KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Ezonpamied 20 mg cToMaliHO-YCTOMYUBH TBBPAHU KarcyJiu |
Bory : FEOIR T BN R Lo 100702/ 0]
3onpapkeH 40 mg cToMallHO-YCTOWYUBH TBBP/AH KarncyJiu

Esopragen 20 mg gastro-resistant hard capsules 6 299 o (T 0 2 b -09- 2025
Esopragen 40 mg gastro-resistant hard capsules | SRCILEETCIIIRPPOe

2 KAYECTBEH U KOJIMUECTBEH CHCTAB

E3zonpamxen 20 mg
Bcsaka cromainHo-ycTOHYMBA TBBbpAAa Kancyna cbabpka 20 mg esomenpason (esomeprazole), KaTo
e30MenpasoJ Mmarue3ui (esomeprazole magnesium).

[ToMOLLIHO BELIECTBO C U3BECTHO JIEHCTBHE:
Besika ctomalliHO-yCTOHYMBA TBbpAA KarncyJa cbabpka 45,58 mg 3axapo3sa (sucrose).

Ezonpaked 40 mg
Besika croMalnHo-ycToMuMBa TBBbpAa Kancyna cbabpaka 40 mg esomenpason (esomeprazole), karto

e30Menpa3osl MarHesuu (esomeprazole magnesium).

[loMO111HO BEUIECTBO C U3BECTHO JAEHUCTBHE:
Bceska cromaliiHo-ycTOMUYMBA TBbpAA Karncya cbabpka 91,16 mg 3axaposa (sucrose).

3a MbJIHUAT CMUCHK HA MOMOLIHUTE BellecTBa, BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
CroMalHo-ycTOMYMBa TBBp/la KarcyJia

E3onpamken 20 mg:

[Tenetu ¢ Os71 N0 KpeMaB LBAT B TBBLPAM KEJATHHOBU Karcysd, ¢ AbpkuHa 15,8 mm = 0,4 mm wu
wupourHa 5,85 mm + 0,03 (npubnusuTenHo), ¢ Kanavka v TAJ10 C pO30B LUBSAT, ¢ YyepeH Haanue ~“Mylan”™
Haa "EM20” Ha nBere yacTv Ha KaricyJjiara.

Ezonpapken 40 mg:

[Tenetu ¢ ©sa71 A0 KpeMaB UBAT B TBBPAMU JKEJIATUHOBU Karcysd, ¢ AbpkMHa 19,3 mm = 0,4 mm wu
wupourHa 6,93 mm + 0,03 (npubnusurenHo), ¢ Kanadka v TAJI0 ¢ KagAB LUBAT, ¢ yepeH Haanuc ~“Mylan”™
Hag "EM40” Ha nBere yacTH Ha KaricyJara.

4. KJIUMHUYHHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHS

E3onpakeH e nmokasa 3a:

Bb3pacTHH
I"acTpo-e3opareanna pepaykcna 6oaect (I'EPD) P _,.--f Q 5 N S
’;; 1 a\"
— JleyeHue Ha epo3UBeEH pedIyKCeH e30¢arur. /- P

- IIpoabKHUTENHO JIeueHUe Ha NMaLMeHTH C 03ApaBsJl e30(aruT 3a npenoTsz,lTﬁ:EﬁHe Ha pBHHﬂHB
—  CuMNITOMATHYHO JIeYEHHE Ha racTpo-e3oareantHa peduykcHa 0ojiect (FEPB) |
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B KomMOHHALUA ¢ NogXoAAUIA an'mﬁam‘epna.nﬂa TCPANCBTHYHA CXCMA HA JICHMCHHE 34 cpaljHKalnnAa

Ha Helicobacter pylori u nocTurane Ha:
- 3a3npaBsBaHe HAa AyOACHANIHA A3Ba, CBbp3aHa ¢ Helicobacter pylori.
- [lpenorBpaTaBaHe Ha peuUMAUB Ha TMENTHYHH A3BH MpPH [AUHEHTH C A3BH, CBbP3aHH C
Helicobacter pylori.

IlanueHTH HYXAACWH c€ OT NPOALKHTETIHA TEPANHA ¢ HECTEPOHAHH MPOTHBOBBLINAJNHTEIHH

Aexapcereens npoayktu (HIIBJIII):
- 3a3gpassBaHe HAa CTOMALIIHH A3BU, CBBHp3aHU ¢ nedeHue ¢ HIIBJIIIL

- IIpodunakTvka Ha CTOMALUIHH M AYOAEHATHHU A3BH, cBLp3aHM ¢ neueHne ¢ HIIBJIII npu puckosu
laLiHEHTH.

HPBRMHHTEJ'IHD JEHCHHE CJI€A HHTPABCHO3IHA ﬂpﬂq)l‘l.ﬂﬂl{'l‘lll(ﬂ Ha NOBTOPDHO KbPDBECHEC IIDH
AECNITHYHH A3IBN.

Jleuenune ua cuuapoM Ha Zollinger Ellison

FOHo11u Ha BB3pacT Had 12 roauHH

I'acTpo-ezodareanua pepaykcua 6oaecr (I' EPD)

— JleyeHue Ha epo3useH pedaykceH e3ogarut

— TIpoaABMKUTENHO IeHEHHE HA MALIMEHTH ¢ 03paBsN €30¢aruT 3a NpodWIaKTHKA Ha PELIMAUB
— CHMITOMATHYHO JlIe4yeHKe Ha racTpo-e3odareanna pednykcHa 6onect (I'’EPB)

B xoMOnHaunsa ¢ asTHOHOTHIM 34 JIeuenue Ha ayoaenanta a3ea, npuunnera ot Helicobacter pylori

4.2 JH0o3HpOBKA H HAYMH HA MPHRJIOKEHHE

Ho3upoBKA
Bb3pacTHH

I'acTpo-e3odareanna pedaywcua 6onect (I'EPB)

~ JleyeHue Ha epo3nBeH peduykceH e3otharut
40 mg BeAHDBIK AHEBHO B NPOABIKEHHE HA 4 CeAMULIM.

[TIpenopruBa ce ACTIBAHUTEIHO 4-CEAMUYHO JIEYEHHUE MPHU NMALHEHTH, NPH KOUTO €30(aruTsbT He € Oun
H3leKYBaH WIHM CHMIITOMHTE NEPCUCTHPAT.

- IpoaAb/MKHTENHO JleueHHUe Ha NalUWeHTH C 03paBail e30(aruT 3a npodujiakTHKa Ha peLMIuB
20 mg BeaAHDK OHEBHO.

- CuMOTOMATHYHO JleYeHue Ha racTpo-e3ogareanta pegaykcna donect (I EPB)

20 mg BegHBXK OHEBHO NpH NauueHTH 0e3 e3odaruT. AKO He c€ MOCTHIHE KOHTPOJ Ha CUMIITOMHTE
cnen 4 ceaMMUM, NAaUMeHTHT TpAbBa Aa ce u3cnegBa AOMBIHMTENHO. Cnea Karo CHUMNTOMHTE
OT3BY4aT, MOCAEABAll KOHTPON HAa CHMNTOMATHKAaTa MOXE Jla ce AUCTUIrHe Karo ce npuemar 20 mg
BEJAHBX AHEBHO. MOXKe Aa ce M3nmon3Ba peMM npu HeobxoaumocT, ¢ npueM Ha 20 mg BeaHDBK
OHeBHO npH Hyxaa. [lpn naunentu nexkysanu ¢ HCIIBC, npH KOMTO e Ha /iMLEe pUCK OT Pa3BHTHE Ha
CTOMALHU ¥ JYOACHANHHU A3BH, NOCIEABAL KOHTPOI HA CUMITTOMATUKATA YPE3 U3NO0JI3BAHE HA PEIKUM
npy HeOOXOAUMOCT He ce NMpenopbUBa.

B KOMOHHALHA ¢ NOAXOAAINA AHTHOAKTEPHAJIHA TEPANEBTHYHA CXeMA HA JIeUeHHUe 33 ¢

Ha Helicobacter Pylori /‘;;-ﬁm_ 0. '_{@h,_ .
- 3a3apaBdBaHE Ha JyOJeHanHa A3Ba, CBbp3aHa ¢ HHpekra ¢ Helicobacter pylori /’"’. a7 % N
- IlpenorBpaBsBaHe Ha peLWAWB Ha NMENTHYHHM A3BM NPH NalMEHTU C A3BH, CBLP3AHE CiuHPERLls} ¢; =)
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Esonpamken 20 mg ¢ amokcuupmnuH 1 g v wiaputpoMuuud 500 mg, BCHUKHMTE ABA MBLTH AHEBHO B
MPORBAKEHKE HA 7 JHM.

ITanuenTH HyXaaemn ce oT npoabLxkHTeNHa Tepanus ¢ HIIBJI

- 3asznpapsBaHe Ha CTOMAIIIHU A3BU, CBBbp3aHU ¢ aeyenue ¢ HITBJII
[lpenoprvyuTenHata no3a € 20 mg BeAHBXK AHEBHO. IIPOABIKMTENHOCTTA HA NeHEHHETO € 4-8
CEeAMMLIH,

- [IpodunakTuKa Ha CTOMALIHM Y NYOAEHANHY A38BU, CBbp3aHy ¢ neyeHue ¢ HITBJII npu puckosu

NaLMEHTH
20 mg BeIHBXK AHEBHO.,

IIpoabmxuTeHO JleMeHHE CJeAd MHTPABEHO3HA NPOPUIAKTHKA HA MOBTOPHO KbpPBEHE MNpH
NEeNTHYHH A3BH,

40 mg BeAHBX AHEBHO, B NMPOABLDKCHME HA 4 CEOMMULIM, Cjiell HHTPABEHO3HO MHAYLMPaHa MpeBEeHLUS Ha
KbpBEHE MpH NMENTHYHA A3BA.

Jleuenne na cunapom Ha Zollinger Ellison

[lpenopbuHTenHaTa HavyanHa A03vpoBka Ha EsonpamkedH e 40 mg aea meTH AHEBHO. B nocneacTBHe
N03HUpOBKaTa TpaOBa Oa ce onpeaenyd MHAWUBUAYAJIHO W JIEUEHHETO Ce MPOAB/KABA XOKATO € K/IHHHYHO
Nokasano. B3 ocHOBA HA HANMHYHMUTE KJIMHHYHK JAHHM MO-TOJIAMA YacT OT MaLUHEeHTHTE MOXKE Ja Obaat
KOHTponupaHu npH A03u o1 80 10 160 mg e3oMenpason aAHeBHO. B cnyuyaii, ve ce Hanara gosa Hag 80 mg
AHEBHO TA TPAOBA 22 ce pa3zfgeny Ha ABE OTAEIHH QHCBHH AO3H.

CneanHy nonynaivu

YBpeaena OnOpeuna pynkuus

[Ipn mauumeHt ¢ yepeacHa ObbOpevHa ¢yHKUHA He Cce Halara npoMsHa Ha aposupoBkarta. [lopaan
OrpaHMYEHHUA OMMT MNMPH MALMEHTH ¢ TexKa OpOpeyHa HeAOCTATBYHOCT, TAaKKMBA MaUWeHTH TpAOBa Ha ce
JAEKYBAT ¢ MOBUILIEHO BHUMaHUE (BXK. TOUKa 5.2).

YBpeaeHa yepHoapooHa pynKuun

He ce nanara npoMsHa Ha JO3UPOBKATA MPH NALMEHTH € JIEKO A0 YMEPEHO YBpEXJaHE Ha depHusa apod.
[Ipy nmaLMeHTH ¢ TEXKO yBpexiaHe Ha uHepHus Apod makcuManiara ao3a ot 20 mg EsonpamkeH He
TpAOBa Ja Obae HaaBHLIABaHA (BXK. Touka 5.2).

IIanuenTH B cTapYecKa BL3PAacT
[Ipn nauyeHTH B CTAPUYECKA BB3PACT HE CE HA1ara NpoMsiHa Ha JO3UPOBKATA.

IleanaTpnyHa nonyaauHn

IOQHoOUIN Ha BE3pacT Ha M Haj 12 roAWHH

I'acTpo-ezopareanna pedpaykcHa 6onect (I' EPB)

— JleueHue Ha epo3nBEH PeDIYKCEH €30(AaruT:
40 mg BeaHDBXK AHEBHO B NPOABIKEHUE HA 4 CEAMULIN.
[Ipenopsupa ce JOMBAHHUTEIHO 4-CEAMHYHO JIEUEHUE NPH NAUMEHTH, NIPH KOUTO €30aruTshT He e 6un
H3MIeKYBaH WIH CHMITTOMHTE NTEPCUCTHpAT.

— TIpoABKHTEAHO JeUeHHE Ha NALUWEHTH ¢ 03ApaBail e30Qarut 3a npodunakTUKA HA PELIWIUB
20 mg seaHbX AHEBHO.

- CuMNTOMaTHYHO JeYEHHE Ha racTpo-ezodareanta pegaykcHa donect ('EPB) s
20 mg BegHBXK OAHEBHO NPU NauueHTH 0e3 e3odaruT. AKO He C€ NOCTHIHE KOHTPO ﬁ g s
caen 4 ceaMHUM, NauWeHTsHT TpabBa Aa ce M3cnenasa AOMbAHUTENHO. Cnen aﬂal cmdl;l‘romm q
OT3BYYaT, MOCHeABALl KOHTPOA HA CUMIITOMAaTHKAaTa MOXE Aa C€ MOCTHIrHE KaTo lﬁp&eyﬁg 20 mg Lo
BeIHBK AHEBHO. NN Rl
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Jeuenne na AyoaenanHa sizsa, npuuunena or Helicobacter pylori

[Ipy nabopa Ha nmoaxoaswia kKomMOUHauuA 3a JgeuyeHUe TpadOBa Ja ce HUMAT MNpeaBHd OPULHATHWUTE
HaLHOHANIHM, 0DMAaCTHM ¥ MECTHHM AaHHH 3a BakTepHanHa pe3UCTEHTHOCT, NMPOABIDKHTETHOCT Ha JieyeHHe
(Haii-uecTo 7 AHM, HO MOHAKora 10 14 auu) ¥ noaxoasuiara ynorpeba Ha aHTUGAKTEPUATHU TEKAPCTBEHH
npoaykTH. Jleuennero TpaOBa na ce NpoOBEXAa OT JI€KApP-CHELIMAITUCT.

[IpenoprsuBanaTa J0O3MPOBKA €:

Terno JloznpoBka

30-40 kg Kombunauus ¢ aBa. aHtuOmotmxa: ezomenpazosnn 20 mg, amokcHumnuH 750 mg wu
KIapUTPOMUUMH 7,5 mg/kg TesnecHa Maca ce€ MNpHeMaT eJHOBPEMEHHO, JBa ITbTH
OHEBHO B NPOABL/HKEHUE HA €AHA CeAMMLIA.

> 40 k KombuHanus ¢ apa anTHbuoTMka: e3somenpazon 20 mg, aMOKCHLMIHH | H
g p s g
KnaputpoMuuMH 500 mg ce rnpueMar €JHOBpeMeHHO, JABa [MbTH JAHEBHO B
NpOABIDKEHHUE HA €IHA CEAMHLIA.

ﬂega noa 12-1"0,_H_IHLIIH3 Bb3pacT.

,I[pym (prM}’.IIHpDBKH Ha TOBa JICKApPCTBO MOXKE Aa ObaaT no-noaxoasilM 3a AC€lla HA BB3pacT noj 12
rOAHHH,

Hauun HA npHAOKENHE
3a nepopanuo npunoxeHde. Kancynure tpabea na ce rearat uenu ¢ reddoct. Kancynure He Tpa0Ba aa

ce cMaukBaT MIH AbBYar. llaLMeHTH, KOMTO MMAT 3aTpyAHEeHUE MpPH NperTbLIaHe Ha KalcyJiMTe,
KAMCyJINTE MOraT Aa C€ OTBOPAT U ChABPKAHUETO (NefeTHTe) Aa ce CMECH B NOJIOBHH Yallla ¢ HerazMpaHa
Boaa. He Tpabpa aa ce H3monaeart Apyrd T€MHOCTH, Thil KATO CTOMALLIHO YCTOHUYHMBOTO MOKPUTHE MOXKE J1a
ce pasTBOpPH. TE€YHOCTTA C MENeTUTE 1a ce u3nue HezabarHO wiM B pamkute a0 30 MuHyTH. Yawara ce
M3IUIaKBa OT OCTAHAMTE M0 Hes MENIETH, KaTO ¢e HaITb/IBa HAMOJOBHHA ¢ BOAA M TEHHOCTTA CE€ M3NHBA.
[lenerure He TpaOBA 1A ce IBBYAT MM CTPHBAT.

[Tpy mauudeHTH, KOUTO HE MOraT Ja MOMTBUIAT, KaNcyiuTe MOraT a3 ¢€ OTBOPAT M ChABPXKAHHETO Ja ce
CMECH ¢ HerasMpaHa BOAA M MONyueHaTa CYCNEH3Wd 1A ce MPUA0KHM C NOMOLUTA HAa CTOMAallHa COHJaA.
BaxkHO € Ja ce MpoBEpHM BHHUMATENIHO Aaid u3bpaHaTa CNpHHLOBKA M COHOA ca [MOAXOAALIM. 3a
NOArOTOBKATA H MHCTPYKLIUHU 32 MPHIIOKEHHE BHAKTE TOUKa 6.6.

4.3 IIpoTuBONOKA3AHNSA

CBpBXYYBCTBUTENHOCT KbM €30MeNpa3os, CyOCTUTYMpaHH O€H3MMHAA30NH WIH KbM HAKOE OT
NMOMOIUHKTE BELLECTRA, H30pOeHN B TOUKa 6.1,

Esomenpazon He TpabBa Aa ce npuemMa eAHOBpEeMEHHO ¢ HengUHaBHp (BxkK. TOuka 4.5).
4.4 Cneunannu npegynpexaeHda u npeanasHi MepkKH npu ynorpebda.

[Ipy HanuuHe Ha KAKBUTO U Ja ¢a 0De3MOKOUTENIHM CUMNITOMU (Hanp. 3HauUTeNHa HexenaTtenHa 3aryba
Ha Terjo0, MOBTAPALIO CE MOBPBIIAHE, AUCPAris, XeMaTeMe3nC Wik MENEHA) U B CIyYauTe, NPH KOUTO Ce
MOAO3Wpa WIK € JHArHOCTHLIMPaHA CTOMALLHA A3Ba, TPAOBa Aa ce M3KIIOYH 3JI0KaueCcTBeHO 3abonsaBaue,
TBH KaTo JE4YEHHETO ¢ E3onpamxen moxe aa obnekyd cuMntoMuTe M aa 3abaBM  NOCTaBAHE Ha
AUarHo3ara.

[IponbioxurenHa ynorpeba ﬁ/’-—m\\
[laumMeHTUTE HA NPOABIKUTENHO NEUeHUE (0CODEHO TE3H, KOUTO MOANAEXKaT Ha JICUCHUE 33, sekie "

eHa roauya) Tpadea aa ca noj peaoBHO HAOMIOAECHHME.
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Epanukaums Ha Helicobacter pylori

Koraro ce npeanucsa ezomenpason 3a epaaukauds Ha Helicobacter pylori, TpabBa fa ce MMa NpeaBU
BL3MOXHHKTE NEKAPCTBEHU B3aMMO/ICHCTBUA HA BCHYKM JIEKapPCTBa, y4acTBalllM B TpoitHaTa koMOMHaUMS.
Knapurpomuuus € MoueH uHxubutop Ha CYP3A4 v nopaau ToBa TpabGBa Ja ce WMMAaT npeaBHA
MPOTHBOMOKA3aHHATA H B3aUMOJEHCTBHATA Ha KJIAPUTPOMMUMH, KOraTe TpoiiHaTa KOMOHHALMA ce
npwiara Npy MaiUeHTH, KOWTO NpHEMaT €JHOBPEMEHHO W JAPYTH JieKapcTBa, MeTabonuaupaiuy ce oT
CYP3A4, kato unsanpun.

UHndekiiy Ha cTOMALHO-YPEBHUA TPAKT

Jleuennero ¢ MHXMOMTOpPH Ha NpPOTOHHaTa NMOMNa MOXKE Ja AOBeAe OO0 MOBHINABAHE HA PHCKA OT
CTOMALIHO-YPEBHH UH(EKLIMH KATO TAKMBA MPUUHHEHH OT Salmonella v Campylobacter (Bx. Touka 5.1).

Abcopbuna Ha sutamuy B12
Ezomenpazon, KakTO BCHMKH JIEKAPCTBA [MOTUCKALUM KHCENMHHATA CEKPELWA, MOXKE Ja Hamasu

abcopbumaTta Ha BuTamMuH B12 (unanokobanaMmuH) BCIEACTBME HA XHNO WK axyiopxuapua. Tosa Tpabea
Aa ce UMa MpPEeABUA MPH MPOAB/ILKUTENHO JIEYEHHE HA NALMEHTH C HAMAICHA TE/IECHA Maca WM PUCKOBH
¢daxTopu 3a HaMaseHa abcopOuuga Ha BUTaMUH B12.

XHnoMarsevemus

Mma choblieHus 3a TeXXKa XUNOMarHe3ueMus Npu NauveHTH JIEKYBaHM ¢ MHXHOUTOPU Ha MPOTOHHATA
nomna (MIIII) kato eszomenpazon 3a nepuon OT MOHE 3 Meceua, B INOBEYETO Cly4yau 3a 1 roaula.
Cepuo3HM NMpPOSBH HA XMNOMArHE3WEeMHA, KaTo yMopa, CrasMy, JICITHUPHYM, KOHBYJICHHM, 3aMasHOCT H
KaMepHa apHTMHMA MOXE Ja ce€ NposABAT, HO Te€ MOXe Ja 3anovHaT He3abenszaHo M aa Obaar
npeHebpernati. [IpM noBedero 3acerHaT MNAaUMEHTH XHNOMArHelWeMuATa ce Mnoacdpsasa el
MPHUIOKEHHE Ha MArHE3UK U npekparasBaHe Ha seueHuero ¢ UIILL

[Ipn mauueHTHTE, 38 KOUTO C€ OYaKkBa Aa ObAaT Ha NPOABIDKMTENHO NeueHne Wik kouro npuemat UIII ¢
AHUFOKCHH MM C JNEKapCcTBEHH MPOAYKTH, KOHMTO MOXKE Ja MNpPUYMHAT XHMOMarHezuwemus (Hanp.
ANYPETHLH), MEOULIMHCKUTE CIIEUMATUCTH TpadBa Ja MMAT MNPEABH ONpPEAC/IAHE HA CTOWHOCTHUTE Ha
MarHesui npeau 3anouypaHe Ha nedeHuero ¢ MINII 4 nepuoanyHo no BpeMe Ha eveHue.

Puck ot dpakrypa

Unxuburopure Ha MPOTOHHATA MOMMNA, 0CODEHO aKO €€ NpHEMaT BBB BUCOKH JO3H H MPOABIKHTEMHO
speMme (nosede oT 1 rogMHa) MOXKe YMEpPEHO Aa MOBHMLIAT pHCKa OT (paxkTypa Ha 6eapoTo, KHTKATa M
NpeuUieHATE, Hali-Bede NpHU MaLKWeHTH B CTApUECKA Bb3PpacT WM NpH HAIH4YME HA JpYTH ChUIECTBYBAlIY
pvckoBH daxTopu. OGcepBallMOHHU MPOY4YBaHHA NMpPEANoarar, ue€ HHXWOHTOpPUTE Ha NPOTOHHATA NOMMNA
MOXKe J1a noBHIIAT obums puck ot ¢ppakTypH ¢ 10-40%. B HAkOM ciyuyad TOBa NOBULIABAHE MOXKE A Ce
OBJDKH Ha ApYTr¥ PUCKOBU (aktop. [TaLuesTHTE ¢ pUCK 3a OCTeonopo3a TpsadBa Aa MONy4aBaT JICHEHHUE B
ChOTBETCTBHE CBHC CHIUECTBYBAIUTE KIHHHYHHU MPENOPEKU M TpAOBa Ja NpHeMaT AOCTATBYHO BUTAMMH
D u kanuuu.

EaHOoBpeMEHHOTO NPUIOKEHHE C APYTH JIEKAPCTBEHH TIPOAYKTH

EAHOBPEMEHHOTO MPUIIOMKEHHE Ha €30MeNpa3osl C ara3aHaBUp He ce npenopbuBa (BXK. Touka 4.5). B
Cliydaii Ha NpeneHkKa, Ye M3NOI3BAHETO Ha KOMOHHAUMATA OT aTa3aHaBUP M UHXUOMTOP Ha MPOTOHHATA
noMmna He Moxe JAa Obae u3berHaro, NpenopbUBa C€ BHUMATENHO KIMHUYHO HabmoaeHHe B kKoMOHHALIUA
C yBe/lMuaBaHe Ha Jo03aTa Ha artazaHaBup no0 400 mg ¢ puroHasup 100 mg, no3ata Ha €3OMEenpa3on He
TpabBa Aa HaaxBLPAS 20 mg.

Ezomenpazon e uuxudburop Ha CYP2C19. [1pu 3anousBaHe MM CIHpaHE Ha JICYEHHETO C €30MEMNpPA3o




Koraro ce npeanucea €30Menpasost 3a JeUHeHUe Npy Hy»a, TpAaOBa Aa ce MMa NpeBUA Bb3MOXHOCTTA 32
B3aUMOJEeHCTBHUA ¢ APYTH JIeKapCcTBa, Nopaayd NPOMEHH HAa KOHLIEHTPALIMUTE HA €30MENpPa3on B Iia3Mara
(BXK. Touka 4.3).

Texcxu KOXKHH HExenaHU peakunu (SCARS)

Texxxu koxxHH HexxenaHu peakuuu (SCAR) karo epureMa myntudgopme (EM), cuHapoM Ha Stevens-
Johnson (8JS), TokcHuHa enuaepmanna Hekposausa (TEN), nekapcTBeHa peakuus C €03HHODWIHA W
cucteMHd cuMnroMd (DRESS), kowto morat ana OBbAaaT »kuBOTO3acTpallaBalid MM JIETanHM, <a
choOIIIaBaHH MHOT'O PAAKO BBB BPb3Ka C JIEMEHHE C €30MEIpaso.

[TaupenTrTe TpabBa Aa 6bAAT HHDOPMUPAHH 3@ NPU3HALMTE U CUMIITOMHUTE HA TEXKKATA KOXKHA PEaKLIUA
EM/SIS/TEN/DRESS u Tpabea He3abaBHO Aa MOTbPCAT MEOULIMHCKH CBBET OT CBOA JIEKap, KOraTo
sabenexxaT HAKAKBH HHIWKATHBHH MPH3HALYW HITHA CUMITOMH.

Ezomenpa3zon Tpsbsa aa ce npexpaTy He3abaBHO NPH MPH3HALMK H CHMINITOMH HA TEXKH KOXXHH PEAaKUHH H
TpabBa MAa C€ OCHIypAT AOMBIHMTENHH MEQULIMHCKHW TpHXXWBHHMaTeNHo HabmoaeHune, ako e
He0OX0AUMO.

[TosTOpHO NpOBOKHpaHe He TpAORa aa ce npeanpuema npu nauneHty ¢ EM/SJIS/TEN/DRESS.

3axapo3a
Tozu nekapcTBeH NPOAYKT ChAbpxka 3axapos3a. [lauMeHTH ¢ psaxa BpoJeHAa HENOHOCHMMOCT KbM

¢dbpyKTO3a, rMIOKO30-rajakTosHa ManabcopOums MM 3axapo30-H30MANTO3HA HEOOCTATBYHOCT HE TpsOBa
Ja MPUEMAT TO3U JIeKapCTBEH MPOAYKT.

Harpui
Tosa nekapcTBO cbAbPKA NMO-Manko oT 1 mmol HaTpu# (23 mg) Ha kancysna, T.e. MOXKE Aa C€ Kaxe, e
NPaKTHYECKH HE ChOBPKa HATPUH.

[TopocThp KOXeH Jynyc epuTeMarosyc (TTKJIE)

[IpunoxkeHnero Ha HHXMOUTOPH Ha NIPOTOHHATA MIOMIIA Ca CBbP3aHH ¢ MHOTIO PEAKH Cly4au Ha MposiBa Ha
[TKJIE. AkO BB3HHKHAT JIE3UH, 0CODEHO B OTKPHTHUTE YUaCTBLUH OT KOXKAaTa, HITOKEHH Ha ACHCTBUETO HA
MpAKa CITbHYEBA CBETIIMHA M aKO Ca MPHAPY)XEHHM OT DONKKH B CTABUTE, NALMEHTHLT TPAbBa 1a noTbpcH
He3a0aBHO MeOUIIMHCKA MOMOL, KATO MEAULIMHCKHAT crneuuanuct Tpabsa aa oOMHCIM cnHpaHE Ha
neueHuneto ¢ eaomenpason. [1KJIE cnea npeauiHO NeyeHHe ¢ HHXUOMTOP Ha MPOTOHHATA MOMIIA MOXE
na yBenuuM pucka ot nposea Ha [TKJIE ¢ apyrin tHXHOMTOPH Ha NMPOTOHHATA MOMIIA.

[lopangBaHe Ha pe3yaTaTH OT NabopaTOpHHU HICNEABAHUA

[ToBuinenu crofiHocTH Ha Chromogranin A (CgA) Moxe faa TMOBNHAAT HA H3CAeABaHE 3a
HeBPOSHAOKPHMHHHM TYMOPH. 3a 1a ce u3derHe TOBa NMOBAUABAHE, JICUCHUETO C €30Menpas3on Tpadsa aa ce
MpeKpaTH NoHe 5 OHM npean u3MeppaHeTo Ha CgA (Bx. Todka 5.1). Ako cToHOCTHTE Ha CgA M FacTpuH
HE ¢a Ce€ BB3CTAHOBHIH B pelepeHTHHUTE CH IPaHULIMA CeA HAaXalHOTO H3MepBaHe, H3MepBaHuATa TpsadBa
na ObaaT noBTopeHd 14 AHU clen cMUpaHe Ha JICUCHHETO C MHXMOMTOp Ha MPOTOHHATA MOMIIa.

4.5 B3auMoaeiicTBHE ¢ APYIH JIeKAPCTBEHH NPOAYKTH B APYrd GopMH HA B3IAHMOAEHCTBHE
Edexru Ha ezoMenpa3on BLPXY PapMaKOKHHETHKATA Ha JPYIrH JIeKapcTBa

Ipomeaznu unxubumopu

HMma croblleHHs, Y€ OMenpasosl B3aMMOJEHCTBA ¢ HAKOM npoTeasHd uHxuburopu. KnuamuHoTO
3HauUeHHE H MEXAHM3MBT Ha Te3H ChOOWIEHH B3auMMOAEHCTBUS He BUHArK ca H3BecTHH. [lo TO Ha
cToMaiiHoto pH npu neueHde ¢ omenpason MoXe Ja MNPOMEHH abcopOLMATR: B \ipGPeaat
uHXHOuTOpH. IpyTH BE3MOXKHH MEeXaHW3MH Ha B3aUMOJEHCTBHE Ca Upe3 HHXHGHpa};é Hh Ibm Q’f‘? s
rjh u_,‘ r-.T:- ; - \x {'JS*
CrobuieHO e, Ye KOHLUEHTpaLHUTe Ha aTa3aHaBHp W HeN(HHABHp B cCEepyMma ce @umnha'f, jcor.ajgmdﬁ! \
MpUEMAT 3a€JHO C OMENPa3oi U eIHOBPEMEHHOTO UM NPHUII0KEHHE HE Ce npenopb Ha EﬂHGBpeMﬂHHéTO

npunokeHne Ha omenpaszon (40 mg BenHwk AHesHo) ¢ artazaHasup 300 mg/p




3apaBH A00pOBOLH BOAU 10 3HAUMTEIHO NOHH)KEHHUE HA €KCIO3ULMATA Ha aTa3aHaByp (NpUOIU3UTENHO
75% nonwxeHHe Ha AUC, Cpax M Cmin). YBeIMUEHHETO HA JO3MPOBKATA Ha artazaHasup a0 400 mg He
KOMIICHCHpa B/IMSHMETO HA OMENpa3’osl BbPXY E€KC{IO3HUMATA Ha arasaHaBup. EaHoBpeMeHHOTO
IPpHAOKEHHE Ha oMenpa3on (20 mg yeTUpU NbTH AxHeBHO) ¢ ata3zanaBup 400 mg/puronasup 100 mg npu
3ApaBd A00OPOBOJILM TMOHW)KABAa eKCMO3MUUATA Ha aTtazaHaBup npubnusurenHo ¢ 30%, cpaBHeHUe
ekcrno3nuuAaTa Ha atasaHasup 300 mg/putoHasup 100 mg dyeTupu nbTU AHEBHO Oe3 omenpazon 20 mg
YeTUpH NBTH OHEeBHO. EqHOBpeMeHHOTO npuiokeHHe Ha omerpazon (40 mg yeTMpH NLTH AHEBHO) C
HenduHasup HamansaBa cpeaHuTe cToHHOCTH Ha AUC, Chax ¥ Cin Ha HenpuHasup ¢ 36-39% u cpenuure
croitHoCcTH Ha AUC, Chax U Cpin Ha gapMakonoruyHo akTuBHUAT Merabonut M8 ¢ 75-92%. Twit karo
papMakonHHAMUUHUTE €deKTH H (apMaKOKWHETHUHUTE CBOMCTBA HA OMEMNpa3oil M €30MEnpason ca
CXOJIHH, €AHOBPEMEHHOTO MPHIOKEHUE HA €30MENpa3o/l H aTa3aHaBHP HE C€ MPEnopbuBa (BK. TOYKA
4.4), a eJHOBPEMEHHOTO NPHIOKEHHE HA €30MeNnpasosl U HelPUHABHMp € NPOTHUBOMOKA3aHO. (BXK. TOUYKA

4.3).

Cpobuiara ce 3a nopuiiaBane Ha koHueHTpauuure (80-100%) Ha cakBUHaABHp B cepyMa (NpHEMaH 3aeIHO
C PUTOHABHp) NMPHU €AHOBPEMEHHO JieyeHHE ¢ oMenpaszon (40 mg uyeTupu NMbTH AHEBHO). JleyeHHeTO ¢
oMernpason 20 mg YyeTHUpH MbTH JHEBHO HE 0Ka3Ba e(PeKT BhpPXY €KCMO3HLUATA Ha JapyHaeup (npueMad
3a€AHO C pUTOHABHP) H aMIIpeHaBUp (NpHeMaH 3aeHO ¢ puTOHaBUp). JleyeHueTo ¢ e3oMenpazon 20 mg
YETHPH ITBTH AHEBHO HE OKa3Ba e(DEeKT BhpPXY €KCNO3ULMATA HA aMIIpeHaBUp (IIpUeMaH CaMOCTOATENMHO H
3ae/HO ¢ puToHaBHp). JledeHuero ¢ omenpason 40 mg 4YeTHpPH MBTH OHEBHO HE OKa3zBa €(EKT BbpXY
eKCTNO3UIIMATA Ha JIONMHABUP (NpHeEMaH 3a€OHO C PUTOHABHD).

Memompercam

[Ipn HAkOM maureHTH ce ¢boOlIaBa 3a NOBUIABAHE HA HMBATA HA METOTPEKCAT, KOraTo ce fnpunara
eaHoBpemeHHO ¢ HUIIIL. Moxe na ce o0ChanM BpeMEHHO MpekpaTABaHe Ha MpUEMa Ha €30Menpaszon,
KOraTo ce MpunaraTt BUCOKH 003U METOTPEKCAT.

Taxporumyc

[Ipy enHOBpPeMEHHOTO TNPHIIOKEHHE Ha €30MEMNpa3on ce ¢bobimapa 3a MOBUIUEHW CTOHHOCTH Ha
TaKpoJiUMyC B cepyMa. 1pabBa na ce H3BBpLIBA MEPHOAMYHO NPOCAECAABAHE Ha KOHLUEHTPAalLMHWTE Ha
TaKpOJIMMYC, KaKTO ¥ Ha OnOpeunara ¢gyHKUMs (KpEeaTHHUHOB KITUPBHC), 4 103aTa Ha TakKPOJIMMYC 1a e
KOPHIUpa, ako € HeoOX0oaHUMO.

Hexapcmeenu npooykmu ¢ pH-3aeucuma abcopbyua

[ToTHCKaHeTO HAa CTOMAWIHATA KUCEJIMHHOCT MO BpEME Ha NieyeHue ¢ ezoMenpason 1 Apyru U moxe na
YBENHYH WM HaMasMy abcopbunsaTa Ha JekapcTea ¢ pH-3aBucuma abcopbuusa. Kakto v npu ynotpeba Ha
APYTH JIEKApCTBEHH MPOAYKTH, KOMTO HaMandBaT MHTparacTpajHaTta KHCEJIHHHOCT, abcopOumaTra Ha
JIEKAPCTBEHU NPOAYKTH, KATO KETOKOHA30JI, MTPAKOHA301 U €poTHHMO MOXe Oa Ownae HamancHa, a
abcopbuuaTa Ha AUTOKCHH MOXE Ja C€ AOBHIUM MO BpPEME Ha JEUEHHUE ¢ €30Menpasoy. EAHOBPEMEHHO
npuwioxeHne Ha omernpason (20 mg AHeBHO) W AMIOKCHH NpM 3apaBd AoOpOBONUM NoBUILABA
OuoHannyHocTTa Ha AUrokcuH ¢ 10% (ao oxono 30% npu asama ot gecet gobposonuu). Pagko ce
¢bobuiaBa 3a JUMOKCHHOBA TOKCcHUHOCT. Heobxoanmo e obaue BHUMaHHME, KOTaTO €30MENnpason ce nasa
BbB BUCOKH JO3M HA MALIMEHTH B cTapuecka BbapacT. [IpocneassaHe Ha TepaneRTUMHUTE CTOHHOCTUTE Ha
OUFOKCHH TIPH TE3M C/TyUau € HaANOKHTEIHO.

Jlexapcmeenu npodyxmu, koumo ce memaboauzupam om CYP 2C19
Ezomenpason uHxubupa CYP2C19, ocHOBHMA eH3HMM, KOHTO ro metabonu3vpa. Ilopaau ToBa, korato
e30Menpa3ofl ce KoMOMHMpa C JekapcTBa, KouMTo ce mertabonmaupar or CYP2C19, xaro amnazenam
LUATANONpaM, MMHNPAMHUH, KJIOMMNpPaMHH, GEHUTOMH U Jp., KOHLEHTPALMUTE HA TE3U JICKAPCTBA B
[1a3MaTa MOXe Jia ¢€ YBEINUaT U Ja ce HAJIOXKU HaMasiaBaHE Ha aozara. ToBa TpabBa na ce MMa npeaBu,
0cOOEeHO KOraTo e30Menpasoll ce NpeArucaa 3a JISYEHHE NIPH HYXAa.

Huazenam
EnHoepeMeHHOTO npunoxkeHue Ha 30 mg ezoMenpason € A0BEJIC 40 HaMalgBaHe ¢

auasenaM, kofito e cybctpar Ha CYP2CI19.

Dexnumoun




EnHoBpeMeHHOTO npuioxeHue Ha 40 mg ezoMenpason € A0Beno 40 yeenuueHune ¢ 13% Ha Hal-HUCKUTE
KOHLUETpaUMH Ha GEHWTOMH nNpH nauMeHtTH ¢ enwiaencua. [IpenophuBa ce MOHMTOpPHpaHe Ha
KOHLEHTPaUMUTE HA (PEHUTOMH MPH 3aMOUBAHE UM MPEKBCBAHE HA JICYEHHETO ¢ €30MENPa3on.

Bopuxonason
Oumenpa3zon (40 mg BeAHBXK AHEBHO) MOKayRa CTOHHOCTHTE HA Chax U AUC; Ha BOpHKOHAa30: (cyOcTpar
Ha CYP2C19), ¢ 15% u 41%, choTBeTHO.

Lunocmaszon

Omenpa3on, a Taka CblUO U e30Menpason AeiicTear karo uHxubutopn Ha CYP2C19. B kpncTocaHo
KJIMHHUYHO NMPOYYBaHE, NpPH 34paBu J0OPOBOJIIM, NPMEMBT HA OMenpason B A03M oT 40 mg noBulliasa
ctofiHocTUTE HAa Chax M AUC 32 tmnocrazon ¢ 18% u 26%, CLOTBETHO, U HA €1MH OT AKTUBHMTE MY
MeTabosiutH ¢ 29% u 69%, croTBETHO.

Luzanpuo

[Ipy 3apasu AOOPOBONLK €AHOBPEMEBHOTO nNpuaoxeHHe Ha 40 mg e3oMenpa3on € JA0BeNO A0
yBendueHue ¢ 32% Ha nnowra rnoj ruiazmeHara kpusa koHuewrpauus-speme (AUC) u ¢ 31%
yAb/DKaBaHe Ha BPEMETO Ha NONYXKUBOT (ti2), HO He € HalaronaBaHO 3HAYMMO YBEJIMYABAHE Ha
MAKCUMATHMTE MUIa3MEHU KOHLEHTpPALMU Ha uusanpua. Jleko yabnkenns QTc-mHreppan, HabnronaraH
cliel CAMOCTOATENHO IPHIOKEHHE Ha LU3anpui, He € O yBENMUUN AOMBIHMTENHO, KOraTo H3anpH/ €
oun napaH B koMOHHALMA ¢ e3oMenpa3on (Bx. Touka 4.4).

Bapghapun

B KIMHUYHO W3NMTBaHE NpH MALWEHTH rpueMaiiu eaHoBpemeHHo 40 mg e3omenpason W BapdapuH
BPEMETO Ha ChCHpBaHe € OWJI0 B paMKHUTE Ha MOOMNYCTHMHMTE CTOHHOCTH. Bbiopekd ToBa, mnpH
MOCMAPKETHHIOBHS OMNMMT, ca HabMoaaBaHW HAKOJIKO HM3OJUpaHM, KIMHUYHO 3HAaUMMH CiIy4Yad Ha
noBuileHH cToiiHocTH Ha INR mnpu eaHoBpeMeHHO npwioxkeHue. [lpenopbuBa ce HabmoaeHue npu
MAaLUEHTHTE, KOUTO 3alOYBaT WM NMPEKPaTABAT €IHOBPEMEHEH NPHEM Ha €30Menpa3on ¢ BapdapuH WM
APYT¥ KYMapHHOBH MPOU3BOJHM.

Kaonuoozpen

Pesyrature oOT mnpoy4yBaHMA 0Npv 3ApaBU  Ao0poBO/MLM ca MoKazaud  (PAapMaKOKHUHETHHHO
(PK)/dbapmakogruHamuuro (D) BzauMmoaeicTeue mexay kaonuaporen (Hacuuama posa ot 300 mg,
ocaegpaHa OT 75 mg AHEBHa Noaxbpxaina ao3a) v esomenpazon (40 mg nepopanHo AHEBHO)
M3pa3fBaLLO ¢€ B MOHHXKABAHE HA CTOMHOCTHTE HA aKTUBHHWA MeTabonHT Ha knonuaorpen cpeaHo ¢ 40%
¥ HaMallABaHe HA MaKCUManNHOTO HHXHOupaHe Ha (AJll]l vHayuupaHa) TpoMOouuTHATA arperauus CbC
cpeaHo 14%.

B npoyuBanHe npu 3apaByM moOpoBONLM, KOrato KIONWROrpeN € AaBaH 3acAHO B KomMOuHauus cC
dbukcvpana no3a Ha esomenpaszon 20 mg + Aueruncanuvuunoea kucenuHa (ACK) 81 mg, cpaBhel ¢
KIONUAOrpeS CaMOCTOATENHO, € HMManQ HamansiBaHe Ha ekcnodvuuata ¢ nodtH 40% Ha akTHBHMA
MeTabonuT Ha knonuaorpen. Bunpeku Toea, makcumanHuTe CTOHHOCTH Ha HWHXHOMpaHe Ha (AJII1-
WHAYUMpaHa) TpoMOOUMTHATa arperaums NpW Te3M MNAUMEHTH ca Owau enHaxkBM B rpynara Ha
KJIOMUAOTPEN U rpynara Ha Knonuaorpen + kombunaumnsata (ezomenpason + ACK).

Kakto ot 00cepBaLMOHHHUTE, TAKA M OT KIIMHUYHUTE MMPOy4BaHHs ca CbOOLLABAHK NPOTUBOPEYUBH AAHHMU
33 KJIMHHYHOTO 3HaueHue Ha OK/DJ] sianMoachAcTBME Ha €30MENMpPa3on Mo OTHOWEHME HA TOJEMMTE
CbpAeuHO-ChAOBH ¢HOUTHA. KaTo npeanaszHa Mapka eaHOBpeMeHHaTa ynoTpeda Ha knonuaorpen tpadea
na ce u3dsraa.

Jexapcmeenu npoovEmit 6€3 KiunuHo 31auuMo 83auMo0e icmeue
AMoxcuyunun 4 Xunuoun

YCTaHOBEHO €, 4Ye €e30MENpas3oyl HAMa KIMHUYHO 3HAa4UMH edeKkTH Bupxy dapMa
AMOKCULIM/IMH WU XUHUAMH.

Hanpoxcen unu pogheroxcuty



[TpoyuBaHus, OLEHABAIIHN €AHOBPEMEHHOTO MPHUIOKEHUE HA €30MENPA30 U HAMPOKCEH UK podheKoKcHO
HE ¢a YCTAHOBWIM HUKAKBH KJIMHUYHO 3HAYHMHU  (PAPMAKOKWHETUYHW  B3aUMOACHCTBUA MPH
KPaTKOCPOUHH NPOYUBAHUA,

EdexTH HA ApYru JieKApCTBeHH NPOAYKTH BLPXY GapMaKOKHHETHKATA HA €30Melpa3o.

Hexapcmeenu npodyxmu, xoumo unxubupam CYP2(C19 u/unu CYP3A4

EszoMenpaszon ce Merabonuszupa or CYP2C1S u CYP3A4. EaHOBpeMEHHOTO NpHIIOKEHHE Ha
esomenpaszon U uHxuOuTopa Ha CYP3A4 knapurpomuuud (S00 mg aABa nmbTH AHEBHO) € HOBENO A0
yaBoaBaHe Ha ekcrosvuusaTa (AUC) Ha ezoMmenpa3zon. EQHOBpEeMEHHOTO MPHUIOXKEHUE HA €30MENpasol U
komMOnHupaH HHxubutop Ha CYP2C19 u CYP3A4, moxe na nosene A0 noseue OT ABYKPATHO
yBE/IHUaABaHE HA EKCIIO3HLMATa Ha e€3oMenpazon. Bopukonazon, uuxnbutop Ha CYP2C19 u CYP3A4,
yeenvyasa AUC; Ha oMmenpazon ¢ 280%. He ce Hanara 4ecTo kopurupaHe Ha J03aTa Ha €30Menpasosl B
TE3n cilydyad. Bbnpekd TORa, NpH MauWeHTH C TEXKKO YEPHOOPOOHO YBpeXIaHE M MNpH MOKa3aHO
MPOABLIKUTENHO JIeUeHne, TpsaOBa 1a ce 0OMMUCIM KOpUrHpaHe Ha J03arTa.

Jlexapcmeenu npooykmu, koumo unoyyupam CYP2C19 u/unu CYP3A4

[IpueMBbT Ha NEeKapcTBa, 3a KOKMTO € U3BEeCTHO, Y€ ca MHAYKTOpY Ha CYP2C19 unu CYP3A4 unu U Ha
npata eHsuma (kato pHGAMOHLMH M KBJIT KaHTapMOH) MOXXe [a MpPWYMHHH TOHHXKABAHE Ha
KOHUEHTPALMHUTE Ha e30MEMNpa3on B cepyMa upe3 NMopHilaBaHe Ha MeTabonn3Ma Ha e30Menpasoi.

IleauaTprHuHa nonynauus
[IpoyuBaHHs 3a B3aUMOJEHCTBUA ¢a NMPOBEXKAAHW CAMO NMPH Bb3PACTHH MALMEHTH,

4.6 PepTHANTET, OpeMeHHOCT H KhpPMeHe

bpeMeHHoCT
KnuHuuHuTe OaHHH 34 €KCNO3MLUMATA Ha €30Menpaszof Mo BpeMe Ha OpeMEeHHOCT ca OrpaHUYEHH.

EnvaeMHONOriyHy M3C/IEABAHHA C palleMHYHA CMEC OMENpa3oJ MpH rojiiMa €KCINO3HLIHA N[O BpeMEe Ha
OpeMEHHOCT He MoKa3Bat MajipopMalvH HIH QeTOTOKCHYHHM edekTH. [IpoyuBaHHATA NMpHU XXHBOTHH C
e30Menpasojl He TMOKa3BaT [AMPEKTHM WIW HHAWPEKTHU BpeAHH e(deKkTH MO OTHOIIEHHE Ha
eMOpHOHATHOTO/(heTaNHOTO paszBuThe. [IpoydyBaHHMA MpH >KMBOTHH ¢ palEMHYHA CMEC He MOKa3Bar
AVPEKTHH WKW WHAMPEKTHH BpeaHH edekTu 110 OTHOLleHHe Ha OpeMEeHHOCTTa, PAKIAHETO MK
MOCTHATAJHOTO pa3BuTHe. HeobxogWMo € BHMMaHHWe IpH MNPEeANHUCBAHETO Ha €30MENpason MpH
OpeMEeHHH KEeHH.

OrpaHH4YeHO KOJIMMECTBO AAHHK NpU OpeMeHHH XKeHu (13Xl oT OpemennocTt. mexay 300-1 030) ne
OKa3BaT Man(opMaUny WK (heTo/HeOHaTaIHA TOKCUYHOCT Ha €30MENpa3ol.

[TpoyuBaHusTa Npy KUBOTHHW HE NOKA3BAT ABPEKTHU WX UHAUPEKTHH BPEeAHH ePpeKTU NO OTHOLIEHHE HA
peripoAyKTHBHATA TOKCHYHOCT (BXK. TouKa 5.3).

KzpMmene

He ¢ U3BECTHO Oalu €30MENpas’on Ce eKCKpeTHpa B KbpMarta Npu uvosBeka. He € HanuuHa N0CTaThuHO
MHpOpMALIMA 33 €PEKTUTE HA C30MeNpa3on Npu HoeopoacHuw/ kbpmMavcTa. Ilopaan ToBa, E3onpamkeH He
TpsabBa Aa ce nmpuiiara 1o BpeMe Ha KbpMEHE.

OepTHINTET
[lpoyuBaHUATA NPH KUBOTHU ¢ palEMHYHATA CMEC OMENpa3on, (punaradH NepopajHo, HE TMOoKa3par
eheKTH NO OTHOILNEHHE HA (PepPTHUNNTETA.

4.7 EdexTH BLpXY cnocobnocTTa 32 mogupane U padora ¢ MAIIHHR

Ezomenpazon nosnavsea npeHedpexnmo cnocobHoctTa 3a woupade u padora c m
HEXKENAHW JICKAPCTBEHH PEAKLIMM KaTo 3aMasiHoCT (HEUECTH) W 3aMBIIIEHO 3peH e,.._fmﬂmé') ;,m TPOKA!
%
4.8). B Te3n cayuan, nauMeHTUTE He TpAOBa Aa Wodupat HaM aa padoTaT ¢ MallH e
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4.8 HexenaHn JeKapcTBeHH peaKiuHH

O606u1eHHe Ha nMpoduia Ha De30NacHOCT

[‘naBobonue, abnomuHanHa Oonka, AMapus ¥ TaJICHE Cd4 CPEA TE3H HEKEIAHUTE pPeaxKurH, KOMTO Ca
NOKAABAHK HAN-4E€CTO NMPH KIMHHWYHW M3NKUTBAHMA (4 TAKA CHUIO M OT MOCTMapKeTHHroBaTa yiorpeba).
B nombaHenue, apodunbT Ha Ge3onacHocT € noaoben 3a pa3zMHHUTE (YOPMYNMPOBKH, TEpPaneBTHYHH
MoKazaHWa, BB3PACTOBM IPyNd M nonynauMu nauvedTH. He ca uaeHTMOHUMPaHU N0303aBUCHMH
HEeXEMaHH PeaKkLUH.

TabauuHO CIMCHK ¢ HeXKeNaHH IeKapCTREHH PeaKIIMy

CneaHdTe HeXeNlaHHW IeKapCTBEHU peakliMM ca HabnroaaBaHW WK MOJO3UPAHH [0 BpeMe Ha nporpamMara
C KJIMHUYMHM M3NUTBAHHUA ¢ €30MENpPa3on W OT MoCTMapKeTHHroBsa ynorpeba. Huto eana ot 14X He e 6una
CBbP3aHa ¢ N03aTa.

Criopea 4ecTOTaTa Ha TAXHATA MOABA HEXENAHUTE PEAKLIMH CE AeNAT Ha:
MHoro vectH (=1/10),

Yectu (>1/100 oo <1/10);

Hewectu (>1/1 000, <i1/100);

Peaxu (=1/10 000 no <1/1 000);

Mmuoro peaxu (<1/10 000),

C Hems3BecTHa vecToTa (YECTOTAaTa HE MOXE a Obae OnNpeAeeHa OT HANMMYHUTE AaHHH)

YecTu HeuecTH Peaku MHoro pexku C HenssecTHA
4eCTOTA
Hapyliesuns Ha JlepkoneHu4, ATpaHynouMTO3a
KpbBTA U TPOMOOLUTONEHHA NaHLUTOINIEHUA
nuM@Hara
CHCTEMA
Hapyuiesuss Ha Peaxuuu Ha
UMYHHaTa CBPBXYYBCTBHTE-
CUCTEMA HOCT, Hanp. TPeckKa,
aHTUOEAEM M
aHaUNaKTHYHA
peakuus/ oK.
Hapyuienusi Ha [Tepudepen | XunoHarpuemus Xunomarte-
meTabonu3Ma y OTOK IHEMHR (BIK.
XpaHEHETO TouKa 4.4),
TEKKA
XUnomarse-
IUEMUS MOXKE
Jla Kopenupa ¢
XUNOKAaNLIHe-
MHS.,
XHIIOMACHe-
3UEMUA MOXE
CbLUO Aa Obae
CBbp3aHa C
XMIIOKANHEeMHNs
[McuxuyHu HMucomuua | Bp3byaeHocr, Arpecus,
HapyYLUeHHS O0OBPKAHOCT, AENIPECHY XATHOUNHALMY
Hapywenus Ha | ['naBoBonue 3amasHocT, | HapyuieHue Ha
HEpBHATA napecTe- BKyca
cHcTEMA 344, e
COMHOJNEHT //: .,‘;@-'n:ri_ "y fie \ u
-HOCT e {m T oy VN
HapylieHus Ha 3aMBrieHO 3peHUE ﬁz, Lot "1“'7 A
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Hapyuienus Ha

Bepturo

YXOTO H
nabnpHHTA
PecniupaTopHH, bpoHxocnazbm
rPBAHU H
MEIUacTH-
HaJHH
HapyuIeRus
CromaurHo- AbnomuHanHa | Cyxorta B CroMarur, MHKPHOCKO-
YpEBHH bonka, 3anek, | ycrara CTOMAlUHO-4YPEBHA MUYEeH KOIHUT
HapyLIeHHA IUapHi, KaHAKAo3a
(natyneHuus,
raaexe/
MOBPbLUAHE,
MOJKUMO3a Ha
(GPYHAYCHHUTE
yid) ()%
(nobpoxa-
YeCTBEHA)
Xenaro- [Mosuinenu | Xenatut ¢ unu 6e3 | YepHoapoOHa
OunuapHu YyepHO- KBIATEHHLA HENOCTATBYHOCT,
Hapy LLICHUA npobuu eHuedanonarus
EH3UMH [IpPH MALKEHTH ¢
aHaMHe3a 3a
YepHOAPOOHO
3abonspaHe
Hapyliienus Ha HepMmartur, | Anoneuus, Epurema [TopocTsd
KOXata cppbex, ¢OoTOUYBCTBHU- MyaTrdopMe, KOXEH Nymyc¢
MOAKOXKHATA oOpuB, TEMHOCT CHHIAPOM Ha EPUTEMATO3YC
TbKaH YPTHKAPHA Stevens-Johnson, | (Bx. Touka 4.4)
TOKCUYHA
enyaepMantta
Hekponu3a (TEH),
NeKapcTBEHA
peakuHs ¢
€03MHODUIUS U
CUCTEMHH
CHMIITOMH
(DRESS)
Hapyiuenns Ra PpakTypa | ApTpanrus, MyckynHa cnabocT
MYCKYJIHO- Ha MHA/TUA
CKeNneTHaTa benpoTo,
CHCTEMA U KHUTKaTa
CheAMHHTETHAT U
a TbhXaH rpbOHaK
(BX. TOUKA
4.4)
HapyiueHus Ha MNuTepcTyunmanet
OnOpeuuTe HedpUT, NpH
NUKOYHHUTE HAKOM NALMEHTH
NbTHILA ce cpolluana
eJHOBPEMEHHO C
6LOpeuna
HE/IOCTATBYHOCT | —
Hapywiexus Ha rHHEKDMﬂCT]Bi?:/: RR PR
BBH3MpPON3BOIH- L S FIRNN
TENHATA CHCTeMa) i T Yy \
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O0uu OTnapgHanocT,
HapyLIeHUs H MOBHILIEHO
ePeKTH Ha MOTOOTAEAHE
MSCTOTO Ha

NpUNoKEHHE

CrobiuaBane Ha NOAOIUPAHU HEXKENAHY PEAKUHH
CrobliaBaHeTo Ha MONO3WPAHHM HEXENAHU PeakUMH Cael paspellaBaHe 3a ynorpeba Ha JeKapCTBEHHS

NPOAYKT € BaXHO. TOBa MO3BONABA 2 NMPOABILKA HAOMIOAEHHMETO HA CHOTHOUICHHWETO MON3a/puUcK 3a
JIeKapcTBEHUA NPOAYKT. OT MEIULMHCKUTE CMEUHANUCTH ce M3UCKBa Ja CcbodilaBaT BeAKAa NOJ03MpaHa
HEXXeNlaHa peaKlMA 4Ype3 HaLMOHANIHA CHUCcTEMa 3a ChoDLLaBaHE:

UanbanuTeHaTa areHLMs No NeKapcTBaTa

yi. ,,JdamMad ['pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaiiT: www.bda bg.

4.9 IIpeno3upane

MMa MHOrO OrpaHuyeH OMUT MpH MNpefHaMepeHo MpeaoszupaHe. CnoblleHH ca CTOMAaLIHO-YPEBHH
CHMITTOMH M CUMIITOMH HA c¢1abocT npy npueM Ha 280 mg. Eannuunu ao3n no 80 mg He ca posenu a0
HakakBo ¢bbutHe. He e m3pecreH cneumdpuued aHTUAOT. E3oMenpason ¢e cBbp3Ba B MHOTO BHCOKA
CTeneH ¢ MPOTEUMHHUTE B N71a3MaTa M NOpajyd TOBA HE ce OTCTpaHABa NleCHO 4pes AHanusza. KakTto npu
BCEKH CJIy4yad Ha Mfpeao3upaHe, neuveHuero tpsdBa aa Hbae CUMNTOMAaTHYHO W 1a ce mpwiaraT o0Iuu
NOJABPIKALIH MEPKH.

s. ®APMAKOJIOTHYHA CBOHUCTBA
3.1 OapMaKoJHHAMHYHH CBOHCTBA

QapmakoTepaneBTHyHa rpyna: JlexapcTea 3a Jie4eHWE HA HAPYLIEHHA, CBBpP3aHHM ¢ KHCENHHHOCTTA,
Muxuburopu Ha npotoHHarta noMna, ATC koa: A02B CO35.

EsoMenpason e S-H30Mep Ha OMenpa3osl W HaMmassBa KHUCE/IMHHATa CeKpellus B CTOMaxXa 4pe3 BHCOKO
MpULIESIEH MeXaHM3bM Ha aeiictBue. Toi e cneuMduyeH HWHXUOWTOP HA MPOTOHHATA MOMNA B

napueTaiHUTe KIeTKH B croMaxa. M R- u S-uzomepure Ha oMenpason UuMar cxoiHa ¢apMakoadHaMUuHa
AKTHBHOCT.

MexaHH3bM Ha JelcTBUE

Ezomenpason e cnaba 6a3a M ce KOHUEHTPHPA W NPEBpPbILA B AKTHBHA (JOpMa B CHJIHO KHcCeJiaTa cpeaa Ha
CEKPETOPHUTE KaHaIYeTa Ha NapUeTATHHTE KIeTKH, kKbAeTo HHXHOHpa eHauma H'K'-ATP-a3za — ocHOBHA
€H3UMOCHIYpsABalla AeHHOCT HRa  {IPOTOHHATAa noMna W UHXWOUpa, kakTto ©Oa3zanHara, Taka M
CTUMY/IHpaHAaTa KUCEJIMHHA CEKPELIHA.

DapmakoIHHAMHYHH eheKTH

Cnen nepopaneH npueM Ha 20 mg u 40 mg e3omenpa3osn Ha4anoTo Ha edexra ce HabmogaBa cnen eauH
yac. [Ipu MHOrokparHo npunoxenue Ha 20 mg eszomenpason BeAHBXK AHEBHO B NPOALIDKEHHE Ha MET
JAHH, CpelHaTa MaKCHUMAanHa KUCEIWHHA MPOAYKUMA Clied CTUMYJUpaHe C NEHTAracTPUH € HaMmaleHa ¢
90%, uamepeHa 6-7 vyaca cnej mpyueMa Ha MeTHA JeH.

Cnen nepopanHo npunoxeHue Ha 20 mg u 40 mg ezoMenpason nNpy CUMINTOMATUYHK nauneme-llEEE B
MpoAB/IKEHUE Ha 5 aHH, pH-cTOHHOCT Haa 4 B cTOMaxa € NOUIbpP)KaHa 3a CpeaHo Bp&MV@‘M&Mﬁ‘@;ﬁ\
CHOTBETHO, 3a 24-yacosus nepuoa. [IpoueHTsT OT nauueHTH npHeMand 20 mg e3oMe p.pu Kbu‘m ?‘\
pH-ctroitHocTTa Hag 4 € Owia noaabpKaHa B NPOAB/LKEHHE HaH-Manko Ha 8, 12 # 6 ﬂgca @’ Gﬁn ’16%,1;,-:
54% wu 24%, cvoTBeTHO. Te3n cToHHOCTH, MpY nauneHTH npuemany 40 mg eaomerq:sw ca ﬁwm 9746} \

92% u 56%, crOTBETHO. N\
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Joxazana e Bpb3ka Mexay UHXUOMpaHe Ha CTOMAlIHATA CEKPELMA M eKCMO3ULIMATA NIPH M3MON3BaHE Ha
AUC, xaro pedepeHTeH roKazaresn 3a KOHLEHTpaLMA B [J1a3Mara.

HanexypaHe Ha peduiykceH e3odarut ¢ esomenpazon 40 mg ce Habnonasa npubaunaurento npu 78% or
nauueHTute cien 4 cenmMuum U npu 93 % cnen 8 ceamuum.

ExnnoceaMuuHo jiedeHne ¢ esomenpason 20 mg asa MbTH AHEBHO M NOAXOAsANIHM aHTHOMOTHUM BOOHM 110
ycreulHa epagukauus Ha A, pylori npu npudnusurendo 90% ot nauueHTHTeE.

Cnen nedeHue 3a ¢paJHKalia B TIPOABIAKCHHEC HA €AHA CCAMHLIE CC CYHTaA, 4€ HAMA HYXKIA OT
oCJICBalla MOHOTCPAIINA C QHTHUCCKPCTOPHH JICKAPCTBA 34 ECIJGI{THEHG U3JICKYBAHC Ha fA3Ba H
OTCTPaHABAHC HA CHMIITOMHTE [IPH HCYCNOXHCHH AYOOACHANHH A3BH.

B paHAOMH3MpaHO, ABOHMHO-CNANO, MNIaLEeO0-KOHTPOJIHPAHO KIMHHYHO MPOY4YBaHE, TMNALMEHTH <
€HIOOCKONCKHU NMOTBbPACHO KBPBEHE OT MenTHuHa s3Ba, Kiacuduuupadu kato Forrest Ia, Ib, IIa mnu IIb
(9%, 43%, 38% u 10 %, crOTBETHO), Ca OUIHU PAHOOMU3UPAHH JAa MONYYaBaT e3oMenpaszon HHPY3HOHEH
pastop (n=375) wam mnauebo (n=389). Cnea eHoockoncka xeMocTa3a, B MpoAb/DKEHHE HA 72 vaca
NaUMEHTUTE ¢a NOAy4YaBaau wid 80 mg €30Menpa3on HHTPaBeHO3Ha HHPY3ud 3a 30 MUH. ¢ nocaengaila
HenpekbcHaTa MHGY3us ot 8 mg/h, unu nnauebo. Cnen HavanHUS MEPHOI OT 72 Yaca, BCHUKH NAUHEHTH
B OTBOPEHOTO paMO ca MnojydaBajii B MNpoabxeHue Ha 27 aHH 40 mg nepopalieH e3oMenpason 3a
KACE/IMHHA CcynpecHa. [IPOLIEHTHT HA I0ABA HAa MOBTOPHO KbpBEHE B paMKHUTE Ha 3 gHH € 6Mn 5,9% 3a
rpynara ¢ esomernipaszon B cpasHenme ¢ 10,3% B nnauebo-rpynara. Ha 30-9 neH cnex npukmousate Ha
IeYEHUETO, NMPOLEHTHT Ha MOABA HA MOBTOPHO KbpPBEHE B FPYMNaTa Ha €30MENpa3oi CNpAMO IpyrnaTa Ha
nnauebo e 6un 7,7% cnpsamo 13,6%.

[lo Bpeme Ha NeueHHe ¢ AHTUCEKPETOPHH JEKAPCTBEHH NPOAYKTH, B OTTOBOD Ha HaAMajleHaTa KHCENUHHa
cekpeuna ce Habniozapa NOBHMILABaHE HHMBOTO HAa TacTpuH B cepyma. B peayntat Ha HaManeHaTa
CTOMALIHA KHCENMHHOCT ce noBulasa U HUBOTO Ha CgA. [losuuieHoTo nuBo Ha CgA moxe aAa noBnuse
HA W3CEBAHUATA 33 HEBPOEHAOKPHUHHH TYMOpPH.

Hanvynure nyOnukyBaHM JaHHW NOXa3Bar, 4e MNPWIArAHETO Ha MHXMOMTOpM Ha MPOTOHHATA NOMMNA
TpAOBa Aa ce MpeycTaHOBM MEXAY 5 AHU M 2 ceAMHLM npean usmepsaHe Ha CgA. Tosa ce npasu ¢ uen
HuBaTa Ha CgA, KouTo Morat na ca danmuuso nosuiieHn cnep nedenue ¢ UIII, na ce Buv3cTaHoBAT A0
pePEPEHTHHTE CH MPAHMLIK.

Kakro IMMpH BB3IPACTHH, TaKa H NPpH AcLa ITPH MNPpOoAB/IAKHATEIHO JICHCHHUE C €30MENpPa3oi ca HabronapaHu
f1IO0BULICH 6p0ﬁ ECL, BCPOATHO CBBPP3AHO € MNOBHUICHUTC CCPYMHH HHBA Ha raCTpHH. Cuura CC, UC TE3H
Haxo0AKH HAMAT KJTHHHYHO 3HaA4YCHHE,

[Io BpeMe Ha NPOABKHUTEIHO JIEYCHHUE C AHTUCEKPETOPHH JieKapcTBa ce cboOlllaBa 3a M3BECTHO
YBENHYEHHE Ha YECTOTATA Ha MOABA HA KUCTH HA CTOMALUHUTE X/e3W. Te3u MPpOMEHH ¢a (PUIHONOTHUHO
C/ICACTBHE OT U3PA3EHOTO HHXMOUpaHe Ha KMCeTMHHATa CekpeLns, A0OpoKauecTBEHH ¢a U Ce NMPHEMa, 4e
ca obpaTumu.

[loHrkeHaTa CTOMALIHA KUCEJMHHOCT B pPe3yATaT OT pas/iMMHH BB3OCHCTBHA, BKIKOYHTENHO Ha
MHXUOHUTOPM Ha MPOTOHHATA NOMNA, BOAM AC HAapacTBaHE B cToMaxa Ha Opod Ha OakTepuuTe, HOPMATHH
oOMTaTe/NIH Ha CTOMAIUHO-YPEBHHUA TpaxT. TepanuaTra ¢ MHXUOMTOPHM Ha MPOTOHHATA TIOMMA MOXKE Aa
noBeae A0 JMEKO IMOBHMILIEH PHCK OT CTOMAIIHO-4YpeBHHM WHGEKLUMHM, KaToO TaKHBa, MNPHYHHEHH OT
Salmonella w Campylobacter, a npyu XocnWTanu3UMpaHH NALMEHTH — BB3MOXKHHM C€a CBINO H TaKHBa

npuudHeHn ot Clostridium difficile. /*—\\_,H
R 10 715
KnnuH14YHa eUKacHOCT T TR AN
B aBe nipoy4saHua npy cpaBHEHHE C PAHMTHIMH, €30MENPA30A € noKasal no-A06sp edekr npu néiieit;:ig.j_‘j ,\ E\
Ha cToMallHa a3Ba npy naureHty npuemaiy HCIIBJII, siwmrountendo COX-2 cenextusuy HCTIBC, . “#&, 7, i
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B aBe npoyuyBaHuA B cpaBHEHME C MU1aLebo, €30MENpPa3oa € noxkasan no-godwpp epeKT fpu NnpoduUnaKTUKa
Ha cTOMallHa M AyoAcHanHa fA3Ba npd maumeHTtn Ha HCIIBJMII (na sw3pact > 60 rogunu wunu c
npeauiuHa s3ea), BmoyutenHo COX-2 cenekrupun HCIIBJIILL

[lenuaTpuyHa OONynaLus
B npoyuBane npu neauatpHuHu nauMeHTd ¢ ['EPb (Ha Bm3apact <1 nmo 17 roaunu), npuemMaiuu

ABJAIoCcpOydHa TEpallnig C HHXHGHTOP Ha MpOTOHHATA ITOMIIA, 61% ot geuara ca P43BHIIHN JICKa CTEIICH
ECL-knerbyHa XHUIEpIia3na ¢ HECHM3IBECTHA KIIMHHYHA 3HAYHMOCT H Oe3 Pa3BHTHC HA ETPOCDH‘-{BH raCTpHuT

WJIM KApUHMHOUIHH TYMOPH.

5.2 PapmMaKOKHHETHYHH cBOlicTBa

Abcopbuus

EsoMenpa3osl HE € YyCTOHUHMB Ha ACHCTBHETO Ha KMCENIMHA M CE NpUIlara nepopaiHO KaTo CTOMAalUHO-
ycToiiuMBu rpaHynu. [IpeepriuaneTo B R-uzomep in vivo € HesHaunTenHo. AGcopbuusara Ha e3oMenpazon
¢ 6bp3a, KATO MAKCHMATTHMTE KOHUEHTpPALMK Ha e30MeNpa3o B la3zMaTa ce AOCTHIaT 3a MPUBTU3HTENHO
1-2 vaca cnea npunaraHeTo My. AbcomoTHata 6MoHanuuHOCT € 64% cnen npueM Ha eJMHMYHA A03a OT
40 mg u ce nouwara a0 89% cnex MHOrOKpaTHO [pHIOKEHHe BeAHBXK AHEBHO. [lpu 20 mg
€30MENpa3osl CbOTBETHUTE CTOMHOCTHU ca 50% u 68%. EnHOBpeMeHHHMAT nNpHeM ¢ XpaHa MOXe Ja 3abaBH
H HaMaan abcopbuuara Ha e3oMenpa3osl, BBIPEKH UHe TOBA HE TMOBIMABA 3HAYMMO e(eKTa Ha
€30MENpa3os1 BbPXY CTOMALHATa KUCEIMHHOCT.

Pasnpenenenue
ObeMbT Ha pasnpeaciiecHUE B pPaBHOBECHO CBCTOSHHWE MpY 3ApaBu xopa € npubnusurenHo 0,22 l/kg

TenecHo terno. EsoMenpason ce cebp3sa B 97% ¢ nnazMeHHTe NMPOTEUHH.

buotpaHcdhopManus

E3zomenpazon ce MeraGonusupa u3igno ot cuctemarta Ha nutoxpom P450 (CYP). OcHosHara uyacT oT
MetabonusMa Ha ezomMenpason 3aBucH ot noauMophuus CYP2CI19, ortrosopen 3a obpasyBaHeTo Ha
XMAPOKCHA K Ae3METWI- MeTabosnuTH Ha e3omenpazof. OcTaHanaTa 4acT 3aBUCH OT ApPYr cneuuduueH
n3oeH3zuM, CYP3A4, orroBopeH 3a oOpa3syBaHETO Ha CyN(OH €30Menpasoli, OCHOBHUAT MeTaboNHUT B
naa3mara.

EnyMudypaHe
Hauuute no-gony OTpasfABaT fipeAMMHO (apMakOKMHETHKAaTa npu nvua ¢ ¢yHxunoHupaiy CYP2CI9
€H3HM, EKCTEH3HBHHM MeTabOoIM3aTopH.

O0wuAT nrasMeH KIMpbHE € oxono 17 /h cnea eaHokpateH npueM M okono 9 I/h cnea MHOrokpaTHo
npunoxenne. I[lnasMeHUAT eNMMHHALMWOHEH MOJYXKMBOT € Ookono 1,3 yaca c¢aen MHOIOKpaTHO
NMPUIOKEHHE BEOHBX AHEBHO. E3oMenpazon ce €TMMHUHHpa HaMbjJHO OT IIa3MaTa MEXAY OTASTHHTE
NPUEMH, KaTO HAMA TEHACHLIMA 33 HATPYNBAaHEe NPU MPHEMaHE BEAHBX JHEBHO,

['naBruTe MeTabONUTH Ha €30Menpa3oNl HAMAT €EKT BbpXY KHCENHHHATA CeKpeura Ha ctomaxa. [louru
80% oT nepopanHO npuerara 00332 Ha €30MEeNpa3oN ce EKCKpeTupar noa ¢opMa Ha metabonuth B
YpUHaTa, a ocTaTbka - ¢ pekanuute. [1oa 1% ot M3X0AHOTO NEeKapCTBO C€ OTKPUBA B YPUHATA.

JIMHeHHOCT/HENHHENHOCT

MapMaKOKHHETHKATa Ha €30MENpa3o)l € uicaeBaHa npy no3u no 40 mg nea mbTd AHEBHO. [Lnolira noa
IlasMeHaTa KpUBa KOHLIEHTpalUsA-BpeMe ce yBelanuara NpH MHOTMOKPATHO MPUIOXKEHHE Ha eaoEen_gﬂaon
Tora yBenruyeHHE 3aBHUCH OT A03aTa M BOAHM A0 MOBEYE OT MPONOPLUHMOHANHO HA N03aTa mﬁﬂvﬁw&
AUC cnex MHOrokpatrHO NMpHIOXKeHHE, Ta3y 3aBUCHMOCT OT BPEMETO U 103aTa ¢€ b 3 e\
Ha MetrabonuaMa NpH MBPBOTO TMPEMHHABAHE M HA CHMCTEMHHS KIHPBHC, BEPO I-H;l ﬂmy{wn ngsa

nHxuOUupaHero Ha eH3uMa CYP2C19 ot e3oMenpazon u/munu HeroBus Cya(oHOB M Qa,ﬂﬁ'r. a ,I_'”" - R
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Crabu memabonuzamopu

[Ipn npubnuzutenHo 2,9+1,5% or Hacenenuero nuncea ¢yHkuuoHupaul eHsum CYP2C19 u Te ca
HapeueHH cinabu merabonmsatopu. I[lpu Te3n nnua MeTaboaM3MBT Ha €30MENpPasol BEPOATHO Ce
karanuzupa npeauMHo ot CYP3A4. Cnen MHOrokparHo npuinoxkeHde Ha 40 mg e3oMenpas’on BeOHDbX
IHEBHO, CpeaHAaTa ILIOLL Mo NIa3MEHATAa KPHBA KOHLIEHTpauus-BpeMe € Ouna npubnusurenno 100% no-
roasMa npu cnabute MeTabonuzaTopH, OTKONKOTO NMpH NHUaTta ¢ PyHKuUMoHHpam eHzum CYP2CI9
(ekcTeH3MBHU MeTabonu3atopu). CpeAHUTE MAKCHMAITHY KOHUEHTpALUUH B [U1azMara ca O nopHileHH
¢ okono 60%. Te3n gaHHM HAMAT OTHOLLIEHHE KbM AO3UPORKATA HA €30MENpa3of.

ITon

Cnen epHokpaTHO npunoxkeHue Ha 40 mg e3zoMenpasonl cpefHarta Mol MOA [Jia3MeHaTa KpHBa
KOHLEeHTpaUusa-BpeMe ¢ Ouna npubnuzurentHo 30% no-rosngma npu KEeHHW, OTKOAKOTO NpH Mbxe. He e
YCTRHOBEHA [10JI0B2 pa’ljilKa clel MHOTOKpPaTHO NPUIIOKEHHE BEAHBXK AHEBHO. T€3M JaHHM HAMAT
OTHOLLeHHE KbM HO3HPOBKATA Ha €30MENnpa3ol.

HYeproopobro yepedicoane

MeTtabonM3MBT Ha €30MeNpa3on NpH NauyeHTH ¢ JIEKa A0 YMEpPEHa YepHoopoOHa AMCOYHKUHA MOXe Ja
O6bae BrnomeH. CreneHra Ha MeTaGonM3upaHe € HamaleHa NpM MAUMEHTH ¢ TEXKa 4epHOApoOHa
AUCHYHKIIMA, KOSTO BOAM A0 YABOABAHE HA MJIOLTA MOJ Mya3sMeHAaTa KpHBa KOHLEHTpauMs-BpeME Ha
esomenpaszon. [lopaagy Toea, nNp¥ MauWMeHTH ¢ TEXKA AMCPYHKUHMA MakcHManHata ao3a ot 20 mg
esoMmenpason He TpabBa na ce mpeeuinapa. [Ipy npuemaHe BEAHBK AHEBHO €30MENPA30/ HIH INIABHUTE
MYy MeTabDOJIMTH He MOoKa3BaT TEHAEHLMA 3a KYMYJ/IHpaHe.

Bvbpeuneo yspeocoane

He ca nposexxaaHu npoyyBaHHs NpH NalKEHTH ¢ HaMaeHa PyHKuusa Ha ObOpeunTe. Toii kaTo OBEOpeKsT
€ OTrOBOPEH 3a CKCKpeLuMATa Ha MEeTabONMTHTE Ha €30MENpa3oy, HO He H 3a CNUMHHHPAHETO Ha
M3XOAHOTO CBHEAMHEHHE, HE CE€ O4YaKBAT NPOMEHH B MeTaboNMM3Ma Ha e30Menpa3os NMPH MALMEHTH C
yBpeneHa ¢pyHKUMS Ha OBOpeuuTe.

Cmapuecka ev3pacm
[Ipu nHua B crapuecka Bb3pacT (Ha Bb3pacT 71-80 roamun) MerabonusMbT Ha €30MENpasosl He ce

MNPOMCHA FHAYHUMO.

Tleouampuuna nonynrayun

Onowu na evapacm 12-18 zoo0unu:

Cnen mHorokparHo npunoxeHue Ha 20 mg v 40 mg ezomenpaszon, obwara exkcnozuuua (AUC) wu
BPEMETO 3a JOCTUIaHE HAa MaKCUMANHATa JIEKAPCTBEHA KOHLIEHTpaLMA B M1a3MaTta (tmax) MPH KOHOILUY Ha
pb3pacT 12-18 roanHu ca noaobHu Ha cToiHocTUTEe HAabNMoJaBaHUW NPU BH3PACTHU NALMEHTH U MPH ABETE

OO3WPOBKH Ha €30Menpason.
3.3 IIpeakaHHRYHH JAHHM 34 De30macHOCT

HeknanuuuuuTe paHHM He nokaszpat ocofeH puck 3a Xopata Ha 06a3a Ha KOHBEHLIMOHATHHWTE
dapMakonoruuHd NpoyyBaHMa 3a 0€30MacHOCT, TOKCHMYHOCT MPH  MHOFOKPAaTHO TMPHIOKEHHE,
FeHOTOKCHYHOCT, KapUAHOrEHEH MOTEHUMAs, PenpoAyKTHUBHA TOKCHUYHOCT W pa3BuTHeTO. Hexkenanure
peakuyHH, KOUTO He ca HabnwoaaBaHH B KIMHUUHM NPOYYBaHUA, HO ce HAONIoAaBaT MpM KUBOTHU NPH
CTOHHOCTH HA €KCMO3ULMA, NOA0OHU Ha CTOHHOCTHUTE Ha KIIMHMUHA €KCTIO3HIMS K C BL3MOXKHO 3HAYEHHE
33 KIMHWYHATA NPAKTHKA ¢a DMK, KAKTO Cae1Ba:

[IpoyuBaHua 3a KaHLEPOreHHOCT MNpPH IL1BXOBE C palieMHUYHA CMec, ca NMokasanu xunepraszus Ha ECL-

Ha CCKPCLMATA HA KHCCJIHHE B CTOMAEXaA.

6. PAPMAILIEBTUYHH JAHHHU
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6.1 ChnHcBhbK HA TOMOIIHHTE BelleCTBA.

ChplLeByHa

3axapHu neserH (CbABPXKAILM 3aXapo3a H LIaPpEBUYHO HHLLIECTE)
KpocnoBuaoH

XUAPOKCHIIPOTIMI LeNy103a

Harpues xuapokcun

[loanokputue
MauuTon

3axapoaa

CToMaHO-yCTONHUBO NOKPUTHE

[lonnMep Ha MeTHNaKpWIOBa KucenuMHa-eTun akpunar (1:1) 30% aucnepcus
TpueTun nuTpar

[ nuuepon MOHocTeapat

[Tonucop6Gar 80

CMaseallo BELIECTBO
Tank

Kancyna TS0 ¥ Kanauka

YepseH xene3eH okeun E172

Xear xkenesen okenn E172 (camo 3a 40 mg )
Turanop auokcua E171

JKenatux

Harpues naypun cyadar

[Ipeyucrena soaa

[leyaTapcko MacTUIo

llennak

[Iponunen rauxon
KoHLueHTpHpaH aMOHUEB pa3TBOP
Yepen xenesen okcua E172
Kanuer xuapokcua

6.2 HecbBMECTHMOCTH
HenpunoxxumMo
6.3 Cpoxk Ha roaHocT

bnucrepu: 18 Meceua
Bytunxu: 18 meceua. a ce ynotpebu a0 3 meceuu cjie NbpBOTO OTBapAHe Ha OyTuikara.

6.4 CreuHa/THH YCJIOBHS 3a ChXpalsende

baucrep: Ha ce cbxpansBa npu Temrepartypa rnog 25°C. a ce coxpaHsBsa B OpHrHHAIHATA OMNAKOBKa, 34
Jla ce npeanasy oT Biara.

Bytunka: [la ce ¢pxpasnssa npu temneparypa noa 25°C. bytunkara aa ce cpxpansasa A06pe 3aTBOpEHa,
3a Ja CE Npeana3uy OT Bjara. .
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6.5 Buja n chabpKaHHE HA ONAKOBKATA

o ;'J st T
bBnucrepn ot OPA-AI-PVC/Al B xapToHeHa onakoBka, chabpxatia 7, 14, 15, 28, f@ 550 ‘53%’6‘0, 90, 98-
i 100 cToMaIlIHO-YCTONYUBH TBBPAH KANCYJ/IH. BAv T
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byrunka ot HDPE ¢ kanauka ot 64n Henpo3payeH nonvnponuiied, coabpxkatua 7, 14, 28, 30, 56, 98 win
100 cTtoMaliHO YCTOHYMBH TRBLPAM KAnNcCynu.

He BcHukM onakoBKH MOrat a 6n4aT IMyCHATH B mpogaxoa.

0.6

Cnenmanns NNPpE€ANA3IHN MEPKH IIDH H3XBBPJAAHE H paﬁn'ra

Heuwznonspanusr JICKAPCTBCH MPOAYKT WK OTNIAABYHHUTE MAaTECpPHATH OT HEro Tpﬂﬁﬂa Aad C€ UIXBBPJIAT B
CHOTBECTCTBHE C MECTHHUTC H3IHCKBAHHA.

HPHHO}KEHHE Hpe3 CTOMALIIHA COHAaA:

7.

OrtBOopeTe Kancynata M npexsbplieTe neifeTure B NOAXOAAUA CHpHHUOBKA. Hanbhuere
CNpHHUOBKATA ¢ npubnusuTenHo 25 ml Boga v npubausutenHo 5 ml Bb3ayx. 3a HAKOM BUAOBE
coHau ca Heobxoaumu 50 ml Boaa, 3a na ce n3bGeryHe 3anmyIBaHe Ha COHAATA OT NEJIETHTE.
Pasknarere BeJHara CipuHUOBKATA, 34 [a C€ pa3fpeienaT pABHOMEPHO NENETHTE B CYCTNIEH3MATA.
JApBKTE COPUHLIOBKATA U3NpPaBEHA C BbpXa Harope ¥ MpoBepeTe Aa/IH He € 3aNylieH BbPXbT.

bes aa NpoMeHATe NO-TOPHOTO TMOOKEHHUETO Ha CIIPHHLIOBKATA IPHKPENETE A KbM COHAATA.
Pazknarere CpHHLUOBKAaTa W f HacouyeTe ¢ Bbpxa Hamony. Bennara unxkekrtupaire 5-10 ml B
conaara. OObpHeTe CIPHHLOBKATA CEA HHXXEKTHPAHETO M pasknareTe (CrpHHLOBKaTa TpabOBa na
ce OIbpPXKHY MU3MPABEHA C BbpXa Harope, 3a Aa ce W30erHe 3anyiiBaHe Ha RbpXa).

O6wpHeTe CIPHHLOBKATA ¢ BbPXAa HANOAY M BeaHara HMHXektupaiite ome 5-10 ml BegHara B
coHuara. IlosTopeTe Tazu npoueaypa N0KaTO UANOTO ChABPXKAHHUE B CIIPUHLIOBKATA C€ M3IPA3HU.
HarmnHere cnpuHuoekaTa ¢ 25 ml Boaa ¥ 5 ml Bb3ayX U NOBTOpETe ONMMCAHOTO B TOUKA 5, 3a Aa
OTMHETE OCTAHAJIHA OCTATBK OT JIEKAPCTBOTO B CIIPUHUOBKATA. 32 HAKOM COHAM ca HeOOXOIHUMH

50 ml Boza

INIPUTEXATEJ HA PAZPEHIEHUETO 3A YIIOTPEDBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN, Hpnauaus

8.

HOMEP HA PAZPEINIEHUETO 3A YIIOTPEBA

Ezonpamxken 20 mg ctoMamiHo-ycToHYMBY TBbpAM Kancynu: 20100702
Ezonpamxen 40 mg cTomMaliHo- ycToHUHBY TBBpAY Kancyau: 20100703

9.

JATA HA ITBPBO PA3PEIIABAHETIOJNHOBSIBAHE HA PA3PEIIEHMETO 3A

YIIOTPEBA

Hata Ha nepBo pa3pewasade. 05 noemspu 2010 T,
Hata Ha nocnegHo noaHoBaBaHe: 28 Mapt 2018 r.

10,

03/2025

HATA HA AKTYAJIM3UPAHE HA TEKCTA

18 Nm e




