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Probitor 20 mg gastrq-resistant capsu]es, hard B B e

2, KAYECTBEH U KOMHMHMECTBEH CbhCTAB
[Ipoburop ceabpxka 20 mg omenpason (omeprazole).

3a MBJIHKA CMHCHK Ha MMOMOINHMUTE BelllecTBa BIK Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

CroMalIHO-YCTOHYMBA KalCya, TBBpAa - Henpo3pauHa 6sna kancyna ¢ Hammce OM 20.

4. KJIVMHAYHH JAHHHA

4.1 TepaneBTHYHHA NOKAZAHNS

IyOACHAIHA A3Ba

CTOMAlIIHA A3Ba

pedurykc-e3odarur

NOAABPKALIO NeYeHHE Ha peduTyKc-e30(daruT 3a NpoHIakTHKA Ha peLiIHB
cHuApoM Ha Zollinger-Ellison

JIe4YCHHUE Ha CTOMAIIIHM M AYOACHAIHH A3BH, cBbp3anM ¢ ynorpedara Ha HCIIBC 3a
npodnakTHKa Ha pELHAHB

CHMINTOMATHYHO JIEYEHHUE HA racTpo-e3odareanna pedaykcHa 6bonect

B KOMOHHALMA ¢ NOAXOAALIH aHTHOAKTEPHAIHH eKapCTBeHH MPOXYKTH 3a epanuKalms Ha .
pylori npn nammenty ¢ H. pylori acouunpaHa nentuuHa 238a (BHX Touxa 4.2.)
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4.2 Jo3ApoBKA B HAYNH HA NIPHJIOKCHHAE

HyvoneHanua s3sa:
OOnuaitnara 703upoeKa € 20 mg Beansk AHEBHO. [IpoabDKMTETHOCTTA Ha TIeYeHHeTO € 2-4 ceAMMIIM.

CroMaimHa A3Ba:
O0OHuaitHaTta A03HpoBKa e 20 mg Beawsxk AHeBHO. [IpoaLDKATEIHOCTTA HA TeYSHHETO ¢ 4-(6)-8
CCAMMIIH.

Pe c-€30(DaruT:
O6nuaitnara 103a ¢ 20 mg peaAHEXR AJHEBHO. [IpoaBKHATEIHOCTTA Ha JIeueHHeTo € 4-8 ceAMHLIN.

Zabenexka:
B oTnennn ciryvad Ha JyoJA€HANIHA T3Ba, CTOMAIIHA 2383 B pedykc-e3odarur Jo3UpoBKaTa Ha
oMenpaszoll Moxe aa Obae nopumeHa ao 40 mg oMernpason BeAHBEXK JHEBHO.

MoHOTepanus ¢ OMEIIpa3os fpH IyOACHAIIHA W CTOMAIIHH A3BM TPAOBA Ja ce 13
NalHEHTH, NPH KOUTO HE € IIOKa3aHa epaaukauns Ha H. pylori.

Jelia Ha BB3pACT HaA 2 FOAMHM ¢ TEHBK pedurykc-ezodarur:




KnuHUYHUAT ONHAT 1pH Aena € orpanuteH. OMenpa3zon Tp:A0Ba ga 6bae H3N0/M3BaH CAMO MPH AL C
TEXBK pedpIryKc-€30(arut, pe3uCTeHTEH Ha APYTH TEPANEBTHYHH CPE/CTRA.

JIewenuero TpsibBa Aa ce Ha3HA4YH OT MeAUATHP B HONHHYHO OTACNCHHE.

3a ONTHMAJNIeH TEpaNeBTHYCH PE3YNTaT MOTaT /1a ObJaT NMPOBEICHH MMPOABLDKHTCHO H3MepBaHe Ha pH
H reHoTHIIH3HpaHe (oTHOCHO CYP 2C19), ako € yMecTHO.

[IpenoprunTenHu ca cneIHUTE JOZHPOBKH:

[Ipu Terno ot 10 go 20 kg: 10 mg/nen.

IIpu terno Haa 20 kg: 20 mg/ aen (npubnm3nrenno 1 mg/kg/nen).

IpoawsorUTENTHOCTTA HA TeYEHMETO ¢ 0OMKHOBEHO 4 1o 8 cenmuy 1 He TpAbBa Aa HaasumIaga 12
CCAMMLIM, MOPaaN JIMNCATA HA JAHHU OT NMPOABIDKATENHA YoTpeda MpH TasH BL3PacTOBa IPynA.

Honaspxamo geyenne Ha pedrykc-e30darur 3a NpoQHIAKTHKA HA PELIAAHB:

Obwuuaiinara no3a € 10-20 mg, B 3aBUCHMOCT OT K/IMHHYHUSA Pe3yJITaT.

Zollinger-Ellison cunapoM:

HosupopkaTa TpaGea 1a Op/e onpeseicHa HHANBHAYATHO H MALHEHTHT Ja Obae noa HabmoxeHHue OT
CIEeLMATTHCT JOKATO MMa KJIHHHYHM MHAMKAIH. [IpenopbuuTeNHaTa Ha4danHa 2o3a € 60 mg Beaabk
aueBHO. [Tpn Ha3zHauera aozupoBka o1 80 mg AHeBHO, T4 TPAOBA Ka OBAc pa3jiclicHa B Ba MpHeMA.
Ipu mamwenTHTe cBe cHHApoM Ha Zollinger-Ellison naMa orpaHuyeHIA B NPOIRIKHTETHOCTTa HA
JEYEHHUETO.

Jleyenue Ha CTOMAITHM ¥ IYOACHATTHM A3BH. CBBp3any ¢ ynorpeba na HCIIBC:
Obwuuaaitnara ao3upoeka ¢ 20 mg aHeBHo. [IpoawipkurenHocTTa Ha TeyeHMETO € 0T 4 fo 8 ceaMuun.

Ilo O JicueHHMe HAa CTOMAIOHH H OVOICHAHH T3BH, CRBD3AHM C eba Ha HCIIBC, 3a

NPOGMIAKTUKA Ha PELIMHB:
ObuuaitHara no3a e 20 mg JHEBHO.

CHMITTOMaTHYHO JICYEHHE Ha racTpoesodareanya peduiykcHa Oosect:

Obuuaiinara nosuposka e 10-20 mg AHEeBHO, B 3aBHCHMOCT OT KITHHHYIHHSA OTTOBOP.
ITpoABMKUTENHOCTTA HA TIEYEHHETO € 2-4 CeAMULIH.

AKO NMalMEeHTHT He YYBCTBA NOAOOPEHHE B CUMITTOMATHKATA cliel 2 ceMHIIH iedeHHe, TpaOBa aa
6BAaT HANPABECHM JOITEIHUTE/IHH H3C/IeABaHHA.

Epanuxaumsa Ha Helicobacter pylori:
[TaupesTH ¢ racTpo-AyoAeHATHH A3BK, B pe3yarTar Ha uHgekuus ¢ H. pylori, Tpabea na Osaar

TPETUPAHH ¢ TOAXOAAINA KOMOHHALMA OT AaHTHOMOTHIM B CHOTBETHH AO30BH pexkHMHU. M300pET Ha
Tepanua TpAORa Aa ce OCHOBABA HA NMOHOCHMOCTTA HA MALIMEHTA H TEPANCBTUYHHTE TTPENOPHKH.
H3nomsear ce ciequuTe KOMOHHALNA:
e omenpaszon 20 mg, amokcuiiuH 1000 mg, knapurpomue 500 mg, BCHUKH No 2 MbTH
JHEBHO

e omenpazon 20 mg, knapurpoMHLMH 250 mg, meTpornaazon 400-500 mg, BCHUKH 110 2 MTHTH
AHEBHO
IIpoABIDKATETHOCTTA HA ICYSHUETO 32 epaauKaiid e 1 cenmuua. 3a aa ce uiberne pazsurie Ha
PE3MCTEHTHOCT, NleueHUeTo He TpsadBa na ce cbKpallaBa. IIpH NaHEHTH ¢ aKTHBHA S3Ba MOXKe Ja ce
YABJDKH ICUEHHETO KATO MOHOTEPAHHA ¢ OMEMPA30I CIIOPEA AOZHPOBKHTE H MPOAB/DKATENHOCTTA,
AAaJEHH TO-rope.

KomOuHmupaHaTa Tepanus, BKIIOYBALA METPOHHIA30M He TpAOBa 1a Onae npss W3b0p, nopamau
KapUMHOICHHMA MOoTeHLMaN. IIpuiaraneTo Ha METPOHKAA30N TPAOBA Ja OBle OTpaHHUEHO A0
nepHoaH, No-Kpatku ot 10 gHu.

CriennanHy nomyamix

Cmapuecka év3pacm (> 65 200unu):
He e HeobxoauMa KopeKiHa Ha JOZHPOBKATA IIPH TA3H IPyNa NALMEHTH (BHK T.5.2)

Hapywena bvbpeuna pynxyus:




He e HeoOxoamma KOpeKIMA Ha JO3HPOBKATA TIPH MAIMEHTH ¢ HapylueHa Os0peuna PpyHkima (Brk
T.3.2).

Hapviiiena yepHoapoOHa G yHxums;
ITpu nanmeHTH ¢ HapylneHa YepHOoAPoOHa GyHKIMA AHEBHA 1034 oT 10-20 mg Moxe na 6vne

JocTaThuHa BIDK (T.5.2). MaxcuManHaTa AHEBHaA [03a He TpAORa aa HaxpHIIaBa 20 mg, nopaau
BEPOATHOCT OT NOBHINABAHE HA OMOHATMYHOCTTA H YIBLJDKABAHE HA BPEMETO Ha MONMYKHBOT NPH TE3H
Mat{HeHTH.

CToMalHO-YCTOMMUBHUTE KANCYJIH Tp2OBa Ja ObAaT NMONIBLIAHH LIEJIH ¢ AOCTATEYHO KOJIMYECTBO

TEUHOCT (Hamp. 4aHia BOAA) NpeaH XpaHeHe (Hamp. MpeaH 3aKyCKa HIH Bedeps) WIH Ha [pa3eH
CTOMAX.

4.3 IIpornBonoxkazaHus

- CBpBXUYBCTBHTETHOCT KBM OMETPA30I1, KbM 3aMecTeHd OeH3MMH1a30)IH HIH KBM HAKOE OT
MOMOIIHUTE BELEeCTBA;

— Omenpazon noaobHO Ha ApYrd HHXUOUTOPH Ha MPOTOHHATaA nOMIA He TpsOBa Ja ce mpHiara
€IHOBPEMEHHO ¢ HeJIpHUHABKP (BHXTE TOUKA 4.5).

4.4 CoenaajEE NpeAyupexIcHns H NPEIIAIHE MEPKH OPH ynoTpeda

IIpu HasIHYHE Ha aNapMHpAIIH CHMITOMH (HaIp. 3HaYHTE/THA HenpeaHaMepeHa 3aryda Ha Terjo,
4eCTH NOBPBINAHMA, AUChArus, XeMaTeMe3a WM MEJICHA) HWIH NIPU CbMHEHHE WIH HATKWYMHE Ha
CTOMAIIIHA A3Ba, TPA0BA f1a ce M3KIIFOUH 3JI0Ka4eCTBEHOCT, Thil KaT0 Je4eHHUETO MOXe J1a o0neKan
OIUTAKBAHHATA H Aa 3abaBl qHArHO3aTa.

EnnoepeMeHHaTa ynoTpeba Ha aTazaHaBHp ¢ HEXHOMTOpPH Ha NPOTOHHATA MOMINA HE Ce MPEnopbhYBa
(BiKcTe TOUKa 4.5). AKO ce npeneHd, Y€ KoMOMHHpAHeTO Ha aTazaHABUP ¢ HHXHOHTOP Ha MPOTOHHATA
NOMIIa He MOXKe J1a ¢e u3berHe, ce npenophiba KIHHHYHO HabmoaeHue oT6an30 (HANp. ONpeaeiaHe
Ha BUPYCHHA TOBap) 3a¢AHO ¢ MOBHIIABAHE Ha A03aTa Ha atasaHaBHp o 400 mg ¢ee 100 mg
PHTOHABHP, a ko3aTa oT 20 mg oMenpa3oi He TpAOEa Ja ce HaJBHIIIABA.

Omenpason nogo®HO Ha BCHYKH JI€KapCcTBa, IOHIKABAIIM KHCEMMHHOCTTA, MOXKE J1a HaMaJIi
abcopOipaara Ha BuTaMuH B 12 (upankobaraMiH) nopagu XuMno- Wik axaopxuapaa. Toea TpsaOsa ga
ce cro0pa3sea NpPH NALHECHTH ¢ HAMAJICHH 3aIIaCH B OPTraHU3Ma HJIH ¢ PUCKOBH (DAKTOPH 3a HAMAaNeHa

abcopbiyia Ha BuTaMuH B12 npu npoxe/KUTENHA TEpanus.

Owmenpaszon ¢ uaxuburop Ha CYP2C19. Tlpu 3anouraHe U NpH 3aBbPHIBAHE HA JICUCHHE C OMEITPAlO
TpaOBa a ce HMa NPEABHI BEPOATHOCTTA OT B3AMMOACHCTBHA C APYTH JICKapcTBa, MeTabonH3HpaHy
or CYP2C19. HabmonaBaHo ¢ B3aHMOACHCTBHE MEXKTY KJIOMMAOTPEN M OMEIPa3zon (BIDKTE TOUKA
4.5). KnuHu4HOTO 3HauYE€HUE HA TOBA B3aUMOACHCTRHE He ¢ AcHO. KaTto npenanazHa Mapka Tpadsa Aa
ce U30Area eAHOBPEMEHHATA YNOTPeHa Ha OMENpPa30/l ¥ KIOMHAOTPeI.

JIOKNTaBaHa € TeXKa XMIIOMArHe3HEeMMA TIPH MALMEHTH, JICKYBAHH ¢ MHXMOUTOPH Ha NPOTOHHATA
[IOMIIA KaTO OMEMpa30J1 B NpOAWLKEHHE Ha Hail-MaJIKO TP Mecella U B IOBEUETO CTydYaH B
NPOABDKECHHE HA rOANHA. BE3MOKHO € Z1a HACTBIT CEPHO3HH MPOABH Ha XHITOMarHe3ueMHA KaTo
yMOpa, TETAHHA, AeIMPUYM, ThPUOBE, 3aMagHOCT M BEHTPHKYNIapHa apHTMIA, KOMTO o0aue Morar Aa
3aMOYHAT CKpHTO B Aa Ovaar npenedpersath. [Ipu nosevero NnauMeHTH XHNOMArHE3HEMHATA CC
noAoCpABa clie/] 3aMECTUTEITHA TEPAIIHA C MarHe3uii M NpeKpaTaABaHe Ha MPHWIOKEHHETO HA
HHXHOMTOP Ha MMPOTOHHATA TIOMITA.

TTpn nampendTn, 3a KOWTO ce 04aKpa Aa OBAAT Ha OPOTB/DKHTENHO JeUCHHE HIH KOHTO [P /_f?\u
MHXHOHTOPH HA IPOTOHHATA MOMIIA 3a¢/{HO ¢ AHTOKCHH MM JICKAPCTBA, KOHTO MOTAT HA
XHITOMarHe3sueMHa (Hanp. JUypeTHIM), MEAMIIMHCKHTE CTIEIHANMCTH TpA6Ba Aa o
Ha HMBATA HA MarHe3Hif IIpe/ 3arMo4BaHe Ha JIeYeHHEeTO ¢ HHXHOMTOp Ha IPOTOHH
TIEPHOIHYHO 10 BPEME Ha JIEUEHHETO.




HuxubuTOopHTE Ha MPOTOHHATA MOMIIA, 0COOEHO KOTATO Ca MpHjaraHy BEB BHCOKH A03H U 32
NPOXB/DKHTENHHA NEPHOIHM (>1 rogMna) MOTaT Aa 1a yBEJIMYAT YMEpPEHO pUCKa OT PpaKkTypa Ha
GeapeHaTa KOCT, KHTKaTa M rpb0HAYHHA CTHIO, MIAaBHO ITPH NALMEHTH B CTAP4ECKa BB3pacT HIH MpH
HAIMYME HA APYTrH H3BECTHH pHCKOBH (akTopu. OOcepBallHOHHH IIPOYYBAHHA NPEANOJIAraT, ue
HHXMOMTOpPHTE HA MIPOTOHHATA MOMITA MOTaT Aa YBeNHUYAT 001HA pucK oT ¢ppaktypu ¢ 10-40%. Yact
OT TOBAa YBEJIMMEHHE MOXKE J1a C€ ABVDKHM HAa APYTH PHCKOBH dakTopH. [IaupeHTH ¢ pUCK OT
OcTeonopo3a TpabOBa J1a MOJIyuaBaT rPHKH B CHOTBETCTBHE C aKTYalHHATE KITHHHYHH PHKOBOJACTBA M A2
IIPHEMAT AOCTATHUYHO BHTAMMH D ¥ KaIIHH.

[Ips HAKOM Aela ¢ XPOHHYHM 3a00IABAHHA MOXKe JIa C© HaJlara XeJrOCpOdYHO JICUSHHE, Makap H€ TOBa
He ce MperophYBa.

JleyeHHeTO ¢ MHXUOHUTOPH Ha TMIPOTOHHATA [OMIIA MOXKE JIa AOBEAE JI0 JIEKO NOBHIIEH PHCK OT
CTOMALIHO-4YpeBHH HH(eKIM KaTo HHeKipm cbe Salmonella, Campylobacter u Clostridium difficile

(BIDK TOUKa 5.1).

Kakto npH BCAKO MPOABIKHTEIHO JIeYeHHe, 0CO0EHO MPOARIDKABAIIO NTOBSYE OT €HA rOJIUHA,
NalHeHTET TpAOBa Aa 6bae noj peAOBHO HAOMOACHHE.

Cvb H KOX€eH ¢ epuremaroaec (SCLE

HHxuOHTOpHTE HA MPOTOHHATZ MOMIIA Ca CBBP3aHH C MHOTO peakH ciydal Ha SCLE. Ako ¢ce noaBsaT
Ne3HK, 0COOEHO B YHACTBIIH OT KOXKaTa, M3JIOMKEHH Ha CTBHYEBH JTBUH, H aKO T¢ ¢4 CBIIPOBOJEHH C
0onKkM B CTaBHTE, MALMCHTHT TpAOBa He3a0aBHO 3 MOTHPCH MEIHLIMHCKA MOMOLI H MEAHIHHCKHAT
CIIELMATHCT ClleABa fa o6MHCIH crMpaHe Ha npuema Ha [Ipoburop. SCLE, HacTemmn ciienn
IPEOXOMHO JICYCHHE ¢ MHXHOMTOP HA IPOTOHHATA NIOMIIA, MOXE Aa yBenHuM prcka or SCLE npu
ynorpeba Ha ApYTrH HHXHOXTOPH Ha IMPOTOHHATA IOMIIA.

Iloenuseane na nabopamoprume pesyimamy
INopnmeHoTO HHBO Ha XpoMorpaHuH A (CgA) MOke Na NOB/HAE HA H3CACABAHMATA 34

HEBPOSHIOKPHHHM TYMOPH. 3a 21a ce n36erHe TOBa B3aUMOEHCTBHE, IEUSHUETO ¢ OMEMpa3oli TpaOBa
Ja ce CIIpe BpeMEHHO HaH-MaJIKo 3a 5 THH npean onpeaenaHeTo Ha CgA (Bx. Touka 5.1). AxO HHBaTa
Ha CgA M racTpMHa He ca ¢€ Bb3CTAHOBWIHM B pedepeHTHUTE CH 'PAHMIIM CJIeA HAYaIHOTO
onpeAensHe, H3MepBaHeTo TpAOBa na 6bae nopTopeHo 14 AHM ciel cniMpaHe Ha JIeYEHHUETO ©
WHXHOUTOP Ha IMPOTOHHATA IOMIIA.

To3n nexapcTBeH MPOAYKT ChABPKA 3aXapo3a. [laumMeHTH ¢ peaKH HaceACTBEHH 3a00NABaHNA KATO
HEMOHOCHMOCT KBM (QPYKTO3a, CHHAPOM Ha IIIOKO30-TAIAKTO3Ha ManadcopOums uim eH3HMHa
[IIOKO30-U30MaNTO3HA HEAOCTATHYHOCT He TpAOBa Aa nprHeMar TO3H A€KapCcTBeH MPOAYKT.

4.5 BianmMoaelicTBHEE ¢ APYIH JIeKAPCTBEHHE NPOAYKTH H APYTrH POpMH HR B3IAHMOACHCTBHE

EdexTy Ha oMe OJI BBPX MaKOKHHETHKATA Ha W aKTHBHU BEIIECTBA

AKTHBHH BelecTBa ¢ pH-3aBucHMa abcopOirus

HaManeHara cToMalllHa KHCETHHHOCT MO BpeMe Ha JiedebHHA Kype ¢ OMENpa3oyl MOXKe Aa NMOBHINM
HJTH NOHIDKH abcopOuHATa Ha AKTHBHH BeliecTBa ¢ pH-3aBHcHMa croMamHa abcopOipa.

Hengunasup, amasanasup
[InasMeHuTEe HHRA Ha HeJPHHABHY M aTa3aHABHP C€ MOHHKABAT IPH ¢AHOBPEMEHHA ynioTpeda ¢
OMETIPa3oll.

EnnoBpeMeHHaTa ynotpefa Ha oMenpalon ¢ HepruHABUD € NPOTHBONOKAa3aHA (BIDKTE TouKa 4.3).
EnroBpeMennara ynorpeba Ha oMenpasol (40 mg qHeBHO) MOHMXKABA CPeIHATA elccn ST, 3
HengHuHaBHp ¢ okono 40 % KaTo cpeaHaTa €KCHO3IHLMA Ha (apMaKOIOTHYHO aKTHB e:;-w oy FH

HX MU S, Hh,

MS e samaneHa ¢ okos1o 75-90 %. B3auMoAeHCTBHETO MOXKE CHIIO A4 CE NBLJDKH HZ
CYP2CI19.




EHOBpEMEHHOTO MPUIOKEHHE Ha OMEMPa30Jl C aTa3aHaBHP He ce MpenoppyBa (BIKTE TouKa 4.4).

EnsoBpeMeHHHMAT IIpHeM Ha oMmenpason (40 mg BeaHs:x AHEBHO) M atasaHaBup 300 mg/puTOHABUp
100 mg ot 3apaBu AOGPOBONIM € AoBeN 10 75 % NOHMKEHHE HA SKCITO3HIIMATA HA ATa3aHABHP.
-¥BenuiaBaHeTO Ha 103aTa aTazaHasup g0 400 mg He ycnaea 1a KOMICHCHPA edekTa Ha OMenpasoll
BBPXY €KCIMO3HIHATA Ha aTa3aHaBHp. EAHOBpeMeHHUAT IpHeM Ha oMenpaszol (20 mg qHeBHO) ¢
arasaHasup 400 mg/puronasup 100 mg or 3apasu 206poBOALH € Ao A0 npuOnusuTenHe 30 %
HaMa/IABaHe Ha €KCMO3HILHATa HA aTazaHABMp NoAoOHO Ha atazaHaBuAp 300 mg/purodaerp 100 mg

BE€JIHBX THEBHO.

Huzoxcun

[Ipn egHOBpeMeHHA yrioTpeda Ha oMenpason (20 mg AHEBHO) M AUTOKCHH OT 3PaBH ACOPOBOMIIH
6HOHATMYHOCTTA Ha JHTOKCHH c¢ oBHInapa ¢ 10 %. Paaxo ce crobmaBa 3a TOKCHYHOCT OT CTpaHa Ha
AUrOKCHH. BBIpeKkH TORa € He0OXOAMMO BHUMAaHKE, KOraTO Ha NAlMEHTH B HAIpeJHANA BB3PacT Ce
MpeAHMCBa OMENPAa30il BbB BHCOKH A03H. TCPANCETHUHHAT MOHHTOPHHI HA AUMOKCHH B TAKMBA
CIyvyau Tpadea ma 6b1e 3acHIIeH.

Knronuodocpen

PesynTaTHTe KNHHMYHO NMPpOYYBaHEe ¢a nokasany GapMaxoKHHETHUHO/PapMakoAMHAMUTHO
B3auMozelicTBue MexXy xiormaorpen (300 mg Harosapeama 4033, HOCHeABaAHA OT 75 mg
MOJTEPIKAINA 03a AHEBHO) H oMenpaszoi (80 mg no chIOTO BpeMe 3aeJHO ¢ KIOMHAOTPE), KOETO €
ZOBCTIO OO0 HaMalsBaHe H& €KCIIO3HLMATA Ha aKTHUBHHA MeTaOONHT Ha Konuaorpen ¢ 46 %o n
NOHIKEHO MaKCHMAaTHO MHXuOupane (MHayipano ot AJI®) Ha arperanysaTa Ha TPOMOOIHTHTE
cpenHo ¢ 16%. Ot obceppallHOHHM M KITMHUYHH NPOYYIBAHHA ¢a CHOOINEHH HEAOCTATHYHO JAHHH 32
KJIMHHYHHUTE MOCIEIHLH Ha TOBa ¢hapMakOoKHHETHYHO/bapMaKoOAHHAMHYHO B3aUMOACHCTBAC HA
OMEMPA30J1 N0 OTHOIICHUS Ha 3HAYMHMMH CHPACYHO-CBAOBH HHITHACHTH. KaTo npeanasHa Mapka,
eIHOBPEMEHHATA YIIOTpeHa Ha OMENpa3on H KIoIuAorpen Tpabea ga ce n3bdarea (B 1.4.4).

Hpyau axmuenu eewgecmea

AbcopbimaTa Ha MO3aKOHA30J1, CPIOTHHHO, KETOKOHA30/ H HTPAKOHA30J1 € 3HAYMHTEHO peAyLiHpaHa,
NOpajH KOETO KIIMHHYHATA HM epeKTHBHOCT MOKe Aia 6sae HapymeHa. EnHopeMedHara ynorpeba ¢
N03aK0HA3071 M epinoTvwHud Tpabra 1a ce m3barea.

Axmueru seugecmea, memaboruzupanu om CYP2C19
Owmenpason e ymepeHn nHxaburop Ha CYP2C19, koHTO € OCHOBHRMAT MeTaCONH3IHPAH] IO CH3HM.

3aroBa MeTaboNM3MET Ha €AHOBPEMEHHO MPHEMAHHN AKTHBHH BELIECTBA, KOMTO CBILO ¢a
metabonuzupanu or CYP2C19, moke aa Ob11¢ NOHIKEH H CHCTEMHATA €KCTIO3HIMA HA TE3H
cybcTaHIMUM Aa ce nosuind. [IpuMepH Ha TakuBa nekapcTsa ca R-papdapis i Apyra aHTAroHKUCTH Ha
BUTaMMH K, mpnocrason, adasenaM H GeHUTOHH.

Llunocmason

B KpBcTOCaHO KIHHHYHO IPOYYBaHE OMEITpa3ol B J03a 40 mg, npuiarad Ha 3paBu o0poBOILH, €
IOBeJI N0 noBHmaBaHe Ha Cp,c H AUC Ha mnocTazon ceorBeTHO ¢ 18 % H ¢ 26 %, a Ha equH oT
HEeIrOBHTE aKTMBHH METa0ONNTH CBbC CEOTBETHO 29 % 1 69 %.

Denumoun

Ilpe3 mepBHTE JBE CCAMMIM CIIeA 3ar09BaHE Ha TEPAIIHA ¢ OMEIPA3O0J] CE HPENIOPHYBa MOHHTOPHpaHE
Ha TUTA3MCHHUTE KOHLEHTPAaUHH Ha (eHUTOHH H B CIIy4aii, ue € HallpaBeHa KOPEKIMA Ha J103aTa Ha
(eHMTOMH, cnes NPHUKTIOYBAHE HA IEYCHHETO ¢ OMEIpa3o TpAadBa Aa ¢e HanmpaBH HOBTOPHO
MOHHTOPHPAHE H MOCICABA0 KOPUTHpaHEe Ha J03aTa Ha QeHUTOMH.

Heuzeecmen mexanuzom e
Caxsunasup |
EnHOBpEMEHHMAT IIPHEM HAa OMENPA30Il ChC CAaKBHHABHP/PHTOHABHD BOIH A0 NOB
HHBa ¢ npubmusuTenHo 70 % 3a cakBHHABHp, CBBP3AHO ¢ A00pa MOHOCHMOCT MPH

HHPCKTHPAHATE MALUCHTH.




Taxporumyc

CrobmeHo e, ye eJHOBPSMEHHHAT MPHEM ¢ OMENPAa30J1 NIOBHILIABA CCPYMHHTE HHBa HA TaKPOIHMYC,
Hebxomumo e 3acuneHo HabmoAeHHe Ha KOHIICHTPALMHMTE Ha TAKPOIMMYC, KAKTO H Ha OnOpeydara
¢yHKUNA (KpeaTHHHHOB KITHPBHC) H aKO € Heo0XO0nuMO, ce MpaBH KOPEKIMA Ha 103aTa Ha

TaKpOJIAMYC.

Memompexcam

IIpyn enHOBPEMEHHO NPWIOKEHHE ¢ MHXHONTOPH Ha IIPOTOHHATA IOMIIA, C€ ¢hOOINaBa 3a IOBHIIICHH
HHBa Ha METOTpPEKCAT NpH HAKoM naiMeHT. [1pH ynorpe6a Ha BUCOKH ZO3H METOTPEKCAT MOXKE Jia €
He0oOXOHUMO BPEMEHHO CTIMPaHe Ha MPUNONKESHHUETO HA OMENPa3on.

Edexr Ha ApYrH aKTHBHH BeIecTEa BbpXY JapMaKOKHHETHKATa Ha OMENpPa3ol
Huxubumopu na CYP2C19 uw/unu CYPIA4

T'vit kaTo omenpason ce MeraGomusmpa oT CYP2C19 u CYP3A4, akTHBHHTE CYOCTAHLIMM, KOHTO
uaxubupar CYP2C19 win CYP3 A4 (kaTo KIApUTPOMHLIMH H BOPUKOHA301), MOTAT Aa AOBeAaT J0
NOBHIICHHA CEPYMHM HHBa HA OMEIIPA30/I MOPaJH CHIDKABAHE HA CTEIICHTA Ha MeTabomu3upaHe Ha
oMenpazon. EqHoBpeMeHHHST IIPHEM HA BOPHKOHA30JI BOAM AO MOBEYE OT ABYKPATHO IOBHINCHHE HA
EKCIIO3NIHATA HA OMenpa3oi. T KaTo BUCOKHTE O3H OMEMPa3oN ¢ MOHACAT Jo0pe, OOHKHOBEHO HE
ce Haara KOpeKuus Ha nosara. He3aBUCHMO OT TORA NPH NALIMEHTH C TEXKKA YepHOoApobGHa
HEAOCTATHYHOCT M B CJIYIAHTe, KOTraTo ce Hajlara NPoAb/EKHTE/THA Tepamnus, TpAOBa Ja ce o0chau
KOpeKIHAd Ha [03aTa.

Huovemopu na CYP2C 19 wunu CYP3A4
AKTHBHHTE BellleCTBAa, 32 KOUTO € H3BecTHO, Ye HHaAyuMpar CYP2C19 win CYP3A4 wnu u npara

¢H3MMA (KaTo pHOAMITHIHH H KWIT KAHTAPHOH ), MOTaT a ZOBEJAT A0 NOHIDKEHH CEPYMHH HHUBA Ha
OMENPazoi MOPAaH YCHISHHA My MeTaboH3bM.

4.6 PDepTHIAATET, OPEMEHHOCT H KbpPMEHE

BpemeHHOCT
Pesysrratute OT TPH NPOCNEKTHBHH EMUIEMHONMIOTHYHH npoyyusaHus (1oseye ot 1 000 excnoHupanu)

Pa3KpHUBAT JIATICA HA HEXKeIaHH eeKTH Ha OMenpasoil BEPXy OpeMeHHOCTTa WM 3ApaBETO HA
wioaa/HoBopoaeHoTo. OMenpa3oll MOXe JIa ce MpHiara npun 6peMeHHH.

KnpMmene
OMenpaszon ce eKcKpeTHpa npe3 MAHYHHOTO MIIAKO, HO HAMA BepOATHOCT Ja OKa3Ba eQeKT BbPXY
KBEPMa4eTOo, KOraTo € LipueT B ieueOHH JO3H.

QepTHINTET
IIpoyuBaHHA NpPH XHBOTHH ¢ PallEMHYHH CMECH OMEIIPa3oJl, MpIIAraHi Npe3 YCTaTa, He MOKa3BaT

edexTH O OTHOMIEHNE Ha JepTHIHTETA.

4.7 EdexTn BLpxy cnocofnocrTa 3a modEpane H padoTa ¢ MAHIHHH

OmMenpa3zon He oka3Ba edeKT BHPXY crocoOHOCTTa 3a modupane 1 pabota ¢ MaumHu. Morar aa
BBL3HUKHAT HEXKEJIAHH JIEKAPCTBEHH PEaKLHU KaTO 3aMasHOCT H 3PHTE/IHH HapylLIeHHUs {BHXKTE TOUKA
4.8). Ako ca 3acerHaTH, HALHEHTHTE He TPAOBa Aa wodHpaT WM ga padoTAT ¢ MalIHHH.

4.8 HexesaHH JIeKAPCTBEHN PEAKIAH

O606meH nmpodn Ha 6e30MacHOCT

Haii-uecTre Hexxenanu nekapcTpeHH peakiuu (ripu 1-10 % ot manmesTHTe) ca rinasobosne, K
Oorika, 3anek, ARapua, Ta30Be U raJcHE/ MOBPBLIAHE.

CIHCHK HA HEXKENAHUTE NEKAPCTBREHN PeakLHK




CnepHuTe HEKEAaHH JIEKAPCTBCHH PEaKMH ¢a HabnioaBaHK HWiIH NOAO3HPAHH NPH KJIIMHHYHHTE
NpOYYBAHHA H NMOCTMAPKETHHTOBHTE HaOmoaeHHs Ha oMmenpaszoi. Huto eHa oT TAX He € A030-
3aBHCHMA.

HexenaHuTe peakiy, H30pocHH no-aoiy, ca KiacH(GpHIHMpaHH 110 Ye€CTOTa U MO CUCTEMO-OpTaHHH
KnacoBe. YecTtoTaTa ce gepMHMpa KaxTo ciaeaBa: MHOro dectd (> 1/10), wectu (= 1/100 mo < 1/10),
HedecTH (= 1/1 000 mo < 1/100), peaxu (= 1/10 000 mo < 1/1 000), mporo peaku (< 1/10 000), ¢
HeH3BECTHA YecTOTa (OT HAIWYHMTE JaHHH HE MOXE Oa Obae HampapeHa OLiEHKA).

Cucremo-opraten Hexenana eKapcTBena peKkanna

Kaac/gecTora

HapyumicHHA HA KPHBTA H JEHMPHATA CHCTEMA

Peaxw: JleBkoneHH, TPOMOOLHTONCHHS

Muoro penkm: ArpaHyAaoLMTO33, NAHIHTONCHHA

Hapymenus HA AMYHBHATA CHTEMA

Peaxu: Peakiiui Ha CBpBXYYBCTBUTEIHOCT, HAMIP. IOBUIICHA TEMIICPATYpA,

aHTHOENEM H aHapHIAKTHYHA peaKiMA/ oK
Hapymenns Ha MeTa60JH3MA H XPaHEHETO

PekH: XunoHaTpueMus
C HeH3BECTHA XunomMarnesneMus (BK. Touka 4.4). Texkkata XMIIOMarHe3HeMnua MOXe a
qecToTa | JOBEMe IO XUIOKAJIIHEeMHS. XHITOMArHe3UEMHATA MOXKE CBINO Aa Ople

CBBP3aHa C XHIIOKAJTHCMHA.
IcaxHYHH HAPYIICHAR

HeuecTH: HucoMuus

Penku: B13byaa, obbpkBane, Aenpecus

MHoro peakH: ArpecHBHOCT, XaMOWHHALIMH

HapyieHns HA HEPBHATR CHCTEMA

Yecty: ["nasobonue

HeuecTH: 3aMasgHOCT, NapecTe3UH, COMHOJIEHTHOCT

Penxw: [IpoMeHH BBB BKYyca

Hapymenns Ba 09HTe

Peaxiu: 3aMBINICHO 3peHHE

HapymeHAs HA YXO0TO H JAOHPHHTA

HeuecTn: Bepruro

PecimpaTOpHH, IPbAHHA H MEJHACTHHAINE HAPYIIEeHHH

Penxn: bporxocnazsm

CromMamBo-9peBHE HAPYIICHHS

YecTw: KopeMmna 6onka, KOHCTHDALMA, JUapyi, GnaTyneHums, rajeHe/ moppplliaHe,
TOJIMITH Ha AbHOTO (PyHIyca) Ha cToMaxa (Jo6poOKaYeCTBEHN)

Penxu: CyxoTa B ycTaTa, CTOMATHT, raCTpO-HHTECTUHATHA KAaHAK 034,
MUKpPOCKONHYEH KOANUT

MHoOro peaKkH: JiMcnencus

XenaToORIHAPHA HAPYIIEHAN

Heuectn: IToBmte Ry CTOWHOCTH Ha YEpHOAPOOHHTE CH3HMH

Penxu: XenaTur ¢cn¢ IH 03 KEITEHHALIA

MHoro peaku: YepHOapoOHA HEAOCTATHYHOCT, eHIE(ATONATHA NIPH MallHEHTH ¢

JIXOXKAAMO YepHOAPoOHO 3abonnsaHe

HapymeRRs HA KOKATA H MOAKOKHATA THKAH

Hegectn: JepMaTvT, IpypHTYS, 00pHB, YPTHKapH4

Penku: Anonenus, GOTOYYBCTBUTEIHOCT

Mmuoro penxu: Epurema mynmudopme, cuapom Ha CtuBbHC-IDKOHCHH, TOKCHYHA
CNHCPMAIHA HEKPOJIH3a .

C Hew3BECTHA CybakyTeH K0XeH JIYITyc epuTeMaToec (BXK. Touka 4.4). /

4eCTOTA ‘5\

HapymeRHs HA MYCKY/IHO-CKE/ICTHATA CHCTEMA H CHEAHHHTE/IHATA THKAH

HeuecTn: DpakTyps Ha 6eApeHaTa KOCT, KATKATa HWIHN IphOHaHMA C




4.4) {npH npoXbJDKHTEHA TEpalks)
Peaxu: ApTpanrus, MUAITHA
MHOFO peakH: Myckynna caaboct
Hapymenng ua 0b0penATe H IHKOYHHTE OHTHINA
PeJku: HnuTepcTHumanen HeppHT
Hapymenas H2 BL3NPOHIBO/IHTEIHATA CHCTEMA M IhPAATA
MHoro peakH: [ mexoMacTHA
O6mnu Hapymenns H ePeKTH HA MACTOTO HA NPHJIOKEHHAE
Heuectn: O6wo HepaznonokeHHe, NepHPEpHH OTOLH
Peaxu: 3acuneHO H3NOTABAHE

[lequaTpyyHa MOMYaLIHA
beszonacHocTTa HA OMENpa30l € oLeHeHa npu 0b1o 310 aena Ha BB3pacT or 0 10 16 roguHu CBC

3a00/ABAHMA, CBBEP3aHH C auuauTeTa. ChilecTBYBAT OrPAHHYEHH JAHHH 32 BATOCPOYTHATA
$e30nacHOCT B KJIHHHYHO NPpOY4YBaHe NpH 46 Aeua, KOHTO ca MOTyYaBaid HOATbPKalla TEPATINA C
OMENpPa30Ji HOpaigH TEXBK €po3MBeH €30(arHT B npoab/pkeHHe Ha 749 nuu. [IpodrirsT Ha
HEXKEJAHUTE JICKAPCTBEHH PEaKiMH B 00IIM JIHHUH € NOoAOOEeH Ha TO3M MPH BB3PACTHH KAaKTO MpPH
KPaTKOCPOYHO, Taka H IpH NPOXBIDKATEITHO JeveHre. HaMa ARIrocpovHi JaHHH 3a epeKTa Ha
JIEYEHHUETO ¢ OMENPA30N BEPXY PAacTeka U Pa3BUTHETO Npe3 mydeprera.

Coobmagate Ha NOAO3UPAHH HEXKEAHH peaKLIuH
Cro6maBaHeTo Ha MOAO3MPAHH HEXKEMAHH PEeaKLHH C/ie pa3pellaBaHe 3a ynorpeba Ha ieKapCcTBEHHA

MPOAYKT € BaXKHO. TORa I03B0JABA A3 MPOAB/DKM HaOMIONEHAETO HA CHOTHOINEHHETO TIOJI34/PHCK 34
JeKapCTBeHHA MPOAYKT. OT MEAULIMHCKMTE CTIELUMATHCTH Ce H3MCKBA 3 ChOOIIABAT BCAKA
MOJ03MpaHa HeXKENNaHa peakUMa Upe3 HAIHOHAIHA CHCTeMA 324 Cho0InapaHe KM M3nenHuTEIHATA
ArcHIMA 1o JeKapersara, vi. . Jdamsn I'pyes” Ne 8, 1303 Codns, Ten.: +35928903417,

yeGeaiiT: www.bda.bg.

4.9 IIpenozupane

Hudopmanumara 3a edekra Ha mpeo3UpaHe ¢ OMENPa3on MPH Xopa € orpaHHYena. B aureparypara ca
onucaH# 034 1o 560 mg ¥ uMa eAUHHYHHN ChODIICHHA 33 CIIYYaH, KOraTo €JHOKpaTHHTE He¢pOopanHH
no3H ca pocturHany 2 400 mg omenpazon (120-xpaTHo HajBHIDaRaWO 00H4YaHATA NpenoprYBaHa
noza). CrobImasa ce 3a raeHe, MoBpbillaHe, 3aMasgHOCT, KopeMHa 6onka, nuapua u riaasoboiue. B
COHHHYHH CITyqaH € chOOIIeHO 3a anaTua, Jenpecus U oObpKBaHe.

OnucaHuTe CHMATOMH Ca OMJIH ITPEXOAHH H He € ChOOINEHO 33 CePHO3HM yenoxkHeHHA. CKopocTTa Ha
eTMMHMHALMA € OCTAHAIA HEITPOMEHEHa {KHHETHKA OT ITHPBH NOPABK) TIPH BHCOKHUTE AO3H.
JleuenneTo Npy NIpeAO3UpaHe, ako € HeoOXO0AMMO, € CUMITTOMATHYHO.

5, DAPMAKOJOTHYHHA CBOUCTBA

3.1 PapMaKOAHHAMHEYTHE CBOlicTBA

MdapMakoTepaneBTHYHA Ipyla: CeIEKTHBEH MHXHOMTOp Ha MPOTOHHATA MOMIIA, 3aMECTEH
dersumunaszon, ATC kom: A02BC01

Omenpazon ¢ HHXHOMTOP HA CTOMAIITHATA POTOHHA NIOMIIA, T.€. TOH HHXMOHpa JHPEKTHO H
nososapucamMo ensuMa H', K -agenosuatprdocharasa, KOHTO € OTrOBOPEH 33 CEKPEIHATA Ha
CTOMALITHA KACEIIHHA OT NAPHETAITHHTE KJIETKHM B CTOMaxa. binarogapenye Ha ToBa CEJIEKTHBHO
BLTPEKIETHYHO JIEHCTBHE, KOETO € HE3aBHCHMO OT APYTH MeMGOPaHHO CBBP3aHH pelLie KATO
xucTaMHHOBATE H), MyCKapHHOBHTE M; MIH racTpMHEPrUMHHTE PELISITIOPH), OMe
CaMOCTOATE/IHA IPYIIa HHXHOUTOPH, KOMTO OJIOKHpaT KpaiiHaTa (pa3a B CeKpelarTa
B pesyrrrar Ha TO3H MEXaHM3BM Ha ACHCTBHE, OMENPas3osl BOAu AC HHXHOHpaHE Kak
TaKa U Ha CTUMYJIMPAHATA CEKPEIHA HA KUCEIIMHA, HE3ABMCHMO OT THIIA HA CTHMYJI
Ha4YMH omeTpa3ol nosrmasa pH-cTORHOCTTa M HaMallABa KOJIMYECTBOTO HA CEKPETH




kucenuHa. Karo cnaba 6asza, oMenpason KyMyJidpa B KHCENATa CpeAa Ha TapHeTATHITE KISTKH H ¢
AKTHBHpA CaMO CJle]l NPOTOHMpaHe H NMpeobpasypaHe.

B xicena cpena npu pH < 4, mpoToHHpaHHA OMENPAa30J1 ce MPEBPEINA B OMENpa3o cyadeHaMu,
KOMTO € aKTHBHOTO BEIIECTBO. B cpaBrEHHE ¢ oMenpason 6asara, OMenpas3on cyiadeHaMna ocTapa B
KJIETKATa MO-MPOABLKUTENHO Bpeme (BIDK T. 5.2, PapMaKOKHHETHYHH CBOHCTBA). JloCTaThYHO HUCKA
pH-cToHHOCT Ce HaMupa ¢caMO B CTOMAIIIHUTE MAPHETAHH KIeTKH, TOBa 064ACHABA BHCOKATA
crniel(pHYHOCT Ha oMenpaszoi. BeplmHocT oMenpaszon cyideHaMHu] € TO3H, KOKTO Ce CBEP3Ba C
€H3MMa H HHXUOHpa HeroBaTa akKTHBHOCT.

Koraro enzHMHaTta cucteMa € HHxHOMpaHa, pH-cToiiHOCTTa HapacTBa H BCIEACTBHE 110-MAJTIKO
OMEIpAa3oil ¢ HATpyNBa WK ce npeobpasysa B CTOMAIIHHTE MapHETAIHH KieTkH. ClemoBaTesHo,

KyMy/THPaHEeTO Ha OMETPA301 ¢ PeryiiHpa Ha NpUHLMIIA Ha oOpaTHATa Bpb3Ka.

IoHmKeHaTa CTOMAINHA KUCEJIHHHOCT B Pe3yNITaT Ha GakTOpH, BIIIIOYMTETHO HHXUOHTOPH Ha
NPOTOHHATA NOMIIA, YBEeITHUaBa Opos Ha OaKkTepHHTE, KOHTO HOPMATHO C€ OTKPHBAT B CTOMANIHO-
YpeBHHS TPaKT. JIeueHHeTO ¢ HHXUOUTOPH Ha MPOTOHHATA NOMIIA MOXKeE [a IOBEAE A0 JIEKO IOBHINEH
PHCK OT CTOMALIHO-4YpeBHH HHGEKUMH KaTo HHbeKkinn cue Salmonella, Campylobacter w Clostridium

difficile.

[To BpeMe Ha ledyeHHe ¢ AHTHCEKPETOPHH JIEKapCTBEHH NPOIYKTH FACTPHHA B CepyMa C€ NMOBHIIABA B
OTTOBOP Ha MOHHKEHATA KHCEJIMHHA CEKpelMA. B pesyaTar Ha HaMasieHaTa CTOMAIIHA KUCETHHHOCT
ce MOBAIMABA U HHBOTO Ha CgA. TlopHieHoTo HHBO Ha CgA MOXKE Ja TOBJIHAC HA U3C/ICABAHUATA 34

HEBPOSHAOKPHHHM TYMOPH.

Hannvuanre myOanKyBaHH JaHHH IIOKA3BAaT, Y€ MpHIaraHeTo Ha HHXHOUTOpH Ha IPOTOHHATA MMOMIIa
TpaOBa [a ce MpEeyCTaHOBH MEXKAY S5 AHH H 2 ceAMHIM npeau usMepsane Ha CgA. Toea ce npaBH ¢
e HHeaTa Ha CgA, KOHTO MOTAT Ja Ca THIHBO ropHmeHH cien neuenme ¢ I, aa ce
BB3CTAHOBAT A0 pedlepeHTHHTE CH IPAHHLH.

Jlexo Ao yMEpEHO NOBHIIABAHE HA €HTEpOXpoMaQHH-TIOAOOHHTE KIETKH ce Habmoaxaea npH

MPOABIDKKHTENHA ynioTpeba. KapuMHOHAM, OTKPHTH NpH €KCIIEPHMEHTATTHHTE NPOYIBaHHA ITPH
'KHBOTHH, JOCEra HE ca OTKPHUTH TIPH XO0pa.

TloBeueTo JaHHH OT KOHTPOIHPAHH PAHACOMM3HPAHH KIHHMYHH POYYBAHHA ITOKA3BAT, Y€ MpH
npuiaraHde Ha oMenpason 20 mg xBa METH JHCBHO B KOMOMHALMA ¢ ABa aHTHOMOTHKA B MPOAB/DKCHHE
Ha 1 ceaMHLa ce noctura > 80 % epanuxanusa Ha H pylori npA NalUEHTH C TACTPO-AYOASHATHH A3BH.
KakTo ce ouakBa, NpH NalMeHTH ¢ MEPBHYHO PE3HCTCHTHH KM METPOHHNA30I H pylori usonatH ce
HaOJIIOIaBa 3HAYMTCIIHO [O-HMCKA CTENEH Ha epanukauua. ETo 3amo TpabBa aa ce B3eMe npeaeu/l
MeCTHaTa HHQOpMaLIMA 3a Pa3lPOCTPAHCHUE HA PE3NCTEHTHOCTTA H HALIHOHATHHTE MPENOPhKH MPH
H300p HA NOOXOAALN TepaNncBTHICH peXKUM. OCBEH TOBA, NPH NALMEHTH ¢ YNOPHTH HH$eKIn Tpadna
Ja ce EMa NpeIBHA BE3MOXKHOCTTA 32 Pa3sBUTHE HA BTOPHYHA PE3HCTEHTHOCT {IIPH MALHEHTH C
MHPBHYHA YYBCTBUTEITHOCT HA GaKTepUATHUTE HIAMOBE) IIPH HOB TCPANICBTHYCH PEXKHM.

KNHHUHUTE Ja8HHH [TOKA3BAT, 9¢ clie] YCNELIHaA €paqHKaLMs NpH MAlUSHTH ¢ NETTHYHA A3Ba,
PELMANBHTE Ha AYOACHAIHH A3BH H Ha M0-BEPOATHHTE CTOMAIIHM A3BH €4 H3KTIOUHTEIHO PEAKH B
CpaBHEHHE CBC clTydarTe 63 ImpoBexNaHO aHTHOAKTEPHAIHO JIEUSHHE,

5.2 PapMAKOKHHETHYHH CBOHCTBA

Abcopbuns
Owmenpason He € CTa0WICH B KMcella CpeAa H ce npuiiara rnoja gopMara Ha cmmamno—ymﬁqnsﬂ

rpaHyJiid B TBBPIH JKeIaTUHOBH KarcylH. PesopOupa ce B THHKHTE YepBa.

MakcHManHu MIa3MeHH KOHLIEHTPAlMM Ha OMEIpa3oll ¢e JocTHrar 3a 1 10 3 yaca €
npunoxeHuero. [InazMennaT nomyxusoT € okoo 40 MHHYTH M TOTATHUA mla:m‘
0,6 /min. IIpsa MansK ﬁpoﬁ naueHTH (CYP2C19 6aBHi MeTaOONIH3ATOPH) Ce Ha Jiio
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IBTH NO-ABJABI OT HOPMAJIHHMTE CTOMHOCTH H JUIOLITA O] KpHBaTa KOHLeHTpaums-ppeme (AUC)
MOKe Aa ¢e yBeandH go 10 oeTh.

Pasnpenenenue
O6eMBT Ha pasnpeneneHle Ha OMeNPa3on B TAOTO € oTHocHTeHO MATEK (0,3 kg TenecHo Terno) u

CBOTBETCTBA HA TO3H B EKCTpaLETyIapHaTa TEHHOCT. CBBP3BAHETO C IUIASMEHHTE MPOTEHHH € OKOJI0
95 %.

Owmenpa3zon Kkymyaupa karo cnaba 6aza B kMcenaTa cpeia Ha HHTpaLe/yJIapHATa KaHATYECTa CHCTeMA
Ha MapUeTAIHHTE KNCeTKH. B TasK kucena cpena oMenpason ¢€ NpoTOHHUPA H CE IIPEBPhLIA B
AKTHBHOTO BEIIECTBO OMeIpa3o cyipeHAMH. AKTHBHOTO BELIECTBO C€ CBBP3BA KOBAJICHTHO KBM
cTOMalHaTa nporoHHa nomna (H+, K+-AT®az3a) Ha cexpeTopHaTa MOBBRPXHOCT HAa CTOMAIIHATA
napHeTATHA KJIETKa H HHXHOHpa HelfHaTa akTHBHOCT. 3aTOBa BpEMETO Ha HHXHOHpaHe Ha
KHCETMHHATA CEKpEIMA € 3HAYHTENHO NO-ABAr0 OT NEPHO/IA, B KOHTO oMenpa3oi-6a3a npucsCTEa B
wiasmara. CreneHra Ha HHXHOMpaHe Ha KMCETTHHHATA CeKpelHa € npako cebp3aHa ¢ AUC, HoHe H ¢
IU1a3MEHKTE KOHLICHTPAIIMH B JaJeH MOMEHT.

buorpanchopm K €JIAM aHe

Owmenpazon ce MeTaGonusnpa w300, rnapHo B YyepHua apob ot CYP2C19. Ilpu Marsk npoueHT
naryeHTH ¢ GyHKUMOHaNHa HexoctarbuHocT Ha CYP2C19 enumunupanero Ha omenpason e
MOTHCHATO. B mnasmara ca OTKpHUTH cyn(oH, cynpua H XUaApOKcHOMENpaso. Te3n MerabonuTu
HAMAT 3HAUMTENIeH e(ekT BLPXY KMCeNHHHaTa cexpema. Okomo 20 % ot npuerara ao3a ce
eKCKpeTHpa ¢ $enieca, a octaHauTe 80 %o- ¢ ypHHaTa KaTo Metabonwri. J[BaTa IyIaBHH YPHHHH
MeTaboINTa ca XHAPOKCHOMEIPa30il H CHOTBETCTBALLATA KapOOKCHITHA KHCETHHA.

[Ipu manpenTH ¢ 6L6peyHY HAPYLIIEHHA KMHETHKATA Ha OMENPa3o)l € MHOro OJH3Ka 0 Ta3H Ha
3apaBu HHAHBAAM. Ho, Thil KaT0 OB0pedHOTO C/IMMHHEHpPAHE € Hal-BaXKHHAT ITHT 34 eKCKpeLua Ha
MeTaboMH3upaHus OMEINPA3oJl, CKOPOCTTA HA eTHMHHHPAHE ¢ HAMAJIEHA B CHOTBETCTBHE ChC CTENMCHTA
Ha 0p0peuHO yBpeXkaane. AKO OMeNpas3of ce NpHeMa eQHOKPaTHO AHEBHO, KyMYJIHPAHETO MOXKe J1a ce
Haberne.

broHaNHYHOCTTa Ha OMENPa30Jl MPH NAMEHTH B CTAPYSCKa BE3PACT € JIeKO IOBHIICHA, CKOPOCTTa Ha
€THMHHUpaHe- Jieko noHwkKeHa, Ho MHAUBHAYanHUTE CTOHHOCTH ca MHOIO OJIM3KH J0 Te3H Ha
3APABHTE MJIAAH HHAMBUAM H HAMA MIPHYHMHH 32 HAMAJIeHa MOHOCHMOCT ITPH NALMEHTH B CTAp4eCKa
BB3pacT, NPHEMALIH HOPMAITHH JO3H OMENpas3ol.

Cnen MHTpaBeHO3HO MpHIOkeHHe Ha 40 mg oMenpa3on 3a 5 aHH, abconoTHaTa OHOHANTHYHOCT ce
nopumasa o 50 %, Toea ce 0OACHARA ¢ HaMaNeHKs YepHONPOOeH KIMPBHC MOpaal HACHINAHE HA
CYP2C19 uzoeHzuma.

[Ipy nauMeHTH ¢ XpOHHYHO YepHOAPOOHO 3ad0MaBaHe KIHMPBHCA HA OMEIIPa30ll € HAMAJICH U
[UIA3MEHHAT NOMYXHBOT MOJKE /1a c€ YABIDKH O MpAOIM3MTeNHO 3 Jaca. Torasa SMOHATHYHOCTTA
Moxe Xa Osae nosede ot 90 %. OMenpason B 10308 pexHM oT 20 mg BeAHEXK AHEBHO 33 4 CeAMMIM
ce moHacA goOpe U He o HabMIOAaBa KyMy/IHpaHe Ha OMENPa30Jl UM HErOBH MeTabONHTH.

BHOHANIMYHOCTTA NMPHU ¢AMHHYHA [IEpOpaIHA 1034 € MpubnusutenHo 35 %. [Ipn MHOrOKpaTHO
NPHNIOKECHHE OMOHATTHYHOCTTA ¢¢ NMOBHIIABA A0 0KoJ10 60 %. [Ipu nmaumpeHTH ¢ OrpaHH4eHa
yepHOoApOoOHa QyHKIMA MOXKE Aa ce MoBHIM 10 Hax 90 % nopaxu HamaneH first pass edekr.

5.3 HpeakIHHHYHE JAHHA 33 0€300ACHOCT

Hama gaHHM OT NpoBeAeHHTE IIPOYUBAHHA Ha XPOHHYHA TOKCHYHOCT, NOKA3BAIMH HAKE
HEH3BECTHH J0CETa HEAKENAHH peaki(iH, KOUTO MOTaT Aa C¢ [POABAT IIPH XOpa.
HabmonaBanu ca xpmepniazHs Ha CTOMalIHATE emepoxpomatbuﬂ — TIOAOOHH KII6

BCICACTBHUC IMMOTHCKAHS CBKPBI.IHHT& Ha KHCCJIMHA.



I1pu npoyusanus Ha MyTareHHOCT (in vitro W in vivo) He Ca YCTaHOBEHH N@HHH OT KIHHHYHA
IHAYUMOCT.

6. PAPMAINEBTHYHH TAHHH

6.1 CuongchbK HA NOMOINIHATE BellleCTBA

XHIIpoMeno3a,
Tank
Turasor guokeun (E 171)

Huuarpues docdar nuxuapar,
MeTakpuioBa KHCEIHHA-€THIAKpHIAT chnonumep (1:1)

Harpuer pomenmwincyndgar
IMomucopbar 80
TpueTunor 1UTpar
3axaposa

LlaperuuHO HHIIECTE,
Kenatun,

Ilpeuncrena Boaa

YepHo nevarapcko MacTIO (TEK SW-9008, cecTO4110 €€ OT 1mesiak, €THIOB aNnKoXoit,
H3OMPOMIIOR ANKOXO0J1, MPONMHACHIVIHKOMN, N-GYTHIIOB anKoXoN, AMOHHEB XHAPOKCH/I, KATHCE
XUAPOKCHA, BOAA H YepeH xenedeH okcuy (E 172)).

6.2 HecnBMECTHMOCTH

He ca u3BecTHH.

6.3 Cpoxk na rogsocr

48 Meceria

6.4 Coensannn y¢JIOBHS HA ChbXpPAHEHHE

Ha ce chxpaHaBa Ha MACTO, HEIOCTBITHO 34 ACLA.

To3H1 IeKapCcTBEH MPOIYKT HE H3UCKBA CIELMAIIHA YCIIOBMA 32 ChXPaHEHHE.
CaxpangBaiite 6aHKaTa n1o0pe 3aTBOpEeHa.

6.5 BRI B ChAbPKAHEE HA ONAKOBKATA

HPDE 6anks ¢ Karnadka Ha BHHT (CBALPHKAINA ASCHKAHT).
banku ¢ 7, 14, 28, 30 win 100 croMalIHO-yCTOHYHMBH KaNCYJIH.

He BcHukH BHAOBE OMaKOBKHM MOrar zia Ob/1aT nycHaTH B mpoaaxoa.
6.6 Coenuajas NpeAna3HH MePKH NPH H3IXBRpJASHEE H paboTa

Hama coenanrHy H3MCKBaHHA,

7. IIPUTEXATEJI HA PASPENIEHUETO 3A YIIOTPEBA

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

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA




20020259

9. JATA HA TBPBO PASPEINIABAHE/TIOTHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

[Ivpeo PY: 21.03.2002

[TonnoBasane Ha PY: 20.12.2007

10. JHATA HA AKTYAJIMIUPAHE HA TEKCTA

07/2017




