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KPATKA XAPAKTEPHCTHKA

-
1.  MME HA JEKAPCTBEHMS IPOJYKT BG/MAMP - 6/?Y/J2203202

[Ipoburop 20 mg cToMalIHO-YCTOWYHBH KATCYJIH, TBBPOM OgoGHOHE Ne ... ]
Probitor 20 mg gastro-resistant capsules, hard pamae S S

2. KAYECTBEH H KOJIHUECTBEH CBCTAB
IIpoSurop ceaspxka 20 mg omenpazon (omeprazole).

TToMOIIHO BEIECTBO ¢ U3BECTHO AcHCTBHE:
To3u nexapeTseH npoaykt csabpka 0,76 mg (0,033 mmol) narpuit B €1Ha TBBpAA CTOMAIITHO-
yerofiunsa kancyna.

3a MBEIHAA CMHCHK Ha TIOMOIIHHTE BELLECTBA BIK TOUka 6.1,

3. JEKAPCTBEHA ®0OPMA

CToMaliHo-yCTORYHBA KANCyAa, TBBPAa - Helipo3payna Osna kancyna ¢ Haanue OM 20.

4, KJMHHYHH JAHHH
4.1 TepaneBTHIHH NOKA3IAHMS

AyoJeHaJIHa 5382

CTOMANIHA A3Ba

peduykc-esodarur

MOUTHPAKALLC TIeYeHHe Ha peduIyKe-e30farur 3a mpoilakTHKa Ha PeLIUIHB

cuHApoM Ha Zollinger-Ellison

neueHne Ha CTOMAIIHH M AYO/ICHAHH A3BH, CBBp3aHu ¢ ynoTpebara na HCIIBC 3a
npodUNaKTHKA Ha PeLHAMB

CHMITTOMATHYHO JIeYeHHe Ha racTpo-e3odareanna pednykcHa Gomect

B KOMOHHAIIHA ¢ NOAXOAALIH AHTHOAKTEPHAIIHU JTCKAPCTBEHH MPOTYKTH 3a epaiHKaums Ha f.
pylori npn naumenTu ¢ H. pylori acounupana nenTHyHa #38a (BHK To4Ka 4.2.)

4.2 J03HpoBKa H HAYHH WA OPHIOKEHNAES

Hvonenansa sazea:
O6uuaiinara no3HpoBKa ¢ 20 mg BeHBK THCBHO. [IPONBIKHTETHOCTTA HA NEHEHHETO € 2-4 CEeAMMLIH.

CromamHa a3ga;
O6uuaiinara no3upoBka e 20 mg BeaHbk AHEBHO. [IpoABIKHTENMHOCTTA Ha eueHHeTo e 4-(6)-8
CeIMHLIN.

Pedykc-ezotaryr:
O6uuaiinara no3a € 20 mg BeaHsx AHeBHO. [IpOAB/DKHTENHOCTTA Ha NiedeHHETO ¢ 4-8 cenmui

3abenexka:
B oraennu cyuas Ha QyoneHanHa A3Ba, CTOMAauiHa 138a 4 peduryke-e30haruT A03HPOB
OMenpa3os Moxe Ja 6b/e nosHmena 10 40 mg oMenpason BEIHEK JHEBHO.



MoHnoTepanus ¢ oMenpa3o IpH JyOJeHATHH U CTOMAIIHH 3BH TpAOBa a c& W3M0/A382 CaMo NPH
MaLHeHTH, MPH KOUTO He € MoKa3aHa epatukaums Ha H. pylori.

,I_I,ega Ha BB3pACT HAJl 2 TOAWHH ¢ TCKDBK QGQ}!EKC-GSO@&FHTZ

KimununusaT onur npu fiena e orpasdyed. OMenpason TpsadBa aa 6ble H3NO0/A3BaH CaMo TPH Aena ¢
TexbK pedaykc-e20Qarur, pe3UCTEHTEH Ha APYTH TepalleBTHYHH CpeICTBAa.

JlewenneTo TpaORa Aa ¢e HAZHAYK OT NeHATEHP B SOMHMYHO OT/IC/ICHHE,

3a onTHManeH TepaneBTHYEH Pe3yATaT MOTAaT Aa OLaatT rpoBeaeH NpoIbIKHTETHO H3MepBaHe Ha pH
H renotunnsHpate (otHocHo CYP 2C19), ako e yMecTHO.

IpenoprunTenn ca ClIegHUTE OIHPOBKH:

IIpu termo ot 10 no 20 kg: 10 mg/nen.

Ipu terno nax 20 kg: 20 mg/ nen (npubmusurendo 1 mg/kg/nen).

IpoabxuTe1H0CTTA HA NeUeHWeTO € 0OUKHOBeHO 4 M0 8 cemMMIM ¥ He TpaOBa a HaJBHIIaea 12
CCIMHLH, nopagH JIMIICaTa Ha JaHHHA OT MMpOAB/DKHTENHA yrlomeﬁa nopH Ta3H BBE3pacTOoBa IpyIla.

Mo, PKALO NeyeHre Ha pednykc-e3odaruT 3a npodHAaKTHKA HA PELIMIHB:
Obuuaiinara nosa e 10-20 mg, B 3aBHCHMOCT OT KIIMHHHYHMS PE3YIITAT.

Zollinger-Ellison cuumpom:
JozupoBkara Tpadea 1a Gbae onpeeneHa HHANBHIYATHO H TAUMeHTHT Aa Oblie o Babnogenue ot

CHEHMATTHCT TOKATO HMa KITHHHYHK HHIHKALHH. [I[penophunTeiHaTa HadaaHa 103a € 60 mg BeqHBK
anesHo. Ilpu HazHaueHa no3uposka ot 80 mg nHeBHO, T4 TpAORa Aa ObJe pasAcieHa B JiBa NIpHeMa.
ITpu nanmentute cbe cuaapoM Ha Zollinger-Ellison HAMa orpaHH4YeHHs B IPOXKDKHTENHOCTTA HA
TCYEHHETO.

JleueHHe Ha CTOMANIHA Y OYOJCHAITHM A3BH. CBEP3aiH ¢ ynorpeba na HCIIBC:
O6nuaiinata 103KpoBka e 20 mg anesHO. TIpOARIDKHTEIHOCTTA HA JICUSHHETO € OT 4 10 8 CeTMHUIIH.

[MoxappKallo NeYeHHe Ha CTOMAINHE M IyOJEHATHN 73BH, cBbp3aHu ¢ ynorpeba na HCIIBC, 3a
npoHIaKTHKA Ha PELIHIKB:
O6uyaiinaTa q03a e 20 mg JHEBHO.

CuMnToMaTHIHO JeYeHHe Ha racrpoezodareanna pedurvkcHa fomect;

O6uyaiinata nozupoeka e 10-20 mg nHeBHO, B 3aBHCHMOCT OT KIIHHHYHHA OTTOROP.
[MpoabmxUTENHOCTTa Ha JIEYEHHETO € 2-4 CeAMHUM.

AKO MALHEHTHT He YYBCTRA MOA0OpEHHe B CHMITTOMATHKATA Clel 2 ceqMHLM JIeuerHe, Tpabea na
6b1aT HANpareHH TOMBJIHATETHH H3CE/TBAHHS.

Epannxauud na Helicobacter pyiori.
ITanueHTH ¢ racTpoO-AyOICHATHH S3BM, B pe3ynTar Ha uadekuma ¢ H. pylori, 1psbea na 6paar
TPETHPaHH ¢ NOAXOAAILA KOMOHHANKA OT AHTHOHOTHIM B CHOTBETHH J030BH peskiMH. H36opbT Ha
Tepanus Tps6Ba 4a ce OCHOBaBA HA TIOHOCHMMOCTTA Ha TAlMEHTa H TEPANeBTHIHHTE TIPEIOPbKH.
Hzanonzear ce cnefHuTe KOMOHHALIHH:
¢ omenpazon 20 mg, amokcuuwiud 1000 mg, knapurpoMuuns S00 mg, BCHUKH 1O 2 TBTH
JTHEBHO
* oMempason 20 mg, WIaparpoMHLEH 250 mg, Merponraazon 400-500 mg, BCHYKM 110 2 DBTH
JTHEBHO
[MpoaBmKHTETHOCTTA HA TEYSHHETO 3a epaJHKauma ¢ 1 cemmuia. 3a na ce uaderne pa3puTHe Ha
PE3HCTEHTHOCT, IeYeHHETO He TpaORa aa ce crkpammasa. [Ipi nanHedTH ¢ akTHBHA A3Ba MOXKe Ja ce
VALK JIEYEHHETO KaTO MOHOTEParus ¢ OMENpasol Crope/ JO3MPOBKHTE H IIPOIBILKHTEHOCTIA,
AaIeHH TI0-TopeE.

CrienmanHy nomnyranyu




Cmapuecka ev3pacm (>65 zo0unu).
He ¢ HeofxonuMa KopeKLids Ha JOIMPOBKATA IPH Ta3M IPyTa NMaiMeHTH (BiDK T.5.2).

Hapywena 6vopeuna gyuxyus:
He e neobxoanMa KopeKUMA Ha JTOIMPOBKATA TIPH NAlIACHTH ¢ HapyIicHa 6bp0pedHa dynKikn (BUxK
T.5.2).

Hapviena sepHonpotua yaxims:

ITpu nanMeHTH ¢ HapyuleHa yepHoapoOHa GyHKuMA AHeBHa Ao3a ot 10-20 mg Moxe f1a 6be
nocTaThuHa BiK (T.5.2). MakcuManuata HeBHa f103a He Tpsabsa qa Hagpumasa 20 mg, mopaiu
BEPOATHOCT OT NOBULIABAHE Ha OMOHATHYHOCTTA M YIBDKABAHE Ha BpEMETO HA NOIYKUBOT NPH TE3H
TIALMEHTH.

CroMalHO-yCTOHYHBHTE KAICYTH TPS0Ba Na 6BJaT NOTTRILAHHA UETH ¢ JOCTATEYHO KOJHYECTBO
TEYHOCT (HAIp. Yallla BOAA) Ipey XpaHeHe (Hanp. Mpe/ii 3aKycKa HIH Beueps) WIH Ha IpaseH
CTOMAX,

4.3 IlporHBOTIOKAZAHNE

- CBPBX4YBCTRHTEIHOCT KBM OMETIPA30/, KbM 3aMECTCHH OCH3AMUZA30JIH HIIH KBM HAKOE OT
MIOMOIITHHTE BELLECTBa;

- Owmenpazon mogobHO Ha APYrH MHXMOWTOPH Ha MPOTOHHATA MOMII2 He TpAGBa jia ce Npiiara
€IHOBpEMEeHHO ¢ HeJibHHaBUp (BIKTE Touka 4.5).

44 Crennannu npelynpe:IcHHs H NPeINAaIHH MEPKH IPH ynorpeia

Ipu HanyyMe Ha anapMHpaIlli CUMITTOMH (HATp. 3HAYHTEITHA HeTpeAHaMepeHa 3aryba Ha Terno,
4eCTH MOBPLUIAHUS, AHC(arns, XeMaTeMesa WIH MeJIcHa) W 1IPH CbMHCHHE WIH HATHYHE Ha
CTOMAILIHA A3Ba, TPAOBA /1A C& HIKIOUH 3I0KAUYECTBEHOCT, Thil KATO IeYeHHEeTO MOJKE J1a 00NeK s
OTUIAKBAHMATA W J1a 3a0aBH JHACHO34TA.

EnnoBpeMertaTa ynorpefa Ha aTazaHABHD ¢ HHXHOHTOPH Ha MPOTOHHATA MOMIIA HE C& MPenophLuba
(BroKTE TOUKA 4.5). AKO Ce IpEeLeHH, Ye KOMOWHHMPAHETO HA ATAa3AHABHP ¢ HHXHOHTOP HA IMPOTOHHATA
[OMIIA He MOKe 1a ce u30eTHe, ce MpenoprUYBa KITWHHYHO Habmoaenuue oT6nn30 (Harnp. onpenensHe
Ha BUPYCHHs TOBap) 3a¢/1HO C IOBHILABAHE HA J03aTa Ha aTasaHasHp a0 400 mg cxe 100 mg
PHTOHABHP, a A03ara oT 20 mg oMenpa3oil He TpAOBa Na ce HAIBHUIIABA.

Omerpazon noaoGHO Ha BCHYKH TEKAPCTER, MOHMKABAIIM KHCEMHHHOCTTA, MOWKE N3 HaManu
abcopOimgra Ha ButamuH B12 (nmankobaraMuti) mopany X|no- KM axyiopxuaphs. Tosa Tpabsa aa
ce cboOpa3aBa NPH NALMEHTH ¢ HAMAJICHH 3al1aCH B OPraHW3IMa HITH C pHCKOBH (PaKTOpH 32 HamajieHa
abcopOums Ha BuTamuH B12 npu npoabmxurenHa Tepanus.

Owmenpazon e urxubutop Ha CYP2C19. Tpu 3amo4sase ¥ Npu 3aBbpIBaHe Ha JIEYSHHE C OMEMpason
TpaOBa Ja ¢c MMa NPEABH BEPOATHOCTTA OT B3aUMOEHCTBHS C APYrH IeKapcTBa, MeTaboTu3npaHn
ot CYP2C19. HabmonaeaHo e B3aHMONEHCTBHE MEXJTY KIOTHAOTPEN H OMETIpa3os (BHXKTE TOUKa
4.5). KnuauyHOTO 3HaYeHHE Ha TOBa B3aHMopeiicTBre He e sicHo. Karo npegna3sHa Miapka Tpadsa fia
ce u30arpa eTHOBpeMeHHATA YRoTpefa Ha OMerpason H KIOIHAOIPEL.

,[[oma;uaana € TCKKA XHOOMardHe3ueMH1s IIpH NMalHeHTH, JCKYBAHH C HHXHGHTOPH Ha NIpoTOHHaTA
MOMIIa KaTOo OMENpas3on B IPOAR/DKCHHE HA HaH-Mako TPH MeC€Ha H B TOBECYETO CTYYaH B
MPOABTKCHHE HA TOAHHA. Br3MokHO € 1a HACTBIIAY CEPHO3HH NPOABH HA XHITOMarHe3He

3aMoYHAaT CKPHTO U Ja 6naat npeHeOperHaty. [Ipu noseueTo nannenTyH XUNoMaries
nofoSpaBa clied 3aMeCTHTE/IHA TEPANHA ¢ MArHe3ui 1 NpeKpaTsIeaHe HA MPHNOKE
HHXHOHTOP Ha NPOTOHHATA NIOMIIA.




ITpu nawmenTH, 3a KOMTO ¢€ oYaksa Ja OBAaT HA NPONBIDKHTENHO JIedeHAE WIH KOHTO TpHeMar
HHXMOWTOPH Ha IPOTOHHATA [IOMIIA 32€HO ¢ JUTOKCHH HITH JIEKAPCTBA, KOMTO MOTAT JIa IPHIHHAT
XHIIOMarHe3HeMHs (Hanp. AHyPCTHLH), MEIHIMHCKHTE CTICLMAIMCTH TpIOBa 1a OOMHCIAT H3MEpBaHe
Ha HHBaTa Ha Marne3uii nNpeH 3amoyBaHe Ha JeYeHHeTo ¢ MHXMOMTOp Ha NPOTOHHATA MOMIIA K
[EPHOIHYHO 10 BPEME HA NEUSHHETO,

Huxuburopurte Ha NPOTOHHATA NIOMITA, OCOBEHO KOTaTo C¢a MPHIaraHH BEB BHCOKH JIO3H H 32
NPOIBDKHTEIHY NepHomH (> 1 roMHa) MOTaT 1a 1a YREITHYAT YMEPEHO PUCKA OT GpaKTypa Ha
befpeHaTa KOCT, KHTKATa U IpBOHa4HKA CTHIO, aBHO PH NALMEHTH B CTapecKa Bh3PAcT WITH TIpH
HATWYKE Ha APYrd U3BECTHH pHCKOBH daxTopu. ObceprallMOHHH MPOYYBAHHA TIPEANONArar, ye
HHXUOHTOPHTE Ha POTOHHATA [IOMNA MOTAT Aa yBenu4at obiwus puck ot dpaxrypu ¢ 10-40%. Yacr
OT TOBA YBEJIHUSHHE MOXKe J1a C¢ Th/KH Ha IPYTH pUCKOBH dakropu. [TarHeHTH ¢ pHCK OT
0CTEONOopo3a TpAOBA A OMYYABAT MPIDKH B CLOTBETCTBHE ¢ AKTYAIHUTE KIHHUMHA PHKOBOACTBA H 1A
NIPHEMAT A0CTATHEYHO BUTAMKHH D 1 Kamiuii.

HPH HAKOH fie1ja ¢ XPOHHYHA 3aB0n9BaHNA MOXE Ja ce€ Hamara JuJaroCpovuHO JICYCHHC, Makap Uc TOBa
HE ¢€ Mpenopnysa.

JledyenmeTo ¢ HHXHOMTOPH Ha IPOTOHHATA IOMIIA MOXKe Ja JOBede A0 JIEKO MOBHUICH PHCK OT
CTOMAIITHO-HPEBHH HH(EKIAU KaTO HHOEKIMH Che Salmonella, Campylobacter  Clostridium difficile
(BrK TOuKa 5.1).

KakTo MNpPH BCAKO NPOABJDKHTCTHO JICHEHHE, ocobeHo NpOoOBJLKABALID NOBEYE OT €1HA TOAHHA,
NAIMUCHTBT TpHGBa it} 6’1:}.[3 noxa peaoBHO HaﬁJ'II-O,IleHHE.

Cy6akyreH KoykeH nymyc epuremaroaec (SCLE)

HuxubuTopuTe Ha MPOTOHHATA MOMIIA ¢4 CBBP3AHH ¢ MHOTO peliky ci1ydad Ha SCLE. Ako ce noasst
JI€3HMH, 0CODEHO B YUaCThL#M OT KOXKATa, H3MOKEHH Ha CIIBHYCEH JIBYH, H aKO T€ Ca CHOPOBOAEHH ¢
OOJKH B CTaBHTE, NAUMEHTHT TPpAdBa He3a0aBHO Jd MOTHPCH MEIHLMHCKA TTOMOLT H MEJTMLIMHCKUAT
CneUMANNCT cleasa ta oGMHCIH criapade Ha mpueMa Ha Omenpazon SDZ. SCLE, HacTemin cien
NPEeIXO/HO NeYEHHe ¢ HAXUOHMTOP Ha MPOTOHHATA MOMITA, MOXe J1a yBeTHul packa o1 SCLE npu
ynorpeba Ha IpYTH HHXHOUTOPH Ha MPOTOHHATA IIOMITA.

Br0OpeyHo yBpexknaHe
HabmogasaH e ocThp TySyaouHTepeTHIHANeH Hedpur (TIN) npu nanpesTH, IpHEMAalld OMENpasoll,

KOHTO MOXKE J1a BE3HHKHE N0 BCAKO BPEME B X0 Ha Tepanud ¢ oMenpazol (Bx. Touka 4.8). Ocrpust
TyOynoHHTEpCTHLIHANEH HedfpUT MOXe N1a nporpecwpa A0 Gnipeuria HEAOCTATHYHOCT.

IpHeMbT Ha oMenpazoa TpAOBa fa ce PEeyCTaHOBM NpH chbMHeHHe 3a TIN u TpabBa Aa c¢ 3aIo4He
CBOEBPEMEHHO MOAXOALIO JICHeHHE.

Hosruseane na aabopamopnume pezyamamy

INoermeHoTo HHBO Ha XpoMoTpaHuH A (CgA) MOKe [1a [IOB/IMSE HA H3CICABAHHATA 3a
HEBPOCHAOKPHHHH TYMODH. 3a 1a ce H30erHe TOBa B3aMMOIEHCTBHE, IEUEHHETO € OMENpPason Tpabaa
Iia ce CIIpe BPEMEHHO Hal-MaIKo 3a 5 JHH mpead onpenensHero Ha CgA (x. Touka 5.1). Ako HuBaTa
Ha CgA # racTpHHa He ca ce Bh3CTAHOBWIIH B PelePEHTHHTE CH MPAaHHIIH CJI6 HAaMaITHOTO
OlLIpENEIIsHE, H3MepBaHEeTO TPAORA 1a Obae MOBTOPEHO 14 THH clien CHpaHe Ha JIEYEHHETO ¢
HHXHOUTOp Ha MPOTOHHATA TTOMITA.

TozH AekapcTBeH NPOAYKT CHABPIKA 3aXapo3a W HATPHIH
IMTanmenTu ¢ penkH HaciencTBeHH 3a00IBaHHsA KATO HEMOHOCHMOCT KbM (PYKTO3a, CHHAPOM Ha
IIHOKO30-TANaKTO3Ha ManaGeopdIMa WM eH3MMHA TIIOK030-H30MAITO3HA HEAOCTATEYHOC
1A IPHEMAT TO3H JIEKAPCTBEH MPOAYKT.

"To3H NexapcTBeH NPOOYKT ChAbLPsKa Mo-Maiko ot 1 mmol HaTpwmii (23 mg) Ha A030B
MOMeE Ja ¢ KaKe, Ye MMPAKTHUCCKH HE ChIbDIKa HATPHIA.



4.5 BiammopneiicTBHE ¢ APYIH JeKapcTBeHH NPOAYKTH H APYTH (JOPMHA HA B3aHMOAEHCTBHE

EdekTr Ha oMenpason prpxy GapMaxOKHHETHKATA Ha APYILH AKTHBHH BEHICCTRBA

AKTHBHH BelecTBa ¢ pH-3apHcuMa aGcopbums

HamaneHara cToManmga KBCeSIMHHOCT N0 BpeMe Ha JieueGHHA Kype ¢ OMENPAa30i MOKe J1a MOBHIIH
HJIH NOHXKH 2bcopbupsTa Ha aKTHBHA BelllecTRa ¢ pH-2apucHMa cromamia abcopOnms.

Hengpunasup, amasanasup
[TnasMeHHTE HHBA HA HeM(pHHABHP M aTa3aHaBUP ce MOHIKARAT MPH €ITHOBPEMEHHA ynoTpeba ¢
OMETPazo.

EnHoBpeMennara ynorpeba Ha oMenpazos ¢ HelHHABHp € IPOTHBONOKAa3aHa (BIDKTE TO4YKa 4.3).
EnnoBpeMeHHaTa ynotpeba Ha omenpason (40 mg qHeBHO) NOHWKABA CPeIHATA €KCIIO3HLIHS Ha
HGH(bHHaBI/[p ¢ okono 40 % kato cpeHaTa €KCIO3HIHA Ha (l)apMaKOJ[OI‘H‘{HO aKTHBHHA Metabonur
M8 e mamaneHa ¢ okomo 75-90 %. B3auMOIGHCTBMETO MOKE CBILO Ja C¢ THIKH HA HHXHOHUMATA HA
CYP2C19.

ENHOBPEMEHHOTO NPHJIOKEHHE HA OMETIPa30l ¢ aTa3aHABHP HE CE NPENOpbYBa (BIDKTE To4ka 4.4).

EnHospemMeHHHMAT npHeM Ha oMenpazon (40 mg Be HEK AHeBHO) u arazapaBup 300 mg/puronasup
100 mg ot 3apasy AOOPOBOIIH & AORET 10 75 % NOHHWKEHHWE HA €KCTIOZHIHATA HA aTazaHABHP.
VYBenu4aBaHeTo Ha Jo3aTa arasaHaBup A0 400 mg He ycnsBa a KOMIIEHCHpa eekTa Ha OMENpPa3o
BBPXY EKCHO3HLIMATA Ha aTazaHasup. EnHOBpeMeHHHAT MipHeM Ha oMenpason (20 mg IHeBHO) ©
arazanasHp 400 mg/puronasup 100 mg ot 3apau 106poBoNLM € AoBen ao npubnnzureato 30 %
HaMaJIABAHE Ha eKCTIO3HITMATA HA aTa’aHapMp noaolHo Ha arazadasup 300 mg/puronasup 100 mg
BEIHBK JHEBHO.

Juzoxcun

TlpH enHoBpeMenHa ynotpeGa Ha oMenpazon (20 mg AHEBHO) W AUTOKCHH OT 3ApaBH 100pOBOJILIH
DHOHAJIMYHOCTTA HA JIMTOKCHH ce moBHimasa ¢ 10 %. Paako ce chob1aBa 3a TOKCHYHOCT OT CTpaHa Ha
AHUTOKCHH. BrYipeku ToBa € HEOOXOMHMO BHHMAHKE, KOTATO HA MAIMEHTH B HanpeaHalia pb3pacT ce
HPeANHCBA OMENPazoi BhB BUCOKH 103H. TepancETHYHUAT MOHUTOPHHT Ha AUTOKCHH B TAKHBA
ciIydaH TpabBa ga OBJ1e 3aCHIIeH.

Knonudoecpen

PezynraTiTe KIMHHYHO TIPOYYBAHE €A TTOKA3ANH (apMAKOKHHETHYHO/ HapMaKoMHAMHYHO
B3aHMMOJIEHCTBHE Mexay tomuaorpet (300 mg HaToBapBaia 4033, HOCIEOBAHA OT 75 mg
OANBPIKALA 032 JHEBHO) H oMenpaszon (80 mg no ¢hINOTO BpeMe 3aeHO ¢ KIIOMHAOTPel), KOeTo €
JOBEJIC A0 HaMasigBaHe HA eKCIIO3HIHATA Ha aKTHBHHA MeTab0HT Ha KionHorpel ¢ 46 % u
MIOHKJKEHO MaKCHMATHO HHXHOUpane (Muayumpano or AJI®) Ha arperaliisTa Ha TpPOMOOLIUTHTE
¢peano ¢ 16%. Ot obceppalionn ¥ KIIMHWYHU NPOYYBaHHs ¢a CHOOIICHH HEAOCTATHYHO JAHHH 3a
KIMHHYHHTE IOC/Ie UL HA TOBA (apMaKOKMHETHUYHO/(hapMaKOTHHAMHYHO B3aHMOAEHCTBHE Ha
OMENpa30A 1o OTHOLISHHE Ha 3HAYHMH ChpIAe4HO-CBA0OBH HHIHAeHTH. Kato npenniassa Mapka,
€IHOBpPEeMEHHaTa yNoTpefa Ha OMePason | Knonuaorpen tpadsa aa ce n3barsa (eik 1.4.4).

pveu axmusHu gewgecmed

A6copbunsaTa Ha T03aKOHA301, ePIOTHHHD, KETOKOHA30) H UTPAKOHA30M € 3HAUWTETHO pelyLHpaHa,
MOpajH KOeTO KIIHHUYHATA UM e(heKTHBHOCT MOXe 1a Obe HapyiieHa. EqHoBpeMcHHaTa yniorpeba ¢
MO3aKOHA30.1 H eploTHHHO TpAGRa 1a ce M36ATBa.

Axmusnu eewecmsa, memationuzupanu om CYP2C19

3aToBa MeTabONH3MBT Ha €THOBPEMEHHO TIPHEMAHH AKTHBHM BEIMECTRA, KOWTO ChIll
metabomusupanu ot CYP2C19, Moxe na Obe NOHMKEH H CHCTEMHEATA EKCIIO3M
cyOCTaHLMH fAa ce moBHIM. [IpuMepy Ha TakuBa JekapeTa ca R-sapdapuu u ip
BUTaMHH K, 1wioctason, AuazenamM U $eHUTOHH.



Hurnocmazon

B KpBeTOCaHO KITMHHYHO MPOYYBAHE OMENpason B /oza 40 mg, Npriiaran Ha 3apasi I00pOBONLH, €
oBen 10 noeumaeane Ha Cog M AUUC Ha punoctaszon ceorBeTH ¢ 18 % u ¢ 26 %, a Ha €4uH OT
HETORHTE AKTHBHH MeTa0oNMHTH CBC CHOTRETHO 29 %0 1 69 %.

Denumoun

[pe3 mbpBUTE ABE CEAMHLIM ClIER 3aMI0YBAHE HA TEPANHA C OMETIPA30Jl Ce MPenopbYBa MOHHTOPHDAHS
HAa TUTa3MEHHTE KOHIIeHTpallii Ha GeHHUTOMH K B CITydaii, Ye € HAlIpaBeHa KOPEKIMA Ha J034Ta Ha
dbeHuTOrH, Ciel TPUKTIOYBAHE HA IEYSHHETO ¢ OMemnpasoa TpadBa 1a ¢¢ HalpaBH NOBTOPHO
MOHHTOpHpaHe H MOCNENBALI0 KOPHTHPaHe Ha 203aTa Ha PCHHTOHH.

Heuzsecmen mexanuzom

Caxsunasup

EnHoBpeMEHHHAT IIPHEM HA OMENPa30ll CbC CAKBMHABUP/PHTOHABHD BOIH 10 NMOBHIECHH [I/1a3MEHH
HHEA ¢ NpHGIHauTenHo 70 % 3a CakBHHABUD, CBBP32HO ¢ Ao0pa mowocumoct npu HIV-
HH(EKTHpAHHTE TALHEHTH.

Taxpoaumyc

CrobmeHo e, ue €/JHOBPEeMEHHHAT NPHEM C OMEeIpa30i NOBHIIABA CEPYMHHTE HHBA HA TAKPOIIUMYC.
HefxomuMo ¢ 3acHeHO HabIIIo/ieHHe Ha KOHLEHTPALMHTE HA TAKPOJIMMYC, KakTo H Ha OB0peunara
(GyHKLMA (KpeaTHHHHOB KITMPBHC) H aKO € He0OX0AHMO, ce NMPaBH KOPEKLiHt Ha 103aTa Ha
TAKPOTHMYC.

Memompercam

[Mpu eMHOBPEMCHHO TIPHITOXKEHHE ¢ HHXHOHTOPH Ha NPOTOHHATA FIOMITA, ce chobInapa 3a MOBHILEHH
HHBa Ha METOTPEKCAT IIpH HAKOH nanueHTH. [Ipu ynorpeba Ha BHCOKH J03H METOTPEKCAT MOKE 1A ¢
HeoOX0HMO BpeMEHHO CIIHpaHe Ha MPHIOKEHHETO HA OMENPa3oiL.

Edekt Ha apyry aKTHBHH BelecTBa BLPXY (hapMarOKHHETHKATa HA OMENpa3ol

Huxvwbumopu na CYP2C19 w/wwu CYP3A4

Twii xaTo oMenpazon ce metaGonusupa ot CYP2C19 u CYP3 A4, aktueaMTe cyOCTAHIHH, KOHTO
uaxudbupatr CYP2C19 i CYP3A4 (xaTo KNAapHTPOMHIMH H BOPHKOHAZ0/1), MOTAT A OBENAT A0
MOBULIEHH CePYMHH HHB2 HA OMENpPa30;1 HOPaaH CHW/KABAHE HA CTENeHTa Ha MeTaboH3Hpane Ha
oMerpa3on. EAHOBpEMEHRUAT NpueM Ha BOPHKOHA301 BOAH A0 MOBEYE OT OBYKPATHO NOBHIIEHAE Ha
EKCTIO3UIIHATA Ha OMenpasolt. Thil KATO BUCOKHTE JIO3H OMENPazoll Ce MOHACAT A00pe, OOMKHOBEHO HE
Cce Hasara Kopekius Ha fo3ara. He3aBHCHMO OT TOBA NP NALMEHTH © TexKa YepHOxpoOHa
HEJOCTATHYHOCT H B CIYUAHTE, KOTATO ¢E HANTAra MPOABILKUTETHA Tepanis, Tpabea na ce o0ChaH
KOpeKLHA Ha J03aTa.

Huoykmopu va CYP2C 19 wunu CYP344

AKTHBHHTE BEIIECTBA, 33 KOUTO € WiBecTHo, ye unaympar CYP2C19 unu CYP3A4 win » (BaTa
eH3umMa (kaTo pHgaMIHLMH H BT KAHTAPHOH ), MOTAT J1a OBeaT AC NIOHHAKCHH CepYMHH HHBA Ha
OMEIpasosI NOpagH YCHICHHS My MeTabOoIH3EM.

4.6 PepTHINTET, PpeMEHHOCT H KhPMEHE

bpemMeHHOCT
Pesysrratire OT TPH MPOCNEKTHBHE EHAEMHOIOIMYHE HPOy4Banus (noseue oT 1 000 ekcroHupaH#)

Pa3KpHBAT JTMICA Ha HEJKeIaHH eeKTH Ha OMeNpasoil BbpXy OpeMeHHOCTTa HITH 3ApaseTo Ha
o a/HoBOpoaeHOTo. OMeTpa3on Moxke Ia ce MPHara npu GpeMeHHH.

Knpmene
Omenpazon ce ekCKpeTHpa rnpe3 MaliuMHOTO MIISKO, HO HAMA BEPOSTHOCT Ja OKa3Ba

KBPMAUCTO, KOTaTo € APHET B NeueOHH T03H.

CepTHAHTET




IlpoyusaHus PH KHBOTHH ¢ pALEMUYHHE CMECH OMETIPa30J], NPHIAraHH Hpe3 ycTaTa, He MOoKas3par
ehekTH N0 OTHOIMEHHE Ha (hepTHUITHTETA.

4.7 EdexTn BLpXy cnocobnoctTa 3a modupade 1 padora c MAmIHAH

Omenpazon He oKka3Ba eexT BhpXY cTOCOOHOCTTA 3a modHpane H pabota ¢ Mamunu. Morar na
BB3HHKHAT HEXKEJIAHH JIEKAPCTBEHH PeakLiH KaTo 3aMASHOCT H 3PHTEIHH HAPYIIEHHS (BHKTE TOYKA
4.8). Ako ca 3acersaTt, naLueHTuTe He TpAOBa na modupat Wi Ja paboTaT ¢ MalllkHM,

4.8 Hexenanu nekapcTBenH peaknuu

Q6061eH npotun Ha He3onacHocT

Haii-uecTiTe Hexenanu nexaperBeny peakumu {npu 1-10 % ot naumenrture) ca rnapodo/He, KOpeMHa
Oonka, 3anek, THApPHS, Ta30Be W rajeHe/NMOBPHINAHE.

CruchK Ha HEXEIAHUTE JIGKAPCTBEHH PeaKIliu
CJ'IGJIHHTE HOKCTaHH JleKapCTBeHH pealcupm ca HaﬁJIIOIIBBaHH HITH no;[osnpal-m l'IpH KJIHHHYHHUTEC

MPOYYBAHHA U MOCTMAPKETHHIOBHTE HAOIIONEHHS Ha oMenpa3on. HHTo enHa oT TIX He € J1030-
3ABMCHMA,

Hesxenanure peakumy, H3bpoeHd no-A0My, ¢a KIacCH(QHUIMPaHH MO YeCTOTa | I10 CHCTEMO-OPTaHHH
Kiacope. YecToTara ce nedHHUpa KaKTo cleea: MHOTo yectH {= 1/10), vectr (= 1/100 no < 1/10),
HedeeTH (= 1/1 000 xo < 1/100}, peaxu (= 1/10 000 go < 1/1 000), meoro peaxu (< 1/10 000), ¢
HEM3BECTHA YECTOTA (OT HAJTMYHHTE TaHHH HE MOXKe /1a ObIe HallpapeHa OIICHKA).

Cuacremo-opranen
Hexxenana nexapcTBeHa pexanus

KJaac/9ecToTa

Hapymenss Ha KpbBTa H JTAMQHATA CHCTEMA

Peqxu: Jlerkonenus, TpOMOOIMTOIEHHS

MHOro pelikH: ATpaHyo1MT03a, TAHUHTONCHAS

HapymeHns Ha AMYHHATA CHTEMA

Penkw: Peakiiiy Ha CBPBXUYBCTBHTENHOCT, HANP. MOBHILIEHA TEMIIEPATYPA,

aHruoezeM H anahiIaKTHYHA peakLHa/ MoK
Hapymennsa Ha MeTalo1H3IMA H XpaAHEHETO

Peaku: XunonarpreMus
C HeusBecTHa XunoMaraesneMua {BX. Touka 4.4). TexxkaTa XHIIOMarHe3UeMIs MOJKE Ja
4eCTOTa ! JOBEMIE 1O XUTOKAMIMEMUA, XHNOMATrHE3UEMHATA MOJKe CBIIO 1a Obie

CBBP3aHA C XHIOKAJIHEMHUSL.
IlcHXHYAH HAPYIICAAA

Heuectn: Hucomuusg

Penxu: Brabyna, o6bpkeane, genpecus

MHoro peaku: ArpecHBHOCT, XaTIOIHHAHH

HapymieHns Ha HEPBHATA CHCTEMA

YecTn: T'narofonue

Hevecrtw: 3JaMasHOCT, MapecTe3ul, COMHONEHTHOCT

Penxu: IlpoMeHH BBB BKyCa

HapymieHds HA 0YHTE

Penxu; | 3ambrieHo 3penHe

HapymeHus Ha YX0T0 ¥ JabHpuHTA

Heuecrn: | Bepraro

PecouparopHH, IPLAHE B MEAHACTHHAIHH HAPYUICHHA e

Pegxu: | Bponxocnazbm WA g

CToMamB0-4peBHH HAPYHICHHS // ‘,33“}/ T N

YecTu: Kopemna Gonka, KOHCTHIAIMA, Hapus, GraTyIIeHIHs, n,q.’(eﬁ qonp‘ﬁ figes
TIOJTHITH Ha BHOTO (hyHIyca) Ha cToMaxa (o6pokavecTaeln) :

Pern: CyxoTa B yCrara, CTOMATHT, FACTPO-HHTECTHHAIHA KaHTT CB
MHKPOCKONHYCH KOJIHT \




MHOTr0 pefKH: I Hducnerncus

XenATOOHIHAPHN HApYIIEHHS

HeuecTn: ToEumeny CTOHHOCTH Ha YepHOAPOOHHTE SHIUMH

Peax: XenaTuT ¢k HIH (€3 KBITCHHIIA

Muoro penkH: YepHonpoOHa HEAOCTATBYHOCT, eHIe(hanonaTHs NMpH AHEHTH ¢
NPeIXOAKIAINO depHoApotHO 3abonapate

Hapymenns Ha KOKaTa H NOJKOKHATA THKAR

Heuecn: JepMaTHT, MpypuTYyC, 00PHB, YPTHKAPHA

Penxu: Anoneups, $OTOTYBCTRHTEIHOCT

MHoro peaku: Epnrema myntidopme, cuaapoM Ha CTUBBHC-IKOHCHH, TOKCHYHA
EIHIEPMAITHA HEKpOnH3a

C HeH3BecTHA Cy0akyTeH KOJKeH Iynyc epuTeMarojec (BxK. Touka 4.4).

YeCTOTa

Hapymieana #a MyCKY/IHO-CKENETHATA CHCTEMA B CheAHHHTENHATA ThKAH

HeuecTh: @pakTypH Ha OelpeHaTa KOCT, KHTKATA WIH IPLOHAYHHA CTHAO (BXK. TOUKa
4.4) (npH NpOABAKATETHA TEpanH)

Penku: Aprpanrus, MEUITHA

MHoro peakH: Myckyana cmabocr

Hapymenus Ha 6u0pennTe H NHKOYHNTE NHTHINA

Penxn: Ty6ynountepcTHIManeH HetpHT (C BBIMOMKHA NIporpecHs Jo 6uOpeuna
HeAOCTATHEYHOCT)

Hapyulenns Ha BL3NPOH3IBOAMTEIHATA CHCTEMA H IBpJaTa

MHoro peakn: | I'HHeKOMacTHY

O6mu HApymenns H eheKTH HA MACTOTO HA MPHJIONKEHHE

Heuectu: O6mo nepasnonokenne, nepadepHy OTOLK

Penxu: JacuieHO U3MOTABaHE

[NeguaTpH4Ha nomynauAs
bezonacHocTTa Ha OMeNpa3o e oueHeHa npH oo 310 aeua Ha pe3pact o1 ) A0 16 TOIHHEM CBC

3a00IBaHHA, CBLP3aHU ¢ anuauTeTa. ChHIIECTBYBAT OrPAHHYEHH JaHHH 3a JBATocpodHaTa
0e30MacHOCT B KIIMHHYHO NpOyYBaHe NPH 46 Ie1a, KOWTO ca MOTYYABATH TIONThOKAIA Tepalks C
oMenpazol NOPajiv TeKEK €pO3MBEH e30(aruT B npoawprenne Ha 749 nuu. [IpodunrsT Ha
HEXENAHHTE JIEKAPCTREHH peakiiuM B O0IIH JMHKIHM € i000€H Ha TO3M TIPH BB3PACTHH KaKTO [1PH
KPaTKOCPOUHO, TAKa U IIPH MPOIBJDKHTEAHO JeucHHe. HaMa TBIrocpo9YHH AaHHH 3a eekTa Ha
JESYEHHETO ¢ OMENPA30NI BBPXY PacTeXka M PA3BHTHETO Npe3 mybepreTa.

CrobuiaBane Ha [OJO3HPAHH HEXENaHH PeaKLHK
Cr0bImaBaHeTo Ha NIOO3HPAHH HEXEIIAHH PEAKLIHH Clie/| pazpelnaBaqe 3a ynorpeba Ha TeKapCTBEeHNs

NpOAYKT & BaxxHO. Topa MoO3B0JIABA 13 MPOXRIKY HAaOMOICHHETO HA CHOTHOHICHHETO TI0/13a/PHCK 32
NeKapeTBeHus NPOAYKT. OT MeIMLMHCKHTE CHELHATTHCTH C€ H3HCKBA J1a ChOOIABAT BCAKA
NoJo3HpaHa HEKelaHa Peakikd Upes HallMOHAITHA CHCTEMA 3a chofiaBaHe KbM M3nknnuTenHara
areHIHA no jekapcreara, yi. ,,JlamaH [pyes” Ne 8, 1303 Codwms, Ten.: +35928903417,

yebcaiiT: www.bda.bg.

4.9 1Ipenosnpane

HudopmauuaTa 3a edekTa Ha Ipeo3upaHe ¢ OMenpa3oll NpH Xopa e orpaHudena. B murepatypara ca
OTHCaHH K03H 10 560 mg 1 ¥Ma eTHHWYHH CHOOLIEHHS 3a CTydaM, KOTaTo € JHOKPATHHTE [1EpOpaTHH
103¢ ca noctursant 2 400 mg omenpason (120-kpaTHo HagBHLIaBaImo oOHYalHATa [IPEIOPhLYBAHA
nosa). Crob1aBa ce 3a rajieHe, MOBPBIIAHE, 3aMagHOCT, KopeMHa GolTka, THapus M riapobonue. B
COMHAYHH CIIY4ad e ChOOIIEeHo 3a anaThs, Jenpecusa H oObpKBaHe.

OnrcaHuTe CHMIOTOMH ca GHITH HPeXOAHH K HE € ChOOLICHO 3a CEPHO3HH YCIIOKHE
€/IMMHHALINA € OCTaHalla HempoMeHeHa (KHHETHKA OT TTbPBH NOPALBK) IPH BHCO
JleueHneTo NpH NpeAc3UpaHe, ako € HeOOXOOHMO, ¢ CHMITTOMATHYHO.



5. PAPMAKOJIOTHYHA CBOMCTBA
51 DapmakoanAAMHYHE CBOHCTBA

dapMakoTepaeBTHYHA IPYNA: CENEKTHBEH HHXUOMTOP Ha MPOTOHHATA [TOMIIA, 3AMECTEH
GerzuMuaazon, ATC kod: A02BC01

Omenpa3zon ¢ HHXUOUTOP HAa CTOMAIIHATA [IPOTOHHA MOMIIA, T.€. TOH HHXUOHpA AMPEKTHO H
mozosasucumo ensnma H', K -anenosuntpudocdarasa, koiTo € 0TTOBOpeH 3a CEKPELMATA Ha
CTOMALIHA KHCEJIWHA OT MapHETAJIHUTE KIICTKH B CTOMaxa. braropapenne Ha TOBa CENEKTHBHO
BBETPEKIICTRUHO JEeHCTRAE, KOETO € HE3aBHCHMO OT APYTH MeMOPaHHO CBBP3aHH PELENTOpH (Karo
xucTaMuHosHTe Hp, MycKapHHOBHTE M) HITH racTpHHEPTHYHHTE PEHENITOPH), OMENPA30/ ¢ OTICICH B
CaMOCTOATE/HA IPYNa MHHXHOUTOPH, KOUTO GNOKMpAT KpaHHaTa (a3a B CeKPELHATA HA KMCE/IMHA,

B Pe3yNTaT HA TO3H MEXAHH3BM Ha ﬂeﬁCTBHe, OMETIpA30JI BOIH 10 onnﬁnpaHe KaKTO Ha 6a3anHaTa,
Taxa M Ha CTHMYJIHPAHATA CeKPETHs] Ha KUCEITHHA, He3ABHCHMO OT THITa Ha cTAMY.MpaHe. [lo Tosu
HAaMWH OMCIIPa3or moBHINABA pH—CTOﬁHOCTI‘a H HAMAalIgBa KOJIHYCCTBOTC HA CCKPETHPaHa CTOMAILIEHA
kucenuna. Karo caGa 6aza, oMenpason KyMyJTHpa B KHCE/IATA Cpe/a Ha MapHeTATHUTE KICTKH H e
AKTHBHpPa CaMo cJie] MPOTOHMpaHe W Npeobpa3zyBaHe.

B kucena cpena nipe pH < 4, TpOTOHMPaHHA OMEHPA30IL C¢ NPEBPBIIA B OMETIPa3oi CyaeHaMH/,
KOWTO € aKTHBHOTO BELIECTBO. B cpaBHeHHe ¢ omenpason 6a3zarta, oMenpasod cy/IeHAMH]] OCTaBa B
KICTKATA MO-NIPOAB/KATEIHO BpeMe (BIK T. 5.2. dapmakokuHeTH4HH cBolicTsa). JIoCTaThuHO HHCKA
pH-cToliHocT ce HaMEpa caMO B CTOMAIIHATE NAPHETAIHH KIETKH, TOBAa ODACHABA BUCOKATA
cneunpUHOCT Ha oMenpason. BebsmuocT oMenpason cyndeHaME € TO3H, KOHTO ¢e CBBp3Ba ¢
€H3MMa U HHXHOMPa HErOBATA AKTHBHOCT.

Koraro en3aumnara cucreMa e mHxuOHpaHa, pH-cToiiHOCTTa HapacTBa H BCIIGACTBHC N0-MAJIKO
OMEIIPa30JI & HATPYMBA HIH ce peolbpa3yBa B CTOMAIIHKTE NapHeTaTHy KieTkH. (CliefoBaTesHo,
KYMYJIMPaHETO Ha OMEIIPasofl Ce PeryilHpa Ha [IpHHLMIA HAa 06paTHATE BPLIKA.

IMoHmwkeHaTa cTOMAIHA KHCEMMHHOCT B Pe3yJiTar Ha (aKkTopH, BKIKOUHTEIHO HHXHOHTOPH Ha
NPOTOHHATA TIOMIIA, YBEAHYABA 6[)0}1 Ha Ga]{TepHI/lTe, KOHTO HOPMAJIHO C€ OTKpHBAT B CTOMAUIHO-
ypeBHHA TpakT. JleyeHueTo ¢ HHXUOGHUTOPH Ha NPOTOHHATA NOMIIA MOME /12 JOBEIE JIO JIEKO NOBHILEH
PHCK OT CTOMAITHO-YpeBHH HHOeKUHH KaTo nadexunn cve Salmonella, Campylobacter w Clostridium
difficile.

Ilo Bpeme Ha NeUEHHE ¢ AHTHCSKPETOPHH JICKAPCTBSHH NPOIYKTH FaCTPHHA B CEPyMa Ce NOBHLIABA B
OTTOROP HA NOHWKESHATA KHCEIHHHA CeKpela. B pe3ynTaT Ha HaMasleHaTa CTOMANIHA KHCEJTMHHOCT
ce moBHIIasa ¥ HHBOTO Ha CgA. [loBHieHOTO HHBO Ha CgA MOXe a NOBJIHAC HA H3C/Ie/IBAHUATA 34
HEBPOEHAOKPHHHA TYMOPH.

Hanuyaure nmyGaukyeaHu JaHHH NOKA3BaT, He MPHIaraHeTo Ha HHXMOHTOPH Ha MPOTOHHATA [OMIa
Tpa0Ba Na ce MPeyCTaHOBH MEXKAY 5 XHM M 2 ceIMHIH npeau u3MepeaHe Ha CgA. Tosa ce npasu ¢
uen HaBata Ha CgA, KOWTO MOTAT J1a Ca JIBAIUIHBO TIOBMIIeHH cier teuchue ¢ MIIIL, ga ce
BE3CTAHOBAT 10 pediepeHTHUTE CH TPAHHLIE.

Jlexo 10 yMepeHO MOBHUIABAHE Ha eHTepoXpoMaduH-nofoOHHTe KNeTkH ce Hab/Mo1aBa pH
NPOABIDKHTEIHA yroTpeda. KapliHHONIH, OTKPHTH NIpH eKCNepHMEHTATHHTE NPOY4BAHHA MPH

KHBOTHH, NOCETa HE €A OTKPHTH NPH XOpa.

[ToBeueTo JaHHH OT KOHTPOJIWPAHHA PaHAOMH3HPAHH KIHHWYHH IPOYYBAHUA MMOKA3BAT, Ue 11

Ha | ceqmmuia ce noctura > 80 % epanuxauma Ha H pylori ipu nanueHTH ¢ racTpo-
Kaxro ce ouakra, TpH NALHEHTH C TBPBAYMHO PE3UCTCHTHH KbM MeTpoHHazon H.p
Habui0AaBa 3HAYHTENHO [I0-HHCKA CTeTIeH Ha epaaukaiis. ETo 3aio TpaGra na ce
MECTHATA HH(l)OpMaHIfU[ 34 pas’npoCTpaHEHHWE Ha PE3UCTCHTHOCTTA H HALIMOHAITHHTEC
1300p Ha NoAXO/AU TepaneBTHUeH pexkuM, OCBCH TOBA, IPH NTAUHCHTH ¢ YHOPHTH



Iia ce ¥Ma NpeaBHI BE3MOMKHOCTTA 34 Pa3BHTHEC HA BTOPUYHA PE3UCTEHTHOCT (TIPH DALHEHTH ¢
OTHhPBHYHA YYBCTBUTETHOCT HA OaKTepHATHATE MAMOBE) IPH HOB TEPATICBTHYEH PENUM.
KiiHHYHATE JaHHH 0Ka3BaT, Y€ e YCNEHA epagHKalHs IIPH MALHEHTH ¢ [eNTHYHA A383,
PCUMAUBHTE HA TYONCHAITHH A3BH H Ha [IO-BEPOATHHTE CTOMANIHH A3BH €& H3KJIIOYHTEIHO PEIKH B
CPaBHEHHE ChC CilydauTe Oe3 [IPOREHKAAHO aHTHOAKTEPHANHO JIeHeHHE.

5.2 PapMaKOKHHeTAYHHA CBOHCTBA

Abcopbims
Omenpazon He e cra0wieH B KHCeNa Cpefia ¥ ce npriara noj ¢opMara Ha CTOMAMMHO-YCTOHYHEH

TpaHy/iH B TREP/IH KeJTATHHOBH Karicyad. PezopOupa ce B TEHKUTE HepBa.

MaxcumManHi nnasMeHu KOHUEHTpAlHH Ha OMEnpasos ce nocrurar 3a 1 1o 3 yaca cioen
npuKeHdeTo. [lnazMeHnaT moMys;KMBOT & oKoI0 40 MHHYTH H TOTANHHAA IWa3MeH kiupeHe ¢ 0,3 1o
0,6 I/min. [Tpu Mansk Gpoit natwentu (CYP2C19 Garuu MeTabonuzaTopH) ce HabmonaBa HAMAIEHO
€IMMHHHpAHE Ha oMenpasoun. B Te3u ciyvan, e THMHHALIMOHHESA NOTyKHBOT MOXe Ia OB/ie okono 3
I'6TH [0-IBJIBE OT HOPMATHUTE CTOHHOCTH M [UTOLITA N0 KpHBaTa KoHLeHTpauua-speme (AUC)
MOKe na ce yenndH 50 10 e,

PaznpeneneHue
O6eMBT Ha pa3nipefencHIE Ha OMETIPa3oI B TANOTO € 0THOcHTENHO Manbk (0,3 Vkg TenecHo Terso) u

CBHOTEETCTBA HA TO3H B €KCTpaLle/TyapHaTa Te4HocT. CBBbpP3BaHETO C IUTA3MEHHTE NIPOTEHHH € OKOJIO
95 %.

Owmenpason kyMynupa kato ciiaba 6aza B kucenara cpeia Ha HHTpaleTy1apHaTa KaHauecTa CHCTeMa
Ha MapHETAIHHTE kiieTkH. B Tasu kucena cpena oMenpason ce MpOTOHHPA H Ce MPEeBPLIIA B
aKTHBHOTO BELIECTEO OMerpazof cyipeHaMua. AKTHBHOTO BEHIECTBO C& CBEP3Ba KOBAJICHTHO KBM
cTtoManiHaTa npotonna nomna (H+, K+-AT®aza) Ha cekpeTopHaTa NOBBPXHOCT HA CTOMAIIHATA
napHeTaHa KIeTka M HHXuGHpa HelfHaTa aKTHBHOCT. 3aTOBa BpeMeTo Ha HHXHOHMpaHe Ha
KHCE/IMHHATA CEKPEeLHA € 3HAUMTENHO [10-THIITO OT TIEpHOAa, B KOMTO oMenpa3on-6a3a NPHCLCTBA B
mnazMaTa. CTelleHTa Ha HHXUOHpaHe HA KUCEIIHHHATA CeKpelus € npako cBepzada ¢ AUC, nouneuc
TUIa3MCHHTE KOHLEHTPAIHE B J1a/1€H MOMEHT.

buotpanchopmaimsg 1 enuMuHHpane

Omerpason ce MeTaboNH3Mpa M3LIANO, [IABHO B HepHun npob ot CYP2C19. [pu Mamex TIpOLeHT
IAHEHTH ¢ PyHKIHOHANHA HeaocTaThuHocT Ha CYP2C19 enMMuHKMpaHETO HA OMENPAsoll e
noTHCHaTO. B 1u1azmara ca oTKpHTH cyndoH, cyapua ¥ xuapokcHoMenpasoi. TesH MetabonuTy
HAMAT 3HaYKTENeH edeKT BLpXY KUceJHHHaTa cekperusa. Oxono 20 % oT npueTaTa 103a Ce
eKckpeTHpa ¢ ¢eneca, a ocranasite 80 %- ¢ ypuHaTa kato MeTabonuTh. J{BaTa rnaBHA ypHHHH
MeTaboNHuTa ca XHIPOKCHOMEIPA30T H ChOTBETCTRAMATA KapOOKCHITHA KHCETHHA,

Ipu maupeHTH ¢ 6BOpevYHH HApYUISHHA KHHETHKATA Ha OMENpa3oN ¢ MHOTO OIM3Ka 10 Ta3H Ha
3npaBH HHAHBKM. Ho, Thii KaTo GB0peYHOTO eNMMUHMpaHe € HAH-BRKHUAT ITbT 32 €KCKPELMA Ha
MeTabOoMH3MPaHIs OMENpPazoll, CKOPOCTTa Ha €/IMMAHMPAHE € HaMaJleHa B CBOTBCTCTBHUE CBC CTETIEHTa
Ha 60peyHo yBpekaHe. AKO OMENPA30N ¢e IPHEMa eTHOKPATHO AHEBHO, KYMYTHPaHETO MOXKE Jia Ce
H30eTHe.

BuonanuuHOCTTA HA OMEIpaz0JI NPH NAlHEHTH B CTapUeCKa BB3pacT ¢ JCKO IIOBHIIICHA, CKOPOCTTAa Ha
CJIHMHHHpaHE- JICKO [MOHIKeHa. Ho HHIHBHAYAJITHHTC CTOHHOCTH ¢4 MHOTO OIH3KH J0 TE3H Ha

BB3PAcCT, IpHeMallH HOPMAITHH J403H OMETIPa3on.

Crnen uHTpaBeHO3HO TIpHIOXKeHHe Ha 40 mg oMenpaszon 3a 5 aHu, aGcomoTHaTa 61
nosuitasa A0 50 %, ToBa ce o0jCHABA ¢ HAMAJIIEHMS YepHOAPOOEH KIMPBHC [Topaj,
CYPZC19 uzoenznma.



Ilpu manuenTH ¢ XPOHUYHO YepHOAPOOHO 3a00NsaBaHe KIIMPBHCA Ha OMETIPA30Il € HAMAIEH H
IVIA3MCHUAT NOTYKHBOT MOKeE JIa ¢¢ YIBJDKA A0 mpubnu3rTenHo 3 vaca. Torasa OHOHATHIHOCTTA
Moe 1a 6nae nosede or 90 %. OMenpazon B 4030E peskuM oT 20 mg BEAHEXK JHERBHO 33 4 ceAMHLM
ce moHacs [o0pe W He ce Habnoasa KyMyJIMpaHe Ha OMEpa3oil KM HeTOBH MeTaboJIHTH.

BHOHanMYHOCTTA TIPH eOHHHYHA NepopaIHa 103a e npubnusutenHo 35 %. IlpH MHOrokpaTHo
npriIoKeHHe SHOHATMYHOCTTA Ce TIOBUINABa 10 okoro 60 %. [Ipu naupeHTH ¢ orpaHHYeHa
4epHOPoOHa hYHKIIMA MOXE Aa ¢e MOBHIIM 10 Haa 90 % mopaau HaManeH first pass edekT.

53 IlpenkIMHAYAR JaHEH 32 He30MACHOCT

HsAma 1aHHK OT NpOBE/ISHHUTE IPOYUYBAHKS HA XPOHHYHA TOKCHHYHOCT, MTOKA3BAIIY HAKAKBH
HEM3BCCTHH J0OCera HexXeNaHH peakiiH, KOMTO MOraT Ja ce NpOABAT NPH XOpa.

HabnropaBank ca XHIEpINa3us Ha CTOMALIHHTE eHTepOXpoMaduu — MoToGHH KIETKH H KAPLIHHOMIH
[Ip# NPOJR/DKHTEHO IPOYYBaHE MPH [IBXO0BE, TPETHPAHH ¢ OMENPA30/1 HIH IPEAPAIIOIKCHHE KBM
yacTuuna GyHnexToMus. Te3H MPOMEHHM ca B PE3YJITAT HA NPO/Ib/DKUTEAHE XHNEPraCTPHHEMHS
BCJIEACTEME IOTHCKAHE CEKPEIIHATA HAa KHCETHHA,

Ipy npoy4BaHHA HA MYTATEHHOCT (i1 VilFo W in vivo) He ca YCTAHOBEHH JAHHH OT KJIHHHYHA
3HAYHMOCT.

6. PAPMAHEBTHYHH JAHHHW

6.1 Conackk HA HOMOIMHATE BelIEeCTBA

Xunpomenosa,

Tank

Turanos auokcua (E 171)

Hunarpuer docdar quxumpar,

MeTakpunopa KHce/IHHA-eTHIAKpUIAT cbionumep (1:1)

Hatpuer nopermncyndar

INonucopbar 80

TpueTHnoE nMTpar

3axapoza

Hapesnuno Humecre,

XKenatun,

[IpeuncTrena Boga

Yepno neyarapcko MacTio (TEK SW-9008, cheTofImo ce OT WIENTaK, eTHIO0B anKoXOoll,
H30IPOITHIOB AJIKOXOJ, POMWACHITIMKON, N-GYTHIOR AITKOX0N, AMOHHEB XWIPOKCH]L, KATHCB
XUAPOKCH], BOAA H YepeH xkeseseH okcuy (E 172)).

6.2 HecbBMecTHMOCTH

He ca ussecTnmn.

6.3 Cpok B2 rogaoct

48 mecenia

6.4 CnenHalHH YCJIOBHA HA ChXPaHEHHE
HAa ce chxpaHaBa Ha MACTO, HEIOCTHITHO 3a JIgla,

Tozn nekapcTreH MPOYKT He HIUCKBA CTIGITHATHH YCJIORHA 32 ChXPaHEHHE.
Crxpanssaitte 6ankata nobpe 3aTBOpeHa.

6.5 Buj # chabpkanae HA ONIAKOBKATA




HPDE 6anku ¢ kanauka Ha BHHT (CBOBPKAILA TECHKAHT).
banxku cue 7, 14, 28, 30 wm 100 cToMaIHO-yCTOHIMBH KaICyJIH.

He BcudKM BHIOBE OTIAKOBKH MOTaT a OBAaT MycHATH B Npofaxba.
6.6 Coenna/jnu npeIna3HH MEPKH IPH H3XBLPJIsHe H paboTa

Hiama cnieupanyu M3HCKBaHHS.

7. IMPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Sandoz GmbH, 10 Biochemiestrasse, A-6250 Kundl, Asctpus

8. HOMEP HA PASPEIIIEHHUHETO 3A YIIOTPEBA

Per.No: 20020259

9, JTATA HA ITBbPBO PA3PEINIABAHE/TIOJHOBABAHE HA PASPEHTEHHETO 3A
YIIOTPERA

[Tepro PY: 21.03.2002

INoauosasane Ha PY: 20.12.2007

10. JATA HA AKTYANNIHUPAHE HA TEKCTA

03/2023




