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MINLAHNTENHA ATEHUNS N NEKAPCTBATA

Kpamka Xa8PAKMepuCMuKa Ha npogyxma [lousomerue |

1. HME HA JIEKAPCTBEHHMA HPOAYKT

Paspetueniie N

HekcnyM 40 mg croMaluHO-yCTOHYHBH TabneTku 6 F 19-02- 2025
Nexium 40 mg gastro-resistant tablets EG/MAIMP - ?'2&/

Ogobperie Ne

2. KAYECTBEH A KOJIMYECTBEH ChCTAB

Bcaka croMaliHo-yCcToiuMBa Tabnerka chaspxa 44,5 mg €30Menpasol MarHe3HeB TPUXHAPAT,
eKBUBaJIEHTEH Ha 40 mg e3oMenpason.

[ToMomHo{H) BELIECTBO(A) C H3BECTHO ACHCTBHE
Beaka cromatiHo-yeToiunBa Tabnerka ceabpxka 30 mg 3axapoasa.

3a MIHHA CMTHCHK HA MOMOHIHMTE BEllleCcTBAa BHXKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

CromaiiiHo-ycToi4uBa Tabierka

P0o30BH, IPOALIroBaTH, OMKOHBEKCHH DUIMHpaHH TabneTkH ¢ rpasHpaHo 40 mg pbpXy enHaTa
ctpaHa H A/El — Bspxy aApyrara.

4. KJIMHWYHH JAHHH
4.1. TepaneBTHUHH NOKA3ZAHHSA
Hexcuym TabneTky ca nokaszaHu NpH Bb3PacTHH 3a:

I'acTpo-e3opareanna pepaykcua 6onect (I'EPD)

e JleyeHue Ha epo3uBeH pedryKceH e30(arur.

o [IpoAB/BKHUTENHO NEYEHHE Ha MALIMEHTH C 03ApaBan €30(aruT 3a NpeAOTBPaTABAHE Ha PCLIMAMB.
e CuUMITTOMaTHUYHO JIeYEeHHE Ha racTpo-c3odareanua pedaykcHa donect (I'EPB).

B xoMOHHAIIHA ¢ MOAXOAHAIIA AHTHOAKTCPHAIHA TEPANEBTHYHA CXEMA HA JIeMeHHE 32
epaarkanus na Helicobacter pylori u nocTurane na:

e 3a3apaBsBaHe Ha QyOACHAJIHA A3Ba, CBbp3aHa ¢ Helicobacter pylori n

e [lpenoTBparsBaHe Ha peLMAMB HA NIENTUYHH A3BH MPHU NALMEHTH C A3Ba, CBbp3aHa ¢ Helicobacter

pylori.

INanHeETH HYXKAAEIH ce OT NPOAL/DKATE/IHA TEPANHSA ¢ HECTCPORAHH NPOTHBOBLINATHTE/IHH

Aexapcerea (HCIIBJI)

e 3a3npasdBaHe Ha CTOMAILIHA A3Ba, CBbp3aHa ¢ neueHre ¢ HCIIBJL.

e [IpodunakTHKa Ha CTOMAIIIHA U QyOJcHAIHA #3Ba, NPpUYNHEHH oT JedeHue ¢ HCIIBJI npu
PUCKOBH MaLHEHTH.

Ioannpxane HA XeMOCTA3ATA H NIPEBEHUHA HA NOBTOPHO KbPBEHE NPH CTOMAMHA HJIH
AYOACHAJIHA A3BA ¢/ie] JieueHHe ¢ HAPpy3HoneH pa3Teop Ha Hexcuym.

Jleuenne Ha cauapom Ba Zollinger-Ellison

Hekcnym TabaeTkH ca nokasaHy npH KOHOLUK Ban 12 roauiiHa Bb3pacT 3a:
I'acTpo-e3odareanna pepaykcna 6oiect (I'EPb)

e JleueHue Ha epo3uBeH peIyKCeH €30(arur.
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¢ TIpoABIDKMTENHO JIEYEHHE Ha NALMEHTH C O3paBai €30(aruT 3a NpeA0TBPATABAHE HA PELINIHB.
e CHMIITOMATHMYHO JIEUEHHE Ha racTpo-e3odareanta pedurykcHa 6onect (I'EPD).

B xomOunanns ¢ aETROHOTHIOA 34 JieueHHE HA AYONCHAIHA A3BA, npuunnena ot Helicobacter
pylori

4.2. [lo3MpoBKa H HATHH HA NPHJIOKEHHE

O3HPOBKA

Bvapacmnu

Facrpo-ezodareanna pegaykcua 6oaect ('EPD)

e JleueHue Ha epo3uBeH pedykc-e3oharut
40 mg BegHBK AHEBHO B NPOXBIDKEHUE Ha 4 CEAMULIM.
[IpenopbuBa ce AOTBIHUTENHO 4-CEAMHYHO JICYEHHUE NPH NALMEHTH, NPY KOMTO €30(aruTLT He €
3a3ApaBAT WIH CHMITTOMHTE NEPCHCTHPAT.

o [IpoABDKHTENHO IeHEHHE HA MALMEHTH ChC 3a3Apassan €30(QaruT 3a npeoTBpaTABaHE Ha PELIMINB
20 mg BeAHBK AHEBHO.

e CUMIOTOMAaTHYHO JieYEHHE Ha racTpo-e3odareanta peaykcna Gonect (I'EPB)
20 mg BeAHDK AHEBHO MPH NauHeHTH 6e3 e30¢arnuT. AKO He €€ TIOCTHIHE KOHTPOJI Ha
CUMITTOMMTE cnen 4 ceAMMLH, NalMeHTsT TpaOBa Aa ce u3cieaBa A0MuIHUTENHO. Cnea KaTo
CHUMITTOMHTE OT3BYYaT, MOC/EABALL KOHTPOJ Ha CUMITTOMATHKATA MOXKE 11a C€ JJOCTHIHE Kato C¢
B3eMat 20 mg seHBK AHEBHO. IIpn HeoOxoaumocT Morart Aa ce npueMat 20 mg BeAHBK AHEBHO,
korato € Heodoxoaumo. Ilpn nauyentu nekysanu ¢ HCIIBJI, npy xonTo € Hanmile pUck ot
pa3BUTHE Ha CTOMAlIIHA S3Ba M A3BA HA IBaHAJECCETONPhCTHHKA NPH NOC/EABALINA KOHTPOJ Ha
CHUMITTOMATHKATA HE CE MPEMopbYiBa PEXKMM Ha NMPUEMaHe Ha JIEKapCTBEHHA NPOAYKT NPH HyXXIa.

B xoMORHAIMA ¢ MOAX0ASMA AHTHOAKTEPHAJIHA TePANCBTHYHA CXeMa HA JIeUeHHe 34
epaguxannn Ha Helicobacter pylori n

e 3a3gpassBane Ha AyojeHanHa A3Ba, cebp3ana ¢ Helicobacter pylori v

e [IpenorspaTsBaHe Ha PELMAME HA NENTHYHHU A3BH NPH NIALNEHTH C 9384, CBbp3aHa ¢ Helicobacter
pylori.

20 mg HekcuymM ¢ | g aMOKCHUMAKH H 500 mg KIapHTPOMHLIMH - BCHYKHUTE ABa IMbTH AHEBHO B
MpOAb/LKEHHE Ha 7 AHMU.

IIaxHeHATH HYXARKEIIH ce oT mpoab/axuTena Tepannsa ¢ HCIIBJI

e 3asgpassBaHe Ha croMaluHa A3Ba cBbp3aHa ¢ HCITBJL: Obu4afinara no3a e 20 mg BeaHbX
JHEBHO B MPOAL/DKEHUE HA 4-8 ceaMuULIM.

e [IpodunakTHKa Ha CTOMAIUHA W JyOJAeHaIHa A3Ba, npyuunHeHH oT neyenne ¢ HCIIBJI npu
PMCKOBH nauueHTH: 20 mg BEAHBXK AHEBHO.

IMoaabLpikaHe HA XEMOCTA3ATA H NPEBEHIHA HA NOBTOPHO KbPBEHE NPH CTOMAINHA HIIH
AYOJAEHAHA A3BAa /el Jedenue ¢ HHpy3HoHeH pa3Teop Ha Hexcrym

40 mg BeaAHBXK AHEBHO 3a 4 ceaMHUM. [lepHOABLT Ha NepopalHa Tepanua TpAdBa Aa Obae NpeaXxoKaaH
OT KHCEAHHHO-CYNpecHpala tepanus ¢ HekcuyM 3a HHpy3ua 80 mg, karo 6onyc-uHdysns 3a

30 MMH., NOC/EABaHA OT HENPEKbCHATA HHTPaBeHO3HAa HH(PY3ua oT 8 mg/h B npoabIKEHHE Ha 3 NHH
(72 1), sioxte KXIT Ha HekciyM npax 3a WHKeKIIMOHEH/HHY3HOHEH PasTBop. o3

Jleuenne nHa ciuapom Ha Zollinger-Ellison é\‘l}
[IpenopnuBaHaTa MbpBOHa4anHa J03a € HekcuyM 40 mg apa mbTH AHEBHO. B nocngnerpies
no3upoBKaTa TpAdBa aa 6bae crobpaseHa ¢ HHAUBHAYANTHHTE HYXIH H JICHCHHETO (. %1 |
3aBHCHMOCT OT K/IMHHHYHHTE NoKa3zaTenu. B3 ocHOBa HA HUIMYHHTE KJIHHWYHH JaN _5



4acT OT NALMEHTHUTE MoraT Aa ObaaT KoHTpoaHparH npu 1034 ot 80 no 160 mg ezomenpason qHEBHO.
[Ipn nozvposka Haa 80 mg aHeBHO, no3aTa TpAOBa Na ce pasaeiH B ABa PHEMA HA JEH.

CneuyanHy nOnynaLuH

bvbpeuno yapexcoane

He e He0OX0AMMO KOPHTHPaHE Ha J03aTa MpH NaLudeHTH ¢ yBpeaeHa 6n0peuna gpyHkimsa. Ilopaau
OrpaHHUEHHS OTMT MPH NMALMEHTH ¢ TeXKa 6bOpeuHa HeIOCTaTLYHOCT, TAKUBA MALIMEHTH TpAOBa Na
ce JIEKYBAT BHMMATEIHO (8X. TOYKa 5.2).

Uepnoopobro yepeicoane
He e HeoOXx0aHMO KOpHripaHe Ha A03aTa [pH MALHEHTH C JIEKO A0 YMEPEHO 4epHOAPOOHO

yBpexaaHe. [Ips nauMeHTH © TEXKO YepHOAPOOHO yBpeKaaHe He TpAOBa Aa ce HaAXBBpA
MakcHManHa fo3a ot 20 mg Hexcuym (BXK. Touka 5.2).
Toit kKaTo GMOHAIMYHOCTTA H BPEMETO Ha MOJYKMBOT B MJ1IA3MATa HA OMETIPA30/1 Ca YBE/IHYEHH,

AHeBHa Ao3a ot 10-20 mg Moxe aa 6bae 10CTaThYHA.

Cmapuecka gv3pacm
He e HeoOXxoauMo KOpUIHpaHe HA J03aTa NPy NalUEHTH B CTapyecKa Bb3pacT.

IHeouampuyna nonyrayus

fOrowu nao 12 zoouwuna evipacm

I'acTpo-e3odarcanna pepayxkcaa donect (I'EPb)
o JleueHHe Ha ePO3UBEH PEDIYKC-€30(aruT

40 mg BeAHBX AHEBHO B MPOABLIDKCHHUE Ha 4 CEAMHLH.
[IpenopbuBa ce ACMWIHATENHO 4-CEAMHYHO JIEYCHHE MPH NALMEHTH, MPH KOHTO €30aruTeT HE €

3a3/IpaBAJl WIH CUMITTOMUTE NEPCUCTHpAT.

e [IpoABDKHTENHO JEUEHHE HA MAUHECHTH ChC 3a3paBal e30(arnT 3a NpeAoTBpaTARAHE HA PELIWAUB

20 mg BeAHBXK AHEBHO.

e CuUMNOTOMATHYHO JICYEHHE Ha racTpo-e3odareanta pedaykcHa donect (I'EPD)
20 mg BegHEBX AHEBHO NpH nauMeHTH 6e3 e30(aruT. AKO He Ce€ NIOCTHIHE KOHTPOJ Ha
CUMNTOMHTE CJiell 4 CeIMHLM, NaLMEHTHT TpAOBa Aa ce u3cnesBa JONbIHUTENHO. Cnel KaTo
CUMITTOMHTE OT3BYYAT, NOCNEABAlLl KOHTPOJI HA CHMITOMATHKATA MOXKE Aa CE JOCTHIHE KaTo Ce

B3eMaT 20 mg BeAHDBXK JHEBHO.

Jleuenne Ha XyoAeHAIHA #3Ba, npHURHeHa ot Helicobacter pylori

Koraro ce u3bupa noaxonsima kKoMOHHHpaHa Tepanua, TpAORA Aa ce B3eMaT NMpeABKA opHuLKaTHHTE
HANMOHAITHH, PErMOHANHY Y JIOKAlTHH HACOKH OTHOCHO DaxkTepuanHaTa pe3UuCTEHTHOCT,
MPOABDKHTEHOCTTa Ha JICYEHHUETO (Hak-4eCcTO 7 AHH, HO MOHAKora A0 14 AHH) K noaxoaswa
ynotpeda Ha aHTHOAKTEPHATHN ar¢HTH.

JleueHuero TpabBa aa ce HabnOAaBa OT CNIELHANIKCT.

HEHOE bYaHaTd 1034 3a C30MCIpa3odi € clicfHara.

Terno l Jlo3HpoBKa
30-40 kg Kombunaums ¢ apa antnbnomnka: Hekcuym 20 mg, aMOKCHLMIIHH
750 mg ¥ KiapuTpoMHUMH 7,5 mg/Kg TeeCHO TErNO ce MPUiaraT BCUYKH

| 3aeQHO ABa MBTH JHEBHO B MPOAL/DKEHHE HA €HA CCAMMLA.
> 40 kg KombuHatua ¢ npa antnbnorrka: Hexcuym 20 mg, aMOKCHLIATHH
k1apHTpoMHLUUH 500 mg ce mpunaraT BCUHMKH 3a€1HO ABA ITLTH 1
NPOALDKEHHE Ha €1HAa CEAMHMLIA.




Hena nox 12 roarmua BbL3pacr
3a JO3MPOBKATA NPH NALMEHTH Ha Bb3pacT oT 1 go 11 rogunu, ce otHecete KeM KXI1 va Hekcuym
CTOMAILHO-YCTOHYHBH I'paHyJIH 3a NEPOPATIHA CYCNCH3UA.

HauyuH Ha npunoXeHHe

[Ipn nauMeHTH, KOUTO CE 3aTPyAHABAT [a MPErTbLLIAT, TADJIETKMTE MOTaT 1a C€ pasTBOPAT B 110J10BHH
yaia Boja. He Tpa6Ba na ce W3mon3BaT Apyru TEHHOCTH, ThH KaTO CTOMAIIHOYCTOHYHBOTO MIOKPUTHE
MOJKE Jja ce pa3TBopH. Paszbbpxaiite, nokaro rabnerkure ce pasapodaT U UINHIATE TEYHOCTTA C
neneTuTe He3abapHo WK B paMkuTe Ha 30 MmuHyTH. M3mnakHere yawara ¢ NOAOBHH Yailla BoJa H
usnuiiTe craBpKaHueTo. [lenerure He TpabBa Aa ce ALBYAT WITH CMayKBaT.

[Ipy nalKeHTH, KOUTO HE MOraT Jia MOTJIbILAT, TabneTkuTe Morar Ja ce pa3TBOPAT BbB BOJa U
pa3TBOPHT [a C€ NPHIIOKH € MOMOILTA HA HA30-TaCTPAJIHA COHJA. BaXXHO € Aa ce YCTaHOBH Jajiu
n30paHHUTE CNPHHIIOBKA H COHAA Ca NOAXOIALIM. 3a MOAroTOBKA H HHCTPYKLIMH 3a MPHI0AKEHHE BHXK
TOUuKa 6.6.

4.3. IIpoTHBONOKA3ZAHHSA

CBpBXYYBCTBHTEIIHOCT KbM 8KTUBHOTO BELIECTBO, CyOCTUTYHpPAHH OEHINMHIA30/IH WK HAKOE OT
MOMOLIHUTE BELECTBa, ONHCAaHU B TO4YKa 6.1.

EnHoBpeMEeHHO MPWIOXKEHHE Ha €30MENPa30l C ACKAPCTBA KAaTO aTa3aHaBHP U HEIPHHABHP He ce
npenopsy4Ba (BXx. Toyka 4.5).

44. ChnenHajHH NpeAynpeKIcHHs H NpeANa3sHH MEPKH HPH ynoTpeda

[Ipy HANMYHETO HAa KAKBHTO M Ja 6 W10 00€3NOKOHTEIHH CHMITTOMH (Hanp. 3HaykMa 3ary0a Ha terno
6e3 NauMeHTHT Ja CH € TIOCTABA 33 Lie)i peAYKLHMA Ha TETNOTO, MOBTAPALLO C€ NOBpbUiaHE, AUCharug,
XeMaTeMe3Hnc WIH MEIEHA) U B CIIYYaHTE, B KOMTO CE€ MOJ03Hpa WITH € ANarHOCTHLHpaHa CTOMAILLIHA
1384, TpAOBA A4 ce U3KIIIOYH HATTHYMETO Ha 3MTOKAa4E€CTBEHO 3abonaBaHe, Thi KaTo IEYEHHETO C
Hexciym Moxe Ba 3aBoanvpa CHMNTOMHTE M Ja 3abaBv AMarHosara.

[IpoabmkuTesHa ynorpeda
[TalieHTHTE Ha NPOABDKHTENHO JieueHHe (0COoOEHO Te3H, KOHTO NOJAYYaBaT TEPAIHA 3a noseye oT
roayHa) TpadBa a ca noJ peaOBHO HabnMoaeHHE.

JleueHWe npH HYKJa
Ha naumenTure, KoHTO ce neKypaTr ¢ HekcuyM npu HyKaa, Tpabea aa ce oObpHEe BHUMaHHUE J1a ce

CBbpPKAT He3zabaBHO ¢ JE€KYBAIllUA CH JICKap, aKO CHMITTOMHTE UM TIPOMEHAT XapaKTepa CH.

Epaaukauus va Helicobacter pylori

KoraTo ce nmpeanucBa e3oMenpason 3a epaauxauus Ha Helicobacter pylori, TpabBa ga ce uMart
NpeaBU] Bb3MOXKHHUTE JIEKapCTBEHH B3aMMOACHCTBHA HA BCHYKHY KOMIIOHEHTH Ha TPOHHATA TepanHsa.
KnaputpoMnauuH € MouieH HHXuOuTop Ha CYP3A4 1 ToBa TpsAOBa Aa ce B3eMe NMPeaBH, KaKToO H
NPOTHUROMOKA3GHHATA U B3aUMOACHCTBUATA HA KIIApUTPOMHLIMHA, KOraTo TpOHHATA Tepanus ce
npHiara Npy NauHeHTU, KOUTO B3eMaT €JTHOBPEMEHHO JPYTH JIeKapCTBa, METaboIM3Upallik CE OT
CYP3A4 (xaro nusanpua U ap.).

CroMalHo-4peBHU UHpEKLNH
TepanuaTa ¢ UHXHOMTOPH Ha NPOTOHHATA NOMIIA MOXE Ja AOBEAE A0 JIEKO NOBHILEH PHCK OT
CTOMALIHO-YPEBHH HHQEKLIMH, KATO TaKHBa, NpHuuHeHU oT Salmonella u Campylobacter (

TOYKa 5.1)

Abco 1 Ha BUTaMuH B12
Ezomenpason, KAKTO BCHYKY 1IeKapCTBa, OIOKHpAIlH CTOMALIHATa KHCEJIHHA, MOTaT /13
abcopbuusTa Ha BuTaMHH B12 (unanokobanamMuH), nopaau Xtro- WaK axyioxuapus. To
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ce UMa MpeABU NPH NaUHeHTH ¢ HAMAJIEHH TEJIECHM 3a11acH WK ¢ PHCKOBH (aKTOpH 32 HaMalleHa
abcopbums Ha ButamuH B12 npu awarocpouna tepanmus.

XHUIIOMarHe3HeMud
C10o01aBa ce 3a TEKKA XUNOMarHe3sHEMHA NPH NMaLHEHTH, IEKYBaHKH ¢ HHXHOHTOpPH Ha NMPOTOHHATA

nomna (UI1I1) xaTo e3oMenpas3on B NPOIL/DKEHHE HA NMOHE 3 MECELd, a B [MOBEYETO CJTyvaH B
NpoAbLKEHHE Ha roguHa. Cepuo3HH NpH3HALIM Ha XHIIOMarHe3ueMHs KaTo yMopa, TeTaHu4,
AeNUpHYM, KOHBYJICHH, 3aMaliBaHe U KaMepHa apuTMHS MOrar Ja e TNOsABAT, HO TE MOraT Ja 3ano4HaT
CKpHTO M Ja Obaat npeHeOperdatu. [Ipu noseyeTo 3acerHaTy NaLMEHTH, XUNOMarHe3HeMHATa ce
nonobpsaBa ciel 3aMecTUTENIHA TEpanua ¢ Marde3uit U npexparasaHe nprema Ha UIIII.

[Ip1 NauMeHTH, KOUTO Ce OuaKBa Aa ObJaT Ha NpOAbL/DKHTEHA Tepanua Wik KouTo npremat HUIII
KoMOUHALIMA ¢ AMTOKCHH WM JIEKAPCTBa, KOMTO MOraT Aa NpeAU3BHKaT XHNOMarHe3ueMus (Harp.
AMYPETHLIH), 3APABHHTE CNIELMAIMCTH Tp#OBa 1a UMAT NpeABHI H3IMEPBAHE HA HUBATA Ha MarHe3uh
npeay 3anousade Ha tepanus ¢ UIII » neproauyHO NO BPEME Ha JICUCHUETO.

Prck ot dpakTypn

WUHxuOUTOPHTE HA NPOTOHHATA NOMMA, OCOOEHO aKO Ce H3MOMN3BaT BbB BUCOKH A03U Y 38 AbITBI
fepHo OT BpeMe (> 1 roauHa), MoraT yMepeHo ja NMOBMILAT PUCKa OT PpakTypu Ha O€pOTO, KHTKATa
WIH rpeOHaYHHUA CTRIO, TNaBHO NPH NALWEHTH B CTAPUECKa B3PacT WK NPH HATMYHE HA IpYTH
M3BECTHH PUCKOBH (akTopu. OGcepBalMOHHM NPOYYBAHHSA NPEINONAraT, Ye HHXHOHTOpHTE Ha
MPOTOHHATA NMOMIIA MOraT Aa nosuwiaT obmus puck ot ¢paktypa ¢ 10-40%. B HAKOH ciy4yamn ToBa
NOBHILCHHE MOXE a ce IBDKH HA XPYTrd pUCKOBH ¢$akTopH. [lauueHTHTE C PHCK OT OCTEOMOpO3a
Tps6Ba [a NOAY4ABAT IPHKH CHIVIACHO HACTOALLUNTE KIHHHYHH PHKOBOACTBA M TPAOBA Aa MMaAT
a[IeKBaTEH NpPUEM Ha BUTaMHH D 1 Kanumii.

CybakyreH koxeHn nynyc epuremaronec (SCLE)

HuxuburopHTe Ha NPOTOHHATA NOMIIA Ca CBBP3aHH ¢ MHOTO peaxu cnydad Ha SCLE. Ako ce nosaar
ne3uH, ocobDEHO B YYACTBUM OT KOXKATa, HIN0KEHH Ha CITbHYEBH JTbYH, H 8KO T€ Ca ChIIPOBOJAEHH C
OONKH B CTABUTE, MALMEHTHT TpadBa He3a0aBHO Ja NOTHPCH MEAHLIMHCKA NOMOLLL H MEAWLHHCKHAT
CNELMAJIMCT ciesBa aa ooMucau cnipaHe Ha npdeMa Ha Hexkcuym. SCLE, HacTenun cnen npeaxoaHo
NeYeHHE ¢ HHXHOMUTOP Ha NMPOTOHHATA 1TOMIIA, MOXKE Ja yBennuK pucka oT SCLE npH ynorpeba Ha
APYTH HHXHOUTOPH Ha NPOTOHHATA NOMMA.

KomOuHHMpaHe ¢ Ipyru NeKapCTBEHH NPOAYKTH
PesyntaTi OT Npoy4YBaHHUA TIPH 3/1paBy JOOPOBOILH NOKa3BaT

¢dapMakoKHHETHUHO/(hapMaKOIHHAMMYHO B3auMoaekcTeue Mexxay knonuaorpen (300 mg
HaTOBapBalLa 103a/75 mg AHeBHa NOAABPMKAIlA A03a) 1 e3omenpason (40 mg nepopanHo AHEBHO),
KOETO BOAM A0 HAMAJIEHA €KCIIO3HLIMA Ha aKTHBHHA MeTa0oNMT Ha Kionuaorpen cpeaHo ¢ 40% u no
HaMaJABaHe Ha MakcuMaitHaTta HHxHOHLKA Ha (AJId mHayumrpaHa) TpoMOOLMTHA arperaluus CpeaHo ¢
14%. Bb3 ocHOBa Ha Te€3H JaHHH, CAHOBPEMEHHO NMPWIOKECHHE HA €30MENPa3oN H KIONHAOrpen
Tpa6Ba na ce uzbarea. Brok cuio Touka 4.5.

Korato ce npeankcea e30Menpaso 3a JIedeHHe Npy Hyxaa, Tpa6Ba Ja ce KMa NpeBHA
BB3MOXHOCTTA 38 B3aHMOAEHCTBHA ¢ APYTH JIEKAPCTBA, ABDKALLH c€ Ha QYKTYMPAHETO Ha
IU1a3MEHUTE KOHLIEHTPALMHK Ha e3oMenpazon. Buxk Touka 4.5,

Texxky koxHH HexenaHu peakuyu (SCAR)
MHOTO pAAKO BbB BPB3Ka C JICUCHHETO C €30MEMNpa3on ce ¢hOOIABA 33 TEXKKHU KOXHH HEXETaHH

peakunn (SCAR), kato epurema myrrtudopme (EM), cunapom Ha Stevens-Johnson (SJS), TokcHiHa
enuaepmanHa Hekponusa (TEN), nekapcTBeHa peakums ¢ €03HHOPHIHA H CHCTEMHH CHMITTOMH
(DRESS), kouto Morat ga 6baar )KMBOTO3acTpallaBallH HIH JIETATHH.

[anuesTure TpaGsa na 6baaT MHPOPMUPAHH 33 NPUIHALMTE H CUMIITOMHTE HA TeXKKaTa
peakixs EM/SJIS/TEN/DRESS u 1pa6Ba He3abasHO Aa NOTHLPCAT MEAHLIMHCKH CBHBET OT,
KOraro 3abeyiexar KaKBHTO H Aa OWI0 MOKa3aTe/lHU NPH3HALHY WIH CHMATOMH.




[Tpu mofsa Ha NPU3HALM H CHMITTOMH Ha TEXKH KOXHH PeaKiiHH JICYEHHETO C €30Menpason Tpsbsa aa
ce NpeKpaTH He3abaBHO U NpU HEOOXOAUMOCT Ja c€ OCHIYPH AONBIHHTEAHO MEAHLIHHCKO
neyeHHe/BHUMAaTEIHO HaDmoaeHue.

Jleuenueto He Tpadsa 1a ce Bp3obHoBARa nMpu naupeHTd ¢ EM/SIS/TEN/DRESS.

3axapo3a
To3u npoaykT cuaAbpKa 3axapo3a. [lauMerTHTe ¢ peAKH HACIEeACTBEHH 3a00nsABaHUA H3pa3ABaliy ce C

HEMOHOCHMOCT KbM (PPYKTO3aTa, ¢ Maabcopbia Ha rMIOK03a-rajlakTo3a wid HeAoCTaTbYHOCT Ha
CYKpa3a-u3oMasnrasa He TpaOBa aa ynotpebsasar TOBa I€KapCcTBoO.

[lornusBaHe Ha J1abOPATOPHUTE PEIYIITATH

[osHuieHoTO HHUBO Ha XpoMorpaHHH A (CgA) MOKe 1a NOBNUAEC HAa W3CNECABAHUATA 34
HEBPOEHIOKPHHHH TYMOPH. 3a na ce u3berne Tosa B3aMMOACHCTBHE, JIEUEHHETO C €30MENPa3ol
TpaOBa Ja ce cnpe BpeMEHHO Hali-masko 3a 5 AHu npeaM onpegensHeTo Ha CgA (Bx. Touka J.1). Ako
HuBaTa Ha CgA M racTpuHa He ca C€ Bb3CTAHOBWIH B PEPEPEHTHHTE CH rpaHHLIM Cl1el HAHAIHOTO
onpenaensHe, vaMepsaHeTo TpadBa Ja Obae NOBTOPEHO 14 AHH chel CUPAHE HA NIEYEHHETO C
MHXUOHTOP Ha NPOTOHHATA NMOMMNA.

ChaepKaHHE Ha HATPHH
To3u nexapcTBeH NMPOAYKT ChABPXKA Mo-Maiko oT | mmol HaTpuii (23 mg) Ha TabneTka, Taka ue

MPAKTHYECKH HE ChOBPXKA HATPHH.
4.5. B3arMoaelicrBHe ¢ APYrH eKaAPCTBEHH NPOAYKTH H APYrd GOpMH HA B3AHMOJCHCTBHE
EdexTn Ha e30Menpa3o] BLpXY GapMaKOKHHETHKATA HA APYTH JeKapCcTBa

Ilpomeasuu unxubumopu

CpobiiaBa ce 3a B3aUMOASHCTBHE HA OMENPA30)l ¢ HAKOH AHTUPETPOBUPYCHH MEIHKAMEHTH,
KauHMYHOTO 3HaYeHNE H MEXAHU3MUTE, KOUTO CTOAT 3a] TE3H B3aMMOACHCTBHA HE BUHANU ca
u3BecTHH. [loBHIIEeHOTO cTOMalHO pH no BpeMe Ha NeHEeHUETO C OMENPa3oN MOXKE a MPOMEHH
abcopObuHATa HA AaHTHPETPOBUPYCHHA MeAUKAMEHT. JIpyrH BE3MOXHH MEXaHH3MH Ha
B3auMojeicTBre MoraT Aa 6baar nocpeactsoM CYP2CI9.

[Tpu HAKOW aHTHPETPOBUPYCHH MEIMKAMEHTH, KaTO aTa3aHaBHp M HenpHHABUD, ce chodlllaBa 3a
NMOHIKABAaHE Ha CEPYMHHUTE HHBA NMPH CHBMECTEH MPUEM C OMENPA30I, MOpadH KOETO HE Ce
Npenopb4pa €AHOBPEMEHHO NPUAOKEHHE. ENHOBpEMEHHOTO nNpwiokKeHHe Ha oMenpason (40 mg
BEIHBXK NHEBHO) ¢ arazaHaBup 300 mg/puronasup 100 mg npH 3apasu 100pOBONIM TOHMKABA
3HAYHTEJIHO €KCIIO3HINATA Ha aTa3aHaBup (mpubnusrnTenHo 75% nonmwxkasane Ha AUC, Crpax M Chin ).
YBenuueHuero Ha ao3ara Ha atazaHaBup 00 400 mg HEe KOMIEHCHpa BIHAHHETO HA OMENpPa3oll BbpXy
eKCNOo3ULMATA Ha aTtaszaHaBvp. [lopann cxonHuTe DapMakoJHHAMHYHU €PEKTH H PapMAKOKHHETHYHH
XapaKTCPHUCTHKU Ha OMETPA3oN M €30MENpa3oil, €IHOBPEMEHHOTO NPHIICKEHHUE HA €30METIPa3oll ¢
AHTUPETPOBHPYCHH MEMKAMEHTH KaTo ata3zaHaByp (BX. Touka 4.4) u HenduHaBup (Bx. To4ka 4.3) He

ce MpenopbyBa.

[Tpu Apyru aHTHPETPOBUPYCHH MEAUKAMEHTH, KATO CAKBHHABHP, C€ ChOOLIaBa 3a NOBUILIABAHE HA
CepyYMHHTE HyBa. HiKOM aHTHBUPYCHH MEAHKAMEHTH OCTaBaT ¢ HEMPOMEHEHH CEpYMHH HHBA NpU
€AHOBPEMEHHO NMPWICKEHHUE C OMENPasoJ.

Memompexcam
Crobiasa ce 32 NOBUIIIEHH HUBA HA METOTPEKCAT, KOTaTO € MPUEMAaH 3a€HO ¢ Hmﬁmop —~
npotoxHata nomna. [Tpy NpHIoKEHHE Ha BUCOKH 034 METOTPEKCAT MOXe Ja ce oOMHCIRRaweRAs /70

NMPCKECBAHC HA €30MEIIPAa30ll.

Taxpoaumyc
Hma cpoOleHus, ye eTHOBPEMEHHOTO NPHIOKEHHE Ha €30MENPA30N MOBHILIABA CEPYM

TaKpOJIHMYC.



Jlexapcmeenu npodyxkmu ¢ pH 3asucuma pe3opbyus
[ToTHcKaHeTO HA CTOMAIIIHATAE KMCEIMHHOCT MO BPEME Ha JIEUCHHE C E30MENPAa3oil ¥ Apyru

MHXMOUTOPH Ha TIPOTOHHATA TTOMI1a MOX€E Aa HAMAIM MM YBEIHYH pe3opOLHATa Ha TEKapCTRa,
YHATO pe3opOLMA € 3aBrckMa oT cToMainHoTo pH. KakTo v npu ynorpedara Ha IpyrH JIEKapCTBa,
KOMTO MOHH>XABAT HHTPAracTpaliHaTa KHCENHHHOCT, pe30opOLMaTa Ha TeKapCTBa KATO KETOKOHA30J,
MTPaKOHA30] W epNnoTHHHG MoXe Aa Obae HaManeHa, N0KaTo pe3opbuMATa HA NEKAPCTBA KATO
JHIOKCHH MOXKe N1a OBb/ie NOBHILIEHA NPH JICUSHHE C e30Menpa3on. EqHOBpeMEHHOTO NMPHIOKEHHE Ha
omenpason (20 mg AHEBHO) W AMIOKCHH NMpPH 34paByu A0OPOBOJLM NOBHINABA OHOHATMYHOCTTA Ha
aurokcul ¢ 10% (no 30% npu aBama ot geceT J100pOBOIILM).

Jlexapcmeenu npodykmu, memaboauzuparnu om CYP2C19

Eszomenpazon nuxubupa CYP2C19, ocHoBHHMAT en3um, MeTabonusupaill esomenpasolt. Ilopaau tosa,
KOraTo €30Menpa3on ce KOMOKHHpA C JIEKAPCTBEHU NPOOYKMU, KOUTO C€ METabONMH3HUPAT OT
CYP2C19, kaTo Aua3enam, [UTAIONPaM, HMUIIPAMHH, KIIOMHNPAMHH, GEHUTOUH U Ap., [U1a3MEHHTE
KOHLIEHTPAlHH Ha TEe3M JIEKAPCTBA MOXE Ja CE YBEIHYAT H Ja C€ HAJIOXKH HaManeHWe Ha fo3ara. Tora
TpsaOBa Aa ce uMa NpeABU, 0coOEHO KOraTo ce NMpeAntCBa 3a IeYeHHE NPpH HyXKaa.

Huazenam
EanospeMeHHOTO npunoxeHue Ha 30 mg ezoMenpason € Aoseno A0 45% HaManeHHe Ha KIIHPbHCA Ha

cybcrpatn Ha CYP2C19 Ha aguasenaMm.

Denumoun
EnHoBpeMeHHOTO NpHiIoKeHUe Ha 40 mg ezoMenpason e AoBeno Jo 13% yeennueHne Ha Hai-

HHCKHTE N1a3MeHH HHBa Ha peHUTOMH npH HonHu ¢ enunencus. [ipenopbuea ce MOHUTOPHpPAHE Ha
[UTa3MEHHUTE KOHLIEHTPAUMH Ha (EHHUTOUH [IPH 3aMOYBAHE WM NPEKBCBAHE HA JIEYEHUETO C

e30Menpaso.

Hunocmaszon

Owmenpa3zon, KaKkTo M e30Menpa3od, AeiictaT kato vExHOUTOpH Ha CYP2C19. OMenpason, npunara
B €/IHO KPBCTOCAHO MpoyUBaHe B 1034 oT 40 mg npu 3apaBu 100poBOLH, yBenuyaBa Cnax H AUC Ha
LUA0CTa301 ChOTBETHO ¢ 18% n 26%, & eJUH OT HErOBUTE AKTHBHH MeTabONMHTH CHOTBETHO ¢ 29% M

69%.

Liuzanpuo

[Ipy 3apaBu A0OPOBONLIM €AHOBPEMEHHOTO NpWIoKeHHe Ha 40 mg e3oMenpa3on € Aosesio 10 32%
yBeJIHYEHHE Ha IUI0L{TA N0 KpueaTa KoHUeHTpauusa-speMe (AUC) u no 31% yavmkasaHe Ha
BPEMETO Ha MONYXKUBOT (1172), HO He € HabmoAaBaHO 3HAYUMO YBEJIHYaBaHe Ha MAKCHMAIHHTE
1a3MeHH HMBa Ha uusanpuj. Jleko yawmkenuar QTc narepsan, HabnioaaraH ciel cCaMOCTOSTENIHO
NMPHICKEHHE HA LIU3ANPHI, HE CE € YBEIAHYWI JOMBIHHTEHO, KOraTo LM3anpHui € 0w JaaeH B

KOMOHHAaLIHA ¢ e30Menpa3on (BK. H To4Ka 4.4).

Bapgapun

B paMKHTe Ha KTHHHYHO NPOYYBAHE BPEMETO 33 KOArynauus MpH NauMeHTH NPHEeMalliv
enHoBpeMeHHO 40 mg e3oMenpas3on U BappapHH He NPEeBUIlIaBa JOMYCTUMHTE CTOHHOCTH. Brrnpeku
TOBa, CJie/] pa3pellaBaHeTo 3a ynoTpeba, ca HabnmioAaBaHH HAKOJIKO W30JHPAHH ClTy4ast ¢ KIIMHHYHA
3HaYHMOCT Ha noBuineHo HHBO Ha INR. [IpenoppuBa ce nekapcko HabMOAEHHE Ha NALUEHTHTE,
KOUTO 3amoyBaT U NMpeKparsiBaT eJHOBPEMEHEH MpHeM Bap(apuH WK APYrd KyMapHHOBH

[MPOU3BOIHHM.

Knonudozpen

Pesynratd ot npoyuBaH{s NpH 34paBH LoOPOBOILM NMOKa3BaT
(apMaKOKMHETHYHO/(papMakoAMHAMHYHO B3aumozeicTene Mexay knonuaorpen (300
HaTOBapBaHia J03a/75 mg JHEBHA MOATbpXKalla Jo3a) U esoMenpaszon (40 mg nepopan
KOETO BOAM A0 HAMAIEHA EKCNO3UIIMA HA AKTUBHUS META00NUT Ha KIONHMAOTpe CpeaH
HaMaJIgBaHe Ha MakcuMaHaTta HHxuOuIMA Ha (AJIP nHoyuupaHa) TpoMOOLIMTHA arpe
14%.
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KoraTto KIonuaorpe € npunarax 3aeaHo ¢ dukcupaHa kombHHaimsa ot esomenpason 20 mg + ACK
81 mg, cpaBHEH CBHC CAMOCTOATENHO NpHIAraHe Ha KIOMHAOTPe B NMPOYYBaHE ChC 3APaBH
A0OpOBOJILIM, HMA HAMANEHa EKCMIO3NLIUA Ha AKTHBHHA METa0O/MT Ha KIIOMHAOTPEN C NOYTH 4(%.
O6auye, MaKCHMATHHUTE HHBA HA UHXUOUIMA Ha (A 1D unayiMpana) TpOMOOLIMTHA arperaius npy
TE3H JIMLA € €IHAKBa B I'PYNHTE Ha KAOMKAOrpes M Kionuaorpen + kombuHHpaHus (esoMenpason +
ACK) npoayxT, BepOATHO fI0paAl ¢IHOBPEMEHHOTO NMPHIOXKEHHE Ha HHcKa no3a ACK.

He e curypHo, ofaue, 10 KaKBa CTENeH TOBa B3aHMO/EHCTBHE € KIIHHHYHO BAXHO. EQHO
NPOCMNEKTUBHO, PAHAOMH3HPAHO (HO HE3aBbpILEHO) Npoyusane (npy Hag 3 760 naupeHTH,
cpaBHABaMO fnauebo ¢ oMenpason 20 mg NPy MaUMEHTH, NeKyBaHH ¢ kionugorpen # ACK) n
HepaHAOMH3HpaHH, post-hoc aHaNH3M Ha AaHHH OT rOJIEeMH, NIPOCNEKTHBHH, PAaHNOMH3HPaHH
NpOYYBAaHHA 33 KIHHHYEH H3X0A (npH Haa 47 000 nauMeHTH) HE MpeacTaBs A0Ka3aTeICTBa 3a
MOBHMILEH PHCK OT HEXENAHO ChPAEYHO-CHAOBO chOHTHE, KOoraTo Kionuaorpen u UIII, Bkmouurento
e30MeNpa3ojl, ca MpularaHi €JHOBPEMEHHO.

[IpOTHBOPEYHBH NAHHH 34 KIIHHHYHHUTE NMOCIEANHIN OT QapMaKOKHHETHYHO/HapMaKOIHHAMHYHO
B3aUMOAEHCTBHE Ha €30MENPa3o Nno oTHouieHHe Ha 3HauyHuTenHH CC chOUTHA ca JOKIaIBAHH OT
obCepBALMOHHN M KIHHHYHK Npoy4ranud. KaTo npeanasHa MApKa ¢AHOBpEMEHHaTa ynotpeda ¢
Khonuaorpen Tpadea na ce u3barea.

Hsanedeanu nexapcmeeru npooyxmu be3 KIUHUYHO 3HAYUMO 83aumooelcmeue
AMoKcuyunur u xXuHuoOuH
JlokazaHo €, 4e e30Menpa3oN HAMa KIHHHYHO 3HAaYHMH €(PEeKTH BbpXY papMaKOKMHETHKATA Ha

AMOKCHHHIHH UIIX XHHHUIHH,

Hanpoxcen unu poghexoxcud
He e ycraHoBeHO KIHHMYHO 3HAYHMO (PapMaKOKHHETHUHO B3aHMOJECHCTBHE NMPH €IHOBPEMEHHOTO

OPHIOKEHHE Ha €30MENPa30i U HANPOKCEH HH €30MENPa30a H popeKOKCHO B paMKuUTE Ha
KpaTKOCPOUHU KITMHHYHHU NPOYYBaHHUA.

EdexTn HA APYrH J1eKAPCTBEHH NMPOAYKTH BbPXY PAPMAKOKHHETHKATA HA €30MENnpa3oll

Jexapcmeenu npodyxmu, koumo unxubupam CYP2C19 wunu CYP3A4

Ezomenpason ce merabonusupa ot CYP2C19 u CYP3A4. EanospeMEHHOTO NPWIOKCHHE Ha
ezomenpason u HHxHOUTOpbT Ha CYP3 A4 wiapurpoMuunH (500 mg ABa TETH AHEBHO) € AOBENO A0
yasosasaHe Ha ekcniozuuuaTa (AUC) Ha esomenpasona. EAHOBpEeMEHHOTO NMPWIOKEHHE Ha
ezomenpason 1 koMOuHupaH HHxubuTop Ha CYP2C19 n CYP3A4, kaTo BOPHKOHA30J1, MOXE Aa
ROBEIE 0 YBEJHYABAHE Ha EKCTIO3HLIMATA Ha €30MENpasofl NoBeye OT JiBa ITbTH. Berpexu ToBa, He ce
Hanara KOpMripaHe Ha 103aTa Ha €30MeNnpasoll H B JABaTa Ciiy4ad.

Jexapcmeenu npodyxmu, xoumo unoyyupam CYP2C19 w/unu CYP3A4

JlexapcTha, H3BecTHH Kato HHAYKTOpH Ha CYP2C19 nnu va CYP3A4 unm 1 Ha agara (KaTo
pubaMIHLHH B XBJIT KAHTAPHOH) MOraT Aa 0BEJAaT A0 MOHIKaBaHE HA CEPYMHHTE HHBa Ha
e30MENpa3oi KaTo NOoBULIABaT MeTabonU3Ma Ha €30Menpa3olt.

[leaMaTpHyHa MOMyAaLMA
[IpoyuBanus 3a B32aUMOAEHUCTBHA Ca NPOBEKAAHH CaMO NPH Bb3PACTHH.

4.6. DepTHAATET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT

KAuHWYHHATE JaHHM 3a eKcno3uia Ha HekcryM no speMe Ha OpEMEHHOCT ca OrpaHuy
EnugeMHOIOrMUHH H3CIEBAHHA C palleMHYHATa CMEC OMENPA30oN NpH rojisMa ekcno
Ha 6pEMEHHOCT He NMOKa3BaT BpeAHH WIM TOKCHYHH 3a eMOpHOHa edexT. M3cnensay
C €30MENpa3oa He NMOKa3BaT AUPEKTHH WIH MHAHPEKTHH €(PEKTH MO OTHOLIEHHE Ha
eMOproHanHoTo/peranHoTo pa3suTHe. HicneaBanus NpH KUBOTHH C palleMHYHATA CM
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NUPEKTHH HIH HHIUPEKTHU €(eKTH NO OTHOLEHHE Ha OPEMEHHOCTTA, paXXAaHETO HIIH
NOCTHATANHOTO passuTHE. Heo6xoaumo e BHMMaHMe Npy npeanucBane Ha HekcuyM npr OpeMeHHH
YKCHH.

OrpaHH4eHO KOJUYECTBO JaHHU IPH OpeMEeHHH XeHH (M3X0 oT OpeMeHHoCT: Mexay 300-1 000) He
cour manoopmaru uiH QpeTo/HeoHaTaAIHA TOKCHYHOCT Ha €30MENpPa3on.

[IpoyuBaHHKA NpH XHUBOTHH HE NMOKA3BAT AUPEKTHH HIIH HHAHPEKTHU BPEIHH €(EKTH N0 OTHOLIEHHE
Ha peNnpoAyKTHBHA TOKCHYHOCT (BX TO4Ka 3.3).

Kbpmene

He € u3BECTHO AaNH €30MENPa3o ¢ce eKCKpETHpa B KbpMarTa npH yosexka. He € HanHuyHa JocTaTbyHO
uHpopMaLs 3a eeKTHTE Ha €30METpa3os MpH HOBOPOACHH/KbpMaueTa. EsoMenpason He Tpabsa fa

C¢ npunara no BpeME Ha KbpMCHC.

DEPTHAXTET
[TpoyuBaHHA NMpH XXHUBOTHU C palleMHUYHATa CMEC OMENPA3oJ, NPHIIaraH NepopanHo, He MOKa3Bar

e(peKTH MO OTHOIICHUE HA (PEPTUIMTET.
4,7. EdexTn BLpxy cnocofHocTTA 38 odupane n paboTa ¢ MAIIHHA

Ezomenpason uMa He3HaUMTENECH eQeKT BbpXY crocoOHOCTTA 32 wodHpaHe U paboTa ¢ MallIKHA.
PanopryBaKly ca HEXEIaHU TEKAPCTBEHH PeaKLiMH KaTO CBETOBBLPTEK (HEUECTa) H 3aMBITIEHO 3pEHHE
(psaka) (Bx. TouKa 4.8). AKO NaLMEHTHTE Ce NORIMABAT, HE TpAOBa Aa wodupar WK Ja paboTAaT ¢
MAILIMHH.

4.8. HexelaHH JleKapCTBEHH PeaAKIHH

O6o01eHHe Ha npoduna Ha 6e30nacHOCT

I'naBobonue, abaomunanHa Gonka, 1HapHsa ¥ raicHe ca Cpe/l Te3u HeXXellaHW peaKiHH, KOHUTO ca
NOKIa7BaHH Hal-4eCTO NPH KITHHAYHM NpOoy4YBaHAA (B ChIIO TaKa OT NOCTMAPKETHHIOBa ynorpeoda).
B nombaHenne, npoduasT Ha 6e30nacHOCT € Nofo0EH 3a pasNMUHUTE (POPMYITHPOBKH, TEPANEBTUYHH
NOKa3aHMs, Bb3pacTOBH MPYNH ¥ NomyfAauuu nauyueHTH. He ca naeHTrPHUMpaHH 10303aBHCHMH
HEXKENTaHU peaKilHH.

TabnnueH CNHCBHK € HEXENIAHU JIEKAPCTBECHH PEaKLIMH
CrneauuTe HEXENaHH JIEKAPCTBEHH peaKuMy ca HabnraaBaHW WIH MOAO3UPAHH O BpEME Ha

KJIMHHYHUTE W3TIMTBAHUA HA €30MENPAa30 ¥ OT NocTMapKeTHHrosa ynotpeba. HUTo eHa OT T4X He €
6una cebp3aHa ¢ go3ata. Cnopes 4ecToTara Ha TAXHATA MOABA HEXKEIIAHUTE PEakLHH Ce NEeAT Ha

(uectn 2 1/100, < 1/10; neuectu 2 1/1 000, < 1/100; peaxu > 1/10 000, < 1/1 000; maOro penxmu
<1/10 000).

CaremMo-opranen xnac HecToTa HexenaHa JIeKApCTBEHA

pCAKIIHA
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HapymieHus B KpbBTa H Penku Jleskonenns,
nUMQHaTa CHCTEMA | TpoMOOLUTONERHS
MHoro peaxku ArpaHynouuTrosa,

_ | MAHLHTOINIEHHS
Hapymenus Ha uMyHHaTa Penxu CBpPBLXYYBCTBHTEIIHOCT
CHUCTEMA Hamnp. TPeCKa, aHTHOeIeM H

aHapHUNaKTHUHA

| aKLMA/LIOK
Hapymenns Ha Heuectn [lepudepeH oTok
merabosiM3aMa M XxpaHeHeTo | Peaku XHIIOHATPHEMHS

Hewns3BecTHa vecToTa

XUNnoMarHesueMus; TexxKara
XHUIIOMArHe3ueMHus MoXKe Ja
NOBE/le N0 XUMOKAILHEMMS;
XHnoMarHeaveMHus MOxe
CBIUO TaKa Ja JOBEAE A0

_ _ XUMOKATHEMUA _
[lcuxuyHM HapyiIEHHUA | HeuecTH HHCOMHHA
Penku PasapazHeHHe, 00BbpKaHOCT,
AENpPeCHS
_ MHOro peakH Arpecus, XalloLMHal|u
Hapyinenmns Ha HepBHATA Yectn "'naBobonue
CHCTEMa HeuecTH CBETOBBPTEXK, NMApeCcTE3n,
| | COMHOJIEHTHOCT _
_ Peaku HapyuweHHa Ha BKyca
HapyumeHua B 3peHHETO Peaku ' 3aMBrAEHO 3PEHHE
Hapymenna Ha c.nﬂfxa H | Heuectw ' Beprturo
BeCTUOYTapHU pa3CTpPOUCTBA
PecniupaTropHu, TopakaniHi U | Peaku bpoHXxoCcnaseM
MEIXACTUHAIIHH HapYILLEHUA
CTOMaIIHO-4PEBHH Yectu Ab6aomnHanua 6oinka,
HapylleHUs KOHCTHHALHAA, AHAPHA,
(hnaTyneHLm,
raacHe/MoBpbIIAHE, TIOTHUITH
Ha ABHOTO (QyHaYca) Ha
cromaxa (200poKaueCTBEHH)
HeuectH ( Cyxora B ycTaTa
Penku CroMaTHr,
raCTPOHHTECTHHANHA
| KaHAK03a
MHoro peakH | MHKpPOCKONHYEH KOAHT
YepHoapoOHM HapylIEHHA Heuecti [loBuIeHH YepHOAPOOHH
eH3UMH
Penku XenaTuT Che UK Oe3 |
| JKBJITEHHLA
MHoro peaku YepHoapobua
HEAOCTATBYHOCT,

eHuedanonaTus npy
MaLHeHTH C aHaMHe3a
npeAUILIHO YEPHOAP
3a0019BaHe
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Hapyimernua Ha KO)kaTa HeuecTn Hepmatur, cepdex, 0bpus,

MOAKO)KHATA THKaH YPTHKApHS
Peaxwu Anoneuus,
QOTOUYBCTBUTETHOCT
MHoro peaku Epurema Myntugopme,

CHHApOM Ha Stevens
Johnson, TokcHuHAa
enuaepManHa HEKpOin3a
(TEH), octpa
reHepaTM3upaHa
€K3aHTEMAaTO3Ha MYyCTY03a
(AGEP), nekapcrBeHa
peakuus ¢ CO3HHOPHUINA H
CHCTEMHH CHMITTOMH

(DRESS)
HeusBecTHa yecToTa CybakyTeH KOXEH nynyc
epuTeMATOOEC (BX, TOYKA
4.4)
MyCKYIOCKENETHH, Heyectu DpakTypa Ha GeapoTo,
HApYIIEHHs Ha KUTKAaTa Wik rppOHavYHHA
ChEAMHUTEIIHATA ThKAH U CTHIO
KOCTHUTE Peaku ApTpanrus, MHaIrud
MHoro penkn MyckyitHa cnaboct
Hapyuwiennd Ha 666peuure u | MHoro penoku HurepcTHuHaneH HeQpHT
ITHKOYHATA CUCTEMA
PenponykTuBHa CHCTEMA MHoro penku [ HHexOMacTHA
Hapymenus ot o6 Penxu OrtnagHanocT, IOBHILEHO
XapaKTep ¥ HapyLICHHUA B NMOTOOTHC/IAHE

MACTOTO Ha ITPHIOKCHHE

CrofiapaHe HA NOJO3UPAKH HEXEJIAHE PeaKLHH

CrobinasaneTo Ha NOJO3HPAHK HEXKENTAHH peakiliM ClieA paspeluaBaHe 3a ynotpeba Ha JiekapCTBeHHS
NPOAYKT € BaXKHO. TOBa NO3BOJIABA Aa NPOIBL/DKA HAOIOACHUETO HA ChOTHOLIEHHUETO MOJI3a/PHCK 3a
JIEKapCTBEHUs NMpOoAYKT. OT MEIHLIMHCKHTE CIIELIHAJIUCTH C€ M3UCKBA 1a ChOOIIAaBaT BCAKA
MOJ03MpaHa HeXelaHa peakums J0:

buarapus

H3nwauMTenHa areHuus no aekapcreara yi. , Jlamsu [ 'pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417

yebcalT: www.bda.bg
4.9. Ilpemosupane

Jo mHec HiMa ONMT ¢ MpeHaMEePeHOo oTpaBsiHe. CHMOTOMHUTE ONHCAHH BLEB BPB3Ka C 2
raCTpOHHTECTHHAITHH CHMITTOMH H CHMITTOMH Ha ciaboct. Eaqunuyanm nosu ot 80 mg
HAKakBO cbOHTHE. He € u3recteH cneuuduyeH antuaor. EsoMenpason ce cebp3Ba c
MPOTEHHH B MHOI'O BHCOKA CTETIEH W NMOpPAdH TOBA HE Ce OTCTPAaHABA JIECHO Ype3 AMs

BCEKH CiTyuall Ha npeaosHpaHe, neucHnero TpabBa na 6nae CHMNTOMATHYHO H A ce u
MOAOBPIKALLH MEPKH.

12




5, OAPMAKOJOI'MNMYHUA CBOUCTBA

5.1. ®PapmaxkoiHHAMHYHH CBOHCTBA

dapmakoTepaneBTU4Ha rpyna; JlekapcTa 3a Ie4eHHE Ha Pa3CTpoliCTBa, CBbP3aHH ¢ KUCEIMHHOCTTA,

HHXHOKTOPH Ha INPOTOHHATA NMOMIIA
ATC koa: A02B CO05

E3omenpa3on e S-u30Mep Ha OMENpaszo U HAaMaNABa CTOMAIIIHATa KHCENHHHA CEKPELIMA YUpe3 BHCOKO
MPUUEIICH MEXaHKU3bM Ha AelicTBue. To# e cneuuduyeH HHXHOKTOP Ha NMPOTOHHATA NOMIA B
napyeTanHara KieTka. R- v S-u3omepuTe Ha oMenpa3on uMaT nojo0Ho papMaKOAHHAMHYHO
NCHCTBHE.

Mexanu3sM Ha gelCTBUE
Ezomenpaszon e cnaba oCHOBa W ce KOHLIGHTPUPA U MPEBpPBILA B aKTHBHA (pOopMa B CHIIHO KHCenaTa

cpella Ha CEKPETOPHHTE KAHAM4Y€ETa B MAPHETATIHUTE KIIETKH Ha CTOMAIIHATA JIMraBULIA, KBAETO TOH
uHxuOMpa ensuma HY, K'-AT®-a3a — 0CHOBHA EH3UMOCHTYpABALA ACHHOCT Ha MPOTOHHATA NMOMIA H
MHXKHOMpa KakTo 6azanHara, Taka M CTHMY/IKpaHaTa KMCETHHHA CEKPELHA.

dapMakoAMHAMHYHHA €PEKTH

Cnen nepopaneH npueM Ha 20 mg u 40 mg e3omenpa3on Ha4anoTo Ha edpekta ce Habmonasa cnen
eauH 4ac. [Ipy MHOrokpaTHo npuaoxeHne Ha 20 mg e30Menpa3oi BEAHLK AHEBHO B MPOABLIDKEHHE
Ha MET ZHM CpeAHaTa MaKCUMANHA KUCETUHHA NPOLYKUHS ClIe CTUMY/ITHpaHe ¢ NEHTaracTpHH €
Hamansana ¢ 90% npu usMepBane 6-7 yaca cnej npueMa B I€H METH.

Cnepn ner gH4 nepopaido npunoxenue Ha 20 mg u 40 mg e3oMenpasoi cromamHoTo pH Han 4 e
NOAABPKAHO CHOTBETHO B MpoAB/DKEHHE Ha CpellHO BpeMe OT 13 ¥ 17 yaca ot 24-4aCOBHA nepHOa
npu nauMeHTH ¢ [EPD. IpoueHTsT OT naneHTy Ha 20 mg e3omMenpason, KOHTO ¢a NoARbpKaIH
cromatuHoTo pH Han 4 B npoab/ukeHue Ha Hali-manko 8, 12 u 16 vaca e 6un croreerHo 76%, 54% M
24%. CHOoTBETHUTE NPOLCHTH NpH e3oMenpason 40 mg ca 6w 97%, 92% u 56%.

HokazaHa e Bpb3Ka Mex Iy MHXUOMpaHeTo Ha CTOMAlIHaTa CEKpeLMsa U €KCNO3ULIUATA NPH
manonssade Ha AUC kato pedepeHTEeH MoKa3aTen 3a riasMeHaTa KOHUECHTpaLus.

Uanexysane Ha peduykc-e3ogarut ¢ esoMmenpason 40 mg ce Habnroaasa npuonusuresHo npu 78% ot
MALMEHTHTE CJIe YETHPH CEAMMLIM U Ipu 93% caea oceM CeMHULIM.

EaHoceaMuyHo eveHHe ¢ e3oMenpasoln 20 mg 1Ba IMbTH AHEBHO K NOAXOAALH aHTUOUOTHLIH BOAM
A0 ycnewmna epaaukauus Ha H. pylori npu npnbnusurendo 90% ot naumeHTHTE.

Cnep neyenue 3a epajnKalMs B NPOABL/DKCHHUE Ha €]HA CEAMHIIA CE CUMTA, Y€ HAMA HYXKJa OT
[IoCeABalla MOHOTEPANHA ¢ AHTHCEKPETOPHH NIEKApCTBA 32 ePEKTHBHO W3NEKYBaHe Ha A3Ba U
OTCTPAHABaHE HA CHMITTOMUTE NMPH HEYCIIOXKHEHH AYOACHATHH A3BH.

B paHaoMu3HpaHo, ABOHHO-cAANO, Mialebo-KOHTPOIMPAHO KITHHAYHO Npoy4YBaHe, 764 nalyeHTy ¢
eHIOCKOINCKH NOTBLPACHO KbpBEHE OT NENTHYHA A3Ba, ¢a OWIU paHAOMHM3MPAaHH Ja OTy4aBaT
Hexcuym nndysuoneH pasrsop (n=375) wiu nnauebo (n=389). Criea eHAOCKONCKa XEMOCTa34a, B
NpoAb/KEHHe Ha 72 Yaca NauMeHTHTE nojyyasand Win 80 mg esoMenpason HHTpaBeHO3HA HHY3HA
3a 30 MMH. ¢ mocneBalia HenpekbecHaTa HHQY3Ha o1 8 mg/h, miu nauebo. Cren HavaaHUS NEPHOS
OT 72 yaca, BCHYKH NALMEHTH MONy4aBany B npoab/DkeHHue Ha 27 ouu 40 mg nepopaned Hekcuym 3a
KUCEJHMHHA cynpecud. [IpoUueHTHT Ha MosBa HA MOBTOPHO KBPBEHE CJIE NO-MANKO OT 3 AHH, 010 3,9%
B rpynata Ha Hekcuym B cpaBHenne ¢ 10,3% B nnanebo-rpynara (p=0,0256). Ha 7-na v 39D
clel NPUIUTIOYBAHE Ha NIEYCHUETO, NMPOLIEHTLT Ha NMOABA HA MIOBTOPHO KbPBEHE B IPY N ayls
Hexcuym cnpsiMo rpynara Ha rane6o 6un csotsetHo 7,2% cnpamo 12,9% (p=0,009f
cnpamo 13,6% (p=0,0092).
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ITo BpeMe Ha NeYeHUEe C AaHTHCEKPETOPHH JIEKAPCTBEHH NPOAYKTH racTpHHA B CepyMa €€ MOBHILABa B
OTrOBOP Ha MOHWXKEHATa KHCEJIHHHA ceKpela. B pesynTaT Ha HaMaNieHaTa CTOMAalllHA KHCENTHHHOCT
ce nopuaea ¥ HHBOTO Ha CgA. [ToBuienoTo ruBo Ha CgA MOXKe fia MOBJIHAE HA H3CNEABaHUATA 34

HEBPOCHAOKPHUHHH TYMOPH.

Hanuunure myGnuKysaHd JaHHM NOKA3BaT, Y€ NPHJIaraHeTo Ha HHXHOUTOPH Ha MPOTOHHATa NOMNa
TpsGBa Aa ce NPEeyCTAHOBH MEXAY 5 AHH M 2 ceAMUUH npeay uimepsane Ha CgA. Tosa ce npasu ¢
uen HuBara Ha CgA, KOWTO MOTaT a ca MuKAnBO nopueHH cien aedenue ¢ UK, na ce

Bb3CTAHOBAT JI0 pe)epEHTHATE CU TPAHHLIM.

KakTo npu nella, Taxa ¥ Ipy BE3pacTHH NPH NPOAB/DKUTEHO JIEUSCHHE C €30MENpasoll ca
Habmoaaeanu nosuiieH 6poit ECL, BepoaTHO CBBP3aHU ¢ NMOBUILIEHUTE CEPYMHH HYUBA HA racTpHHA.
CuuTa ce, ue Te31 HaXOAKH HAMAT KIIMHH4YHa 3HAYHUMOCT.

ITo BpeMe Ha NPOAB/DKUTENHO JICYEHHE C AHTHCEKPETOPHH J1IEKApCTRa Cce ChoOIIaBa 3a K3BECTHO
yBENHYEHHE HAa YECTOTATa Ha NOABA HA KHCTO3HO-AEMeHEPATHBHH NMPOMEHH B CTOMALLHHWTE epO3HM.
Te3u npoMeHH ca CIEACTBHE OT MPOABDKUTENHOTO HHXHOMpaHE Ha KHCENMHHATA CeKpelns. 3acera ce
CYHTA, Y€ TC Ca JOOPOKAUECTBEHH,

[ToHW)KEeHaTa CTOMAIIIHATA KHCEJIMHHOCT B PE3YJITAaT OT PA3IHYHH Bb3ACHCTBHUA, BKJIIOYHTEHO Ha
HMHXHOUTOPH Ha NPOTOHHATA NOMINA, BOAM A0 HapacTeaHe Ha Opos Ha DaKTepHHTE, HOPMATHY
o0MTaTenn Ha raCTPOMHTECTHHAIHAA TPAKT, B cTOMaxa. TepanusaTa ¢ HHXMOMTOPH Ha MIPOTOHHATA
noMrna MOXke Ja J0Be/ie 10 JIEKO TIOBHILEH PHCK OT CTOMALIHO-YPEBHH HHQEKIIUK, KaTO TaKHBa,
npHuuHenu ot Salmonella u Campylobacter, a npy XOCNIMTAITH3HPAHH NALKEHTY - BB3MOXHH €a CBIIO
M Takusa npuyuHenM ot Clostridium difficile.

KnuanuyHa edukacHocT ¥ 6e30nmacHoCT
B aBe KNMHHWYHK W3NMTBaHHA B CpaBHEHHE ¢ paHMTHAMH, Hekcuym nokassa no-a00np egpexr npu
NiedeHue Ha cToMallHa 238a npu naurentd npueMawy HCIIBJL, sxaounrenno COX-2 cenexkTusHU

HCIIBJIL

B a8e KIMHWYHH H3NKTBaHKUA B cpasHeHMe ¢ rwialebo, Hexcuym nokassa no-a06wp edext npu
npoHUIAKTHKA Ha CTOMALlIHA W AyoaeHanHa a3ea npH nauueHTH Ha HCTIBJT (Ha Bb3pacT > 60 u/nnu ¢
npeauiHa n3sa), BkmounreaHo COX-2 cenexkrusay HCIIBJI.

lieauaTpryHa ronyaius
B npoyuBane npy neauarpuyHy nawgieHtyd ¢ [EPB (Ha Bp3pact < 1 po 17 roauun), npHeMaliiy

ABIATOCPOUHA Tepanus ¢ KHHXUOKUTOp Ha NPOTORHATA NMOMIIA, 61% OT AcLaTa ca pa3BUIIH JICKA CTENEH
ECL-kneTpb4yHa XHNeprula3ug ¢ HEW3BECTHA KIHHHYHE 3HAYMMOCT H 6€3 pa3sBUTHE Ha aTpodHueH
racTPHUT WIH KapUUHOMIHH TYMOPH.

5.2. @DapMaxkoOKHHETHYHH CBOHCTBa

Abcopbuun

E3omenpazon e nabuieH B KUCea Cpeaa M ropaay ToBa C€ Npuiara nepopaiHo BbB BHI HA
CTOMAIIHO-YCTOHYMBH rpaHyiu. [Ipeppriiadero B R-u3oMep in vivo € HesHauuTenHo. PesopObuusaTa
Ha e30Menpa3on € Obp3a, KaTo MaKCHMATHUTE I1a3MEHH HUBA ce HabnioaaBaT NpUOIH3HTENHO

1-2 yaca cnen npueMa. ABcomoTrHara 6HOHaNHYHOCT € 64% cnen eauHuyHa 103a ot 40 mg u ce
nosuuasa g0 89% cien MHOroKpaTHO NPHAOKEHHE BeAHBXK AHEeBHO. 11pu 20 mg esoMenpa3zon
ChOTBETHHTE CTOMHOCTH ¢a pecneKTHBRO 50% u 68%.

EnHoBpeMeHHOTO MpHEMaHe C XpaHa MOXe Aa 3abasKu U HaMany pe3opOunaTa Ha e30Me
BBIIPEKH Y€ TOBA HE 0Ka3Ba 3HAYUMO BIIMAHHE Ha e(PEeKTa Ha €30MENpa3o BEPXY CTOMY
KHCENTHHHOCT.

PasnpeaeneHune
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O6eMbT Ha pa3npec/ieHUe B PABHOBECHO CbCTOSHHE NPH 3ApaBk Jnila € npubnusurenno 0,22 Ikg.
EsoMenpason ce CBbp3Ba C N1a3MeHHTe NPOTeHHH B 97%.

buotpascgpopma
F3omenpason ce MeTabo/Iu3Hpa HaIvbiHO OT crcTeMara Ha uuroxpom P450 (CYP) 1.e. ot Herosure

nzomepn CYP2C19 u no-manko or CYP3A4. OcHoBHaTa YacT oT MeTabo/IM3Ma Ha e30Menpa3o
3aBuck ot noaumopdpuus CYP2C19, otrosopeH 3a 06pa3yBaHETO HA XUAPOKCH- H 1C3METHII-
MeTabOoNTH Ha e3oMenpaso. OcTaHanaTa 4acT 3aBHCH OT ApYr cneurduyueH n3oeH3uM - CYP3A4,
OTTOBOPEH 33 06Pa3yBaHETO Ha €30MeNpa3on Cy/(oH, OCHOBHHAT METabOJIMT B Iula3Mara.

EnxuMuHHpaHe
[Noka3aTenure No-AONY OTpa3sBaT NpeAHMHO ¢apMaKOKHHETHKATA Ha JTHLIA ¢ dyHKLHOHHpALL

CYP2C19 eH3uM, EKCTEH3HBHH METabOIM3aTOPH.

ToranuuaT miasMeH KIMpBHC € okoto 17 I/h cnen equHuyHa Ro3a ¥ okoa0 9 I/h cnea MHOrokpaTHo
npunoxeHue. InasMeHUAT NOTYKUBOT € OKOJIO 1,3 U CJiel MHOrOKpaTHO NpWiiaraHe BEAHBK JHEBHO.
EsoMenpason ce eTMMHHHPA HAITHJIHO OT Ma3MaTa MEXAY NPHEMHTE KAaTO HAMA TCHACHLIUA 3a
KyMYJIHpaHe TIpH NpHEMaHe BEAHBK OHEBHO.

["naBHHTE METAOOANTH Ha €30MENPA30J HAMAT €PEKT BbPXY CTOMALIHATA KHCETMHHA CEKPELIHA.
[Toutu 80% OT nepopajHaTa 4033 Ha €30MENPa30Jl ce eKCKpeTHpaT noa popMaTa Ha METaOONUTH ¢
yPHHATa, & OCTaTHKBT - ¢ $pekanumTe. [Toa 1% OT H3XOAHOTO JIeKapCTBO C& OTKPHUBA B YPHHATA.

JInnenoct/HennueiHoCT

dapMaKOKMHETHKATA HA €30MENpa30Jl e M3ceaBaHa npu no3u a0 40 mg ABa MbTH AHEBHO. [ Lowra
NoJ KpHBaTa KOHLIEHTpaLMA-BpeMeE Ce yYBEIH4aBa NpH MHOTOKPaTHO NpHIaraHe Ha €30Menpasol.
ToBa yBenHUeHHE 3aBHCH OT 103aTa ¥ BOJH A0 NOBEYE OT MPONOPLUHOHATHO Ha 103aTa YBEIHYCHHE Ha
AUC cnea MHOroKpaTHO Npuiarake. Ta3sH 3aBHCMMOCT OT BPEMETO H 103aTa C€ Tb/DKH Ha HAMANICHHE
Ha meTabonu3Ma npH MbPBO NPEMHHABAHE U HA CUCTEMHHS KINHPBHC, BEPOATHO NMPUYHHEHH OT
unxub6upanero Ha euzima CYP2C19 ot ezoMenpa3on H/WIH HErOsus CyI(OHOB MeTabONMUT.

CnenHaIHA I'PYNHA NAalHEHTH

Crabu memaboruzamopu

IMpubaunsurenno npu 1-2% ot nonynauusra nuncea pyHkumonnpail CYP2C19 eHsum 4 1e ca
HapeuyeHH ciabu Metabonuzatopu. [Ipu Te3u nuLa MeTabOM3MBT HA €30MENPa30/ BEPOATHO CE
Katanusupa npeaumuo ot CYP3A4. Cnen MHOrOKpaTHO npuiarade Ha 40 mg esoMenpason BEAHBK
JIHEBHO CPEJIHATA IUTOLL MOJ KPUBATa KOHLEHTpauua-epeMe ¢ 6una npubaunsurento 100% no-ronama
npu cabuTe MeTaboNIN3aTOpPH, OTKOJIKOTO NpH NHUATa ¢ dyHkuuonupaw CYP2C19 enznum
(eKCTeH3HBHH MeTabonuzatopH). Cpeannre MAKCHMAITHH [U1a3MEHK KOHLIEHTPALIMHK ca Ounu
nosuiieHH ¢ okono 60%. Te3n HAXOAKH HAMAT OTHOWIEHHE KbM J03UPAHETO HA €30MEMNPAa3oll.

Ilon

Cnen eqHoKpaTHO npunarade Ha 40 mg e30Menpa3on cpeHaTa ol NOA KpHBaTa KOHLICHTpalka-
Bpeme € npubansuTenHo 30% no-ronsmMa nNpu XKeHH, OTKONKOTO NpH Mbxe. He € ycraHoBeHa noJiosa
pa3fiMKa CJie/i MHOTOKPATHO MIpWIaraHe BEAHbX AHEBHO. Te3d HaXOAKH HAMAT OTHOLICHHE KbM

NO3UPAHETO Ha €30MENpasol.

Yeproopobro yepeoicoane
MeTaGonu3MBT Ha €30Menpa3os NpH GOIHH ¢ IEKO RO YMEPEHO HapyileHa (pyHKLMA Ha YepHUs Apod
Moe 1a 6bae Bnowmed. Crenenra Ha MeTaboAM3UpaHe € HAMAICHA MPH NaUMEHTH C TC
yepHOApoOHa PYyHKLMA, KOETO BOAU A0 YABOASAHE Ha MJIOLITA NOA KPHUBATA KOHLIEHTP
ezomenpazon. [TopaaH ToBa NPH NALMEHTH C TEXKA AMCOYHKIKA He TpAOBa fa ce N
MaKcHManHara 103a ot 20 mg. EzoMenpo3on W rnaBHUTE My METabOIMTH HE NOKa3
KyMyJIHpaHE NPH NPHEMAHE BEAHBXK JHEBHO.

bvbpeuno yspexcoarie
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He ca npoBexaaHy NpoyuBaHHUsA MpH NaUUEHTH ¢ HaManeHa ObOpeyHa pyHkuusa. Thii KaTo npes
6p6peuuTe ce H3BBPILIBA EKCKPELIMATA HA MeTaDOJIUTHTE Ha €30MENPA30J, HO HE M EIMMHHHPAHETO Ha
H3XOAHOTO ChEUHEHHE, HE C& OYAaKBAT MPOMEHH B MeTabOIM3Ma Ha €30MEeNpason NpU NaLUeHTH ¢

yepeaeHa On0peuHa QyHKLHA.

Cmapuecka ev3pacm
MeTabonu3MBLT Ha €30MENPa3oil He ¢e NPOMEHSA 3HAYHTENHO NPH NMAUMEHTH B CTap4ecKa Bb3pacT

(71-80 roauun).

ITeduampuyuna nonyaayus

IOnowu na ev3pacm medicoy 12-18 2oounu:

Cnen MHorokparteH npueM Ha 20 mg u 40 mg ezomenpason, obmara ekciosnuusa (AUC) 1 BpeMero 3a
JOCTHUraHe Ha MaKCUMaJTHA [U1a3MEHa KOHUEHTpaLUR (tmax) IIPK Jea MexXy 12- n 18-roamiHa
Bb3PAacT C& ChbH3MCPUMH CBhC CTOHHOCTUTE HabNoAaBRaHu NPH BBE3PACTHH NMALUMEHTH U MPH ABETE
IO3MPOBKU Ha €30Merpa3or.

5.3. IIpeaknaHHYHE AAHHH 33 6e30MacHOCT

HexnHHHUYHY JaHHH OT KOHBEHUMOHAIHH (IpOYYBAHHA HE YCTAHOBABAT HAKAKBH OCOOECHH PHCKOBE 3a
4OBEKa Bb3 OCHOBRA Ha papMako/ornvHa 6e30nacHOCT, TOKCHYHOCT Cli€[ MHOTOKPATHO TPETHPAHeE,
FEHOTOKCHYHOCT, KAHLEPOTEHEH NOTEHLIMA/, TOKCUYHOCT IO OTHOLLIEHHE HA PENpPOAYKTUBHOCT U
pa3BuTHE. HexxenaHH NieKapCTBEHM peakiMM, KOMTO He ca Ha0MoAaBauu B KIIMHUYHH NPOYYBAHHA, HO
HACHTROULMPAHU [TPHU JKHBOTHH NPH HABA HA €KCMO3ZULIMA ONU3KMU A0 TE€3U OT KIMHUYHH NPOYYBAHHA
U ¢ Bb3MOXKHA BPb3Ka ¢ KTHHUYHOTO NPHIOKEHUE Ca KAKTO ClelBa:

N3cnensanusaTa 3a KaHLIEPOreHHOCT TIPU IUTBXOBRE, M3RBPLICHH ¢ paLEMHYHAaTa CMEC, ¢a NMoKas3anu
Xunepruasua Ha croMauiHuTe ECL-KkneTkn u kapuHOMOH. Te3n cToMalllHH e(peKTH NPH IbXOBETE
ce OBJDKaT Ha NpOABJDKUTE/THATA U3ABCHA XHIIEPraCTPHHEMHA BCJICICTBHE Ha HaManeHaTa NpoAyKLHs
Ha CTOMAILIHA KMCE/THHA ¥ ca HAOMo4aBaHy Clie] NPOABIDKUTEIHO TPETHPAHE Ha IUTBXOBE C
HHXHOUTOPH Ha CTOMALIHATA CEKPEeLIHA.

6. ®APMANEBTHYHM IAHHA

6.1. Cnuchbx HA NOMONIHNATE BEMECTBA

[ nuneponos moxocreapar 40-59,

XHIIPONO3a,

XHITPOMEJO3a,

xeneseH okeuz (tabnerku 20 mg: yepBeHHKaBo-Kadas v xwiat) (E 172),
MarHe3HeB creapar,

CBHIIOSIMMED Ha MeTaKkpulioBa KucenuHa-eTunakpunar (1:1), 30 npoueHTHa gucnepcus,
MHKPOKPHCTANTHE LICIYJI034,

CHHTETHYCH NapaduH,

MaKpOTOJIH,

nonucopbar 80,

KpOCHOBH/IOH,

HaTpUeB cTeapwigyMapar,

3aXapHH cepH (3axapo3a K LAPEBHYHO HHILIECTE),
TaJK,

tuTaHos auokcHa (E 171),

TPUECTHNOB LUTpAT.

6.2. HecbBMECTHMOCTH
He e npunoxumMo.

6.3. Cpox Ha rogHoOCT
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3 roouHU

6.4.

CneznaJIHA YCIOBHS HA ChXpaHEeHHE

Ja ce chbxpaHsABa B OPMrHHAJIHATA OMAaKoBKa (OnucTep).
Ha ce cxxpansaea noa 30°C.

6.5.

BrA B chAbLpXKAHHE HA KOHTEHHEPA

Baucrep ot anyMuHNHEBO QONHO.

bancrepuu onakoBku c14 Tabnetku.

6.6.

CnenHa/IHH NPeANAIHA MEPKH NPH H3XBBLPJsAHE H pabora

Hsama cneyuanHy U3SHCKBAHHWA 34 H3XBERPJIAHE.

[IpunoxeHue ¢ racTpaiHa coHaa

1.

[Tocrasere TabseTKaTa B NOAXOASINA CIPHHLOBKA M HAITBJIHETE CIPHHLIOBKATA C MPHOIH3HTENHO
25 ml Boaa v npubnu3uTenHo 5 ml Br3ayXx. ToBa € HEOOX0AMMO, 3a Ja Ce MpeAOTBPATH
3alTyLIBAHETO HA COHJATa OT ToM4YeTa oT TabieTkara.

2. He3abasHo pa3knarere CAPUHLIOBKATA 32 OKOJIO 2 MHHYTH, 3a Aa pasTBopuTe Tabnerkara.

3. 3anapbKTe CHPHHLIOBKATA U3NPABEHA CBhC 3a0CTPEHUA Kpall Harope ¥ NpoBepeTe AN He €
3aMmyiIeHa.

4. Tlpukpenere CIPHHLIOBKATA KbM COHAATA KaTO NPOABLIDKUTE Aa 3 AbPKHTE B CHILIOTO NONOKEHHE.

5. Pa3sknaTteTe CIPHHLIOBKATA M A HacoyeTe ¢ BbpXa Haaony. Uwkekrtupaiire 5-10 ml BeaHara B
coHzara. U3Bajere CIpHHILIOBKATA CNEJl MEDKEKTHPAHETO H A paskiarere (CIpHHLOBKaTa TpaOBa
I3 ¢e IbPKU CbhC 3a0CTPEHHA Kpal Harope, 3a ia He Ce 3aMyLln).

6. OOBpHeTE CIPUHLIOBKATA CBhC 3a0CTPECHAA Kpak couell] HaJoly H BEJHAra HIKEKTHpaiTe omme
5-10 ml B conpara. IloBropere Tasu npoueaypa AOKATO CIPHHLOBKATA C€ U3MPa3HH.

7. AKO HMa HY»XJa J1a c€ OTMHE BeLlIeCTBO, KOETO € OCTaHasN0 B CNPHHUOBKATA, HAITh/IHETE
cnpHHLIOBKaTa ¢ 25 ml Boaa v 5 ml 8634yX U NOBTOPETE NETA CTHIIKA. 3a HAKOHU COHIM Ca
Heobxoaumu 50 ml Boaa.

7. NMPUTEXATEJI HA PABPEIUEHUETO 3A YIIOTPEBA

Griinenthal GmbH,

Zieglerstrabe 6,

52078 Aachen,

['epmanns

8. HOMEP(A) HA PASPEINIEHHUETO YIIOTPEBA

20020295

9. HATA HA ITBPBOTO PASPEITABAHE/TIOJJHOBSBAHE HA PA3

3A YIIOTPEBA
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JlaTa Ha mepBo paspeiuaBase: 03 ¢epyapu 2002 r.
JlaTa Ha nocieaHo noaHoeasaHe: 25 onu 2007 r.

10, JNATA HA AKTYAJIMZUPAHE HA TEKCTA
01/2025

[Toapo6ua uHGOpMALIMA 3a TO3W IEKAPCTBEH NMPOAYKT € NPEeAOCTaBeHa Ha yeOcaifra Ha
UsanbaHuTenHaTa areHuMs no naekapcreara: http://www.bda.bg.
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