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Pabpiokcut 20 mg CTOMAWMHO-YCTORYABY TAGTETKH | Oanfpeuite M curvsumsesssrscnssiolpmsssssssissr e,

Rabioxin 20 mg gastro-resistant tablets

KAYECTBEH H KOTHYECTBEH CHCTAB

Beska cTromainso-ycTolunpa Tabnerka chaepxka 20 mg pabenpason MaTpHii (rabeprazole
sodium), exsuBanenTen Ha 18,85 mg pabenpazon (rabeprazole).

3a nEJIHMA CITHCEK HA ITOMOILHKTE BEINECTBa BHKTE TouKa 6.1,

JEKAPCTBEHA ®#0OPMA
CroMaumrHo-yctoiuusa TabaeTka.

Pabvokcun 20 mg croMamHo-yeroiuusH tabireria: JKoira, drminpans tabnerxm.

KMHHYHH JAHHHA

TepaneBTHIHHE NOKA3ZAHUS
Paluokeun e nokasaH npu:
» AKTHBHA 5382 Ha JBAaHAJECETONPBCTHHKA
AxTHBHA qo6poKauecTseHa 4384 Ha CTOMAXA
» CHMITOMATHYHA €PO3MBHA WM YIIEpaTHBHA racTpoesodareanta peduykcHa Gonect
(I'EPB)
¢ T'actpoesodareanna pedmykcha Gonect, IPONBIDKATEIHO NedeHue (TIOLYEPKAIIO
I'EPB)
¢ CHMOTOMATHYHO JeYeHHE Ha YMEPEHa JIO MHOTO TeXKKa ractpoesodareanna pedykcHa
6onect {cumrrroMatruna TEPE)
e Cunapom Ha Zollinger-Ellison
* B xomOuHAIHS ¢ MOXOAAIH AHTHOAKTEPHATHM TEPATIEBTMMHH CXEMH 32 ePajiiKaLHs
Ha Helicobacter pylori npu nampents ¢ nenTHYROA3BeHa Sonect. Bipkte Touka 4.2

Jl03MPOBKa H HAUHH HA NPHAOKEHHE
BKQ

Buapacmuw/ Hlayuenmu ¢ nanpeduana evzpacm:
AKmusHa 3364 HA OBAHAOECEMONPLCMHUKA U AKTNUSHA O0GPOKAECTEENA A36d HA CTMOMAXA!
IipenoprunTennata 103a IPH NepopaTHe IPWIOKEHNe KAKTO 33 AKTUBHA 93B3 Ha

ABaHAACCCTONPHCTHHKA, TAKA H 3a A00POKaYeCTBeHA AKTHBHA S3Ba HA CToMaxa e 20 mg
TpabBa 14 ce MpHeMaT BeHEXK Ha JIEH, CYTpHH.

Ilpy noBeueTo NauMeHTH ¢ AXTHBHA A3BA HA ABAHANECETONPBLCTHHKA 3a3]] s e
A0 4eTHpH ceamuim. [Ipy HAKOH naumeHTH 06aue MOXKE 1A € HeOBX0 UM ogt T
Ha JICYEHHE OT OLIE HETHPH CeAMMIIM 3a IOCTUraHe Ha 3a3apapdaeane. Ip ( ;
Ao6pokavecTBeHa A3Ba HA CTOMAXa 3a3/[paBABAHETO HACTHIBA A0 LIECT CERMB .' BP0y




IIPA HAKOH NANHCHTH MOXKe 114 © HeoOX0OUM JOITLITHMTEIEH CPOK Ha Ne4eHMe OT CIIE MECT
CeIMHUITH 38 NIOCTHIAHS HA 383ApaBABaHe.

Eposugna wiu yayepamusna eacmpoesogpazeania pegyrcua 6orecm (I'EPE):
IIpenoprusrennara [o3a 3a TOBa cheToAHMe € 20 mg, kouTo TPAOBA Jia c& MpHEMAT BEIHBXK Ha
JCH B IPOIBIDKEHHE Ha YeTHPH 10 OCeM CeNMHLN.

Tacmpoezogpazeanna pegyxcna borecm, npodwvaxcumenro 1eyenue (noddspicauo edeHue 3a
TEPE):

{Ipu npoxeDKETETHO JIEHeHHS MOJKE Ja C& H3TOA3Ba NoATEpkama foza oT 20 wms 10 mg
BOIHEXK Ha [€H B 3aBHCHMOCT OT CTelIeHTa Ha NOBIHARAHE HA NAIHEHT].

CumMnmomMamu4ro leveHue Ha yMepena 00 MHOZ0 MeXCKA 2aCmpoe3odazeanna pe@ryrcra
borecm (cumnmomamuvna T'EPR):

10 mg BeaHExK Ha JeH MpH NauMeHTH 0e3 e3odarut. AKo 3a 4 ceAMHIM He Ce TIOCTHTHE
KOHTPONMHpPaHe Ha CHMIOTOMMTE, MALMEHTsT TpaOBa 1a Obe MONIOKEH HA TOMBIHHTENHU
wicaeasanyg. Cliex OT3By4aBaHE HA CUMITTOMMTE [TOCIENBAI0 KOHTPONHpaHe Ha CHMITTOMMKTE
MO3KE JIa Ce IIOCTUTHE 4Ype3 cXeMa Ha TIPHeM NP Hy»KJa, KaTo ce npueMat no 10 mg reqHbxX Ha

IieH MPH HYXKIa.

Cunopom na Zollinger-Ellison:

TlpenoprunTeHaTa HavalHa 4033 IpH BeapacTHH € 60 mg Beannxk Ha aeH. Jlo3aTa MoXKe Ja ce
DOBMIIY 4pe3 THTPpHpaHe 1o 120 mg Ha AeH BB3 OCHORA Ha MHIWBHAYAITHUTE HyKIK Ha
naguentTa. EqHOKpaTHaTa JHEBHA Jo3a Moxe Na 6bne no 100 mg Ha pen. Joswre ot 120 mg
MOrar Aa HajloxaT pa3neseH npueM — 60 mg nBa TRTH Ha aeH. Jledenneto TpaGea ga
MPORB/DKH, ZOKATO C2 HATHMIIE KIHHHYHH NOKA3AHHY.

Epadurayus wa Helicobacter pylovi:

DNauwerTy ¢ urdekmpa ot H. pylori Tpatsa ma 63aaT noRA0KeHA Ha JiedeHHe 33 EPAIAKALHS.
I[Ipenopwasa ce creanaTa KOMOKHALMA, AaBAHA B IPOXBLIKEHHE HA 7 JHH.

PaGemnpason marpuii or 20 mg aBa MBTH Ha JeH + KuapuTpoMauy 500 mg 48a MbTv Ha JeH U
AMOKCHIMTHH | g nBa BTH Ha NeH.

3a nOKa3aHMATA, H3HCKBALM NMpH/IaraHe BeAHEX JHEBHO, PabHoKCHH CTOMAIIHO-YCTOHYHBR
Tabnerku Tpabea Aa e pHEMa CYTPHH NPEAN XPaHEHe; YCTAHOBEHO €, e YachT OT
JCHOHONIMETO W NPHEMBT HA XPaHa He OKA3BAT BIMSHHE BBPXY aKTUBHOCTTA Ha palenpason
HaTpuii, HO BEIPEKH TOBA TA3H CXEMA Lile YNIECHH [TALMEHTA TIPH ClIa3BaHe Ha JIEYEHHETO.

Bvbpeuno u yepnodpobno yepexcdane:
He e peobxonuma kopekuHs Ha 103aTa TIPH NALMeHTH ¢ 650peyHa WK 9epHOAPOGHa
HEOCTAaTEYHOCT.

Bukre Touxa 4.4 npu ynotpeba Ha pabenpason HaTpuii Ipu JeUEHKETO HA NATIAEHTH ¢ TEKKH
4epHOAPOGHH HAPYILECHHA.

Hleduampuyna nonynayus:
He ce npenopbupa ynotpetara Ha PaGrokcu npu Aena nOpagd JIMIICA HA OIHT OT
H3MOJI3BAHETO MY B Ta3d Bb3PacTOBa Ipyma,

HauwH na opunoskenue
Iepopamuo npunoxesye

HauuenTtare TpsGsa na GBaaT IpeIyNpeeHA Aa He AHBYAT W 14 He pazapos
CTOMAUIHO-YCTOHYHBH TaGNeTKy, a Aa [ CBATAT LETH.

4.3 IlporaBonoxazannsg
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CBPBXYYBCTBHTSIHOCT KM aKTHBHOTO BELIECCTBO HIIM KbM HAKOE OT NOMOIMHHUTE BEINECTBA,
M30POeHH B TouKa 6.1,

PafHOKCHE CTOMALIHO-YCTONIHBH TAOIETKH € IPOTHBONOKA3aH 110 BpeMe Ha BpeMeHHOCT H
KBbpMeHe (8. ToUKa 4.6).

CuenHanHu NpeAynpeRACHEA H HPeANA3HE MePKE NpH ynoTpeta

[NopmiABRaHETO HA CHMITTOMETE OT TeYEHHETO ¢ pabenpa3oN HATpHA He HAKTIOYBA HAIHIHETO
HA 3J10Ka4YCCTBECH npou;ec B CTOMAXA WIH B ,RBaHaJIece’I‘Ollp'LCTIﬂ{lﬂ; nopa,uu TOBA BE3MOKHOCTTa
OT HAJTHYME Ha 37I0Ka4YecTBeHO 3a00masane Tpabea Aa Ghe N3KMOUEHA PeaH 3anouBaHe Ha
nedeaHeTo ¢ PaGHoKCHH.

[MaimenTHTE, MPOBEKAALIH IBITOCPOUHO JieueHne (0cobeHOo eKyBaHUTe [OBeYe OT FOJIHHA),
TpabBa na OBAAT MO peAOBHO HalMOAEHHE OT IeKap.

He Moske 1a ce H3KIOYH PUCKBT OT PeaKIMH HA KPHCTOCAHA CBPhXIYBCTBHTEHOCT ¢ APYTH
nHxHOuTOpH Ha nporonxara moMna (M) um ¢be 3aMmecTeHM GeH3MMHAA30/H.

IauuenTyre TpaOBa aa OBIAT IPEIYTIPEASHH N2 He THBYAT M Ja He pasapobasat PabuokcMa
CTOMAMHO-YCTOHYHBY TabNeTKH, a 1A TH FEATAT LENH.

eAuaTpyuvHa nonyNanys
Pabenpa3o/r HaTpHii CTOMAIIHO-YCTOHYMBH TAaOIETKH He C¢ NPETIOPLYBA 33 NIPWIATAHE TIPU

Aeia, TeH KaTo JAHIICEA OITHT OT H3TON3BAHETO MY B TA3H BB3PACTOBA rPyIa.

B 0CTMApKETHHIOBHSA ITEPHOR HMA CHOUICHHA 32 KPBBHH JHCKPA3MH (TPOMOOLIMTONSHHS K
HeyTpOneHus). B mo-rogsMara 9actT OT ciaydaure, KOraro He MoxKe Ja ce BaeHTH(ULEpa apyTa
NPUYHHA, TE3H CEOMTHA ca Ornn 6e3 yCaoaHEHHA H ¢a OT3BYHIH NPH NPeKpaTaBaHe Ha
npueMa Ha paberipazon.

B knuHMynATE H3MHTBAHAS ca HAOMIOKaBaHH OTKIOHEHHS OT HOPMATA HA HEPHOAPOGHATE
€H3MMH, KaTO 3a TAKHBA ce choOmaBa H clex paspeinapaue 3a ynorpeba. B no-ronsmara 4act or
CIIy4aMTe, KOTaT0 HE MOXE [ia ¢¢ MISHTH(MUIHpA APYyTa NPHYHHA, Te3H CHOHTHA ca G Ge3
YCIOMKHEHHA H ca OT3BYYAITH ITPH NPEKPaTABAHS HA NpHEMa Ha palenpasoi.

He ca naGmonasanM ChINECTBEHH, CRBEP3AHH ¢ ISKAPCTBOTO IPOOIEMH IO OTHOIICHHE Ha
$e30MacHOCTTA TIpH NPOYURAHE BEPXY NMALMEHTH C JIEKH 10 YMEPEHH YepHOAPOSHH YBpeK TAHMS
B CPaBHEHHE ¢ HOPMAJIHM KOHTPOIH, CHOTRETCTRAIIH N0 BE3pACT M NoJL. Thit kaT0 nHNcBar
KJIHHIYHH A2HHH OTHOCHO yTioTpebara Ha paGenipason HaTpuii 34 neueHHe HA NALHESHTH ¢
TEXKO YBpexkJaHe Ha YepHORPOOHHTe QYHKIMM, CHBETEA C¢ MPEANHCBAIMAT Na JeHCTRa ¢
TIOBHILICHO BHHMAHWE NIPH IEPBOHAYAITHO 3aTI09BaHE Ha NeyueHneTo ¢ PabuokewH npu Taxuea
MALMEHTH,

He ce npeniopbusa eHoBpeMeHHO npiviarake Ha aTa3aHaBup ¢ pabenpason HATPHI (BK. TOYKA
4.5).

Jlevernero ¢ UIII1, xmouuTento PaGhokcHH Moke 12 NOBHIIM PHCKA OT CTOMAIHO-YPeBHH
ungexmmn Kato Salmonella, Campylobacter w Clostridium difficile (x. Touxa 5.1).

HIIT], ocobeno ako ce M3NON3BAT BBB BUCOKH JO3K ¥ 32 NPOIL/DKKTENHA yToTpeSa (>1
FORHHA), MOTAT YMEDEHO J1a IIOBHILAT PHCKA OT hpaxTypu Ha TasoGefpenara c1aue

M rpB0Raka, peluMHEO NPH NANHEHTY B BATIPEHATIA BB3PACT ITH NIPK Ha
ROKasany puckoBH (akropH. [Ipoyusanus nokassar, yve MIIIT Morar na

daxropu. IlawpeHTH ¢ NOBHIIEH PHCK OT ocTeonoposa TpORa Aa Monyua
CBOTBETCTBHE CBC CHBPEMEHHTE HACOKH 32 100Da KIHHHYHA TIPAKTHKA M
alleKBaTeH MpreM HA BUTAMHH J| M Kamigii,
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XAnomarsesneMusl

Texka XunoMarsesHeMHs ¢ AOKAABAHA TIPH NALMEHTH, IEKYBAHH ¢ HHXHOHTOPH Ha
npotoHBara nomia (MIIII) karo paGenpason 3a Hail-MANKO TPH MeceLia, U B TIOBENETO CJTydaH 34
enHa roguHa. Cepro3HH NPOABH HA XMIIOMAarHe3HeMus KaTo yMOpa, TeTaHus, JeIupHyM,
TbPUOBe, BHEHE Ha CBAT M BEHTPHKYJLIPHA APHTMHA MOTAT A4 ce TIOABAT, HO T¢ MOTAT Jia
3aT0YHAT KOBapHo M Ja ce npeHebpernar. [Ipu Hail 3acernaTuTe naimeHTH,
XHIIOMAarHe3HMEMHATA Ce NOROOPARA clIe/ 3aMECTBaHe Ha MarHE3Hii M TIpSKpaTABaHe NPHeMa Ha
HITI.

Tlpu naupeHTH, 38 KOUTO ¢& OYaKBa J1a OBAAT Ha IPOABDKHTEIHO JIUeHHE WIH KOHTO IPHeMaT
HITI] ¢ qMroKCHA WK NEKAPCTBa, KOMTO MOTAT A2 NMPHYHHAT XMIIOMArHe3MeMHA (HAIIp.
AEYPCTHIH), METHUIHCKATE CIIENHATHCTH TpAOBa Ja HMAT NpeJBH] H3MepRaHe Ha HUBATA Ha
MarHesuid, npead 3anoyBae Ha neyerme ¢ MIITT v nepuonuuso no BpeMe Ha TeTCHHETO.

Ennospevenna ynorpeda na padenpason ¢ METOTpEKCAT

JIntepaTypara npeanonara, ye efHospeMeHHaTa ynotpeta va HITH ¢ MeToTpekcar (HpeAHMHO
IIPH BHCOKA J1033; BK. HHGOpMALMA 33 MPeANHCBaHE HA METOTPEKCAT) MOXKE A& MOBHIIH H
YOBJLKH CEPYMHHTE HHBA Ha METOTPEKCAT H / HITH HeTOBH META0OTHTH, KOETO MOXE 18 AOBERE
A0 TOKCHYHOCT OT METOTpeKcaT. [IpHIOKeHHETO Ha METOTPEKCAT EBB BHCOKH KO3H MOXKE Ja
JAoBene 10 speMenHo cnvpane Ha HITTT opyi HAKOH NalHeHTH.

Bauanne Rppxy aGeopOuuara na BHTAaMuE B12

Pa6enpason Hatpuit, KaTo BCHYKH KHCGTHHHO-0IOKMPALITH JIEKAPCTBA, MOXKE J1a HAMAJTH
abcopbimanrTa Ha BuTaMAH B12 (urankobanamur) nopagy xumo- wiH a- xnopxumua. Tosa
Tpa6Ba A2 ce HMa [IPeBH/ IPH MAMHEHTH ¢ HAMAISHH TeJIECHH 3allacy Ha BuTaMuH B12 win
prckoBH (axTopu 3a MoHMWKeHa abcopbums Ha BUTaMuH B12 IIpy ABArOcpoUHa Tepamua Wik
HaIHYHe Ha ChOTBETHH CHMITTOMH.

Cybaxyren xoxen aynyc epuremaroaec (SCLE)

HITII ca cevpaann ¢ MEOTO penku ciayyvan Ha SCLE. Axo ce nospaT fne3nu, ocoGeHO B yHACThIM
OT KO3KATR, H3I0XKECHH HA C/THHYCRH JIYH, M aKO Te ca ChIPOBOJEHH ¢ GOJKH B CTaBMTE,
NauAeHTHT TPpAbBa He3abaBHO Ja MOTHPCH MEIHUMHCKS MOMOK ¥ MEULMHCKHAT CHELHAINCT
cnesisa aa oOMuC/IM ciHpane Ha Npuema Ha PaGuokenn. CyGakyTen KoxeH Iymyc
EPHTEMATO/eC HACTHITWI cael npenxoqHo nevenue ¢ I, moxe na ysemuym pucka ot SCLE
npH ynorpeba Ha npyru WL

Mosansasane Ha JabopaTopau wicnenBAHAN

TNosumeroTo HABO Ha XpoMorpankH A (CgA) Moke 1a TIOBIHSE HA W3CTeABAHKATA 33
HEBPOEHNOKPHHHH TYMODH. 3a Ja ce u30erHe TakOBa B3aUMOJIEHCTBYS, IEUEHHETO ©
pabepriazon TpaGea na ce cnpe BpeMeHHO HaH-Mako 3a 5 JTHK NpeH ONpeaeNIHeTo Ha CgA
(Bx. Touka 5.1). Ako HHBaTa Ha CgA W racTpuHa He ca C& BE3CTAHOBW/IH B pedepenTHUTE
TPaHALM Cie]l MEPBOHAYANHOTO Onpeeate, H3MepBaHeTo TPA6Ba 1a Geae MoBTopeHo 14 guR
Clle/l cIMpaHe Ha Ne4eHHETO ¢ HHXHOUTOP Ha MPOTOHHATA NOMIIA.

Harpuit
Tora nexapetso chanpia Mo-mMako of 1 mmol vatpuii (23 mg) B eana TabneTka U
NPaKTHIECKH MOXE J1a C& CUHTa, 4e He ChIbPIKa HATPHIL

Baaumonelicrae ¢ Apyru ekapeTBenn npoayKTH M APYrE ¢dopmn Ha B3a
PaGenpazon HaTpuii peaM3BHKBA MOIIHO W ABITOTPAHHO HHXHOHpPaHe HA KH:
CeKpELA Ha cromaxa, Moske Aa HACTBIAT B3aUMOAEHCTRIS ¢ BEIECTBA,

3asucH oT pH. ExHospemennoTo npunarane Ha paGenpason Harpuii ¢ Keto
HTPAKOHA3O/ MOXKS [a AOBE/IE A0 3HAUMTENHO TIOHMKABAHE Ha ILTA3MEHHTE
AHTHMHKOTHUMTE. [Topaay ToBa Npu oTaeHWTE NAMEHTH MOXE A Ce HANO
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38 g Ce ofIpeJieH JajH ¢ Heobxomima KOPeKIHA Ha NI03aTa IIpH e[HOBPEMEHEH IPHEM Ha
KETOKOHA30/1 WiIH HA HTPaKOHA307 320 ¢ PabnokcuH,

B KIHHHYHH H3UTBaHMA €HOBPEMEHHO ¢ pabenpason HaTpuii ca NpHIAraHH aHTHALTHH
cpeAcTBa ¥ NPH cleumdAyuHo NpoydBaHe BHpXy B3aMMOAeCTBUATA OT THIIA JEKAPCTBO-
JIeKapcTBO He €A YCTAHORSHH B3aHMOEHCTBHS C TeUHM aHTHALMAHH CPe/ICTBA.

EaHOBpeMEHHOTO MpHiiaratie Ha atasaHasp 300 mg/puroHapmp 100 mg 3aeaHo ¢ oMenpason
(40 mg BexuBxK Ha AeH) WK aTazaHapHp 400 mg 3aeqHo ¢ nakcompason (60 mg BENHEX HA ACH)
NIPH 3ApaBH 1o0poBOIIIM € AOBENO B PE3YITAT A0 3HAYMTENHO HaMANABAHE Ha eKCIO3ALHATA Ha
arasaHaBup. AGcopOnuATa Ha aTazaHaByup 3aBucH oT pH. Benpeku ye fmmicBar opoy4saHus,
noNoOHY pexynTaTH ce ouaksart H ¢ Apyrd KIIIIL. [opaau topa HIIIL, Brmowirenso 0
paGerpazon, He TpabBa Aa ce MPIAraT eXHOBPEeMEHHO ¢ aTasaHaBup (BxK. Tovuxa 4.4).

Merotpekcar

KmuHHqHA CityyaH, IyO6nuKyBaHH $apMakOKHHETHYHH NPOYYBAHHSA HA HACENEHHETO 1
PETPOCHECKTHBHYE 2HAITH3H AOITYCKAT, Y€ eHOBPEMEHHOTO MPUIOKEHAE HA HHXHOHTOPH Ha
FPOTOHHATA NIOMIIA M METOTpeKCaT (IPENMMHO IPH BUCOKA 1033; BXK. HHbOpMaLua 3a
TIPSIIMECRAHE Ha METOTPEKCAT) MOJKE Jia TIOBHITH ¥ YIB/DKH COPYMHHTE HHBA HA METOTPEKCAT M
/ WiIA HeTOBHA MeTabOIHMT XMAPOKCHMETOTpekcaT. Benpeku TOBa, He ca MPOBEKIAHH
O(HIMAIHH NPOYIBAHHA 33 JICKAPCTREHH B3aMMOJICHCTRHA HA METOTPEKCAT ¢ WHXHOHTOPH Ha
IPOTOHHATA [TOMTIA.

QepruaMTeT, GpeMEHHOCT H KbpMeHe

Epemennocm

Hsma nanuu oTHocHO GesonacHocTTa Ha pafernpazon Mo speMe Ha SPEeMEHHOCT HPH HOBEKa.
PenpoxykTiBHY NIpoy4YBanis IpH [LIBX0BE H 3aiilH HE 1I0KA38aT MPAKC HITH HENPAKO BPEHO
BB3ACHCTBHE BBPXY IUTOAOBHTOCTTA WiH YBpEKAAHE Ha 103, ALKALIH ¢ Ha pabenpazon
HATPHIii , BRUPEKH 9e TOH NPEMHHABA B HHCKA cTelleH npe3 deTo-InalleHTapharta 6apyuepa npu
wrbXoee. PaGuokcHH e npoTHBONIOKa3aH 1o BpeMe Ha GpeMeHHOCT (B, Touka 4.3), -

Kvpuene
He e usectno nam paGenpason HaTpuii ce oraens B MaituuHoTo Mitsko. He ca mporexxnanyu

TIPOYHBAHUA NPH KbpMenM xkexu, Pabenpason Hatpuii o0ade ce oTaens B cekpeTa OT MICUHUTE
XNe3u Mpu mrkxose. ITopann ToBa PaGuokenH He Tpsbea na ce ynotpe6asa no Bpeme Ha
KBEPMEHE (BXK. ToUKa 4.3).

Edexrn pnpxy cnocobnocrra 3a modgupane n paéora ¢ MamMpHA

Ha 6asara na dapmakogusaMIMHITE My CBOficTBA H NPOHITA Ha HEIKETAHHTE EKAPCTBOHA
peaKyy MajIKO BEPOATHO ¢ paGenmpasost HaTpHii 18 NpeIH3BHKA HApyiiaBaHe Ha cllocobHOCTTa
3a modwupane uaK crnocoGHOCTTA 33 paboTa ¢ MAIMHEA. AKO BBIPEKH TOBA HACTHIH
HapyIiaBaHe Ha GAUTETHOCTTA NOPAAH CHHIMBOCT, NPEIOPLYUTEIIHO € 1a ce W3Garear
modupane u paboTa CBC CHOKHY MAIHHH,

Hezxe1aun JleKapeTBEHE PeaRHR

Pestome Ha npodina Ha GesonacHoct
Haif-4ecTo ch00IMaBaHKTe HEXeNaHu IeKAPCTBEHH PEAKLHH 10 BPEME HA KOHTPOIUPAHK

KTARWYHE W3NHTBAHKA Ha palenpason ca 6 rnaBoGonue, AHapHs, KOPEMHH GOIKH, ACTEHNS,
¢natynenuus, oSpus U cyxota B ycrata. [lo-ronaMaTa 9acT oT HeXeNaHUTe CHEHT

TIPEXONEH XapaKTep.

Tabnu4eH CIMCEK HA HEKETAHUTE PeaKiHH
CrieiHire HeskenaHu Peakii ca chOOWIEHH OT KITHHUYHH HOpOYIBAHHA H OT
nepHoaa crea myckKaHe B ponaxia.



Kareropuure 1o uectora ce aehuuupar karo: MHoro sectd (=>1/10), Yectu (=1/100 no <1/10),
Heuectu (> 1/1000 zo <1/100), Pexxu (= 1/10 000 mo <1/1000), Muoro peaku (<1/10 000), C
HeH3BECTHA 4ecTOTa (OT HATHYHYTE JaHHH He MoXe J1a Oblie HallpaseHa OlIeHKa).

Cncremo-opraneﬁ[ YeerH Heuectn Penkn Muoro C Hem3BecTHA
KJaac peaKs qeCcTOTR
Hadexnun n Hadexmms
addecTaiuH
Hapywmeuns us Heytponerus,
KPbLBTA M JleBxonenus,
aamepaara TpoMGouMTOTIeHHS
cHCTEMA Jlepkoumrosa
Hapymennas da CBpBXUyBCTBHTEN
AMYHHATA HoeT!?
CHCTEMAR
Hapymenng na AHopeKcHA XHIOHATPHEMHA,
meTabonn3ma n XymomMarHesneM
IpaHEHETO Hi
Tlenxugun Bescehne Hepsroct Henpecus Ob6Bprasoct
HApYUI¢HHA
Hapymenua ua |[['nasoGonue, |CrrnmnBocT
HepBHATA 3amasHOCT
CHCTEMA
Hapymienus na 3pHrenHa
0uHTe HAPYIICHUS
Chposn Iepudepru
RapyWeHns OTOLH
Pecnaparopnn, |Kaunnnna, Bpomnxur,
TPBIHH H DapHHTHT, Cunysur
MeAMACTHRAINN | PUHAT
HApYWeHAY
Cromamuo- Jnapus, Hucnenicua, {lacrpwr, Muxpockoncku
qpeBHA Ilospsmiage, |Cyxora B yera {Cromarur, KOJIUT
HApYmeHAs Taxene, 1a, Epykranma | Hapymen Bkyc
Kopemun
SonxH, 3anex,
Onarynennms,
Tlonumm va
IBHOTO
(¢rynnyca) na
cTOMaxa
(mo6pokavecTs
€HH)
XenaToGHaHaApHE Xenarwr,
HADYIMIEHHS XKonrenuna,
XenaTHTHa
enuedanonarvs’
Hapyumenns ua O6pue, Crpbex, Epurema
KOMATA H Epurema’ Hanotasane, myaradopme,
HOIKOKHATA Bynosuu peakumu® | Tokcuyma
ThKAH ETTHACPMOHE,
KpoaHia
(TEN),
CHEapoM H




Johnson (SJS)

Hapymenns na  |Hecnenudra | Muanrus,
MYCKYJIHO- Ha Gonka, Kpammu Ha
CKeJIETHATA Bonka Kpakara,
CHCTEMA H repoa ApTpanrHi,
CHeAHHHTEAHATA $paxtypa Ha
TBKAH 6eaporo,
KHTKaTa HIn
rpEOHATHHA
creab?
HapymeHnns Ha Hugexmun Ha | MaTepcTuinaneH
OnLOpenuTe 1 TMHKOWHHTE HedpuUT
NHKOYHHATE MTHTHIA
OLTHIA
Hapymenns Ha T nHeKOMacTHA
BhL3NPOU3BOAHTE
HATA CHCTEMA U
rbpAaTa
O6mn AcTeHns, I'ppana Gosnka,
HAPYIICHAAA H I'punonono | Brpucane,
edexTH Ha HH PebpuinteT
MACTOTO Ha 3abonaBaHns
HpPRJIOAKEeHHAE
Macneapanns ITopamenu un |Hannapane va

Ba Ha
YEPHOAPOOHHTE

eH3MMH®

TErno

! Bixoypa NoAyBaHe Ha JHIETO, MOHIKEHO KPBBHO HAJATaHE M AMCIHEA,

? EpureMara, GyII03HATE PEaKLMH H PEAKIMHTE Ha CBPHXUYBCTEHTETHOCT OGMKHOBEHO €
OTMMHABAITH CJ1€]] NPEKPATABAHE HA TEYECHHETO.

? Pentkyt cpofImenns 3a xenataia cunedaionarus, MTONY9eHH OT [IAHEHTH ¢ o0ycraBqina
gepHOAPOoGHa wHpo3a. [lpH Tevenye HA NAUMEHTH C TEKKO YBPEXKAGHE HA yepHOAPOOHMTE
yHKUHH C¢ CHBETBA PECANHUCBALIMAT /12 eHCTBA C NIOBUIICHO BHUMAHME IPH ITEPBOHAYATHO
3a1104BaHeE Ha JIeUeHHETO ¢ PabGHOKCHH NpH TAKHBA MALMeHT! (BK. Touka 4.4).

4 Box. Cnieumann nipeynpesxaeHus u TIpEANAa3Hu MePKH NpH ynoTpeda (4.4)

Crobmapane Ha NOAO3NPAHH HEKEAAHH PeakKUHH

CrobwiasateTo Ha IIOJ03UPAHH HEKENAHH PEAKIWUH CIIe paspemiarade 3a ynorpeGa ha
NEKAPCTBEHUA NPORYKT € BaXkHo. Topa no3poisBa 1a npoxbixu HAGMOACHUETO HA
CBOTHOLICHHETO TIO/I32/PUCK 32 IEKAPCTBEHAS TPOAYKT. OT METHIIMHCKUTE CIICLMATHCTH Ce
M3HCKBA J1a ChOOIMABAT BCAKA MOJO3HPAHA HEwKelaHA PeaKIia upe3 HALMOHATHA CHOTEMa 38
cvollnanane:
H3mb/THHTEIHA areHINs 00 JIEKApCTBATa
yi. . Jamsas I'pyes” Ne 8,
1303 Cogmis,

e +35928903417,
yebeaiiT: www.bda.bg.

4.9. IlpexozupaHe
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K©M MOMeHTa MMa OrpaHH™eH OTHT IO OTHOLIEHHE HA CH3HATEIHO WM HEBOTHO MpeJo3HpaHe.
VYeranoBeHaTa eKCO3MLMA He e Haqsumapana 60 mg qBa iTeTH Ha AeH wm 160 mg peqHbK Ha
JeH. Edextire KaTO 110 ¢a MHHMMAJIHM, OTPA3ABRAlNH H3BECTHHA MPOPIUT HA HEIKETAHHTE
JIeKapCTBEHA peaKuny B ofpaTtuMul §e3 JOMBIHKTETHA MEJHLIMHCKA HaMeca. He e m3Becten
crenuprueH arTaoT. Pabenpazon HATpuii BMa BHCOKA CTENEH HA CBBP3BAHE C TIA3MEHHTE
GenThI 1 MOPaIH TOBA HE € JISCHO Aa 6ne Auanuaupad. KakTo mpH BCEKH cayuail Ha
npexo3ppaHe, NedeHHETo TPAGBA Na € CHMITTOMATHYHO, KAaTO ¢e IPMIAraT i o0LIoyKpenBaly
MEPKH.

®APMAKOJIOI'MTYHEHA CBOMCTBA
PapMaKkoAHHaMHYEH cBOflcTRa

(DapMmaxoTepaneBTHYHA TpyIa: XpaHOCMUIIATENEH TPAKT U METaOONHIBM, JIEKapCTsa 34
NENTHYHA 9384 U TacTpoe3ogareanya pepmykcHa 6onect (IEPB), uxxubGuropu na nporonsara
nomma, ATC xox: A02 BC0O4,

Mexann3LM Ha gelicTere:
Pabenpasosn narpyii IPUHAZIEKH KBM KJ1aca Ha AHTHCEKPETOPHH BEIIECTRA, NPOACTABIIABALTH

3aMecTens DeH3MMHE/Ia30/H, KOWTO He NIPOABABAT aHTHXONMHEPriYHE WM Ho-XxucraMun
AHTArOHMCTHYHH CBOHACTEBA, A MOTHCKAT KACEIHHHATA CEKPElIUA B CTOMAXa 9pe3 CIeLH(HHO
nHxHOupase Ha elsnma HY/K'-AT®a3a (KncenvMuHATA WM NPOTOHHA NOMITA). EQEKTET ¢
R0303aBHCHM H BOZM [0 HHXHOMpAHE KakTo Ha Ga3anHaTa, Taka M HAa CTUMY/IMPAHATa
KHCETMHHA CeKpelns, He3aBMCHMO 0T cTuMyJa. [IpoyuBaHisTa MpH JKMBOTHH [IOKA3BAT, 4
CIeX NpunaraHeTo My, pabenpason HaTpuii 6BP30 HAMYCKA KaKTO [UIA3MAaTa, TAKa M CTOMAINHATA
nuraeHU2. Karo cnaba ocnosa pabenpason ce pesopGupa Gbp3o cllen NPHEM Ha BCAKA 1033 K 06
KOHUCHTPHPA B KHCEIHHHATA CPefia Ha NapHeTATHATe KieTky. PaGenpazon ce npesphiua B
aKTHBHATA CH popma CyIpeHaMia Ypes NPOTOHMPAHE U CIIEI TOBA Pearnpa ¢ HATMMHHIA
LHCTEHH OT FPOTOHHATA IIOMIIA.

Anmucexpemopra axmusnoCcm: HAYAIOTO HA AHTHCEKPETOPHIS edeKT HACTHIIRA IO SAMH Uac
Ci1es nepopaio IpHIarane Ha aosa or 20 mg pabenpazon HaTpuii , KaTo eeKTLT e
MakCHMAJIEH B ITBPBUTE J1Ba R0 YeTHPH 4Yaca. Mxubupanero Ha OasanHaTa ¥ HA CTUMYJIHpaHaTa
OT XpaHa KHCEeTHHHA CeKpelld 23 yaca cliell IpheM Ha spBaTa o3a pabenpason Hatpuil e
CBOTBETHO 69% B 82%, KaTO MHXAGHpPaHeTO IpoRLKaBa 0 48 yaca, Mixuburopuust edext
Ha paGenpason HATpl BLPXY KHCE/HHHATA CeKDelis HAPACTRA JIEKO IPH MHOTOKPATHO
HpHIATaHe HA €JHOKPATHATA AHEBHA 1032, KATO CeH TPH JHY ce [JOCTUTa YCTOHUHBO
PaBHOBECHO CBCTOAHHE Ha HHXHOupaHe. [1pi npexpardBaHe Ha IpUeMa, CeKPETOPHATA
aKTHBHOCT C& HOPMATIHIHpa B paMKHTE Ha 2 1o 3 gum.

llowinkenara cToMaiuta KHCETHHHOCT NOPaj KaKBHTO M 12 € NpUIHEY, BKIouHTe 0 UIT
kato pabenpason, noBHITaBa Gpos Ha GakTepHUTe, KOMTO OBHKHOBEHO MPUCECTBAT B
CTOMAITHO-4peBHUA TPaKT. Jleuenrero ¢ MIIII mozxe Aa HOBMIUM PHCKA OT CTOMANITHO-YPERHH
urexuuu kato Salmonella, Campylobacter n Clostridium difficile (B3x. TOUKa 4.4),

Eghexmu na cepymuun zacmpun.
Ulpyt KTHHAYHY H3TUTBAHNA TAUMCHTHTE Ca GIUTH OAROKEHH Ha JICYeHHe ¢ TPHIATAHE BEIHBA
Ha AeH Ha 10 wiu 20 mg pabenpason sarpuil ¢ npoxpmkuTenROCT o 43 Mecera, Ilpes nvpeure
2 110 8 ceaMHIA CEpYMHHTE HABA Ha raCTPHAA Ca HAPACTBANH, KOETO OTpassRa HHXHGHTOpHHA
edeKT BEPXy KHCETHHHATA CEKPELHA, H Ca OCTANANH CTABHIHH 1Ipe3 NEPHOAA Ha :
eKapcTROTO. CTOHHOCTHTE HA FaCTPHHA Ce Bh3CTAHOBARAT 0 HHBATA CH NpeaH
OOMKHOBEHO 1 110 2 COAMHLH CeR IPEKpATABaHe Ha NeYeHHETO.

Hpes cToMaIIHE GUONICHM OT XOPa, BIETH OT AHTPYMA  OT ¢$yHxyca Ha Hag 500
MOIyHaBAIH 34 CPOK 0 8 CeaMHUUH HITH pabenipasant, WITH REKapCTBOTO 38 Cpant
OTKPHBAT [IPOMEHH B XHCTOJOIMATA HA €HTEPOXPOMA(GHH-TION0OHIHTe KIETKH, B
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TACTPKTA, B Y6CTOTHTE Ha aTPOQHHCH racTPHT, IpeBHA METAILIA3MS WY B CTPYKTYpaTa Ha
undextmute ot H. pylori. Hpu uan 250 nanpenTy, npocieadsany B NPONLILKeHRE Ha 36
Mecelia [P HeNPEKbCHATO JIEUSHHE, He €4 YCTAHOBEHH 3Ha4MMH NPOMEHM B HAXO/IKATA CIIPAMO
H3IXORHOTO HHEO,

Hpyeu epexmu.

Ho MOMeHTa He ca yCTaHOBEHH CHCTEMHH edekTH Ha pabenpason Hatpuit Bepxy LITHC,
ChPASYHOCHIOBATA H AMXATENIHATA CHCTeMA. Pabenpazo/ HaTpHii , IpUIaraH NepopatHoO B 1032
ot 20 mg B MpoaBILKEHHE Ha 2 CEAMHIM, He € OKazal edekT REpXY dyHKIMUTE Ha
(ATOBMOHATA AUIE3a, BRIVIEXUAPATHATA OOMAHA HIIH LHPKY/IMPAIIMTE HUBA HA NAPaTHPSOHIHAA
XOPMOH, KOPTH20JI4, €CTPOTeHHTE, TECTOCTEPOHA, MPONAKTHHA, XOIEeIMCTOKMHHHA, CeKpETHHA,
F/IOKarotHa, honukynocTaMynupainus xopmon (FSH), myrenuusupaniia xopmou (LH), penuna,
ANIOCTEPOHA HITM COMATOTPOITHAA XOPMOH.

HanuTBaHKA TIpH 3paBH A00POROIILM Ca NOKA3AINH, ue pabenpazon HaTpHii HE y4acTBa B
KIHHMYHO 3HA4YHMHU B3auMoneiicTRIA ¢ amokcHiinH. PaGentpazon Hama HeOnaronpusren
e)eKT BEpXy TIIa3MEHHTE KOHICHTPALMH Ha aMOKCHIIMIIME B Ha KTAPUTPOMHIMH IPH
CHBMECTHOTO My IPHJIaraHe ¢ Liell epagHKaluds Ha Hadexlus ot A. pylori B ropHus OTIET Ha
CTOMAINHO-YPEBHHMA TPaKT.

Tlo Bpeme Ha ICYCHHE ¢ AHTUCEKPETOPHH JISKapCTBSHH MPO/AYKTH racTpKHHA B CepyMa ce
NOBHINIABA B QTTOBOP Ha NOHMIKeHATa KUCENIMHHA CeKpeli. B pesynrar Ha HamaneHaTa
CTOMAIIIHA KHCEIMHHOCT Ce MOBHINAaBa U HHBOTO Ha CgA. [NosuinenoTo muBo Ha CgA Moxe 1a
HOBJTHsEe HA M3CIICBAHAATA 32 HEBPOSHIOKPHHHH TYMOPH.

Hamuunure nyGnuKyBasy JaHHH NMOKA3BAT, 4¢ MPHAATAHETO HA HHXHOHTOPH Ha IPOTOHHATA
nomna Tpadsa ia ce MpeycTaHOBY MEXKAY 5 AHH ¥ 2 ceqmuuy npean usMepsane Ha CgA. Toea
¢e IMpakH ¢ uen HuBaTa Ha CgA, KOHTO MOTAT [a ca JTBXJIHBO NIOBHImeHH ciiel ieverue ¢ WTITT,
ca € BB3CTAHOBAT 10 pediepeHTHHTE CH MPAHMIH,

Ilenuarpryna modyaaims
Esporneiickata Arequms ro Jlekapersata € 0TCPOYIIA 32 IBJDKEHAETO A CE NONANAT PE3YIITATH

OT HINHTBAHHUA ¢ pePEPEHTHMS NIEKaPCTBEH IPONYKT, CHABPKAIN pabenpason HaTpyuli, mpy enHa
MJIH [I0BEYE BE3PACTOBH IPYNH NeNHATPHYEA NONYNAIAs 34 JIeYeHHe Ha racTpoesodareaina
petaryxcna 6onect (Bk. Touka 4.2 0THOCHO HHpOpMai 3a ynoTpeba Iy nexHaTpHYIHA
ToNyalMs).

Esponefickara Arenins no JlekapcTeata € OTMEHIIA 3aJB/DKEHHETO [1A C¢ IOJAAAT PESYATATH
OT M3MMTBAHKA ¢ PeepeHTHHA ICKAPCTBESH IPOAYKT, ChABPKAl pabenpason HaTpuii, npu
BCHYKH BL3PacTOBH IPyIH [IeIHATPHYHA Oy IAIMA 32 NeUeHre Ha CHHApoM Ha Zollinger-
Ellison, a38a Ha fBaHAN€CETONPHLCTHUKA M 1384 HA CTOMAxa (Bk. Touka 4.2 OTHOCHO
undopMauma 3a ynorpeba Hpu neHATPHIHA NOMyAIEs),

PapmaKOKHHETHYHH CBOKCTBA

Abcopbimg
PabuokcuH CTOMAUIHO-YCTOHYMBH TAGNETKH © fekapcTBeHa (opMa Ha pabempason HATpH,
TIpeICTAB/ARAIIA TAGIETKH C EHTEPHHHO (CTOMAIIHO-YCTouMBO) nokpuTHE. Tasu dopma Ha
BLBE#NaHE ¢ HEOOX0MMa, THH KaTo paGenpason e HeyCTOHYMB B Kucela cpena. [lopaiH Toea
paGenpason 3anousa fa ce pe3opdupa, cex kato TabneTkara HamycHe cromaxa. AGcop6uusra ¢
6Bp3a, KATO MaKCAMAJTHUTE TTASMEHH HHRA Ha PaGenpason ce HOCTHraT NpubIH3HTe o 3,5
Jaca ciiefl mpuem Ha x03a ot 20 mg. MakcHMaTHHTe MIA3MEH KOHIEHTPAHH {Crax) H2
paberpazon i iourra nop kpusata (AUC) ca THHEHHH B Z030BHS uyTepsan or 10 no 40 me.
AbcomoTHaTa GHORATHYHOCT NPy NepopalTHa 1034 OT 20 mg (B cpaBHEHUE C nage q
TPHIOKCHHE) € 0K00 32% Mopaj II0-BHCOKATA CTENEH HA MPEICHCTEMEH M
AonnHeH e, GHOHATMHOCTTa He TIOKa3Ba IOBMIABAHE NIPH MHOFOKPATHO
3ApaBH HHIHBAIH IVIA3MEHHUAT TOTYXKHBOT ¢ NPHOIHM3UTE/IHO eaMH dac {OT
OBLIMST KIMPBHC B OPraHU3MA CE H3UMCINBA Ha 283 + 98 ml/min. He ca Gt




KIMHAYHO 3HAUMMH B3aHMOOEHCTRHA ¢ Xpaud, AGcopOimara Ha paGenpason atprii He ce
BIIBAE HUTO OT [IPHEMa Ha XpaHa, HUTO OT 4aca HA MPHIaraHeTo My.

Pasnpenenenue
Hpubnusurenno 97% ot pabenpazon ca cBLP3aHU ¢ WIa3MeHHTe GeIThIIA.

Buorpancdopm:

Pabenpa3on Hatpwii, noxo6HO Ha APYTH peACTABHTENM OT TPYNATa HA HHXHGHTOPHTE Ha
IPOTOHHATA NOMIIa, Ce MeTabonuanpa upes muroxpoM P450 (CYP450) crcTemara Ha
YepHOApOOHHS JIeKaPCTREH MeTabONH3IBM, TIpOYHBAHHA in Vitro ¢ YOBELIKM HePHOAPOGHH
MHKpO30MH TIOKa3BaT, de pabenpason HaTpuii ce MetaGonusupa or uzoensumure Ha CYP450
(CYP2C19 u CYP3A4). Ilpu Te3u npoyHBaHKA B KOHLIEHTPALIAM, CHOTBETCTRALH HA
OYaKBAHATA IIA3MeHa KOHLIEHTPAIHA IPH Xopa, pabenpa3on HHTO HHIYLMpa, HUTO PHXHOHpa
CYP3A4; u npH Bce Ye NIPOYIBAHMATA in Vifro HEBUHAH YMAT NPOrHOCTHYHA CTOWHOCT 32
TIOJIOKEHHETO in Vivo, Te3d PE3yNITaTH NIOKA3BAT, Y€ HE e OMAKBa B3aMMOAeHCTRHE MEXAY
paGenpazon ¥ uukiocnoprH. IIpu xopa ocHOBHHTE IUTasMenu MeTabomuTy ca THoeTepsT (M1) B
xapOokcHiosaTa Kucenuna {(Mé6), a BropocteneHnuTe MeraGonary cynpon (M2), nesmerHn-
THoeTep (M4) M KOHIOTATET ¢ MEPKAaNTYpOBa KucemkHa (M5) ce cpelar B I10-HHCKH
KoHileHTpaliK. Enanctreno nesmernn-mMerabonur (M3) npospsea cnaba anTucexkperopua
AKTHBHOCT, HO TOH HE ce OTKpPHBA B [U1a3MATa.

Enumunypane

Cnex exnoxpaTHa nepopansa 103a oT 20 mg Genssan ¢ C paerpaszon HaTpuii e ycTaHOBEHO,
4e HAMa OTJeJIIHE HA JICKAPCTBOTO B HENpPOMeHeH BU B ypuHara. Oxono 90% ot npuerara
H03a ¢ OTARNST C YPHHATA, OCHOBHO noA ¢opmaTa Ha ABa MeTalonHTa: KOHIOraT ¢
MepkanTyposa kucenHHa (MS) u kapBoxcrnosa kucennna {M6), moc 1Ba HEH3BECTHH
MetabonnTa. OctaganaTa 4acT OT J03aTa C¢ OTKPHMEA B H3NPAKHEHHATA.

Hoa:
Craen xopeKuHA 3a TeJECHE Maca H PBCT JIHICBAT CHUIECTREHH MEXIYTIONOBY PA3liHUs BHB
(apMakOKHHETHHHUTE TRDAMETPH Cliell IIPWIAraHe Ha eJHOKPaTHA Jo3a OT 20 mg paGenpason.

bvbpeyno yapescdane:

IlpH mamienRTH cb¢ crabiiiHa, TepMHHARHA GB6peuHa HeJOCTATEIHOCT, H3HCKBAIIA
XeMoAUa3a (KpeaTHHUHOB KIMPBHC <5 ml/min/1,73 m?*), MeTabonusMsT H EMUMHHHPRHETO HA
paGenpa3son ca GWIH MHOTO CXOIHM Ha TE3d IpH 3ApaBH aoGposomum. [Dtomra nox KpHBaTa
AUC H Cpex MpH Te31 NAIEEHTH ca G ¢ 0K0JI0 35% [0-HHCKH, OTKOIKOTO ChOTBETHMTE
napaMeTPH IIpH 31pasd 10GpososuK. CpeHOTO BPEMETo Ha MOMYXHBOT Ha palenpaszon ¢ 6110
0,82 uaca mpu 3apasy no6poBomy, 0,95 gaca MpK NALMEHTH IO BpeMe Ha XCMOHATH3a # 3,6
4aca cnell uanusa. KnupsHCHT Ha JISKapCTBOTO IPH NanHeHTH ¢ 656pedHo 3abongrane, Koeto
Hajiara TOJABPKAIIA XeMOAKANM3a, & Guil NpUGIKM3HTENHO JBa METH MO-BHCOK, OTKOIKOTO MPH
3apask JoOporomIH.

Heprodpobuo yepexcoane:
Cnen enHokparsa 103a o1 20 mg paGenpazol Mpu NALMEHTH C XPOHMYHO JIEKO 10 YMEPEHO
Hapymenue sa 4epHoapoGHUTE QyHkimu AUC ce ypenndapa A8OHHO U € HANMHIE 2—3-KpaTHO
NOBMIUABAHE HA BPEMETO HA IIOMYXKHBOT Ha pabenpason B CpaBHEHNE ChC 3/[paBu JOGPOBONLIHM.
Cnex nnesna fo3a ot 20 mg, TpueMaHa B poak/Dkenne Ha 7 auu, obase AUC HapacTra camo
1,5 muTy, 8 Crax — caMo 1,2 msTH. CpeHOTO BPEMETO Ha TIONYXMBOT Ha pabenpazol npu
TALMEHTY ¢ HApYeHa YepHOApodHa Qyskims e 6uno 12,3 vaca B cpasHeHRe ¢ 2,1 yaca npu
sapaeu nobposoniy. Gapmakon¥HAMHUHOTO NOBNHABAHE {(KOHTPOM HA CTOMALIHOTO P
KJTHHHYHO CPABHUMO TpH JIBETE IPyIH.

Hayuenmu e nanpednana evspacm: ;‘3 o ps
Ilpu xopata B HaNpeaHaNa BE3PACT ETUMUHADAHETO Ha Pabenpason e MAKO No-HAEKD. G&u'fﬁﬁ, e |

IHEBHO pLIIarake Ha no3a ot 20 mg paBenpason Harpuii AUC e nourn Apofino ndyrégmbds v

Cumax € m0-BUCOKa © 60%, a BpeMeTo Ha HONYXHBOT € IPHOIMBATETHO ¢ 30% no-1
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6.3
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cpaBHeHHe CLC 30paBH Miani Ao0poromps. HaMa obade qOKa3aTeNCTRA 33 KyMyJliMpaue Ha
pabenpason.

Hoaumopduzvm na CYP2C19:

Cnen exxendesed npyeM Ha no3a ot 20 mg pabGenpazon 3a 7 1uH, SasHHTe MeTabONM3ATOPH
CYP2C19 umar napamerpr AuC 1 \Yr npubamsurenso 1,9 u 1,6 WbTH n0-BACOKH CIIPAMO
CHOTBETHUTE NAPAMETPH HPH eKCTeH3HBHHTE MeTabonn3aTopH, AokaTo Cmax ce MoBHIIaBa
enea a0 40 %.

HpenkIHAHIMA JAHHA 38 0e30MACHOCT

Hpenxnunnuty edexty ca HabMOKABAHHA C3MO NIPH €KCIIO3HLHM, 33 KOHTO Ce CHHTa, Ye ¢a B
JOCTaTh4HA CTelleH MO-TOIEMH OT MaKCHMATHATA eKCIO3AIINAS YIPH X0pa, KATO pesyITaTdTe no
OTHOWEHHe Ha 6e30NaCHOCTTa HPH XOpa ¢4 He3HAYHTEIHH, OTHECSHH KbM JAHHHTE 38
HBOTHH.

IpoyuBanusTa 33 MyTaTeHHOCT JaBaT HeelHO3HAMHY pesynraTi. TecToseTe BEPXY TUMGBOMHH
KNETHSHH AMHHH OT MHIIKA ¢a OW/IH NOJIOKMUTENTHH, HO MMKPOHYKJICApPHHTE K3caeaBaHu in
vivo v Tecrosete 3a nofipaeka Ha JIHK in vivo # in vitro ca 6wnn otpuuarenny. IpoysasanmaTa
3a KAHNEPOTEHHOCT He NOKa3BaT crienuduaeH pHCK MPH Xopa.

PAPMAHNEBTHYHU JAHHH

CouchK HA DIOMOIGHATE BEUIECTHA
Anpo na TaGaeTkara:

Masmron (E 421)

Marnesnep okcun, Texxek {E 530)
Xuapoxcuniportan uerirynosza (E 463)
Marnesnes creapar (E 572)

Cpeaen caoii:
Eramuenyiosa (E 462)
Marunesues oxeng, Textk (E 530)

O6BuBKa Ha TalneTkaTa:

XunpomenoseH $ranar

JubyTun cebakar .

JKnorr xkeniesen okeHn (caMo B Pabrokcn 20 mg cTOMALIHO-YCTONYKBH TAGIETKH)
Twranor auokcna (E 171)

Tasmk

HecbBMecTRMOCTH
Henpwioxumo.

Cpox Ha roanecr
2 ronuHu

Cnennannu ycI0BRA HA CHXpAREHHE
Ja ce cexpanssa noxn 25 °C. Jla ce ¢bxpaHsiBa B OPUIHHAIHATA OMAKOBKA.

Bag # chAbpikadne Ha ONaKOBKATA
AyMUHHI/ATyMUHHERH GIMCTEPH B KAPTOHEHA KYTHL.

1,5,7,14, 15,25, 28, 30, 50, 56, 75, 98 wmu 120 croMainHo-ycToifauBH Tab

He Bcirixw BHAOBE OnaxoBKH Morat 3a 65aaT IycHATH B IponaxGa.



6.6. Cpenuannu OpeANa3HA MEPKH IPE HIXBLPJIAHE

10.

Hawma cnieumaHy M3HCKBaHMAL.

Hewusnomspaauar JeKkapcTBEH NPOAYKT WM OTHATBYHITE MATEPHANY OT Hero TpabBa na ce
H3XBLPIAT B CHOTBETCTBHE ¢ MECTHHTE U3ACKBAHUN,

HNPUTEXATEJI HA PAPEHIEHUETO 3A YOOTPEBA
HHBEHOTEX OO0
Yau. . Tpuanuua™ Ne 5A
1000 Codus
brrapus
HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

Pa6riokcun 20 mg croMainHo-ycroiunsn Tabrerxy: 11-30836/07.09.2015

JATA HA ITHPBO PASPEMIABAHE/TIOJHOBABAHE HA PASPEINEHHETO 3A
YIIOTPEBA

Jlara Ha mepBo paspemasane: 09 romm 2010 r.
Iomxopgpane Ha paspemenneTo 3a ynorpe6a: 07 centemspu 2015 r.

JATA HA AKTYAJTU3IHPAHE HA TEKCTA:

11/2020




