpe/IHOCTH 110 UHHLIH]AITHO
Meperbe, MeperaTa Tpeba J1a ce IOBTOpaT 14 fieHa Mo NpeKHH Ha TepanyujaTa Co MHXHUOMUTOP Ha

MPOTOHCKA ITyMIIA.

Copbumon
Jlexor Honnaza compxu cop6uton. ITanyeHTuTe cO PETKH HACTIEAHY HapylIyBamba Ha HeTOJlepaHLuja

Ha QpykTo3a He Tpeba [a ro 3eMaaT OBOj JIEK.
4.5 WVInTepakuMH €O APYrH JeKOBH HJIH APYTH ¢popMH HA HHTEPAKIHH

Jlexosu co gpapmaxoxunemuxa Ha ancopnyuja Koja e 3aeucia o0 pH epeoHocma

TTopamu TeMeJiHaTa U JOIrOTpajHa HHXMOHIIMja Ha CeKpeurja Ha raCTpHYHA KUCEIHHA,
MaHTONPA30JIOT MoXke Ja MMa nHTepdepeHLja co abcoprumjaTa Ha APYrMTe JJIEKOBH Kajie
racrpuyHara pH e BakHa eTepMUHAHTA 3a NepopanHa 6HOpaclonoKHBOCT, HA IIPUMEDP HEKOH a30/THH
aHTH(YHraJIIK JIEKOBH KaKo IITO Ce: KETOKOHA30J1, MTPaKOHa30J1, TOCAKOHA30JT U IPYTH JIEKOBH KaKO

LITO € epJOTHHHO.

XHB npomeaza unxubumopu
HcToBpeMeHa a/MMHMCTpALIMja Ha IAHTONPA3oJ He ce npenopadysa co XHB nporeasa HHXUOUTOPH

32 KOM aricOpILMjaTa € 3aBUCHA O/ KHCEJIaTa MHTparacTpiu4Ha pH kako IITO Ce aTa3aHaBUp, KaKo
pesyJITaT Ha carHu(HMKaHTHa peyKLuja Ha 6HOpacnonoiMBocTa (IOTJIeHETe BO TOHKA 4.4).
JToxonky komb6uHanujara Ha XYB nporeasa MHXMOGUTOP CO MHXUOUTOP HA MPOTOHCKA MyMIIa Ce CMeTa
38 HeM30EXKHO, IIPENOPAUTHEO € BIMCKO KIMHUUKO Ciiejieibe (Ha PUMED, OIITEPeTyBatbe CO BUPYC).
He cMee na ce HaaMHHE [03a Ha maHTonpason on 20 mg guesHo. Jlosupamerto Ha XWB nmporeasza
UHXHOHUTOPOT MOXeOu Tpeba J1a ce npuIaroay.

Kymapuncku anmuxoazynancu (pennpokymor unu 6appapu)

HcroBpeMeHa aMHHUCTPALIMja Ha TAHTONPAa30] co BaphapHH wiv GeHNPOKYMOH He JieTyBalle Ha
apmaxokuHeTHKaTa Ha BapQaput, pennpokymon ik INR. Cenak, OCTojaT M3BEIITaH 32 3rONEMEH
INR ¥ npoTpoMOHHCKO BpeMe Kaj NIaLMeHTH KOH CE Ha Teparnuja co HHXMOMTOPH Ha MPOTOHCKA MyMIia
U Bappapun OKyMOH HcTOBpeMeHO. 3roneMer INR u npoTpoMGHCHKO BpeMe MOXe Jia

ey
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Memompexcam

Ipu ucTOBpeMeHaTa ynoTpeGa Ha BUCOKH JI03U METOTpeKcar (Ha npuMep, 300 mg) ¥ UHXUOUTOPH Ha
TIPOTOHCKA MyMI1a, Kaj HEKOH MALMEHTH € NPHjaBeHOo 3r0jIeMyBark¢ Ha HHBOTO Ha METOTPEKCAT. 3aroa,
MpU COCTOj6M Kafe LITO CE KOPHCTAT BHCOKM HO3H Ha METOTPEKCAaT, Ha MpPHUMEp KaplUUHOM U

ncopujasa, Moxke Aa Guje HoTpeGHO MPUBPEMEHO MOBJICKYBahe HA MAHTONMPA30JIOT.

Lpyau cmyouu 3a unmepaxyuu
[TanTONpasonoT ce MeTaboau3Mpa BO 3HAuajHA Mepa BO LPHHUOT APOO NpPEKy EH3MMCKHOT CHCTEM

wwmroxpom P450. I'nasuuot meraGonen nar e Aemernnanuja npexy CYP2C19, a npyrute MeTaboIHU
NaTHIITA BKIydyBaaT okcupauuja npexy CYP3A4.

CTleI/ITe Ha UHTEpPAKIIHM CO JIEKOBH KOH HCTO TakKa c¢ MCTaGOJ’II/IBI/IpaaT MNpPeKy OBUE NATHLITA, KAKO
mTO CE Kap6aMa36HPIH, Jnascriam, FJII/IGGHKJ'IaMI/IIl, HH(be,HI/IHI/IH H IEpOpaJIHU KOHTPALCTITHBH KOH
coApaKat JICBOHOPreCTpes U €THHWII SCTpaanoll, HE IoKaXaa KJIMHHUYKH 3Ha'-lajHI/I HUHTCPAKLIHH.

He Moe f1a ce HCKITy4H HHTEpAKLMja Ha TAHTONpPA3oJ CO APYTH JIEKOBH HIIH COeAMHEHH]a, KO ce
MeTa00IM3HpaaT co HCTHOT EH3HMCKH CHCTEM.

PesynTatute Of HEKOJIKY CTYAMH 3a MCITHTYBale¢ Ha MHTEPAKLMM [OKaXKaa /ieKa MaHTOMNpasosl Hema
BJIMjaHHME Bp3 MeTaGONM3MOT HAa AKTHBHHMTE CYNCTAHIIMM KOM Ce MeTabOJM3HpaaT MpeKy CYP1A2
(xaxo xodeun u Teobunun), CYP2C9 (kako MHpOKCUKaM, JUKIO(eHaK, nanpokceH), CYP2D6 (xako
meromponon), CYP2E1 (kako eTaHONT) ¥ HeMa BIIHjaHHE BP3 arncopriujara Ha JJMrOKCHH MOBP3aHa €O

P-TIHKOMPOTEHHOT.
HcTo Taka, He ce 3a0e/exaHn HHTEPaKIHK NPH HCTOBPEMEHa aIMUHHUCTpALMja Ha aHTALUH.

bune n3BegeHU U CTYJIMH Ha MHTCpaKUUU IIPH HCTOBPEMEHO aJMUHHCTpHpa¢ Ha MaHTOIIpa3oJl Co
OoApEAcCHHU AHTHOHWOTHIU (KJ'lapI/ITpOMI/II.II/IH, MCETPOHHAA30J1, aMOKCHHHHHH), Mpyu INTO HE 6ea
HpOHajHeHI/I KIIHHU4YKH 3Haqaj}m HWHTCPAKLHH.

Jlexosu xou ce unxubumopu uny undyxmopu va CYP2C19:

Huxuburopu Ha CYP2C19 kako mro e ¢uryBOKCaMHH MOXe JIa ja 3roJieMH CHCTEMCKaTa €KCIO3HUIIHja
Ha IaHTonpason. Moxe Ja ce cMeTa Ha peSyKLja Ha 1032 38 NaLMEHTH KO CE Ha JONITOTPajHA
‘répanuja co BUCOKH JO3H Ha AHTOMPA30JI, WIH Kaj MAUHEHTH CO XelaTaIHH HapyllyBarba.
EH3UMCKHTe HHIYKTOpH Ko aemysaat Ha CYP2C19 n CYP3 A4 kako WITO ce pudaMITHLIKH 1
kanrtapuon (Hypericum perforatum) MoJKe Ja T'd HAMAIAT KOHLCHTpALMTe BO Njla3Mara Ha
HHXHOUTOpHTE Ha MPOTOHCKA MyMIIa KOH ce METabOoIM3MpaaT NpeKy OBHE eH3HMCKHU CHCTEMH.

4.6 bBpemMeHOCT H Aoeme

BpemeHnoct
YMepen 6poj Ha noparouu kaj 6pemenH rxenu (nomery 300-1000 ucxonu Ha 6peMeHOCT) HHAHLIMpA

HA OTCYCTBO Ha MaiGOpMaLi HITH (eTaTHH MM HEOHATATHH TOKCHYHOCTH Ha MTAHTONpasot.
CTy[MuTe Kaj )KMBOTHH MTOK2)Kaa PeNpoayKTHBHA TOKCHYHOCT (TIOT/IeHETe BO TOUKa 5.3).

Kako MepKa Ha IpeTHa3IMBOCT, ce MpenopavyBa fa ce u3bernysa ynotpe6a Ha jiekot Honnasa 3a
BpeMe Ha GpeMEeHOCT.

Jloewe ;
CTyavuTe Ha )XHBOTHH NOKa)Kaa [eKa NaHTONpa3osioT Ce 3/1avyBa BO MJl
H3/1aUyBathe M BO MajuMHOTO MJIEKO Kaj JyfeTo. 3aToa norpeOHa e ofIyka ¢e. 1
J1a ce NPeKUHe CO JOekhe WIH J1a ce MPOJOJIKK/ MK a ce NPeKHHe CO Tepa Ty co ﬁ‘amnpﬁ
vy & 5 D

\\."L &/
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3eMajKi ja BO TIPE/IBHJI KOPUCTA Ot IOSHHETO 3a JICTETO M KOPUCTA OfI TepanujaTa co NaHTONpasos 3a
MajKara.

IInogHoCT
Bo cTyauuTe Ha )KUBOTHH He Oellle MpOHAjIeH 0Ka3 3a HapyIlCHA IJIOAHOCT MO aJIMHHHCTpALja Ha

naHTONpasos (NoryiefHeTe BO TOYKa 5.3).
4.7 Buaujanue Bp3 cnoco0HOCTA 32 BO3€b€ HJIH 32 PAKYBalkh€ CO MALIMHH

HaHTOHpaBOJ'IOT HCMa BJII/IjaHI/Ie WU UMa HEC3HAYMTEITHO BJ'IHjaHI/Ie Bp3 crocoOHOCTA 33 BO3EHE WU

paKyBame CO MallliHH.
Moxe [a ce I0jaBaT HECAKaHHM [€jCTBA KAaKo LITO CE BPTOIJIABHMIA M HapylleH BUJ (IIOIJICAHETE BO
touka 4.8). [TauMeHTHTe Kaj KOM Ke ce MojaBaT OBHE HECAKaHH JgjCTBa, He Tpeba Aa BO3aT WM Ja

paKyBaat cO MalllMHH.

4.8 HecakaHHu gejcTBa

Kaj npu6mmwkso 5% o MALMEHTHTe MOXe [ Ce OUCKyBa 10jaBa Ha Hecakalld 1ejCTBa OJf JIEKOT.
JlonynagefieHaTa Tabeia r'M MpUKaXyBa HECAaKaHHTE [€jCTBA KOM MOXKe Jia Ce I0jaBar 3a BpeMe Ha
TepanujaTa co NAHTOTPa3oN, KOM Ce MOJENCHH CIOpes CleHaBa KiacHUKalmja Ha 4eCTOTaTa Ha
T0jaByBakbE:

- Mpuory yectu (>1/10)

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

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

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

- Muory petku (< 1/10 000)

- Hermo3HaTH (4ecToTaTa He MOXKe Jja Ce pecMeTa oJ1 AOCTAITHHTE NOJATOLH)

3a cUTe HECaKaHM J[€jCTBA KOU Ce NPHjaBeHH TIOCT-MAPKETHHILKHA HEe € MOXKHO Ja C€ MpecMmeTa
OJipeJieHa YeCTOTa Ha TI0jaByBaibe U NOpajik T0a THE ce 3abeNexany co “Helo3HaTa” 4ecTora.

Bo pamkure Ha cekoja rpymna, HeCakaHWTe J€jCTBA Ce MPUKaKAHH MO PEJOCNEN Ol TorosieMa KOH
MoMaJIa CepHO3IIOCT.

Tabena Ha HEcAKaHM JIE|CTBA

Tabena 1. HecakaHu fejcTBa Ha maHTONPa3os 3abelexaHy 3a BpeMe Ha KIMHHYKUTE MCIHMTYBama 1
MOCT-MapKETHHLIKOTOTO UCKYCTBO.

YecroTa Yecru | llomanky | PeTkn Mrsory perkn | Hemo3natx
YecTH

Knaca

HA

CucremMu Ha

oprauu

HapyiyBama T‘E‘q% Arpanynonurosa | TpomGo-

KpBTa M JI1 i ‘/" AN\ LIMTONEHH]a,

CHCTEM 3 Jleykonenuja
IlaHuuTONEHN
ja

.

. T
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HapyuiyBama Ha IIpeoceTnuBocT
HMYHOJIOLIKHOTCHCT (BUTyUyBajku
eM aHaUIaKTHYHH
peakuuy 1
aHaduIaKTHYECH
IIOK)
HapywmyBamwa Ha XunepnunuaeMu XumnoHatpeMHja;
MeTaboIu3MOT H ja ¥ rokavyBame XurnoMarHe3eMH
UCXpaHaTta Ha MacTHTE ja (nornenHere
(TpUrnuuepHaY, BO TOuka 4.4);
XOJIeCTepol); Xunokanemuja’
ITpomeHu BO ; Xumokazemuja’
TeJIeCHaTa
TEXHUHA
[McuxujaTpucku Hapywys | Henpecuja (u Jlesopuentanu | XanyuuHauuja,
HapyllyBamba amba Ha CHTe BJIOLIYBamka | -ja (M cuTe Konodysuja
COHOT Ha cocrojbaTa) BIIOTIYBaba (ocobeHo Kaj
Ha MpeAUCIIOHUpPaH
cocrojbara) Y MaL1eHTHy,
KaKo U
BJIOLIYBabe HA
OBHE CUMIITOMH
JOKOJIKY
MOCTOeJE O
MPETXO/AHO)
Hapymysama Ha I'naso6on | HapyuryBame Ha [Mapecre3nja
HEpPBHHOT CHCTEM Ka 0CETOT 32 BKYC
Bprornas
una
HapyuryBama Ha HapymyBamwa Ha
o4uTe BHIOT/ 3aMaTeH
BUJ
l"acrpo- IMonunu | dujapeja; MUKpPOCKOIICKH
HWHTECTHHAIIHU Ha Fapemwe/ KOJIUTHUC
HapyllyBamba byHayc | moBpakam
HHUTE €;
xaesan | HamyeHoc
(GenurH | TH
H) racoBH;
3arek;
Cygra
ycrTa;
Bbonka u
HerpujaT
HO
JyBCTBO
BO
CTOMaKOT
Xemnaro- TToxaueHu IToxaueH
6unujapHu XenaTalHH 6unupyoun
HapyLIyBamba SH3UMH
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(TpaHcaMu- XemnaTouesnynapHa
HasH, 7-GT) cmaboct
Hapywysawa | Hcun/ Vprtukapuja; Stevens-Johnson-
Ha Koxkara U ersaHTem/ Anruoenem OB CHHIPOM;
MOTKOXHOTO epymLny; Lyell-oB cunnpowm;
TKHMBO [pyputyc Epurema
MyJITHQOpPME;
®doro-
CeH3UTHBHOCT;
Cyb6akyTeH KyTaH
JTymyc
epUTEMATO3yC
(morneaHeTe BO
TouKka 4.4)
Peaxuuu Ha JieKOT
CO €03HHODWIHja U
CHCTEMCKH
CUMITTOMM
(DRESS)
Myckyio- ®paktypa Ha | ApTpanruja; MyckysneH cnazam”
CKeJeTHH KOJIKOT, Muanruja
HapyulyBarba ¥ | 3rJ0060T WIH
HapyllyBamba pberoT
Ha CBP3HOTO (nornegHeTe
TKUBO BO Touka 4.4)
Penannu u TyOynounrepct
YpHHApPHH AED:
HapylIyBamba HedpuTHC
(THH) (co
MOXHOCT 32
pa3BHBameE Ha
peHasHa
UHCYQHLIUEHIIH]
a)
HapyuryBama I'unexomacTtuja
Ha
pernpoIyKTHB-
HHOT CHCTEM H
rpaguTe
Onmtu AcTteHnja IloxayeHa
HapyllyBamba U | 3aMOp M TeslecHa
cocToj6u Ha Masakca- TeMIepaTypa
MECTOTO Ha HOCT IMepudepuu
aZIMUHUCTpALH- eneMH
ja

; Xnnoxanuemuja Wunu XHITOKEI.J'ICMHia Mo)ke Ja OHIIaT MoBpP3aHU CO HACTAHYBAH€ Ha

Ipujaryfiaine na ;icca:{au i

@

z 1\

. Me 2 A

Tpujasypaspefo Hy gqcmggiwra @eféilBa perncTpupaHH 10 MyIITAkE HA JIEKOT BO IIPOMET € OJf rojleMa BaXKHOCT.

Ha oBoj Na% ce ‘0Beabeliyna 5
¢ gD aﬁtﬁ'ﬁaﬁiﬁ quf

P{HQIUIC/IHETE BO TOUKA 4.4)
LIYBAH:E Ha EJICKT

OJHTHTE

YUPAHO Clie/ierhe Ha KOPMCTa HACTIPOTH PU3HKOT 0] ynoTpefara Ha JIEKOT.

4/To npujaBat cekoj COMHEX 3a HeCaKaHO JIejCTBO OJf IEKOT BO
Netci ri'wgquq;baﬁm@b’summanua npH AreHiujaTa 3a JeKOBH M MEAULIMHCKM CPEACTBA
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(yn.Ce.Kupui u Metoauj 6p.54 kat 1) WM 10 €JI€KTPOHCKH IMaT NPeKy Be6 cTpaHaTa Ha ATeHIMjaTa
http://malmed.gov.mk/

4.9 Ilpeposupame

CumnroMu
He ce no3HaTH CUMITOMHM Ha [Ipe03Hpambe Kaj JIyfeTo.
CHCTEeMCKHTE M3JI0KyBambha Ha 103U A0 240 mg, aIMHHUCTPUPAHH HHTPABEHO3HO BO NEPHOA OA 2

MHHYTH 61i1e 1o6po ToJepHpaHy.

Tperman
I[TaHTOMpPAa30JI0T BO rojieMa Mepa Ce Bp3yBa 3a NPOTCHHUTE, 3aT0a TOj He ce IHjanu3upa JEeCHO.

Bo CJIy‘-Iaj Ha Mpeno3upame CO KIMHUYKHA 3HAlH Ha I/IHTOKCPIKaHHja, OCBCH CUMIITOMATCKH H
CYNOpPTHBEH TPETMaH, HE MOXKaT J1a CC Jaaat CHCIIPICI)H‘IHPI TEPAIICBTCKH NPECIIOPAKH.

5. ®APMAKOJIONIKHA MTOJATOLH
5.1 ®apMakoAHHAMHKA

dapmakoTepanesTcka rpyna: MHxuburopy Ha npoToHcka mymna, ATC kon: A02BCO02.

MexaHu3aM Ha J€|CTBO
I[laHTOMpa3oIOT MPETCTaByBa CYNCTUTYHPaH OEH3UMHMAA30II KOj ja WHXWOWpa ceKpeuujaTa Ha
XJIOPOBOAOPOJHATA KHCEJINHA BO CTOMAKOT I10 MaT Ha crnienmduyHa Gokasa Ha MPOTOHCKATA ITyMIa

Ha NapUCTATHUTE KJICTKH.

Bo KucenaTa CpeHHa Ha NIAPHETAIHHUTE KIETKH, TAHTOMPA30JIOT Ce MPeTBapa Bo akTHBHA popMa 1 ro
uaxubupa emsumor H/K'-ATPasa, omHOCHO (HHAJIHHOT CTajuyM OJ CO3[aBAETO Ha
XJIOPOBOJOPOJHATA KHCENHHA BO cTOMaKoT. MHXubuImjaTa 3aBUCH OJf 1103aTa M BiMjae Ha GasaynHaTa
M Ha CTHMy/IMpaHaTa ceKpeuMja Ha KucenuHa. Kaj moroneMHOT [en OA NMAlHEHTUTE, CUMIITOMHMTE
HCUe3HyBaaT 110 2 Hefemi. Kako U co ApyruTe MHXMOMTOPH Ha MPOTOHCKA MyMIa M MHXHOHTOPH Ha
H, peuentopure, TepanujaTa O MAHTOMPa3oll ja HaMalyBa KHMCEJIOCTa BO CTOMAKOT H CO TOa ce
3ro/ieMyBa HHBOTO Ha FACTPHH MPONOPLIMOHATHO CO HAMANYBAHETO HA KUCEIOCTa. 3roNieMyBameTo Ha
TacTPHHOT € peBep3ubuiHo. [lopaau Toa MTO MAHTONMPA30JIOT CE MOBP3YBa 3d €H3UMOT JHUCTATHO OA
HHBOTO Ha KIETOYHHOT pELENTOp, HEroBOTO BIHMjaHHE BP3 CEKpELMjaTa Ha XJIOPOBOJAOPOAHATA
KHMCENIMHA € HE3aBHCHO O CTHMyJall{jaTa Koja ja BpLIAT APYTHTE CYNCTaHUMH (aLETHIXOJIMH,
XHMCTaMKH, racTpus). JIejcTBOTO € McTo Ge3 pasnuka Naid MPenapaTtoT Ke ce [aje MepopaiHo WK

HHTPABECHO3HO.

BpenHocmTe Ha TacTPYH Ha LNIAJIHO ce 3rojieMyBaaT MoA JEjCTBOTO Ha MaHTONpa3oi. 3a BpeMe Ha
KpaTKOTpajHa ynotpeGa, BO MOBEKETO CTyyad THE He ja HAAMHMHYBAaT rOpHaTa HOpMaJlHa rpaHHLa. 3a
BpeMe Ha JI0JrOTPacH TPeTMaH, BO HajroJIEMUOT fei Ol CIlyJauTe, HHBOTO Ha racTpUH ¢ YIBOjyBa.
Cenak, caMo BO [IOGAHHEYHH CITyuaH 6uio 3abenexaHo MpeKyMepHo 3rojieMyBame. Kako pesyarar Ha
Toa, 32 BpeMe Ha JIONTOTpaeH TPeTMaH, Bo Mai Opoj ciydan Guio 3abenexaHo 6yiaro o yMepeHO
3rojeMyBame Ha 6pojor Ha cneuuéuunn enjaokpunn (ECL) wietku BO CTOM3K T—-»(C.HH'—IHO Ha
aneHomarouaHa xunepruiazvja). Cemak, CIOpel JNOCErallHUTE HCMHUTYBamha My’fai‘@ ouno
yTBpieHO (opMHparbe Ha KapLMHOMJHH MPEKypcopd (aTHIMYHA XHTEpIl _agvn S pﬂa@ \um
KapLUMHOUIH, KaKo IUTO Toa 6uio 3abenexaHo 3a BpeMe Ha CKCIIEPUMEHTHTE cq:gﬂno " {norn@ﬁeﬁe
BO TOYKa 5.3). ' z

a
A 1 k)

. TR N | -y

3a BpeMe Ha TeparHja co JEKOBH KOH HAMAJyBaT H3/ladyBaibe Ha KHCE/IMHa, FojiensyBa: HIBOED Fa
FacTPHH BO CEPYMOT KaKO OATOBOP HA HAMAJIEHATA CEKPeLUja Ha KHCEIHHA.
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3roJieMyBa KaKo pe3yJITaT Ha HaMaJIeH racTpHYeH auuauTeT. 3roeMeHoTo HuBo Ha CgA Moxe fa
uHTEp(epHpa CO UCITUTYBama 32 HEYPOCHAOKPHHH TyMOPH.

JocTanHu o6jaBeHM [0Ka3H MpeJiaraarT [MpeKHHyBale Ha TepanujaTa Cco HHXMOMTOpHTE Ha
MPOTOHCKA MyMIIa BO TIEpHOJ O 5 AeHa A0 2 Hexenu nipea mepere Ha CgA. OBa e co e ia 03BOJH
HuBoTO Ha CgA KOe MOXe JIaKHO f1a € IOKaYeHO IO Tepanuja co MHXMOMTOPH Ha MPOTOHCKA MyMIIa,
Jla ce BpaTH BO HOPMaJIHH pe(epHTHH BPEIHOCTH.

Bp3 6asa Ha pesynrature NOOHEHHM OfI MCIIMTyBamaTa Ha JKHBOTHH, HE MOXe Ja ce HCKIy4H
BIMjaHHETO BP3 CHIOKPUHMTE [ApaMeTpd Ha THPOWAHATA JKJIe3[d, 33 BPEME Ha JIONTOTPajHHOT
TpeTMaH CO MaHTOMPa30J KOj Tpae MOAOJrO Of €1Ha FOMHA.

52 @apvmakOKHHETHKA

Ancopnyuja
[ManTompason Gp3o ce ancopbupa, a MakCMMaJHUTE IUIa3MAaTCKM KOHLEHTPAlMH CE TOCTHIHYBaaT

IypH M TMocie eqHa mepopanHa no3a oA 20 mg. MakcHMManHMTE CEPYMCKH KOHLEHTpAUuu Of
npubnmwkao 1 - 1.5 mg/ml ce mocTurHyBaar BO mpocek 3a NpHOMMKHO 2 g0 2,5 yaca, M OBHE
BPEIIOCTH OCTAILYBaaT KOHCTAHTHH TI0 MOBEKeKpaTHa aAIMHHUCTPalHja.

dapMaKOKHHETUKATA He Ce pa3jiMKyBa [10 eHOKPATHA WM NOBTOpeHa aAMHHUCTpauHja. [Ipu nosu on
10 no 80 mg, nia3MaTckaTa KHMHETHKa HAa IIAHTOMNpPa3oj € JMHeapHa W IO [epopajHaTa M IO
MHTpaBEHCKaTa aJIMHHHUCTpALIH]a.

AncojiyTHata 6MOPAcHoIOKHUBOCT Ha TabyeTaTa € oApefieHa Ha NpubmokHo 77%. VcTOBpeMEHOTO
BHECYBaH€ Ha XpaHa Hema BidjaHue Bp3 AUC, MakcuUMallHaTa cepyMCKa KOHLEHTpaLHja, a Cropex
Toa ¥ Ha GuopacmonoxmmBocta. CO MCTOBPEMEHOTO BHECYBam€ HAa XpaHa Ke Ce 3rOoJIEMH CaMo
BapHjaOHITHOCTA Ha BPEMETO Ha JOLHEe Ha J€jCTBOTO.

Hucmpubyyuja

HuBOTO Ha Bp3yBabe Ha MAaHTOMPA30J0T 3a [U1a3MATCKUTE MPOTEHHM € NpHOmmkHO 98%. BomymeHoT
Ha aucTpubyiMja uzHecysa npubnmkHo 0,15 1/kg.

buompancdopmayuja

OBaa CyIcTaHIMja CKOPO LEJIOCHO ce McTaGonu3upa Bo LpHHOT Apo6. [iaen meraboned mnat e
nemerunauuja npeky CYP2C19 co nocneaosatenHa cyndaTHa KOHjyranHja, a OCTaHaTUTE METaGOIHH
naTHInTa BKTydyBaaT okcuaanuja npeky CYP3A4.

Enumunayuja
TToyKMBOTOT Ha elTMMMHALIMja H3HECYBA Okony | uac, a wiupeHcor e npuommwxHo 0,1 1/h/kg. bune

3abesiexaHy HEKOJIKY ClydaW CO OAJiokeHa enumuHauuja. Ilopanu crnenuuuHOTO Bp3yBame Ha
IIAHTOIPA30JIOT 3a MPOTOHCKATa [yMIla Ha MapueTaHaTa KJIETKa, IOJy>KHBOTOT Ha EJTMMHMHAlMja He
COOJIRETCTBYBA CO AANIEKY MOJOJITOTPAjHOTO AEjCTBO (MHXHOHUIIMja HA CEKPELIMjaTa Ha KUCEIUHA).
I'JIaBHHOT NaT Ha eKCKpelMja Ha MeTaGOoJIMTHTE Ha TIAaHTOMPA30JIOT CE COCTOU Ol eJIMMHUHAIINja MPEKy
6y6pesute (npubmmkao 80%), a OCTATOKOT ce eKCKpeTupa Mpeky ¢euecoT. [1aBeH MeTaboIMT U BO
I1a3MaTa M BO YPMHATA € JEeCMETH/INAHTONpPa3oi Koj € KOHjyrupaH co cyndaty. IlomyXuBoTOT Ha
I1aBHHOT MeTabouT (MpubIKHO 1,5 uaca) He € MHOTY TMOJOJIT Ol OHOj Ha MAHTOIPA30JIoT.

Ilocebnu nonynayu:

10 3 uach vgl‘?él;pcmr JaTa‘&b Ak Gp3a, U MOpaj1 T0oa He IIOCTOXU MOXKHOCT 32 aKyMyJIalHja.
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XenaTtanHo HapyLIyBakbe
Hako kaj mauMeHTMTe CO XemaTtaiHa nupo3a (wiaca A u B crnopen Child), BpeagHocTHTE Ha

TOMYXHBOTOT CE 3rofieMyBaaT Ha momely 3 M 6 waca, u Bpepsocture Ha AUC ce 3ronemyBaar 3a
dakTop BO rpanmMum on 3 [0 5, MakcMMalHaTa KOHLEHTpaudja BO ILiasMaTa Ce 3rolieMyBa
He3Ha4YUTeJIHO, caMo 3a daktop ox 1,3 Bo cropeada co 31paBuTe HHAUBUAYH.

IocTapu auua
Bnaroto sronemyBame Ha AUC H Cpay Kaj IOCTapHTe BOJIOHTEPH BO criopeaba co MoMIajuTe, HCTO

TaKa He € KIHHHYKU 3Ha‘lajHO.

Cnabu meTabonusepu

Kaj npu6mmkso 3% on EBpornckara mormynaiija NoCTOM HEAOCTATOK HA (YHKIHOHAJICH CYP2C19
eH3MM W THe ce HapeueHH cnabu meraGonusepd. Kaj oBMe MHAMBHMIYH, METabONIM3MOT Ha
TIAHTOTIPA3ON € HAjBEPOjaTHO IMIABHO KaTanusupaH on crpaHa Ha CYP3A4. o apmuuucTpaLyja Ha
eHOKpaTHa jo3a ox 40 mg maHTONpa3oj, NpOCeYHara MOBPLIMHA IMOJ TUTA3MATCKATa KpuBa
KOHLIEHTpallija-BpeMe GHa OKOJNy 6 maTW MOBMCOKa Kaj cnabute meraGonmsepu Bo criopenda co
BOJIOHTepUTe koM umaar (ynkumoHaneH CYP2C19 ensum (cunuu metaGonmusepu). IIpoceunure
MaKCHMAJIHH IUIa3MaTCKU KOHLEHTpAlMi Guie 3roieMeHH 3a npubmmwkao 60%. OBre HaoaAH HeMaaT
BJIHjaHHe BP3 HAYMHOT Ha aJIMHHICTPallMja Ha MaHTONpPa3oJL.

[leaujaTpyucka nomynanuja

[lo aAMHHHCTpAIMja Ha elHA NepopaiHa 1032 of 20 iy 40 mg NaHTONpa3on Kaj fela Ha BO3PacT Off
5 10 16 roguau AUC # Cpay 6HIIE BO paAMKHTE Ha COOJBETHUTE BPEJHOCTH Kaj BO3PACHHUTE.

Tlo aAMMHHCTPALMjaTa HA €THOKPATHM WHTpaBeHCKH o3d of 0,8 mmm 1,6 mg/kg nanronpason Kaj
Jelia Ha BO3pacT o/ 2 10 16 rojuum, He Guia 3a6esiexaHa 3Ha4ajHa MOBP3aHOCT TOMery KITMPEHCOT Ha
ITAHTONPA30JIOT M Bo3pacTa Win TexxuHata, AUC u BOJTYMEHOT Ha AUCTpubyumja Guie BO COrIaCHOCT
CO MOJIATOLIUTE 3a BO3PACHHUTE.

5.3 TIpegk/JMHHYKH MOAATOLH 33 CHTYPHOCTA

Hpeamnﬂuqkme nmogaTold HE IIOKaXKaa nocebHa OMAaCHOCT Kaj JIyI"eTO Bp3 OCHOBa Ha
KOHBCHLIHOHAJIHUTE CTYJAHWHU 3a CI)apMaKOJIOIHKa GGSGCHHOCT, TOKCHYHOCT IIpA IIOBTOPEHA 1034 H

T€HOTOKCHUYHOCT.

3a BpeMe Ha €/Ha MBEroJMINIHA CTyIMja 3a MCNUTYBalkhe HAa KApIMHOTEHOCT kaj craopuy Owia
yTBpIieHa M0jaBa Ha HEYPOCHIOKPHHU Heoruiasmu. Hcto Taka, BO NPEAHMOT A€ OA CTOMAKoT Ha
cTaopuuTe GHle IIPOHAjAEHH CKBAMO3HH KJIETOYHH NAIWIoMHu. MexaHu3MOT Koj Bofu 0 (popMuparse

HA TaCTPHYHM KApLMHOMAM MOJ /IjCTBO Ha CYNCTHTyMpaHHTe GeH3MMuaa3onu OWi BHMMATEHO
HCTpaXyBaH M Ce MOIUIO 10 3aKIy40oK jeKa ce paGoTh 3a CeKyHIapHa peaklja Ha MAaCHBHO
3rOJICMEHHMTE HHBOA HA TACTPUH BO CEPYMOT KOM Ce T0jaBMJIE Kaj CTAOPLIKMTE 32 BPEeME Ha TeparHjara.
IIpH [BErofMINHATA CTy/AMja Ha riofapd, Gwio 3abe/exaHo 3rojeMyBaibe Ha 6pojoT Ha XenaTanHu
TyMOpHM Kaj CTAOPLIUTE W JKEHKHMTE IJIyBLM, IITO Ce CMETa JieKa Ce NODKH Ha BUCOKATa CTanka Ha
MeTaboNM3Mparke Ha MAHTOIPA30JI0T BO LIPHHOT Jpob.

Kaj rpynata Ha cTaopuu Ha Kou UM Gmia JaBaHa Hajsucoka mosa (200 ¥ "g‘gﬂf& eIKaHo
6naro 3roneMyBaib€ Ha [0jaBaTa Ha HEOIUIACTHYHM NMPOMEHH Ha THpeQH[eaEa Hho_] ﬁﬂﬂ@cﬁg_ OBHE
HEOIUIa3MH € MOBpP3aHa cO NPOMEHHTE BO paclaralbeTo Ha THPOKCHHOT B dpsior Apofi.Ha c-rao NiuTe
MHAYLMPAHH O CTPAHA Ha MAHTOMPA30JIOT. Hmajku Bo mpeaBua AcKa T p&rmcaéra nosd gcaj‘ﬁ oe
HHCKa, HE C€ OYEKYBaaT HeCcakaHH /I€jCTBA BP3 TUPOHIHATA XJIe3/1a. s yare ;&

Bo efHa nepuHaTanHa M MOCTHATallHA CTyZAHMja 3a penpoayKlMja Kaj cras 'ipu ,ahseyﬁﬂmﬁa 4 na ro

eBajlyMpa pa3BOjOT Ha KOckuTe, Gea 3abelexaHy 3HAIH Ha TOKCHYHOCT Kaj Q’fOMQTﬁ@‘KD) PTHOCT,
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HHCKA Cpe/lHA BPEHOCT 3a TejleCHa TEXWHA, HUCKA CPeJHA BPEJHOCT Ha MOKavyBawe Ha TEJIECHA
TeXMHA W HAMaJieH pacT Ha Kockure) mpu excrosuiuja (Cpax) MPHOMMKHO 2X OX KJIMHHWYKATa
excro3uIuMjaTa Kaj nyrero. [Ipu kpaj Ha dasara Ges ynoTpe6a Ha JIek, NapamMeTpUTe Ha KOCKHTe Oea
CJIMYHU HU3 CUTE IPYMH U TEJIECHATA TE)XWHA MMALLe HCTO TAaKa TEHJCHLUja KOH PEBEP3UOUIHOCT 110
nepuosioT 6e3 yrnorpe6a Ha JieK. 3rolleMeHHOT MOPTAIHTET € CaMo IIPHjaBeH Kaj Maili CTAOPLIU KOH ce
Bo (hasa Ha onGuBame o Hoeme (Mo 21 JeH) mWTo ce MOpLeHyBa AeKa KOPECMOHAMpa CO Aela Ha
BO3PACT 10 2 TOAMHH. BaXKHOCTa Ha OBOj HAOX 3a Me/HjaTpUCKaTa MOMyJalHja HE € COCOMA jaceH.
IIpeTxoAHa NepU-MOCTHATANHA CTY/Hja Kaj CTAOPLM CO MaJIKy MOHHUCKH JI03M HE NOKaXa HeCaKaHW
nejctea npu 3 mg/kg Bo ciopefa co HUCKH 1034 off 5 mg/kg Bo oBaa cTyauja.

HcTpaxkyBamaTa He MOKakaa JIOKa3u 3a HapyLIeHa IIOXHOCT MIIH TEPATOTEHH J€jCTBa.

Ucro Taka, 6uia HCIUTYBaHA MEHETPALMjaTa HU3 IUIALICHTATa Kaj CTaOpLHUTe W OWIIO yTBPACHO AeKa
ce 3rojleMyBa cO HampeaHaraTa rectauuja. Kako pesynrar Ha Toa, KOHIEHTpaUMjaTa Ha MaHTOMNpa3o
BO (eTycoT ce 3roneMyBa KpaTKo IIpejl IOPOLYBAKETO.

6. OAPMAIEBTCKHA ITOJATOIIA
6.1 JIncra HA eKCHHUIHEHCH

Jaodpo na mabremama.
MaHUTOI
KPOCIIOBUOH
HaTpUyM KapOoHaT
copburon

KaJIIMYM cTeapar

Dunm-0b6ueKa Ha mabremama:
XHUIIPOMETOo3a

[OBHJIOH

tutanuyM auokeua (E171)
sxont xene3o okeua (£172)
MPOTMJIEH TJIMKOJI

MeTaKpH/IHA KHCEMHA - eTHII akpuiiateH Kononumep (1: 1) pactsop oa 30 mporieHTH
HATPUYM Jlaypuit cyndar
nosincopdar 80

Maxkporo 6000

TaJNK

6.2 HuxoMnaTHOHJIHOCTH

He e npyMeHIHBO.

6.3 Poxk Ha ynorpeb
4
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1.3.1 Pantoprazole
SPC, Labeling and Package Leaflet MK -Republic of North Macedonia

6.5 IlakyBame

Baucrep (Al-foil, Al-foil): 14 ractpopesucrentru Tabnety (1 6nmuctep co 14 TaGnetn), Bo nakyBarse.
Baucrep (Al-foil, Al-foil): 28 ractpopesucrernTHu Tabern (2 6nuctepH co 14 Tabnety), BO naKyBambe.

6.6 YmatcTBo 3a ynorpeba

be3 moceGHU yCIIOBH.

7. ITOJATOIIM 3A HOCHUTEJIOT HA PEHIEHHUETO 3A ITPOMET

KPKA-OAPMA JJOOEJI Cxonje, yn. Xpucro Tarapues-1, 6poj 101, 1000 Cxomnje, Pery6nuka
CeBepHa MakezoHHja

8. BPOJHA PEHIEHUETO 3A CTABAIBE BO IIPOMET

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

9. JATYM HA IIPBOTO PEHNIEHUE/OFHOBA 3A CTABAILE BO IIPOMET

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

10. JTATYM HA IIOCJIEAHATA PEBU3UJA HA TEKCTOT
Jymu 2024 roguna
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