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WINLIAKNTENHA ATEHUUS NO NIEKAPCTBATA

Kpamxa xapaxmepucmuxa wa npogyxma  flpuaoxenue |

1. HUME HA JIEKAPCTBEHHA ITPOAYKT Ko Poz. N .. ’( o 0 / O a? 9 o

Hexcuym 20 mg CTOMAIIHO-YCTOHYMBH TabneTKu PaspeuieHue N m.

Nexium 20 mg gastro-resistant tablets BG/MA/MP - 67_7"23 / 19 -0 ms
Ogobperus Ne ..o S

--------------------------------

2. KAYECTBEH 1 KOJIMYUECTBEH CbCTAB

Bcsaka croMallHO-YCTOHYHBA TabneTKa chabpika 22,3 mg esoMenpa3oll MarHe3HeB TPHXHAPAT,
eKBHBAJIEHTEH Ha 20 mg e30Menpasou.

[TomouiHo(#) BelecTBo(a) ¢ H3BECTHO ACHCTBHE

Beska croMailHo-yCTOHYHBA TabneTKa ChabpKa 28 mg 3axapo3a.

3a MbJIHUS CIIKHCHK HA MOMOILHHATE BEIIECTBA BHOKTE TOUKaA 6.1.

3. JEKAPCTBEHA ©®OPMA

CromaiHo-ycroifyusa Tabnerxa

CseTnio po30BH, MPOABATOBATH, OUKOHBEKCHH PuiMHupaHH TabneTku ¢ rpaBupaHo 20 mg BbPXY
eaHata crpana H A/EH — Bbpxy anpyrara.

4, KJIHAHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKAIAHHA

Hekcuym TabneTku ca nokasaHM npH Bb3pacTHH 3a:

I'acTpo-e3odareanna pedaykcna domiect (I'EPD)

e JleueHue Ha epo3uBeH pedyKCEH e30(¢arur.

o [lpoaBL/DKATENHO IEYECHUE HA MALIMEHTH C 034paBs €30¢aruT 3a NpeoTBpaTABaHE HA PELIUIHB.
e CuMnToMaTH4HO NeyeHUE Ha racTpo-e3odarcanna pedurykcHa donect (I'EPDB).

B xoMOHHauHs ¢ MOAX0ASINA ANTHOAKTEpHANHA TEPANEBTHYHA CXE€MA Ha Je9YeHHe 32
epaauxanng Ha Helicobacter pylori n nocTurane na:

e 3a3apaBsiBaHEe Ha AyoJcHaNHa A3Ba, cBbp3aHa c Helicobacter pylori n

o [lpenorBpaTiaBaHe Ha peLMAMB Ha MENMITUYHY A3BH NPH NALMEHTH C 43Ba, CBbp3aHa ¢ Helicobacter

pylori.

[IanHeHTR HYXKAACHIH C€ OT NPOAL/DKHTEIRA TEPANHA ¢ HECTEPOHAHH NPOTHBOBL3NAIHTE/IHH
nexaperea (HCIIBJI)
e 3as3apaesBaFe Ha CTOMAILHA A3Ba, CBbp3aHa ¢ JeveHHe ¢ HCTIBJL

e [IpodunakTnkKa Ha cTOMaIlIHA H QyOACHaHa A3Ba, Npu4udHeHH ot neyenue ¢ HCTIBJI npu
PUCKOBH NMAaLMEHTH.

IHoaabpxane HA XEMOCTA3ATA H NPEBCHIHA HA HOBTOPHO KhpBeHe NMPH CTOMAIIHA HJIH
AYOACHA/IHA A3BA (JieA Jevuenne ¢ HHQpy3noHeH pa3TBop Ha Hexcaym.

Jleuenne Ha cuuapoM Ha Zollinger-Ellison

Hekcuym TabneTky ca noKasaHH npH 1OHOWHY Haa 12 roauviiiHa Bb3pacT 3a:
I['acTpo-e3odareanna pepayxkcua 6onect (I'EPB)

o Jleyenue Ha epo3UBEH pediIyKCEH e30(¢arur.




¢ [Ipoab/KHTEHO NeHEHHe Ha MALMEHTH C 03ApaBAN €30(aruT 3a NpeAOTBpaTABaHE Ha PELMINB.
¢ CHMNITOMATHYHO JicueHHe Ha racTpo-e3odareanta peduykcHa bonect (I'EPD).

B xoMOMHAIHA ¢ AHTHOHOTHIIH 33 JIcUEeHAE HA AYOACHAJINA A3Ba, npuuuneHa ot Helicobacter
pylori

4.2 Io3HpOBKA R HAYHH HA NPHIOKeHHEe

Jlo3UpoBKa

Bw3pacmnu

I"'acrpo-e3odareanna pedaykcna donecr (I'EPD)

e JleueHnue HA EPOIUBEH kc-e3oarur
40 mg BeAHDBXK AHEBHO B MMPOABKEHHE Ha 4 CEAMMLIM.
[IpenopbyBa ce JOMBIAHKHTENHO 4-CEAMHUHO NEYCHHE NPH NALMEHTH, IIPH KOHTO €30(aruTLT He €
3a3paBA)l WIH CUMIITTOMHTE NTEPCUCTHPAT.

o IlpoabKHTENHO NeYEHHE HA NAUHEHTH Che 3a3paBai €300aruT 3a NPeAOTBPATIBAHE HA PEUWANHB
20 mg BE€OHDBXK AHEBHO.

e CHMNTOMATHYHO JIEYEHHE Ha TacTpo-e3odareanta pepnykcna dbonect (I'EPbB)
20 mg BeaAHBX THEBHO MpH nauneHTH Oe3 e3odarut. AKO He ce MOCTUIHE KOHTPOJI Ha
CUMITOMHTE cliell 4 ceIMUILIM, MAlMEHTHT TpAOBA f1a ce uscneBa AombaHUTENHO. Cen KaTo
CUMIITOMHTE OT3BYHYaT, MOCASABAall KOHTPOA Ha CUMINITOMATHAKATA MOXE [Ia C€ JOCTHUIHE KaTo Ce
B3emat 20 mg BeaHBXK AHeBHO. [IpH HeoOxoauMocT Morart Aa ce npHeMart 20 mg BEAHBXK QHEBHO,
xoraro e HeoOxoaumo. Ilpy nauuenTH nexysanu ¢ HCIIBJI, npu KouTO € HaNHLlE pHCK OT
pa3BHTHE Ha CTOMAlLIHA $3Ba M A3Ba Ha JIBAHAACCETONPLCTHHKA INPH NOCICABAIINA KOHTPO Ha
CHMITTOMATHKATA HE C€ TIPENOpPbYBa PEKUM Ha NPUEMaHE Ha JICKAPCTBEHMA NPOAYKT NPH HYX/a.

B xoMOHHAIHA ¢ MOAXOASINA AHTHOAKTEPHAIHA TEPANCBTHYHA CXeMa HA JIeYUeHHE 32
epagukanus Ha Helicobacter pylori n

e 3aznpapsBaHE Ha AyOJeHANIHA 93B3, cBbp3aHa ¢ Helicobacter pylori u

e [IpenoreparaBaHe Ha peUMIMB HA TENTHYHH A3BH NPU NALUKEHTH C #3Ba, CBLp3aHa ¢ Helicobacter
pylori.

20 mg Hexkcuym ¢ 1 g aMOKCHUMWIHH H 500 mg KNapUTPOMHULIMH - BCHYKHTE ABA ITbTH AHEBHO B
NPOABIDKEHHE HA 7 THH.

IManHenTH HYXKAAaemH Ce 0T npoaAb/LKkRTeNHa Tepannd ¢ HCIIBJI

e 3asapasdBaHe Ha cTomaillHa s3Ba cBbp3aHa ¢ HCIIBJI: Obuyaiinata nosa € 20 mg BeaHbX
IHEBHO B [TPOIBIKEHHE HA 4-8 cenMHULIK.

e [IpodunakTrxa Ha cTOMallIHA H AyOJcHaNHa A38a, npHYHHEHH OT NeveHHe ¢ HCIIBJI npu
PHCKOBM nauueHTH: 20 mg BeAHDbXK JHEBHO.

IMoaabLpkaHe HA XEMOCTA3ATA H NPEBEHIIHE HA NOBTOPHO KbpPBEHE NPH CTOMAIIHA H/IH
AYOAECHAJIHA A3Ba el JedeHune ¢ HHPYyIHoneHn pa3Teop Ha Hexkcnym

40 mg BeaAHBXK NHEBHO 3a 4 ceamuuM. [lepuoasT Ra nepopanna Tepanug Tpabsa ga 6bae npeaxoxaaH
OT KUCENHHHO-cynpecHpaina Tepanus ¢ Hekcuym 3a uadysus 80 mg, kato 6onyc-undy3na 3a

30 MuH., nochieIBaHa OT HENPEKbCHATA KHTPaBeHO3Ha WHPY3ua oT 8 mg/h B npoabHKeHne Ha 3 IHU
(72 4), Brokte KXI1 Ha HekcHyM npax 3a HHKEKLHOHEH/MHPY3HOHEH pa3TBOP.

Jleuenne Ha cunapom HA Zollinger-Ellison

[IpenopbuBaHaTa mbpBoHa4yanHa f03a € Hexkcuym 40 mg aBa mbTH AHeBHO. B nn
NO3KpOBKaTa TpAORa Aa 6bae chrobpa3eHa ¢ HHANBHAYANIHHTE HYXKIH H JIEYUEHH
3aBUCHMOCT OT KJIMHHMYHHTE MoKa3arenu. B3 OCHOBa HA HATMYHUTE KIIHHWYHH Ja



44CT OT NalLUEeHTUTE MOTaT Ja ObaaT KOHTpoaupaHd Apy a034 oT 80 ao 160 mg e3omMenpazon JHEBHO.
[Tpu nosuposka Hag 80 mg AHeBHO, A03aTa TPAOBa Aa ce pa3ziend 8 Ba NNPHUEMa Ha JICH.,

CneuyanHy nonynaumu

bvbpeuno yspeoicoane
He e Heobx0AMMO KOPHIMpaHe Ha 4O38Ta NPH NALMEHTH ¢ YBpeaeHa 6b0peuHa pyHkuus. [Topaan
OrpaHU4YEHHI ONUT NpPH NALMEHTH C TexKKa OnOpeyHa HeIOCTaThYHOCT, TAKMBA NALIMEHTH TpAOBa fa

ce JIEKyBaT BHUMATENHO (BX. TOYKA 3.2).

Heprnoopobro yapesxcoane

He e HeoGxoauMo KOpUTrHpaHe Ha 103aTa NpH NALKUEHTH C JIEKO J0 YMEPEHO YepHOAPOOHO
yBpexaaHe. [Ipy nauHeHTH ¢ TEXKO YepHOAPOOHO yBpexaHe He TpAOBa aa ce HaaAXBLpJis
MakcHMasiHa noza ot 20 mg HekcuyM (BXK. Touka 5.2).

TbH kaT0 OHOHATMYHOCTTA H BPEMETO Ha NOMY)XMBOT B IU1a3MaTa Ha OMENpa3oil ca yBeHYEHY,
nHeBHa no3a ot 10-20 mg Moxe ga Obae RocTaThYHA.

Cmapuecka ev3pacm
He e HeobXx0aUMO KOPHUTHpaHE Ha 403aTa MPH NaLMEHTH B CTapuecKa Bb3pacT.

Ileduampuuna nonyrayus

I0nowu nao 12 zoouuna evipacm

I'acTpo-e3odareanna pedaykcua fosecr (I'EPB)

e JleueHne Ha epo3uBEH pedhmykc-ezodharur
40 mg BEAHbX JHEBHO B MPOABIKEHUE HA 4 CEAMULIH.
[IpenopbuBa ce AOITLAHATENHO 4-CEAMHUYHO JIEYECHHE NPH NMALMEHTH, PH KOUTO €30 aruThT He €
3a37paBA WM CHMIITOMHUTE MEPCHCTHPAT.

¢ [IpoABL/DKHUTEIHO JCUESHHUE HA MALMEHTH ChC 3a3ApaBin e30aryT 3a NpeAOTBPAaTABAHE HA B
20 mg BEeAHBX AHEBHO.

e (CHMIOTOMATHYHO JeYECHHUE Ha racrpo-e3odarcanHa pedaykcHa 6onect (I'EPD)
20 mg BeaAHBXK JHEBHO MPU NALMEHTH 0e3 e30(arut. AKO He e NOCTUFHE KOHTPO Ha
CHMITTOMHTE cliel 4 ceAMHLIHM, MaliMeHTLT TPAOBA fa ¢e H3c/eABa AOMbJIHUTENHO. Crea KaTo
CHMITTOMHTE OT3BYYaT, NOCHEABALL KOHTPOJN Ha CHMITTOMATHKATA MOXKE Ja ¢€ JOCTUTHE KaTo ce

B3eMaT 20 mg BEAHDBXK JHEBHO.

JlewenHe HA AYOACHAJIHA A3Ba, npuunHena ot Helicobacter pylori

Korato ce n3bupa noaxoasma koMOHHHpaHa Tepanus, TpAOBa aa ce B3eMar npeaBu opuLHaTHUTE
HALHOHATHH, PETHOHAJIHH M JIOKAJIHH HACOKH OTHOCHO DaKTepHaiHaTa pe3UCTEHTHOCT,
NPOABKUTENIHOCTTA HA NNIeYEHUETO (Hal-4ecTo 7 IHHU, HO MOHAKOra no 14 AHK) U noaxoasLa
ynotpeda Ha aHTHOAKTEPHAITHH areHTH.

Jleyenuero TpabBa aa ce HabnogaBa OT CHIELMAIHCT.

[IpenopbyaHaTa 1034 38 €30MENpPa3od € CleaAHaTa:
Terno | Jo3uposka

30-40 kg KombuHauus ¢ npa aHTnOMoTuka: Hexcuym 20 mg, aMOKCHLWIHH

750 mg u xnapuTpoMMIIHH 7,5 mg/Kkg TenecHo Terno ce npwiarat BCHYJ
33€IHO [IB4 ITHTH AHEBHO B NPOJBL/DKEHHE Ha €1HA CEIMHLIA. @ A flp
> 40 kg Kom6uHanus ¢ ABa aHTU6HOTHKA: HekcuyM 20 mg, amokcuipanny/l 34
knapuTpoMHUMH 500 mg ce npunarat BCHUKH 3a€HO 1Ba IHTH j
NpOABb/DKEHHE HA €1Ha CEIMHLIA.
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Jlena moa 12 roaHIIHEA BB3pPAacT
3a 103MPOBKATA MPH NALMEHTH Ha Bb3pacT ot | go 11 roausu, ce otHecete kbM KXIT Ha HekcuyM

CTOMALIHO-YCTOHUYMBH IpaHyJIH 3a NMepopanHa CyCreH3M.

Ha4yuH{ Ha NPpUAOKEHHE

[TpH nauKeHTH, KOKTO Ce 3aTPYAHABAT Ja NPErabllaT, TabJeTKHTE MOTaT 1a C€ pasTBOPAT B NMOJIOBUH
yama soaa. He TpsOBa na ce U3mon3Bat Apyru TEYHOCTH, ThbH KaTO CTOMAUIHO-YCTOWYHBOTO MOKPUTHE
MOXe Jia ce pa3TBopH. Pa3bbpkaiite, nokaro TabneTkure ce pasapobaT K H3NHUHATE TEYHOCTTA C
neseTute He3abasHo Wny B paMKuTe Ha 30 MUHYTH. MU3nnakHeTe HaliaTa ¢ MOJJOBHH 4Yallia BOAA H
H3nuiiTe chabpxkaHueTo. [enerure He TpAOBa Aa ce ABBYAT WM CMAYKBAT.

TIpH NaLMEHTH, KOHUTO HE MOTAT Ja MOIMTBILAT, TablIETKUTE MOTaT Aa Ce pasTBOPAT BbLE BOAA H
pasTBOPLT Ja C€ MPUIOKH C MOMOLITA HA HA30-TACTPajiHa CoHJa. BaxKHo € 1a ce YCTaHOBH Jjanu
u3GpaHUTe CIIPUHLIOBKA M COHJIA Ca MOAXOJAMAIH. 3a NNOArOTOBKA U HHCTPYKLIMH 33 MPUIIOXKEHHE BHXK

TO4Ka 6.6.
43 IlporHBONOKa3aHHNA

CBpPbXYYBCTBUTETHOCT KbM AaKTHBHOTO BELIECTBO, CYOCTHTYHpaHH OE€H3UMHIA30/H WIH HAKOE OT
NOMOIIHWTE BELIECTBA, ONMMCAaHU B TOYKa 6.1.

EnHoBpeMEHHO MPHIIOKEHHE Ha €30MENpa3oN C JIEKApCTBA KATO aTa3aHABHP M HEJIPHHABHP He Ce
npenopbyBa (BXK. TouKa 4.5).

4.4 ChnenuajHu npeaynpexIcHHAA U NPeANASHA MEPKH NPH ynoTpeda

[IpH HANTMYMETO Ha KAKBUTO Y A2 610 06€3NOKOMTENHY CUMITTOMM (Harp. 3Ha4yMMa 3aryba Ha Terno
6e3 MaLMEHTHT Aa CH € NOCTaBAN 3a Le/ peAYKLMS Ha TerIoTo, NOBTAPALIO CE NOBpblUaHe, Aucharus,
XeMaTeEME3KC WIH MENEHA) U B CIIY4YaHUTE, B KOUTO CE NoAO3HUpa WK € NMarHOCTHUMpaHa CTOMAIHA
sA3Ba, TpAOBA /1a C€ M3KJIOMH HATUYHETO Ha 310KayeCTBEHO 3abosABaHe, ThH KATO NEYEHHETO C
Hexcrnym MoXe Ja 3apoanupa CHMIITOMMUTE U a 3abasy auarHosara.

[IpoasnkuTenna ynorpeba
[TaumeHTHTE HA MPOABIKHUTENHO NeveHKe (0co0eHO Te3d, KOMTO NMOJTy4aBaT TEPANqs 3a NOBEYE OT

roguHa) Tpabea Aa ca noj penoBHO HabnoIeHKe.

JieueHne NpH HYX/Ja
Ha nauueHTHTE, KOUTO e AeKyBaT ¢ Hekcuym npu Hy»kna, TpabBa na ce o0bpHe BHUMaHHE 1a ce

CBBpKAT He3abaBHO C JIEKyBAILMg CH IEKApP, AKO CHMIITOMHTE HM NPOMEHAT XapaKTepa CH.

Epanukaunsa wva Helicobacter pylori

Korato ce npeankcea esoMenpason 3a epaaukauus Ha Helicobacter pylori, Tpabsa na ce umart
NpeABH Bh3MOXKHHUTE IEKAPCTBEHH B3aUMOEHCTBUA HA BCHYKH KOMIIOHEHTH HA TPOMHATA Tepanus.
KnaputpoMuLHH e MotieH uHxubutop Ha CYP3A4 4 ToBa TpsaOBa aa ce B3eMe NpeIBHI, KaKTo M
NPOTHBONOKAa3aHUATA U B3aUMOJEHCTBHATA Ha KJIAPUTPOMHLIMHA, KOraTo TpoHHATa Teparus ce
MpHiara NP NaLMeHTH, KOWTO B3EMAT eIHOBPEMEHHO APYIH JIEKapCTBA, METaDOIH3HPALIH CE OT

CYP3 A4 (kaTto uMsanpua v ap.).

CToMallHO-4YpeBHU HHPEKLNH
TepanuaTa ¢ HHXHOHTOPH Ha NPOTOHHATA MOMMNA MOXKE 1a JOBEAE A0 JIEKO NOBHILEH
CTOMAIIHO-4YpEeBHH HHGEKUMH, KATO TAKWBa, NPHYMHEHH oT Salmonella u Campylo

TO4YKa 5.1)

Ab6copbuna Ha BUTaMuH B12




EzoMenpasoi, KAKTO BCHYKH JIeKapcTBa, ONIOKUpalld CTOMAallHATa KHCEJIMHE, MOTaT 1a HaMallAT
abcopbuusra Ha BUTaMuH B12 (unanokobanamMun), nopaau Xuno- wan axnoxuapua. Tosa Tpadsa na
ce UMa MpeJABHA NPH MALMEHTU ¢ HAMAJIEHH TEJIECHM 3aMacH HIIW C pUCKOBH (aKTOpPH 3a HaMaJieHa
abcopbuna Ha suTaMuH B12 npu awnrocpoyHa repanus.

XHUIIOMarHe3ueMHs
Cpo0inaBa ce 3a TeXKa XMIOMarHe3HeMHs NMpH NaLHEeHTH, JIEKyBaHH ¢ HHXHOMTOPH Ha MPOTOHHATA

nomna {(UI1I1) karo e3omMenpa3on B NpoOAL/DKEHHE HA NOHE 3 MEcela, 4 B NOBEHETO ClIyyaH B
IpoabKeHue Ha roquHa. CeprHo3HM NPU3HALM HA XMAIOMAarHEe3HEMHUSA KaTo yMopa, TETaHMA,
INENHPHYM, KOHBYJICHH, 3aMaiBaHE H KAMEpHA apUTMHA MOTaT Aa Ce MOABAT, HO T€ MOTaT Ja 3anoyHar
CKpHTO M aa 6paat nperedperHat. [1pu nopeyeTo 3acerHary MauUMeHTH, XUITOMArHe3UEMMATA CE
nogoOpsABa cnej 3aMEeCTUTEIHA TEparus ¢ Maruesuit U rpekparasade npuema Ha UIIII.

[Tpu naimeHTH, KOUTO C€ OuaKBa aa ObAaT Ha NPOAB/LKUTENHA Tepanus UK Kouto npuemart UIIII B
KOMOHHALMA ¢ TUrOKCHH WIH fIeKapCcTBa, KOMTO MOTAT Aa MPEeAU3BUKAT XMITOMAarHe3neMus (Harmp.
IHYPETHLH ), 3ApaBHUTE ClieLIMANUCTH TPAOBa 1a UMaT NpEeABH] H3MEPBAHE HA HUBATA Ha MarHe3Wii
npean sarnoysaHe Ha Tepanus ¢ UIII u neproanyHO No BpeEME Ha IEHEHHETO.

Puck ot dppakrypu

Huxuburopure Ha NpoTOHHATA MOMNA, 0COOEHO aKO CE€ U3MON3BAT BbB BUCOKH JO3H H 38 ABJbI
nepHoi OT BpeMe (> 1 roauHa), Moratr yMepeHo Aa NOBULLAT PUCKA OT PpakTypH Ha DepoTOo, KUTKATA
WK rpeOHAYHKA CTBIA0, IIABHO MPU NALMEHTH B CTapUYecka Bb3PACT WM NPH HATUYKE Ha ApYyry
U3BECTHH pUCKOBK hakTopH. ObOcepBallMOHHH NPOYYBAHHA NPEANONArart, 4e¢ WHXUOUTOPHTE Ha
MPOTOHHATA NOMIA MOTAaT [a nosuiat obiusa puck ot ¢pakrypa ¢ 10-40%. B vakou cnyydan Topa
MOBHILIEHHE MOXKE J1a C€ IBJIKM Ha ApYry pucKoBH ¢akTopH. [laieHTHTe ¢ pHCK OT 0cTeonopo3a
Tps0Ba Aa MOSTyyaBaT IPHXH CBIJIACHO HACTOALLUTE KIHHAYHH PBKOBOACTBA U TpaOBa Aa HMar
aJcKBaTeH MPUEM Ha BUTAMHH D U Kanumii.

CybakyreH koxeH aynyc epureMmaroaec (SCLE)

HMHXuOHTOPHTE HAa MPOTOHHATA NOMIIA Ca CBBP3aHHU ¢ MHOIO peaKH ciryyad Ha SCLE. Ako ce nosBst
N€3UH, OCOOEHO B YYACTBUM OT KOXKATA, U3I0KEHH HA CABHYEBH JTBYM, B aKO TE ¢a CBIIPOBOAEHH C
OOJIKM B CTaBUTE, NAUMEHTET TpAOBa He3a0aBHO Ja NOTHPCH MEAULIMHCKA MOMOILL U MEJMLIMHCKHAT
CNIELHANKCT cieaBa Aa oOMHCIU ciMpaHe Ha npuema Ha HekcuyM. SCLE, HacThnui cinep npeaxoaHo
JeYeHHe ¢ HHXHOMTOP Ha NPOTOHHATA NOMIIa, MOXeE 1a yBeJIHuM pucka oT SCLE npu ynorpeda Ha
ApYrd HHXMOMTOPH Ha MPOTOHHATA MOMMA.

KoMbuHHpaHe ¢ ApYIH JJeKapCTBEHH NPOIYKTH
PeaynraTd oT NpOYUBaHHA MIPH 3ApasH JOOPOBOIM NOKA3BAT

¢dapMaKOKMHETHYHO/(hapMaKOAHHAMHYHO B3auMoJieicTBue Mexxay Kiondaorpen (300 mg
HATOBapBallla 103a/75 mg AHEeBHA NoAAbPXKalia A03a) M e3oMenpa3on (40 mg nepopajiHO AHEBHO),
KOSTO BOAH A0 HAMANEHA eKCMO3UIUA Ha aKkTHBHHA MeTabOMT Ha knonuaorpen cpeano ¢ 40% u ao
Hama/lfBaHe Ha MaKkcHMaHaTta UHXuOuLA Ha (AJ1® wHayuupaHa) TpoMOOLMTHA arperamnusa CpeaHo ¢
14%. Bb3 ocHOBa Ha TE34 JaHHH, €AHOBPEMEHHO NPHIOKEHHE HAa €30MENPA30i H KIOMUAOrpe
TpaOBa aa ce u3barea. Buk cbiuo Touka 4.5.

Koraro ce npeanucpa €30MENpasoj 3a JISYEHHE NP HYXJa, TprOBa xa ce MMa npeaBua
BBL3MOKHOCTTA 33 B3aUMOACHCTBIA ¢ APYrH JIEKAPCTBA, Ab/DKALM ¢ HA PAYKTYHpaHeTO Ha
[1a3MEHHUTE KOHLCHTPAaLUMM Ha e3oMenpaszon. Bk Touka 4.5.

Texxu kokHH Hexenanu peakiiud (SCAR)

MHoro PAAKO BBB BDPB3KA C NCYCHHETO € €30MCNpa3o0]] €€ C’bﬁﬁﬂ.lﬂBﬂ 3a TCXKKH KOXKHH /

-
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peakuud (SCAR), karo epurema myrnrudgopme (EM), cunapom Ha Stevens-Johnson (
enuaepManta Hekponusa (TEN), nekapcTBeHa peakuys ¢ €03HHOPHIHA H CHCTEMHHA
(DRESS), kouro morart aa 611aT XKMBOTO3ACTpaLLIABALLM HIAH JIETATHH.
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[Taumentute Tpabra ga 660aT MHGOPMHUPAHH 3a MPU3HALIUTE U CHMITTOMHTE Ha TEXKKATA KOXHA
peakuua EM/SJS/TEN/DRESS u TpabBa ne3abaBHO aa NOTbpCcAT MEQHLMHCKH ChBET OT CBOA JieKap,
Koraro 3adenexar KakKBUTO U 1a OMJIO MOKA3aTETHA NPH3HALH WIH CUMITTOMH.

[pyu nosBa Ha NpU3HALM U CUMIITOMH Ha TE&XKKH KOXXHH PEaKLIHH JIEUEHHUETO C €30MENPa3ol TpsabBa ga
ce npekpary HezabaBHO U NpYU HEOOXOAHMOCT J1a €€ OCHIYPH AOITBIIHUTETHO MEAHLIMHCKO
neyeHye/BHUMATEIHO HADMAeHHE.

JleyeHueTo He TpabBa Ja ce Bb30OHOBsABa npy nauueHTH ¢ EM/SIS/TEN/DRESS.

3axapo3sa
To3H MPOXYKT ChAbpPAKA 3axapo3a. [lauueHTHTE ¢ peaKK HacaeACTBEHH 3a0019BaHNHS H3pa3dBalllM ce C

HEMOHOCHMOCT KbM (PpyKTO3aTa, ¢ ManabcopOLna Ha IIHOKO3a-ralakTo3a WIH HEAOCTaThYHOCT Ha
CYKpa3a-u3oManTtasa He TpabBa Ja ynotpebaBar ToBa 1€KapCcTBO.

[MorausBaHe Ha J1aDOPATOPHHUTE PEIVIITATH
[ToBuieHOTO HUBO Ha XpoMorpaHuH A (CgA) MOKe a NMOBIIHAE Ha H3C/ICIBAHUATA 32

HEBPOSHAOKPHHHH TYMODPH. 3a 2a ce u3berHe ToBa B3auMOACHCTBHE, JICUEHHETO C €30MeNnpason
TpaA0Ba Ja ce cripe BpeMEHHO Hali-Mainko 3a 5 i npeau onpegensaHero Ha CgA (BX. Touka J.1). Ao
HuBaTa Ha CgA M racTpHHa He ca ce Bb3CTAHOBWIH B pePEPEHTHUTE CH IPaHHLM CIEA HAYANHOTO
onpeaensHe, HaMepaaHeTo Tpsadra aa Obae nostopeHo 14 AHU cnel CNUpaHe Ha JIEYEHHETO ¢
HHXHOUTOp Ha NPOTOHHATA NOMNA.

ChAbpKaHHe Ha HATPHH
To3u nexapcTBeH NPOAYKT CbAbPXA Mo-Maiko ot | mmol Hatpuii (23 mg) Ha Tabnerka, Taka ue

NPpakTUYECKH HE ChAbPXKa HATPHH.

4.5 BsaumogeiicTBHE ¢ APYIrA JIEKAPCTBEHH NPOAYKTH H APYr# GOPMH HA B3aHMOIcHCTBHE
EdexTn na e3oMenpa3os Bbpxy GapMakoKHHETHKATA HA APYTH JeKapcTBa

IIpomeazuu unxubumopu

Cbobmana ce 3a B3aUMOAEHCTBHE HA OMENpPAa30J C HAKOU aHTUPECTPOBUPYCHH MEIHKAMEHTH.
KnMHHYHOTO 3HaUYeHHE H MEXAHHW3MHTE, KOUTO CTOAT 34l T€3H B3aUMOACHCTBYA HE BUHArH ca
n3ecTHH. [TopHieHOTO cToMaliHO pH no BpeMe Ha IeYEHHETO ¢ OMENPa3oN MOXE 1a MMPOMEHH
abGcopbumaTa Ha AHTHPETPOBUPYCHHA MeHKaMeHT. J{pyrH Bb3MOXKHH MEXaHU3MH Ha
B3auMoaeiicTBue Morat aa Ovaar nocpeacTsom CYP2C19.

[Tpy HAKOM AHTHPETPOBUPYCHH MEIMKAMEHTH, KATO aTa3aHaBHp H HeldUHABUD, ce choDdliaBa 3a
NOHWKABAaHE Ha CEPpYMHHUTE HHBA NPH CbBMECTEH NPHEM C OMENPA30JI, MOPATH KOETO HE €€
npenopbUBa €AHOBPEMEHHO NPUAOKEHHE. EAHOBpEMEHHOTO NpUnoxkeHue Ha oMmernpazon (40 mg
BEIHBXK JIHEBHO) ¢ atazaHaBvp 300 mg/puronaeup 100 mg nipu 3apaBu AoOpoBOILM NOHKWKaBA
3HAUYMTEIIHO €KCMO3HULINATA Ha aTasaHaBup {nNpubausurenHo 75% noHmwxkasane Ha AUC, Crax v Chin).
YBenuueHHeTO Ha Ao3aTa Ha atazaHaBup ko0 400 mg He KOMNEHCHpa BAMAHUETO HAa OMENPa30 BbPXY
EKCMO3HLMATA Ha aTazaHaBup. [lopaau cxoaHUTE apMaKOAHHAMHYHH €PEKTH H GAaPMAKOKHMHETHUYHH
XapaKTePHCTHKH HA OMENPa3oil H €30Menpas3oll, €IHOBPEMEHHOTO NPHIIOKEHHUE HA €30MENPA30N ¢
aHTHUPETPOBUPYCHH MEJUKAMEHTH KaTo aTa3zaHaBHp (BXK. TOuKa 4.4) ¥ HendurHapup (BXK. Touka 4.3) He
ce MpenopnLypa.

[lpu Apyr¥ aHTHPETPOBHPYCHU MEIHKAMEHTH, KATO CAKBUHABHP, C€ ChoDIaBa 3a NOBHIL
CepyMHUTE HUBA. HAKOM aHTUBKPYCHH MEAWKAMEHTH OCTABAT C HENPOMEHEHH CEpyM
€HOBpPEMEHHO NPHJIOKEHKUE C OMENPA3on.

Memompexcam

Couo0111aBa ce 3a NOBHIIEHH HHBA HA METOTPEKCAT, KOTaTo € fIPUeMaH 3a¢THO ¢ HHX
npoToHHara noMna. [Ipn npunoxeHne Ha BUCOKH A03H METOTPEKCAT MOXe za ce ob
NpeKbCBAaHE HA €30MeNnpason.




Taxkponumyc
HMa cbhobleHHd, Y€ €AHOBPEMEHHOTO NMPUIOKEHHUE HA €30MeNpa3on NOBHILIaBa CEpYMHHTE HUBA Ha

TaKpoOJIIMMYC.

Hexapcmeenu npooyxkmu ¢ pH 3aeucuma pe3opbyus

[ToTrckaHeTO Ha CTOMALUHATA KHCEIHHHOCT 10 BPEME Ha JIEHEHUE C €30MEeNnpasosl U Jpyry
HHXHMOHTOPH Ha MPOTOHHATA MOMNA MOXE [Ja HaMalu WM YBEJIMUH pe3opOLMSATa Ha JIeKapCTBa,
YHATO pe3opdimA € 3aBrucHMa oT cromallHoTo pH. Kakro ¥ npu ynorpebara Ha Apyry JeKapcTsa,
KOHTO MOHHXKABAT UHTpPAracTpajiHaTa KMCeIMHHOCT, pe3opOuuaTa Ha JIEKApCTBa KATO KETOKOHA301,
MTPAKOHA30M U epAoTHHUO Moxe aa Obae HamalieHa, JOKaTo pe3opbLuaTa Ha JIeKapcTBa KaTo
JAUTOKCHH MOXe na ObJie MoBHILIEHA IIPH JieUueHHE C €3oMenpason. EqHOBpEMEHHOTO NPHUIOKEHHE Ha
oMenpazon (20 mg AHEBHO) U AMFOKCHH NpH# 3paBy JoOpOBOILM MOBULIABA OHOHANTHYHOCTTA Ha
nurokcu ¢ 10% (no 30% npu apama ot gecer 06poOBOILH).

Jexapcmeenu npooyxkmu, memaboausuparu om CYP2C19

Ezomenpazon uaxubupa CYP2C19, ocHoBHUAT ¢H3uM, MeTaboauanpauy ezomenpason. [lopaau Toea,
KOraTo e30MENpa3oit ce KOMOUHUpA ¢ JISKAPCTBEHU HPOOYKMU, KOUTO € METabONU3NpaT OT
CYP2C19, kato Anazenam, UHTANOCTIPaM, HMHIIPAMHH, KIIOMHITIPAMHH, GJEHHTOUH H AD., IUTA3MEHHTE
KOHUEHTPALIMM Ha TE€3H JICKapCTBa MOXE J1a CE€ YBEJIMYAT H Ja CE HaJIOKH HaMaJICHWE Ha ao03aTta. Tosa
Tpa®Ba 1a ce uma npeaBUl, ocoO0eHO KOraro ce MpeAnucsa 3a JIeUCHHE NPH HyXa.

Huazenam
EanoBpeMeHHOTO MpunoxkeHue Ha 30 mg esoMenpason € goeeno a0 45% HamaneHue Ha KIHpBHCA Ha

cyberpat Ha CYP2C19 Ha quasenawm.

Denumour

EnsoBpemernHoTo npunoxkerue Ha 40 mg ezomenpaszon e aoseno go 13% ysenuueHue Ha Hai-
HUCKHTE T1a3MEHH HUBA Ha PeHUTOMH NipH DonHK ¢ enunencus. [lpenopbuea ce MOHUTOPHpaHE Ha
[UTA3MEHUTE KOHLIEHTPAUHH HA QEHHTOHH TNPH 3aN04YBAHE WK NMPEKBCBAHE HA JICYEHHETO €

€30MENnpaso.

Lunocmaszon

OmMenpa3son, KakTo ¥ e3oMernpa3on, AeiHcTBaT Kato HHxHOUTOpH Ha CYP2C19. Omenpason, npunarad
B €IHO KpbCTOCAHO NMpoy4BaHe B A03H oT 40 mg nipu 3apaBu A00poBoLM, yeenuiaBa Crax U AUC Ha
uMocTason ¢hoTBeTHO ¢ 18% 1 26%, a eAMH OT HEroBUTE aKTHBHHU METab0IUTH CHOTBETHO € 29% M
69%.

Luzanpuo

[Ipu 3apaBu 10OpPOBONILIM €HOBPEMEHHOTO NpUNokeHHE Ha 40 mg ezoMenpaszon e aoseno ao 32%
YBEJIHYEHHE Ha IUIOUITa [0 KpuBaTa KOHLUeHTpauus-speme (AUC) u 1o 31% yabnmxapaHe Ha
BPEMETO Ha MOMYKUBOT (t12), HO He e HabNAaABAHO 3HAYUMO YBETMYaBaHE HA MAKCHMAITHUTE
IU1a3MEHH HHBa Ha uu3anpui. Jleko yawmxenuat QTc uHrepsan, HabmoaaBaH ¢nel CaMOCTOATENHO
MPWIOKECHUE HA LM3ANpPHA, HE CE € YBEJIHYHIT AOMBJIHATENTHO, KOraTo LH3anpua ¢ OUn AajicH B
KOMOMHALIHA ¢ e30Menpa3on (BX. 4 ToOYKa 4.4).

Bapgpapun

B paMkuTe Ha KTMHHYHO NPOYYBaHE BPEMETO 3a Koaryjaluus ApH MalHeHTH NpHeMally
enqHoBpeMeHHO 40 mg e3oMenpa3on ¥ papdaprH HE NPEBHILABA JONMYCTHMHATE CTOWHOCTH. Bbnpeku
TOBa, CJICA pa3peluaBaHeTo 3a yrnoTpeda, ca HabNOAaBaHK HAKONKO W30JMPAHH ClTy4as ¢ KIMHUYHA

3HAYHUMOCT Ha noeuileHO HUBO Ha INR. [IpenopwyBa ce nekapcko HabmoaeHue Ha naLue
MPOU3BOAHH.
Knonudozpen

PezynTaTh OT Npoy4BaHHA AIPH 3ApaBH JOOPOBOILM MOKA3BAT
(papMaKOKHHETHYHO/(papMakOJMHAMKWYHO B3aUMOACHCTBUE MEXAY KIOMHAOrpen




HaTOBapRallla Ao3a/75 mg AHEBHA NOALbPXKALLA 103a) U e3oMenpazon (40 mg nepopallHO JHEBHO),
KOETO BOAH IO HaMaJleHa EKCMO3WLMA Ha aKkTHBHUA METAOOMHUT Ha Knonuaorpen cpegHo ¢ 40% v go
HaMa/IBaHE H& MaKcHManHaTa HHXHOULMA Ha (AJI® vHayumMpana) TpoMOOLMTHA arperaums CpeaHo ¢
14%.

Koraro knonuaorpes € npwiaraH 3aegHo ¢ ¢ukcupada koMOuHaLHa ot ezoMmenpazon 20 mg + ACK
81 mg, cpaBHEH CbC CAMOCTOATENIHO NPUAraHe Ha KIONHAOIPEN B MPOYUBAHE CHC 3APABH
noOpOBOJILM, HMA HAMANCHA €KCTIO3ULIAA HA aKTHBHHA MeTabonuT Ha Knonuaorpen ¢ nouty 40%.
(O6aue, MaKkCHMaJTHUTE HUBA Ha HHXUOUUMA Ha (AJ]D uHaYuMpaHa) TPOMOOLIMTHA arperawuus npy
Te3H JIULA € €AHAKBA B IPYNIHUTE Ha KIONKUAOrpe Y Kionugorpen + koMOHHHpaHus (ezomenpason +
ACK) nponyKT, BEpOATHO NOpaJy €fHOBPEMEHHOTO NPUIOXKEHHE HA HUCKa no3a ACK.

He € curypho, obaue, 10 KakBa cTefleH TOBRAa B3aUMOIACHCTBHE € KIMHHYHO BAXKHO. EAHO
NPOCNEKTUBHO, PAHAOMH3UPAHO (HO HE3aBbPLLCHO) NpoyyBaHe (npy Hag 3 760 malumeHTH,
CpaBHABAILO Mauedo ¢ oMenpason 20 mg npu nauueHTH, neKyBaHH ¢ Kionugorpes H ACK) u
HEPAHAOMHM3HPAHH, post-hOC aHANTH3HW HA JAHHH OT rOJIEMH, NPOCTIEKTHBHU, PAaHAOMH3HPaHH
NpoYy4YBaHUs 3a KIHHU4YEH K3xon (npu Haa 47 000 nauMeHTH) He nNpeAcTasd A0OKA3aTeACTRa 3a
IOBUIIIEH PHMCK OT HEXKEJTAHO ChpPACYHO-CbAOBO chOUTUE, KoraTto knonuaorpen u UIIII, srmountento

C30MCEMpaio, ca nNpujiaraHd CAHOBpECMEHHO.

[TpoTHBOpEUHBH JaHHH 33 KIMHUYHHUTE NOCIEOWLUH OT (apMaKOKMHETHYHO/(apMaKOIHHAMUYHO
B3aHMOJAEHCTBHE Ha €30MENPa30o NO OTHOLWIEHUE Ha 3HaunTenHn CC cubuTis ¢a TOKNAABaHH OT
00cepBallMOHHH H KIHHWYHH NMpoy4BaHWA. KaTo npeanaszHa Mapka eaAHOBpEeMEHHaTa ynotpeba ¢
Konuaorpen tpsdsa ga ce u30Araa.

Hzneoeanu nexapcmeenu npooykmu 6e3 KIUHUYHO 3RAYUMO 83auMO0eiicmeue

AMoxcuywiun # XUHUOUN

JoKazaHo €, 4ye e30Menpasosi HAMa KAMHHYHO 3HA4YMMH e(peKTH BLPXY PapMaKOKUHETHUKATA Ha
AMOKCHLWITHH WY XUHHUIUH,

Hanpoxcen unu poghexoxcub

He e ycTaHOBEHO KITHHHYHO 3HAYKMMO (PapMaKOKHHETHYHO B3aHMOEHCTBHE NPH €AHOBPEMEHHOTO
MPWIOKEHHE HA €30MENPA30N H HANPOKCEH WIH €30MENPa3of U podekokeud B paMkuTe Ha
KpaTKOCPOYHH KJIMHUYHU NPOYYBAHHS,

EdexkTr Ha APYIH JJEKAPCTBEHH NPOAYKTH BbPXY PapMAKOKHHETHKATA HA €30Menpa3o.l

Jlexapcmeenu npooyxmu, koumo unxubupam CYP2C19 wunu CYP3A4

Ezomenpason ce metabonusupa ot CYP2C19 u CYP3 A4. EaHoBpeMEHHOTO NPHIOXKEHHE Ha
esomenpazon v HHXHOUTOpbT Ha CYP3 A4 xnaputpoMuildH (500 mg ABa IMbTU JHEBHO) € JOBENO A0
yaABosABaHe Ha excriozuumaTa (AUC) Ha e3oMenpa3sona. EAHOBpEMEHHOTO NpUIOXKEHHUE Ha
e3omenpazon ¥ kKombunupan HHxuburop Ha CYP2C19 u CYP3 A4, kato BOpHKOHAa30/, MOXE 1a
AoBe/e N0 yBE/JIHYaBaHe Ha €KCMIO3ULIMATA Ha e30MeNpas3osl NoBeye OT ABa MbTH. BbIpekH Tosa, He ce
Hajlara KOpUrMpaHe Ha n03aTa Ha €30MENpa3o 4 B ABaTa Cliyvas.

HAexapcmeenu npooyxkmu, xoumo unoyyupam CYP2C19 u/unu CYP3A4

Jlekapcrna, n3pecTHU KaTo HHAYKTOpH HA CYP2C19 unu Ha CYP3 A4 vnu v Ha aBara (KaTo
pHQAMIHLIMH K XBAT KAHTAPHOH) MOTAT Ja AOBEAAT A0 NOHKABAHE HA CEPYMHHUTE HHBA HA
€30MENpa3oJl KaTO MOBUILIABAT MeTabONM3Ma Ha €30Menpason.

[leapaTpyyHa noMynauusa
[IpoyuBaHus 3a B3aHMOACHCTBUA Ca NMPOBEXKIAHH CaAMO TIPH Bb3PACTHH.

4.6 @epraanTeT, OpEeMEeHHOCT H KbPMEHe

bpeMeHHOCT




Kn#HUUHUTE JaHHM 33 eKCno3uuua Ha HekcuyM no BpeMe Ha OpEMEHHOCT €a OrPAHHYEHH.
EnnaeMHONOrHyHU H3CAEIBaHHA ¢ PALIEMHYHATA CMEC OMENPA30 MpH roisMa eKCIo3ULIMA 10 BpeMe
Ha OpeMEHHOCT He NOKa3BaT BpeHH WIIH TOKCHYHH 3a eMOpHoHa edexkTi. H3cneasaHus npu )KHUBOTHH
C €30MENPa30/ He NMOKa3BaT AUPEKTHH WIH HHAKPEKTHH €(PEKTH NO OTHOLICHUE Ha
emOpuoHanHoTo/peTanHoTo pasBuTHe. H3cneaBan#A npu XXHBOTHH ¢ palleMHYHaTa CMEC HE NOKa3BaT
NHPEKTHH WA UHAMPEKTHU €(PeKTH MO OTHOLLICHHUE Ha OPEMEHHOCTTa, PAKIAHETO WIH
MOCTHATAIHOTO pa3euTHe. Heobxonmumo e BHMMaHKWe npyu npeanuceaHe Ha HekcuyM npu 6peMeHHu
XKEHH.

OrpaHu4eHO KOMHYECTBO JaHHH NpH OpeMeHHY xXeHd (u3xoa oT OpemeHuocT: Mexay 300-1 000) e
coyH ManogopMalui WK ¢peTo/HeOHaTATHA TOKCHYHOCT Ha €30MEMNpa3ol.

[IpoyuBaHHs NpH XKMBOTHH HE NOKA3BAT JUPEKTHH WM UHIWPEKTHH BPEAHH €(EKTH 110 OTHOLIEHHE
Ha penpORYKTHRHA TOKCHYHOCT (BXK TOYKa 5.3).

KnpMeHe
He e u3BecTHO Aaiu €30MeEnpa3on ¢€ eKCKpeTHpa B KbpMarTa npy yoeeka. He € HanHM4YHa JOCTATBUHO
HHpopMaLuM 32 epEKTHTE Ha €30MENpPa3on NpH HOBOpoAeHU/KbpMaueTa. EzoMenpason He TpsOBa aa

Ce NMpH/ara no BpeMe Ha KbPMEHE.

DepTHaUTET
[Ipoy4uBaHHA NPH XHUBOTHH ¢ palIEMHUYHATA CMEC OMENpasoJl, MpUIarad nNepopanHo, He MOKa3BaT

eheKTH Mo OTHOILCHUE Ha PEPTUHITUTET.
4.7 EdexTn BLpXy cnocofuocTTa 32 ModHpaHe H padoTa ¢ MAIIHEH

E3omenpa3on uma HezHauMTeNneH epekT BbpXY CMOCOOHOCTTA 3a WOogUpaHe U padoTa ¢ MallIKHH.
PanopTyBaHu ca HEXeNaHW JEeKapCTBEHH peaKl{Hd KATO CBETOBBLPTEXK (HEUECTa) U 3aMBIJICHO 3pEHHE

(paaka) (Bx. Touka 4.8). AKO MaLMEeHTUTE CE€ MOBNMABRAT, He TpaOBa Aa WoPHpaT UK a paboTAT ¢
MALLHHH,

4.8 HexenanH JeKAPCTBEHH PEeAKIIHE

O6061enne Ha npoguna Ha De3onacHoOCT

['naBobonue, abaomMuHanHa O0nKa, AMapHA ¥ rajicHe €a Cpel TE3H HEXKEAaHH pPEeaKLKH, KOUTO ca
NOKNAABaHHU HAH-YECTO NMPH KIMHHYHH [IPOYUBAHHA (M CHILO TaKa OT IIOCTMAapKETHHIOBa ynorpeda).
B nonbaxenue, npo@HIbT Ha 6€30nacHOCT € NoAODEH 3a paIHYHHTE GOPMYIHPOBKH, TEPANEBTHYHH
NOKa3aHWs, Bb3pacTOBH IPYIH H MoOMynalyy naueHTi. He ca naeHTHpHLHpaHH A0303aBUCHMH

HCKC/TdHKY pCaKLIMH.

TabnnueH CNUCHK ¢ HEXKENAHH NEKAPCTBEHU peakLiMM

CneaHuTe HEXENaHH NEKapCTBEHH peakUMK ca HabMIoaaBaHK WK NOAO3HPARH N0 BPEME Ha
KJIHHUYHHTE U3MUTBAHUA Ha €30Menpa3ol 4 OT NOCTMapKeTHHrosa ynorpeba. HUTo eaHa oT 14X He €
Ouna cebp3aHa ¢ Ao3ara. Cnopel 4ecTOTaTa Ha TAXHATA MOSABA HEXKEJTAHUTE PeaKLIMHU Ce JeNAT Ha
(uectn 2 1/100, < 1/10; newectn 2 1/1 000, < 1/100; peaxu > 1/10 000, < 1/1 000; MHOro peaku
<1/10 000).

CHTeMo-opranen Kiac YecToTa HexeaHa JIeKapcTBEeHA
| peakuns
HapyluileHus B KpbBTa H Peaxn JIeBKONEHHUA,
nuM@dHaTa cucTeMa _ | TpomMbouMTONEHHS
MHoro peaxku ArpaHyJIOLIMTO34a,
] | NAHUMHTONMEHHSA

10



HapyfueHHﬂ Ha HIMYHHAaTa Penku CBpbXYYBCTBHTEIIHOCT
cHcTEMA Harp. TPECKa, aHTHOEAEM H
aHa(UJIaAKTHYHA
_ | peakuHs/110K
‘ Hapyluuienus Ha HeuectH [lepugepeH oTok
meTabonu3amMa U XpaHeHETO | Peakwu | XMnoHaTpHeMus

HeuzBecTHa 4eCcTroTa

XHITOMarHe3HeMHUs MOKe 1a
JAOBENE N0 XUMNOKAJILHEMHUA,
XHUMOMarKHe3HEMHUA MOKE
CHIO Taka a AOBEAE OO0

XHNOMarHe3ueMHs;, TEXKKara

_ . XHIIOKATHEMHS |
[TcnxnW4yHY HapyLLIEeHUA Heuectu | MHCOMHHS
Penku PasapasHeHne, 00BPKAHOCT,
Nelpecus
I . | MHoro penku Arpecus, XanlOLHMHALHH
Hapyuienusa Ha HepBHaTa Jectn_ _ ["naBobosiue
CUCTEMA HeuectH CBETOBBPTEXK, NApECTe3Hd,
COMHOJIEHTHOCT
| Peaxn ) | Hapymienns Ha BKyca
HapyuieHus B 3peHHETO Penku 3aMBIICHO 3PEHHE
Hapyienus Ha ciyxa Heuectu Bepturo
BecTHOYNIapHH pa3CTpoOHCTRA
PecnupaTopHHy, TopakanHid U | Peaku bpoHxocnainm
MEIKACTHHAIHH HapYLIEHHS
CTOMallIHO-4YPEBHH YectH Ab6poMuHanHa 605Ka,
Hapy1lEHUSA KOHCTHUNALIUA, JUAPUA,
dbnatyneHum,
rajieHe/NoBpLiiiaHe, NOJKITH
Ha apHOTO (hyHAYCa) Ha
| croMaxa (n00poKavYeCTBEeHH
HeuecTH | Cyxora B ycTara LI
Penxu CTOMAaTHT,
racTpOMHTECTHHAIIHA
_ KaHAHA03a
) MHOIo peikH _ l MHKPOCKOMHYEH KOJIHT ]
YepHoapoObHH HapyllieHUS HeuecTH [MToBHIIEHH YepHOAPOOHM
CH3HMHU
Peaku Xenatur c¢b¢ UK He3
_ | XKBJITEHHLIA J
MHoro peaku UepHoapobHa
HEAOCTATBYHOCT,
cHUedanonarna npu
NMaluydeHTH ¢ aHaMHe3a 3a
NPEAULLIHO HEPHOAPOOHO
_ _ __| 3abonasane
HapyiueHus Ha Koxarta H HeuectH Hepmatut, cbpbex/&
MOAKOXHATa ThKaH YypTHKapHS /
Penku Anonenms,
(OTOUYBCTBHTENHR Vs
MHoOro peax Epntema MyITHROMMER Bics 4.2

\"ﬁ.
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Johnson, TOKCHUHA
€MHAEpPMAIHA HEKPOJH3a
(TER), ocTpa
reHepaH3KupaHa
€K3aHTEMATO3HA ITYCTYN03a
(AGEP), nekapcTaeHa
peakLHA C €0O3UHOPWIHA H
CUCTEMHH CHMITTOMH
(DRESS)
HeusBecTHa yecToTa CybakyTeH KOXeH JTYITyC
epHTeMaTodec (BXK. TOYKA
1 4.4) |
MyCKyNOCKENeTHH, Heuectn ®paxTypa Ha 6eaporo,
HapyLIECHHUA Ha KUTKAaTa WIK rppOHaYHUA
CheAHHUTEIHATA TEKAH H CTRIO
KOCTHTC Penku ApTpanrus, MHaJITHA
MHoro penxu Myckynha cnaboct
Hapymenus nHa 6v0peuyre u | Muoro penku Hurepcruumanen HeppuT
NMUKOYHATA CHCTEMA
PenpoaykTuBHa cucTEMA MHOro peaku ["'uHeKoMacTus
Hapyiuenus ot o611 Penxu OTragHanocT, NOBHIUIEHO
Xapakrep U HapyIlleHHS B [IOTOOTAEISTHE
MACTOTO Ha NMPWIOKEHHE

Cro0maBaHe HA NOAO3HPAHE HEXKETAHH PEAKUAH

Cpo0ilaBaHeTo Ha MOAO3UPAHM HEXENAHH PEAKLIMM CIIE] pa3pellaBaHe 3a ynoTpeda Ha ieKapCTBEHHSA
NMPOAYKT € BaxkHO. TOBa MO3BO/IABA Aa NPOIB/LDKH HabMOAEHHETO Ha ChOTHOWIEHUETO NMOJI3a/PHCK 34
JIEKApCTBEHUA NPONYKT. OT MEAULIMHCKHMTE CNELIMATNCTH C€ H3MCKBA Ja ChOoOIIaBaT BCaKa
MOAO3HPAHA HEXEIaHA peaKlMsd RO:

bbrarapus
M3neaHUTEIHA areHIMA 1Mo Jiekapersara ya. ,,JlaMan ['pyer” Ne 8
1303 Codus

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

4.9 IIpexo3upane

JIo IHEC HAMa OMHUT C npeaHamepeHo oTpaBsne. CHMITTOMHUTE OITHCAHH BBLB BpE3Ka ¢ 280 mg ca
racTPOUHTECTHHATHH CHMITTOMH H CHMNTOMH Ha ciaboct. Equnnynay go3u ot 80 mg He ca noBenn 1o
HAKakBo crOUTHE. He e u3pecTeH crieunduuen antunot. E3oMenpason ce cBBp3Ba ¢ MIa3sMEeHHTE
[POTEHMHH B MHOT'O BHCOKA CTEIIEH H NMOpaJH TOBA HE C& OTCTPaHABA JIECHO ype3 Auanu3a. Kakro npu
BCEKH CJIy4aH Ha Mpeno3HpaHe, ieueHHeTo Tpadea aa 6bae CHMNITOMATHYHO H 4a ¢ I T.00WH

NnoaaspKally MEpPKH. ‘&g\-\uﬂﬂ ﬂo\

5. ®APMAKOJIOIT'HMYHH CBOUCTBA

5.1 PapMakoIHHAMHYHH CBOlCcTBA
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dapmakoTepaneBTHYHa rpyna: JlekapcTsa 3a JleYeHHe Ha pascTpoicTBa, CBbP3aHH ¢ KHCETHHHOCTTA,

HHXHOUTOPH Ha NPOTOHHATA MOMIIA
ATC xoa: A02B CO05

Esomenpa3zon € S-u3oMep Ha OMeNpa3on U HaMaligBa CTOMAIIHATA KHCEMHHA CEKPELMA 1pe3 BHCOKO
MPHLIEJEH MEXaHH3bM Ha AehcTBye. Toil e cneHyeH HHXUOUTOP Ha MPOTOHHATA MNOMIA B
napHeTaiHaTa kjieTka. R- u S-u3omepure Ha oMenpasosn UMat noao0dHo papmakoAMHAMHYHO

neucTRUe.

MexaHH3bM Ha JeHCTBHE
Esomenpazon e cnaba OCHOBa K Ce KOHLIEHTPHpA M NPEBpbla B aKTHBHA (OpPMa B CHITHO KHCENATa

cpesa Ha CEKPETOPHHUTE KaHaN4eTa B IAPHETAHHTE KIETKHU HA CTOMAIIIHATA JIMraBHLA, KBAETO TOH
uHxuOupa ensuma H', K'-AT®-a3a — ocHOBHa EH3MMOCUTYpABallia ACHHOCT Ha [POTOHHATA NMOMMNA H
nHXHOUpa KakTo 6a3anHaTa, Taka ¥ CTUMYJIMpaHaTa KHUCENUHHA CeKpeLns.

bapMakoHHAMHYHH eQeKTH
Cnen nepopanex npueM Ha 20 mg 1 40 mg ezomenpason HayaioTo Ha edexTa ce Habnioaasa cnex

enHH 4ac. [Ipu MHOroKpaTHO npuiokeHHe Ha 20 mg e3oMenpaso BEAHBLXK AHEBHO B NMPOJAb/DKEHHE
Ha NeT JHH CpelHaTa MAKCHMAaJIHa KMCEIHHHA MPOAYKLMA CJIE] CTUMYTHPAHE C NEHTaracTpuH €
Hamama ¢ 90% npu u3MepBade 6-7 yaca cnel npHeMa B [IEH NMETH.

Cnen ner AHK nepopanHo npunokeHue Ha 20 mg u 40 mg ezomenpason cromaiHoTo pH Han 4 €
MNOAABPXKAHO CbOTBETHO B NPOAB/KEHHUE Ha cpeHo BpeMe oT 13 u 17 vwaca ot 24-yacoBus NEpHOL
npu naurentd ¢ CEPD. [IpouenTsT OT naiventu Ha 20 mg e3oMenpasosl, KOHTO ca NoAabpKanu
cromamHoto pH Haza 4 B npoab/keHue Ha Hail-manko 8, 12 u 16 yaca e 6un cvotBeTHO 76%, 54% H
24%. CLOTBETHHTE NPOLEHTH NpH e3omenpason 40 mg ca ounm 97%, 92% u 56%.

Jloka3zaHa € Bpb3Ka MEXKIY HHXUOHPAHETO HAa CTOMALLHATA CEKPELIMA H €KCIIO3HLIHATA MPH
n3nonsBaHe Ha AUC Karo pedepeHTEH NOKAa3aTe) 3a 1a3MeHaTa KOHLIEHTPALHA.

HanexyBaHe Ha pedmykc-e3odarut ¢ esomenpason 40 mg ce Habmonasa npudan3uTenHo npH 78% ot
Nau¥eHTHTE CJIEN YETHPH ceaMHULIM U npH 93% ciien oceM ceaMMLUM.

EanoceaMuuno neveHue ¢ esomMenpaszon 20 mg aABa MbTH AHEBHO W NOIXOAALIH aHTHOMOTHLM BOJH
J0 ycnelHa epaaukauma Ha H. pylori npn npubausurenHo 90% ot nauvenTure.

Cnep nedyeHHe 3a epaJvKaLMA B IPOAb/DKCHHAE HA €1Ha CEIMHLA Ce CUMTa, Y€ HAMA HYXXIa OT

NOC/IeABAIA MOHOTEPANHSA ¢ aHTUCEKPETOPHH JIEKapCcTBa 33 €(peKTHBHO H3JIEKYBaHE Ha f3Ba H
OTCTPAHABaHE Ha CHMITTOMHTE NPH HEYCNIOXKHEHH TYOJCHAHH A3BH.

B paHaoMH3HPaHO, ABOHHO-CIIANO, M1a1e60-KOHTPOIUPAHO KIMHUYHO NPOyYBaHe, 764 NalMeHTH ¢
€HAOCKOICKH NOTBBLPJACHO KbPBEHE OT MENTHYHA A3Ba, ¢a OWIM paHAOMH3UpPaHH 13 NoyYaBaT
Hexcuym HHy3H0HeH pastBop (n=375) win manedo (n=389). Cnen eHaockoncka xeMocTasa, B
NpooL/DKEHHE Ha 72 yaca nalMeHTHTe nosyqaBany uay 80 mg ezoMenpason HHTpaBeHO3Ha HHPy3Hs
3a 30 MHH, ¢ ocJeaBala HenpekbeHaTa HHdy3ns ot 8 mg/h, unn nmnauedo. Cnea HaYaNHUSA NEPHOA
oT 72 yaca, BCHYKH NAalMEHTH NMOJYYaBaJid B npoaw/pkeHue Ha 27 nHu 40 mg nepopanen Hekcuym 3a
KHCEJIMHHA cynpecus. [IpoleHThT Ha MOABa Ha MOBTOPHO KBPBEHE CiE] MO-MaJKO OT 3 IHH, 6un 5,9%
B rpynara Ha HekcuyM B cpashenue ¢ 10,3% B mnauebo-rpynara (p=0,0256). Ha 7-us v 30-us aex
cliel MPHKIIOYBAHE HA JICYCHUETO, MPOLEHTHT HA NOKBa HA MOBTOPHO KbPBEHE B rpynara Ha

cnpamo 13,6% (p=0,0092).

[To BpeMe Ha JieUEHHE C AHTHCEKPETOPHH JIEKAPCTBEHHU NPOLYKTH FaCTPHHA B CEff)
OTTOBOP HA NTOHWKEHATA KHCEMHHA CeKpeUMA. B pesynTar na HamasieHata CToMHity
ce noBHIaBa U HuBoTO Ha CgA. [ToBumeHoOTO HUBO Ha CZA MOXe 112 NOBJIHAE Hi 1«%

HCBPOCHAOKPHHHH T}’MGPH % (-.__
Qiﬁm W
a4

13




Hanuuuure myOGnuKyBaHH JaHHW NOKAa3BaT, Y€ NPUIAraHeTo Ha HHXUOUTOPH Ha NPOTOHHATA NOMNa
TpsAGBA Na ce NPeyCTAaHOBH MEXIY 5 AHHM M 2 ceAMHLH npean u3Mepeane Ha CgA. Tonra ce npasu ¢
nen HuBata Ha CgA, KOMTO MOraT Aa ¢a JInJIMBO noBuLIeHH cael neyenre ¢ I, na ce
B85H3CTAHOBAT A0 pePepPEeHTHUTE CH MPaHHLIM.

KakTo npH Aeua, Taka U NMpH Bb3PACTHH MPH NPOABJDKATETHO JICUEHHE C €30MENpPasoll ca
Habmoaasanu nosuiueH 6po#t ECL, BepoATHO CBbp3aHH C NMOBHILIEHUTE CEPYMHH HHBA HA raCTpHHA.
Cuura ce, 4e Te3u HaXOAKHW HAMAT KJIHHUYMHA 3HAYMMOCT,

[To BpeMe Ha NPOABIDKHUTETHO JICHEHHE C AHTUCEKPETOPHH JIEKapCTRa ce ChoOLaBa 3a H3BECTHO
yBEJIMYEHHE HA YECTOTATa Ha MOABA Ha KHCTO3HO-JIETEHEPATHBHH NPOMEHH B CTOMAILIHHTE €PO3HH.
Tesn npoMeHH ¢a CASACTBHE OT NPOIB/UKUTETHOTO HHXHOHpaHe Ha KUCENIHHHATA CeKpeLina, 3acera ce

CYHTA, Y€ Te ca AOOPOKaYECTBEHHU,

[ToHUKeHaTa CTOMAILIHATA KHCEJIMHHOCT B PE3YJTAT OT pa3lIMyHH Bb3ACHCTBHA, BKIIOUYUTENHO Ha
MHXHOMTOPH Ha NMPOTOHHATA NOMINA, BOAM A0 HapacTBaHe Ha 6pos Ha DaKTepHHTE, HOPMaTHH
oOMTaTENH HA FaCTPOMHTECTHHANTHHUA TPAKT, B cTOMaxa. TepanuaTta ¢ HHXHOMTOPH Ha NPOTOHHATA
MOMIMa MOJXKE 13 IOBEJE JI0 JIEKO MOBHILIEH PUCK OT CTOMALLHO-YPEBHH HHPEKUMH, KATO TAKUBA,
npuuuHeHH ot Salmonella v Campylobacter, a npu XocNUTaNH3UPaHHU NALIUEHTH - Bb3MOXHH Ca ChILO
H TakuBa npu4uHeHH ot Clostridium difficile.

KiimHHYHa eHKacHOCT M Be30nacHOCT
B aBe KNAMHHYHH H3MHTBaHHA B CpaBHEHHE ¢ paHUTHAWH, Hekcrnym nmokasea no-100sp edexr npu
JICYEHUE Ha cTOMallHa A38a npy nauueHTd npueMain HCIIBJIL, BxmounTento COX-2 cenekTUBHU

HCIIBJL.

B nBe KIMHHYHH M3MIKTBAHHA B cpaBHeHHeE ¢ mnauedo, HekcuyM nokasea no-godup edekr npy
npoWiaKTHKa Ha CTOMallIHA K AyoacHanHa a3sa npu nauydeHTd Ha HCIIBJI (Ha Bb3pact > 60 w/wiu ¢
npeaMilHa a38a), BinouutenHo COX-2 cenexrusun HCTIBJL

[leanarpyuHa Nooyaanys

B npoyusaHne npu neguatpudHy naureHTy ¢ 'EPD (Ha Bp3pact < | 1o 17 rogunam), npueMaiuy
ABJITOCPOUHA TEpANKA ¢ HEXHOUTOp Ha MPOTOHHATa noMna, 61% oT aeuara ca pa3Bu/IH JieKa CTeMneH
ECL-knerbuHa xunepIulasusa ¢ HeM3BECTHA KIIMHHYHA 3Ha4YuMOCT U 6e3 pa3BHTHE Ha aTpOHYCH
racTPUT WIH KAPLIMHOUAHU TYMOPH.

5.2 dPDapMakoKHHCTHYHH CBO#CTBA

Abcopbuus

Esomenpa3son € nabuieH B KMCena cpeaa M NOpaju TOBa C€ Npuiara nepopaiHo BbB BHI Ha
CTOMALIHO-yCTOuMBH rpaHy . [IpespbiuaneTo B R-u30Mep in vivo e HeaHauuTeaHo. Pesopbumiara
Ha €30Menpa3on e Obp3a, KATO MAKCHMATHUTE 1a3MEHH HUBA ce HabnrogaBaT npuOAU3HTETHO

1-2 yaca caen npueMa. AGconrTHaTa OHOHANTHMHOCT € 64% cnen egnHWYHA f03a oT 40 mg M ce
MoBHLLaBa A0 89% cnea MHOrOKpaTHO NMPUWIOXKEHHE BEAHBXK AHEBHO. |1pn 20 mg esomenpason
CbOTBETHHTE CTOHHOCTH ca pecneKTHBHO 50% u 68%.

EoHOBpEMEHHOTO NMPHEMaHE C XpaHa MOXKe Za 3a0aBH ¥ Hamau pe3opOLMATa HA €30MEnpasod,
RBIIPEKH Y€ TOBA HE OKa3Ba 3HAUMMO BAMAHUE Ha e(peKTa Ha €30MENpasoN BbpXy CTOMAillHATA

KHCCITHHHOCT.

Pasnpenenenue
O0eMbT Ha pa3npe/ieieHHe B PaBHOBECHO ChCTOAHHE TIPH 3APABH JTHLA € nprbin

EzoMenpason ce CBbp3Ba C MNA3MEHUTE NPOTEHHHU B 97%.
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buoTtpaucgopMauna

EszoMenpason ce MeTabonH3Hpa HambJIHO OT cucTemara Ha uutoxpom P450 (CYP) t.e. ot HeroBuTe
uzomepd CYP2C19 u no-manko or CYP3A4. OcHoBHaTa yacT OT MeTabonM3IMa Ha €30Memnpasol
3aBucH oT nonumopduua CYP2C19, otroBopeH 3a 00pa3yBaHETO Ha XUAPOKCH- U JE3METHII-

MeTabonuTH Ha ezoMenpason. OcTaHanara 4acT 3aBHCH OT ApyT cnieuduyer nzoeH3uM - CYP3 A4,
OTIOBOPEH 3a 0Opa3syBaHETO Ha e30Menpa3ost CyJiQOH, OCHOBHHAT MeTaboNHT B NJ1a3Mara.

EnyMHHKpaHE
[Tokazarenure No-A0Jay OTPa3ABAT NPEeAUMHO (papMaKOKHHETHUKATA Ha JIHLa C GyHKUHOHUpALLL

CYP2C19 eH3HM, eKCTEH3HBHH MeTabonn3aTopH.

ToranHuaT asMeH KWIHPEHC € okono 17 I/h cnea enunnydna no3a m okono 9 I/h cnex MHorokparHo
npuioxeHue. [nazMesusT nomyXu1BoT e okono 1,3 4 cnea MHOTOKPATHO NpWiaraie BeJHbK JHEBHO.
E3zomenpa3zon ce enBMHHKPa HAMbJIHO OT IUIA3MaTa MEXAY MMPHEMHTE KATO HAMA TEHACHLMA 32
KyMYJIMpaHe TIpH NpUEeMaHe BEHLK JHEBHO.

["naBuuTEe METAOONNTH HA €30MENPA30/ HAMAT €(eKT BhPXY CTOMAIIHATA KHCEJIHHHA CEKPELIUA.
[Mourn 80% oT nepopanHarta 03a Ha €30MENPAa30Jsi Ce eKCKpeTHpaT noj dopMarta Ha META0OIUTH ¢

YPHUHATA, & OCTaTbKBT - ¢ ¢pekanuuTe. Iloa 1% ot U3X0OHOTO JEKapCTBO CE OTKPHBA B ypHHATA.

JInHeHHOoCT/ HeNMHEHHOCT

MdapMaKOKHHETHKATA Ha €30MENpas3o € H3caeaBaHa NpH o34 Ao 40 mg ABa nbTH AHEBHO. I1noinra
oA KPHBATA KOHLIEHTpaUUs-BpeMe C€ YBEJIHUYaBa IPY MHOTOKPaTHO MPHIaraHe Ha €30Merpason.
Tora yBenrHueHHe 3aBUCH OT J03aTa M BOAM A0 NOBEYE OT NPONOPLIHOHATIHO HA N03aTa YBEJNHYEHHE Ha
AUC cnea MEROrokpaTHo npuiaaraHe. Ta3s 3aBUCHMOCT OT BPEMETO H A03aTa C€ ALDKH Ha HAMAICHHE
Ha MeTa0o/IH3MAa NPH MMBPBO [IPEeMHHABAHE H HA CHCTEMHUSA KITHPBHC, BEPOSTHO NMPHYHHEHH OT
uHXuOHupareto Ha eH3uMa CYP2C19 ot e3omenpas3on WU HeroBHA CyJ1POHOB METAbOMMUT.

CnenuaJnu rpyna nauHeHTH

Caabu memabonuzamopu

[Mpubmusurento npu 1-2% ot nomynauusara auncsa pyHkuuonupawy CYP2C19 ensum 1 1e ca
HapeueHH cnabu merabonmzaropu. [1pH Te3n nuua MeTabONH3IMBT Ha €30MENPa3Oi BEPOATHO C€
karanuzupa npeanMHo oT CYP3A4. Crnen MHOrokpaTtHo npunarane Ha 40 mg esoMernpason BeEAHBK
JAHEBHO CpeAHaTa IOl MOJ KPHBATa KOHLIEHTpaLus-Bpeme ¢ Ouna npubnusurento 100% no-ronama
npu cyiabure MeTabonu3aTopH, OTKOAKOTO Npw aHuaTa ¢ pyHkudoHupai CYP2C19 ensum
(excTreH3MBHH MeTabonn3atopH). CpeaIHATE MAKCHMAITHH [L1a3MEHH KOHLICHTpalHH ca Ounu
noBHIIEHH € oKoNio 60%. Te3n HaXxOAKHU HAMAT OTHOLHEHHME KbM JO3MPAHETO HA €30MENpa3on.

IHon

Cnen eaHokpaTHo npuiarade Ha 40 mg ezoMenpasos cpeHaTa Iioll noj KpHBaTa KOHLICHTpaLKA-
BpeMe € npubnunzurenHo 30% no-roasMa rpu >K€HH, OTKOJKOTO NpH MbXe. He € ycTaHOBeHa nonoBa
pa3yIMKa cJieJl MHOTOKPAaTHO Npuiarade BeAHbX AHEBHO. Te3H HaX0AKH HAMAT OTHOLIECHHE KbM

AO3HPAHETO HA €30MeENPa3oll.

Heproopobro yepesicoane

MeTabonu3MBT Ha e30Menpasosi Npx OOTHM ¢ JIEKO ZI0 YMEPEHO HapylieHa pyHKUWA Ha YepHUs Apod
Moxxe 1a Obae raomeH. CteneHTra Ha MeTabonM3InpaHe € HaMaleHa NPH NALHEHTH C TEXKO yBpeAeHa
yepHOApoOHa (PYHKLMA, KOETO BOAX A0 YABOABAHE HA TUIOLTA M0/ KPHUBATA KOHUEHTP3) '
e3oMenpaszos. ITopaan ToBa nNpy NaLUEHTH C TEXKKa ZHCPYHKLMA He TpAOBa ga ce I g\ .
MaxcHMMaHaTa a03a ot 20 mg. EzoMenpo3on u rnaBHUTE My MEeTabONMTH HE MOK?

KyMYJIHpaHe [MpH NPUEMaHE BEAHBX JHEBHO.

bvbpeuno yspeoxoare
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He ca npoBekaaHy MpoOyYBaHUA NPHU NaUMEeHTH ¢ HamaneHa onopeuHa dydkuma. Toit kaTo npes
6Bb0peLTe Ce H3BBPIIBA EKCKPELMATA HAa META0OIMTHTE HA €30MENpa3ol, HO HE W €TMMUHHPAHETO Ha
M3XOAHOTO ChEAIMHEHHE, HE C€ 04YAKBAT MPOMEHH B MeTaboIM3Ma Ha e30Menpasos NpH NalHeHTH C

yBpeaeHa 6s0peuHa GyHKLHA.

Cmapuecka ev3pacm
MeTtabonu3MbT Ha €30MENPA30 He Ce NMPOMEHA 3HAYUTENHO MPH NMAUKECHTH B CTAPUECKa Bb3pacT

(71-80 roauuu).
lTeouampuuna nonyaayus

FOnowu na evzpacm mexcoy 12-18 200unu:

Cnen MHorokpared npueM Ha 20 mg u 40 mg ezomenpason, obiara excriozuuua (AUC) 1 BpemeTo 3a
JNOCTHIaHe Ha MAKCHMAJTHA T1a3MeHa KOHLUEHTpauus (tmax) NPH Jclia MEXTY 12- u 18-roauiina
Bb3PACT Ca ChH3MEPUMH CbC CTOMHOCTUTE HabofaBaHi NP Bb3pACTHH NALWCHTH W MPH ABETE
RO3UPOBKH HA €30MENpasoll.

5.3 IlpenxIAHAYHH JaHHH 3a 6e30nacHOCT

HeknMHMYHH AaHHH OT KOHBEHLIHOHATHH NPOYYBaHUA HE YCTAHOBABAT HAKAKBH OCOOEHH PHCKOBE 3a
YOBEKA Bb3 OCHOBA Ha (apMaKoJIorHiHa 6e30MacHOCT, TOKCHYHOCT CNell MHOTOKPaTHO TPETHPaHE,
FeHOTOKCHYHOCT, KAHLIEPOTEHEH NMOTEHIMAN, TOKCHYHOCT N0 OTHOLIEHHUE HA PEeNPOAYKTHBHOCT K
pa3suTHe. Hexenanu neKapcTBEHH peaKiiMH, KOHTO He ca Hab/ioaBaHH B KITHHHUYHH MTPOYYBaHHA, HO
HACHTHOHULIMPaHH NPH XUBOTHH NPH HHBa HA €KCNO3ULMA ONW3KH 0 TE3H OT KIMHNYHH NMPOYyYBaHUA
H ¢ Bb3MOXKHA BPB3Ka ¢ KNIHHUYHOTO MPHIOXKEHHE Ca KaKTO CJIeBa:

UscneapaHuATa 3a KAHLIEPOT€HHOCT MPH ILUThXOBE, H3BbPLUSHHU C paLIEMUYHATa CMEC, Ca MOKa3aH
xunepiutasus Ha croMamHute ECL-kneTku u kapuuHoua. Te3u cToMallHH eeKTH NPH ITHXOBETE
ce ABJDKAT Ha NMPOABDKHTEHATA U3ABEHA XHITEPraCTPHHEMHKA BCIEACTBHE HA HAMAJICHATA MPOLYKLIMA
Ha CTOMAIIIHA KMCETHHA H ca HaOmoaaBaHH cliel NPOAB/DKHTENHO TPETHPAHE Ha MUTbXOBE C
HHXKROHTOPH Ha CTOMALLHATA CEKPELHA.

6. GAPMAIIEBTHYHH JAHHU

6.1 CoHcbK Ha TOMOIIHHUTE BellleCcTBA

nuueponor moHocreapat 40-55
Xunponosa

Xunpomenosa
Xenesen oxcun (Tabnerku 20 mg: yepBeHHKaBo-KadgaB H XbiT) (E 172)

Marnesuer creapart
ChrnonuMep Ha MeTaKpwi10Ba KHcesinHa-eTinakpunar (1:1), 30 npouenraa gucnepcus
MukpokpucTanHa LeTyo3a

CunTeTH4YeH napapuH

Makporonu

[Tonucopbar 80

KpocnopuaoH

Harpuer creapungymapar

3axapHu cepu (3axapo3a W LAPEBHYHO HHUILIECTE)
Tank

Twuranos auokena (E 171)

TpueTwioB uuTpat

6.2 HecLBMEeCTHMOCTH
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He e nprunoXxumo.

6.3 Cpok Ha rogsHoct

3 rOAHHH

6.4 ChoennajiHH YCJI0BHS HA CHXPAHEHHE

Jla ce chXpaHsABa B OpUTrHHA/IHATA ONaKoBka (baMcrep).
Ha ce cvxpanasa noj 30°C,

6.5 Bajau chbALpXKaARHE HA ONAKOBKATA

bixcrep oT anyMuHueBo oiHo.

BnucrepHH onakoBKH ¢ 14 Tabnerky.

6.6 Chnennanus NnpeAna3HH MEPKH IPH H3XBbLp/asHe H paboTa

Hsama cnenHanHy U3HCKBAHUSA 34 H3XBbPJIAHE.

IIpwioxkeHHe ¢ racTpaiHa coHAa

1.

[ToctaBere Tabnerkara B NOAXOAALA CIIPHHLIOBKA H HAIMBJIHETE CIIPUHLIOBKATA C MPUOIH3IUTENHO
25 ml Boaa u npudausuTenHo 5 ml Bu3ayx. Toea € HeoOxoaAMMO, 3a Ra Ce NMPEAOTBPATH
3aMyILBAHETO HA COHAATA OT Tom4eTa oT Tabnerkara.

2. HeszabaBHo paskiareTe CNpHHLOBKATA 32 OKOJIO 2 MHHYTH, 3a Ja pa3TBOpUTE TabneTkara.

3. 3aapbXre CNPHHLIOBKATA U3MPABEHA CHC 3a0CTPEHMUA KpaH Harope M npoBepeTe Jalu He €
3aMmyLleHa.

4. Tlpukpenere CHPUHLIOBKATA KbM COHJATA KATO MPOAL/DKHTE Ja i AbPHKHTE B CHILOTO NOJIOKEHHE.

5. Pa3knaTeTre CNpHHLIOBKATa H A HacCOYETE ¢ BbpXa Haaomy. Mmkextupaitre 5-10 ml Beanara B
conaata. U3Bagere CIpHHLOBKATA CJie] HHXKEKTHPAHETO M 4 pa3knareTe (CnpHHLOBKaTa TpadBa
Ia C€ JbPKH CbC 320CTPEHUA Kpail Harope, 3a Aa He Ce 3aIyliH ).

6. OObpHETE CNPHHLIOBKATa ChC 3a0CTPEHHUS Kpal covell HaAoNy U BeJHara HHKEKTHpaiTe olle
5-10 ml B conpara. [losTopeTe Taszu npoLeaypa JOKATO CIPHHLIOBKATA CE U3MNPa3HH.

7. AKO MMa HY)XXJa Ja ¢€ OTMHE BELICCTBO, KOETO € OCTAHAJIO B CHPHHLIOBKATA, Hal'bJIHETE
CMPHHLOBKaTa ¢ 25 ml Boga ¥ 5 ml Bb3ayX ¥ NOBTOPETE NEra CThMNKA. 3a HAKOU COHAM Ca
HeoOxoaumu S0 mi Boaa.

7. TIPHTEXATEJI HA PAJPENIEHHMETO 3A YIIOTPEDBA

Griinenthal GmbH,

Zieglerstralle 6,

52078 Aachen,

['epManus

8. HOMEP(A) HA PASPEHIEHHETO 3A YITOTPEBA

20020294
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9. JATA HA ITBPBO PA3ZPEINNIABAHE/TIOAHOBSABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jara Ha mepBo pa3pewaane: 03 geepyapu 2002 r.
Jata Ha nocneaHo nogHoBsABaHe: 25 1oy 2007 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA
01/2025

[MoapoOHa MHboOpMaLIKA 3a TO3M JIEKapCTBEH NPOAYKT € NpeocTaBeHa Ha yebcaiira Ha
H3nmbaHHTENHAaTa areHUMA no Jekapcreara: http:// www.bda.bg,
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