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2, KAYECTBEH H KOJIMYECTBEH CHCTAB

Beska cTOMalHO-yCTOMYMBA TBbpAA KaIcCyJia CbAbpxkKa akTUBHO BELECTBO oMenpa3o (omeprazole) 20 mg.
[ToMOLHO BELIECTBO ¢ U3BECTHO ACHCTBUE: 3aXapo3a.
3a MbJIHUSA CIIUCHK HA MOMOIIHUTE BELIECTBA, BUXKTE TOYKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

CToMalIHO-yCTOHYMBA TBbpAA KarcyJia

Tebpaa UMAMHAPHUYHA XKENATUHOBA KaICyJa, CbC CBETIIOCUHBO MPO3PA4YHO TAIO U CUHBO HENPO3pA4yHO
Karnaye.
KancynHo cbabpKUMO: chepruyHHU, eAHAKBHA U Oe3 BUAUMHU Je(eKTH IPaHyId, ¢ MOYTH OAJT IO KpeMaB I[BST.

4. KJAHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHUSA
Cornpai cTOMalHO-yCTONYUBU TBBPAM KAICyJiM ca NOKa3aHu Npu:

Bb3pacTHH

- Jleyenune Ha NyOoACHATHU SA3BH

. [IpoduiakTHKka Ha peLlMIMBH HA AyO/I€HAIHU A3BH

. JleyeHue HA CTOMALLIHYU A3BH

- [IpodunakTuka Ha pellMIMBH HA CTOMALIIHU A3BU

- Epaaukauus Ha Helicobacter pylori (H. pylori) npu nentuyHa s3BeHa 00y1ecT, B KOMOMHAILIHUA C
[MOAXOAALM aHTUONOTHLU

- JleyeHue Ha CTOMALUHM U AYOJI€HAJIHM A3BU, CBbP3aHU ¢ ynorpebdara Ha HECTEPOU/IHU
npotuBoBRb3NAIUTEIHU cpeactsa (HCIIBC)

- [IpoduiakTHKa Ha CTOMALLHY U yO/JEHAJIHU A3BM, CBbp3aHM ¢ ynorpedbara Ha HCIIBC npu puckoBu
NauueHTH

- Jleuenune Ha pedaykc e3odarur

- [Topabpxallo neyeHue Ha MalueHTH € U3JIeKYBaH peduiykc e3o¢harut

- JleyeHue Ha CUMIITOMAaTU4YHA ractTpo-e3ogareansHa pedgaykcHa 6onect

- Jleuenue Ha cunapomM Ha Zollinger-Ellison

[leauaTpuyHa nomnyjauus

leua na sv3pacm nao 1 coouna u c mezno 2> 10 kg

- Jleuenue Ha pediykc ezodarut

- CHMMNTOMAaTHYHO JIeYeHUE HA racTpo-e3odareaina pedaykcHa 60ect (XUnepauuauTeT, perypruraius
Ha CTOMAILIHO CbABbPKUMO)

Heya nao 4 2o0unu u oHowu

- Jleyenue Ha qyoseHaHa fA3Ba, npuurHeHa ot Helicobacter pylori, B koMOuHalus ¢ aHTHOMOTHIBT. \
WA 1

4.2 Jlo3MpOBKa M HAYUH HA MPUJIOKEHHE

Jlo3upoBka

Bb3pacTHH




Jlewenue na oyooenanua szea

[lpenopbunTennara no3upoBka € 20 mg egHOKpaTHO AHEBHO. CUMIITOMUTE C€ NMOBAUABAT ObP30 U NpPH
MOBEYETO MALMEHTH C AYOAEHAJIHA A3Ba CMUTETUIUPAHETO CE€ OCBHILIECTBABA B paMKUTE Ha 2 ceqMUUHM. [Ipu
MaLMeHTH, KOUTO HE Ca HAMMBJIHO U3J/IEKYBAHM CJie]] HA4aJIHUA KypC, AyOAeHA/IHAaTa A3Ba OOMKHOBEHO
3a3/ipaBsiBa npe3 cieasauure 2 ceaMUuM. [Ipu nauueHTH, KOUTO HE CE MOBJIMABAT OT JICYUEHUETO, IHEBHATA
103a MOXe Aa ce noBuiuM 10 40 mg BeIHbXK JHEBHO. [Ib1HO M3/IeKyBaHe ce 4OCTUra OOMKHOBEHO B PAMKMTE
Ha 4 CeIMMILH.

Ilpogpunakmuxa na peyuousu na 0yooeHina 136a

[Ipu H. pylori—oTpuuaTenHu nauuMeHTH ¢ aHaMHe3a 3a pelMAMBUpalla 1yoieHa Ha s3Ba UM IIpH
HEBB3MOXHOCT 3a epajiMKallus, ce rnpenopsysa go3a oT 20 mg aHeBHO. [Ipy HEOOXOAMMOCT J03aTa MOXeE Ja
ce noBuiu A0 40 mg BEIHbXK AHEBHO.

Jlevenue na cmomawna a3ea

[IpenopbunTenHara qo3uposka € 20 mg eJHOKpaTHO AHEBHO. [Ipu noseyeTo nauMeHTH CTOMAaLLHATA A3Ba Ce
U3IEKyBa B paMKuTe Ha 4 ceaMUUM. [IpU nauMeHTH, KOUTO CJie/l HaYaJlHUS KYPC HE Ca HAIbJIHO U3JIEKYBaHHU,
CTOMAllHaTa f38a 3a3/ipaBsBa 0OMKHOBEHO Mpe3 ciaeasawure 4 ceamuum. [1pyu nmauneHT™, KOUTO He ce
[NIOBJIMABAT OT JICYEHHETO, JHEBHATA J103a MOXeE Ja ce moBuluMn 10 40 mg BeAHBXK AHEBHO. [IbJIHO
H3/IeKyBaHe ce JIOCTUra OOMKHOBEHO B paMKHUTE Ha 8 CEAMMULIH.

IIpogpunakmuxa na peyuousu Ha CMoOMAaWHa A364a

3a npodunakTUKa Ha peUMAMBH NPU NAUMEHTH C TPYAHO 10//1aBallla ce Ha JieYeHUE CTOMALlLIHA A3Ba Ce
npenopbysa J03a oT 20 mg eAHOKpaTHO AHEBHO. [IpU HEOOXOAMMOCT J103aTa MOXeE Ja ¢ce NOoBUILIHU 10 40 mg
BEJIHBXK JHEBHO.

Epaouxayus na H. pylori npu nenmuuna sizea

[lauueHTH ¢ NeNTUYHMU A3BM, MPUUUHEHHU OT UHekUuus ¢ H. pylori, ce nekyBar ¢ noaxoasua KOMOUHaL KA
omenpa3oi + aHTUOMOoTUK. M300pbT HAa AHTMOMOTHK 3aBMCH OT MHAMBUAYAJIHATA MOHOCUMOCT Ha MalUEHTA,
KaTo Ce B3eMar IpeABU/ HallMOHAa/IHAaTa, perMOHa/IHa U JIOKa/IHA PE3MCTEHTHOCT Ha NMPUYUHHUTEA U
TeparneBTUYHUTE PbKOBOJACTBA 3a JieueHHue. [ IpenopbuBaHuTE CXEMU ca:

. omernpaszon 20 mg + knapurpoMuimH 500 mg + amokcuuuianH 1000 mg, 2 mbTH AHEBHO, BCEKHU B
[NpOAB/KEHUE Ha 1 ceaAMHULA UK

- omenpaszo 20 mg + knaputpoMuiMH 250 mg (nim 500 mg) + merporuaason 400 mg (vim 500 mg
i THHKAa30J1 S00 mg), 2 NbTH AHEBHO, BCEKHU B NMPOAbJ/DKEHUE HA | ceaMuLa UITH

" omenpa3sos 40 mg BeAHBK AHEBHO + aMOKCcHUMIUH S00 mg + merponunaason 400 mg (v 500 mg
unu TuHuaa3on 500 mg) 3 nbTH AHEBHO, BCEKHU B NMPOAb/DKEHHE HA | ceamuua.

ﬂpn BCAK4A CXEMA, aKO CUMIITOMHUTC CC Bb300OHOBAT U [MAUHUCHTDBHT € BCC OLIC H.pylari—anTH BCH,
HE3dABUCHUMO OT JICHCHHUETO, TO MOKEC Jla CE [TOBTOPH.

Jleuenue na cmomawinu u 0yooenannu si3zeu, cevpianu ¢ ynompebama na HCIIBC

[IpenopbuurTesiHaTa no3a € 20 mg eqHOKpaTHO AHEBHO. [Ipy noBe4yeTo NalMEHTH U3JIEKYBaHE HACTHIIBA B
paMKuUTe Ha 4 ceaMUUH. [Ipy maumMeHTH, KOUTO HE Ca HAIMMBJIHO M3JIEKYBaHU CJIEJl HAYAJIHUA KYpPC Ha JICHEHHE,
H3/IEKYBAaHE HaA A3BaTa HACThIIBA MpeE3 Clie/iBalLMTE 4 CEAMHULIM.

lIpogpunaxmuxa na cmomawnu u oyoodeHannu a36u, cevpsanu ¢ ynompebama na HCIIBC npu pucxosu
nayuenmu

3a npoduaKkTHKa HA CTOMAIUHU U AYOJE€HAHHU A3BH, CBbp3aHu ¢ JieueHue ¢ HCTIBC npu nauueHTu ¢
noBuileH puck (Hax 60 roaMHu, aHaMHe3a 3a CTOMalllHa, AYO[AeHAIHA A3Ba WM KPbBOTEYEHHUE OT FOPHUS
OTAEJ1 Ha CTOMALLHO-4YPEBHUA TPAKT), [IpenopbyBaHaTa 1031MpoBKa € 20 mg omenpasoJi BeIHbX IHEBHO.

Jleuenue na peghnyxc ezogpazum
[IpenopbuBaHara a03a € 20 mg eAHOKPATHO AHEBHO. BOJIMHCTBOTO MALMEHTH CE MOBJIH
CeAMMYEH KypcC. 3a NauMeHTH, KOUTO HE Ca HallbJIHO U3JIEKYBaHHU C/le/l HAaYalHUs KypcC,
MOBTOPEH KYPC Ha JIeYeHHUE OT 4 CeAMMLIM.



[Ipy nauueHTH ¢ TeXbK pediyke e3o¢arut oMenpaso ce npuJara B 103a 40 mg e 1HOKpaTHO JAHEBHO.
JleueHueTo 0OMKHOBEHO € 8 ceaMHULH.

IIpoovasxcumenno nevenue Ha nayuermu ¢ u3Nexysan pe@ayxc esogpazum
[IpenopbuaBanara n03a e 10 mg Beaubx AHeBHO. [Ipu HeobxoauMOCT J103aTa MOXe aa Objie NMoBUILIeHa J10
20 mg - 40 mg eqHOKpPATHO IHEBHO.

Jleuenue na cumnmomamuuna cacmpo-e3zoghazeanna pegayxcua bonecm

Ob6uyaiiHaTta 103a € 20 mg BeAHBX AHEBHO, HO MAallMEHTUTE MOXeE J1a ce noBaugaT nodbpe u ot 10 mg
AHEBHO. Bb3MOXHOCTTA 32 MHAMBUAYyaA/IHATA [103MPOBKA TPAOBaA J1a ce UMa NpeABU .

[Tpu oTcbeTBHME HA edekT cnel 4-ceAMUUYHO JieueHue ¢ 20 mg oMenpa3os BEIHBXK JHEBHO ce MpenopbyBa
JNOMBJIHUTEHO U3CJIE[BAHE W MPEOLCHKA Ha JIEYEHUETO.

Cunopom na Zollinger-Ellison

[IpenopbunTeHaTa HavyaiHa J03a € 60 mg BeAHB) AHEBHO. Jlo3ara TpabBa aa ce onpeae/s HHINBUIYAITHO
U JIEYEHHUETO J1a MPOABIDKH TOJIKOBA, KOJIKOTO € KJIMHUYHO noka3aHo. [1pn 90% ot nauueHTuTe ¢ TEXKO
3a00JI9BaHe, KOMTO HE Ca Ce MOBJIUAJM OT APYrH BUAOBE JIe4eHHUeE, ce HabroaaBa 100bp epeKT Npu A03M OT
20-120 mg nHeBHo. [1pu HeoOXxoaMMOCT OT sieyeHue ¢ 1034 Haa 80 mg aHeBHO, A03aTa TpsaOBa Aa ce
pa3aeny Ha 2 npueMa IHEBHO.

CneLuaiHy nonyJjauuu

Hapywena 6vbpeuna ¢pynrxyus
[Ipn nauueHTH ¢ HapyueHa 0b0peyHa QyHKLMSA HE Ce Hanara KOpeKUMA Ha fo3ara (BXK. Touka 5.2).

Hapywena yepnoopobua ¢pynxyus
[Tpyu namueHTH ¢ HapylleHa YepHoJApoOHA QyHKIMAS MakcumMasHa JiHeBHa fo3a oT 10-20 mg e mocraTbyHa
(BX. TOYKA 5.2).

Cmapuecka 8v3pacm
He ce Hanara kopurupaHe Ha Jo3ara Npy nalyMeHTH B HanpeJHalia Bb3pacT (BX. To4ka. 5.2).

[leanaTpuuHa nomnynauus

Lleya na ev3pacm nao 1 2oouna u c meano > 10 kg

Jleuenue na peghnyxc ezogpacum

Cumnmomamuyno nevenue Ha cacmpo-ezohazeanna pe@aykcua bonecm (KUceiunu, pecypeumayus Ha
CMOMAUHO CBOBPIHCUMO)

[IpenopbuBar ce clieIHUTE JO3UPOBKH:

Bb3pact Terso Jlo3upoBKa

> | roguHa 10-20 kg | 10 mg eaHokpaTHO AHEBHO. [IpU HEOOXOAUMMOCT 03aTa MOXE Ja C€ MOBUILIH
10 20 mg eAHOKpPAaTHO AHEBHO.

>2 NOJAUHHU > 20 kg 20 mg eaqHOKpaTHO AHEBHO. [ Ipn HEOOXOANMOCT 103aTa MOXE J1a CE€ MOBULIU
10 40 mg eAHOKPATHO JHEBHO.

Jlevwenue na peghnyxc ezoghazum: NpoOABIKUTEITHOCT Ha JieueHHETO 4-8 ceAMULIN.

Cumnmomamuyno nevenue Ha 2acmpo-es3opazeanna pegnykcha bonecm (Kuceiunu, pecypeumayus Ha
CMOMAWHO COBPHCUMO): TIPOABIDKUTENHOCT Ha JieyeHUeTo 2-4 ceamuuu. [Ipu oTcheTBUE Ha edeKT cien 2-
4 ceAMUYHO JIeYeHHUE Ce NMpernopbUYBa AOMBIHUTEIHO U3C/IEIBAHE U NPEOLIEHKA HA JIEYEHHUETO.

Heya nao 4 2o0unu u IoHowu

Jlevenue na dyoodenanna sazea, npuuunena om Helicobacter pylori

[TauueHTH C NENTUYHHU A3BH, NPpUIMHEHH OT UHGekuus ¢ Helicobacter pylori, ce nexyB
KOMOUMHaL KA oMenpa3on + aHTubuoTuum. [1pu u3bopa Ha noaxoasuia KOMOMHUpPaHa Te




B3eMaT NnpeJ B MHAWBUAYAHATa MOHOCUMOCT Ha NALUMEHTa, KaTo ce ChoOpa3aAT HallMOHATHATA,
perMoHaJIHaTa M JIOKa/IHaTa pe3UCTEHTHOCT Ha NPUYMHUTENIA U TEPaneBTUYHHUTE NIPENOPBKH.
Jleyenunero TpsabBa aa ce NpoBex/a I10J] KOHTPOoJia Ha NeAUaThp.

[IpenopbyaHUTE CXEMHM 3a JIEYEHUE Ca:

Terno (CxeMma Ha JleyeHue

15-30 kg KomOuHauus ¢ 2 aHtubuoTuka:
oMmenpaszos 10 mg + amokcuumiarH 25 mg/kg terno + kiapuTpoMuuuH 7,5 mg/kg Terio ce
[IpMEMAT €JHOBPEMEHHO 2 MbTH JHEBHO B NpoAb/KEHUE Ha | ceamuia.

31-40 kg Kombunauus ¢ 2 antubuoruka:
omenpaszos 20 mg + amokcuuniauH 750 mg + kinapuTpoMuumH 7,5 mg/kg Terno ce
pYeMar eIHOBPEMEHHO 2 MbTH JIHEBHO B NPOAb/DKEHUE HA | ceaMuLa.

> 40 kg KombuHauus ¢ 2 aHTubuoTuka:
omenpason 20 mg + amokcHUuMIMH 1 g + knaputpomuuuu 500 mg ce npuemar
€IHOBPEMEHHO 2 'bTH JHEBHO B NPOAb/DKEHHE Ha | ceamuLa

HayuH Ha MPpUIOKEHHUC

[IpenopbuBa ce kancynure Conpal aa ce npueMar CyTpuH. Kancyaure ce noribliaT uelu ¢ MoJOBUH Yallia
BO/A.
Kancynure He TpsabBa j1a ce AbBYaT U Aa ce CTPUBA KarCYJHOTO ChAbPXKUMO.

3a nayuenmu, koumo He mocam oa npeanvuyam Conpan xancyiu u oeya, Koumo mozam 0a nusm wiu
noznvuiam noaymewvpoa Xpana

[layueHTHUTE MOTrarT ja OTBApPAT Karcyjara 4 Ja MnoribLar CbAbPXKUMOTO | C MOJIOBMH Yallla BOJa, a CbllO
TaKa U CJIe/] KaTo I'0 CMECAT C JIEKO KMCeJla TeYHOCT — Hamnp. IUI0A0B COK HJIM A0BJIKOBO MIOPE, UIIM ClIe]] KaTo
ro pa3TBOPAT B HerasupaHa Bojia. Pa3tBopsT TpssOBa aa ce npuemMa BegHara (Wi 10 30 MUHYTH OT
NpUroTBAHETO MY). HenocpeacTBeHo npeau aa ce u3nue pa3TBopbT BUHArU TpadBa a ce pa30bpKBa, a cliel
M3MKMBAHETO MY CbABT TPAOBA J1a Ce U3IJIAKHE ¢ MOJIOBMH Yallla BOJa, KOATO ChLIO J1a Ce U3NHUeE.

Karo antepHaTuBeH BapUaHT MaLUMEeHTUTE MOraT [1a CMY4ar KarcyJjiata 4 J1a norbjJHaT CpaHyJuTe C MOJOBUH
yaila BoJa.

OOBUTHUTE EHTEpaAJIHU I'PaHYJ/IM He TpAOBa Aa ce AbBYaT.

4.3 IIporuBOonoOKa3zaHusA

- CBpBbX4yBCTBUTEJHOCT KbM AKTUBHOTO BELUECTBO, APYTH 3aMeCTeHH OEH3UMMUAA30JIM UK KbM HAKOE
OT MOMOLIHUTE BellEeCTBa, U30pOEHH B TOUKA 6.1,

- Owmenpasou, 11oj100HO HA ocTaHauTe MHXMOUTOPH HA npoTtoHHaTa nomna (MI1IT), He TpsbBa na ce
Ha3Ha4yaBa €JHOBPEMEHHO C HeJI(pMHABUD (BXK. TOoUKa 4.5).

4.4 ChneunajHM npeaynpexjieHus U nNpeanas’Hd MepKH Npu ynorpeda

[IpM HaAJIM4YKME HA HAKAKBB TPEBOXXEH CUMIITOM, H3MCKBAL BHUMAaHUE (3HAYUTE/IHA, HETIPEIHAMEpeHa 3aryba
Ha TErj0, peuMAMBHUPALLO NOBpPbLLIAHE, 1Ucharus, XeMaTeMe3uc WJIM MeJIeHa) U TpU CbMHEHHUS 3a CTOMAlLIHA
f3Ba WJIM NPHU CbLUIECTBYBAllA TakaBa, TpsOBa Ja ce U3KJIKUYM BEPOATHOCTTA 3a MAJIMTHU3aLMS Npeau
3arOYBaHE HA JICYEHUE C OMENpPa30Jl, Thl KaTO JICYEHUETO MOXKE J1a MaCKUpa CUMIITOMHUTE M J1a 3abaBH

AHATHOCTHLIUPAHCTO.

He ce npenopbyBa eIHOBPEMEHHO IPHJIOKEHHUE HA aTa3aHABUP U MHXUOMTOPHU HA NMPOTOHHATA NoMIa (BX.
To4Ka 4.5). AKO ce npeLeHH, 4Ye HE MOXe Ja ce U30erHe eJHOBPEMEHHOTO UM TMPHUIIOKEHHE, NTPEIOPLYBA CE
JIEYHEHHUETO Ja CE€ MPOBEXK /A MO CTPOr KJIIMHUYEH KOHTPOJI (TeCTOBE 3a BUPYCEH TOBAp), €  SPORRANS
noBuLIaBaHe go3ara Ha arazaHaBup 10 400 mg u 100 mg putoHasup. Jlo3ara Ha oMenpga0) @f& L ﬁtio

HaaBuasa 20 mg.
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B3€Me€ MpeABU/1 NPU NPOAb/DKUTEIHA TEPANUS C OMENPAa30Jl MPU NALUEHTH ¢ AePULMT HA BUTAMUH Bz UK €
PUCKOBH (PAKTOPH, HaMajisBallM pe30opOLUuMsaTa Ha LIMaHOKODalaMuUH.

Owmenpasoin e unxuourop Ha CYP2CI19. [1pu 3anousane UM npekpaTsBaHe Ha JICYEHUETO C OMENPA30Jl
TpaOBa 11a ce UMar MpeABU Bb3MOXHM B3aUMOJEHCTBUA C APYIM JIEKApPCTBA, KOUTO C€ MeTabOIM3Upar 4ypes
CYP2C19. HabnronaBaHo € B3aMMOAEMCTBUE HA OMENPAa3oil ¢ kionuaorpen (Bx. Touka 4.5). KIMHUYHOTO
3Ha4Y€HUE Ha TOBA B3aUMOAEHCTBUE HE € CUIrypHO. Karo npeanasHa Msapka, He ce NpernopbyBa
€/IHOBPEMEHHOTO MPHUJIOKEHHUE HA OMENPA30J1 U KJIOMUA0Irpel.

JloknaaBaHa € TexkKa XMIIOMarHe3ueMus MpM NauueHTH, JIEKyBaHUM C MHXMOUTOPU HA NPOTOHHATA NOMIa
(MI1IT) xaro omenpaszoi B NpoAb/HDKEHUE HA Hal-MaJIKO TPU MECELla, M B [IOBEYETO ClIy4Yau B MPOAB/DKEHHE
Ha eHa roarHa. CepuO3HHU MPOsSBU HA XMIIOMAarHEe3UEMHs KaTo yMopa, TeTaHus, ACJIMPUYM, 'bPYOBE, BUCHE
Ha CBAT M KaMEpHAa apuUTMHUA MOTrarT /ia ce MOABAT, HO T€ MOrar Ja 3al0o4yHaT HEyCeTHO U Ja 0baat
npeHeOperHatu. [lpu Hali-3acerHaTuTe NauMEHTU XUIIOMArHe3ueMusTa ce noao0psaBa cjie/l BKIHOUYBAHETO HA
MarHe3ui u npekparasaHeTo Ha HUIIIT.

3a nauueHTH, PU KOUTO C€ O4YakBa Ja 0b1aT HA MPOAB/IKUTENIHO JICYEHUE UJIM KOUTO MpUeMaT HHXUOUTOpH
Ha MPOTOHHATA MOMIIA C AUTOKCHH WUJIH JIEKAPCTBA, KOUTO MOraT Ja NpUYUHAT XUIIOMarHesueMus (Harp.
AUYPETULIM), JleKapuTe TpsaOBa Ja OOMUCIIAT Bb3MOXHOCTTA 32 U3MEPBaHEe HUBATa HA MarHe3ui npeau
3arnoyBaHe Ha JieueHue ¢ Ul n nepuoauuHo no Bpeme Ha 1eyeHHeTo.

MuxubutopuTe Ha NPOTOHHATA NOMIIA, 0COOEHO aKO Ce M3MO0JI3BaT BbB BUCOKHU 103U U B MPOIb/DKEHHUE HA
ABbJAro Bpeme (> 1 rogMHa), MoxXe Ja yBeJM4aT pucka oT (ppakTtypa Ha TazobeapeHaTa cTaBa, KUTKara u
rpbOHaYHUA CTHADO, NPEeAMMHO B HANpeHAIA Bb3pacT MJIM [PU HATUYKUETO HA APYTrH NNPU3HATU PUCKOBH
¢akTopu. OOCepBalMOHHM MTPOYYBAHUS MMOKA3BAT, Y€ HHXUOUTOPHUTE HA MIPOTOHHATA MOMIIAa MOrar Jia
yBenuM4yat oowus puck ot gpaktypu ¢ 10-40%. HacT ot ToBa yBeJIMUEHUE MOXKE /1A C€ AbKH HA APYTH
PUCKOBHU (pakTOopH. [lalMEHTH ¢ NOBUILIEH PUCK OT OCTEONOPO3a TPAOBA J1a M0Jy4aBaT rPUKU B
CBOTBETCTBHE C HacTOALIATa KIMHHYHA HACOKA M aJICKBATEH NMPUEM Ha BUTaMUH D u kauuu.

bbOpeyYHO YBpex/1aHe

HabaroaaBaH € octbp TyOynounTepcTuumaiied Hegpur (TIN) npu nauueHTH, npyemallly oMenpasoJ, KOUTo
MO2K€E J1a Bb3HUKHE 10 BCAKO BpEME B X0/a Ha Tepanus ¢ omenpasoJ (Bx. Touka 4.8). Octpust
TYOYJIOUHTEPCTULMAIEH HEPPUT MOXKE Jia nporpecupa 10 0b0peuHa HeJOCTATbYHOCT.

[IpuembT HA oMenpa3oJ TpAbBa Aa ce npeycTaHoBH 1pu cbMHeHUe 3a TIN u TpabBa 1a ce 3anoyHe
CBOEBPEMEHHO IOAXOALLO JIEYEHHUE.

JleyeHHeTO ¢ MHXMOUTOPH HA [IPOTOHHATA MOMIIA MOXe C1abo Ja MOBHUILIM PUCKA OT CTOMALLIHO-YPEBHHU
uHpeKUHUHU, Hanpumep npuuuHeHu ot Salmonella v Campylobacter (Bx. To4ka 5.1).

CybakyTteH koxeH gynyc epuremarosyc (CKJIE)

UHXxuOUTOpHUTE HA NPOTOHHATA NMOMIIA MHOTO pAAKO ce cBbp3BaT ¢be caydau Ha CKJIE. Ilpu nossa Ha
KOXHHM JI€3UM, 0COOCHO B YHACThLM OT KOXKAaTa, U3JI0XKEHHU Ha IMpAKA CIIbHYEBA CBETJIMHA U NPUIAPYKEHHU OT
apTpajirus, NalMeHTUTe TpsadBa He3abaBHO /1a ce KOHCYJITHUPAT C JieKap, KOWTO Aa MpeUeHH HeoOX0AMMOCTTa
OT npexkbcBaHe Ha TepanuaTa ¢cbe Conpas. [logsara Ha CKJIE cinen npuema Ha MHXMOUTOpP HA NPOTOHHATA
MOMI1a, MOXE J1a [MOBUILK PUCKA OT 10SIBaTa MY MPHU MPUIJIOKEHUE HA JIPYTH JIEKAPCTBEHU IMPOAYKTHU OT
c¢blUara rpyna.

BnausHue BbpXy 1abopaTOpHU TECTOBE

[lpu u3cnenBaHe Ha HEBPOEHIOKPUHHU TYMOPH MOTrar jJia ce Hab/10aaBaT NOBUILIEHW HUBA HA XPOMOTPAHUH
A (CgA). 3a na ce uzberHe ToBa BJIUSHUE JICYEHUETO C OMENpa3os TpAOBa aa ce MpeKpaTH MOHE S JIHU Mpe/Iu
CgA- uaMepBaHeTo (Bx.To4yka 5.1). Ako CgA ¥ raCTpUHOBUTE HMBA HE C€ HOPMAJIM3UpAT Cle]
TbPBOHAYAJIHOTO U3MEPBAHE, H3C/IeIBAHETO TPAOBA J1a ce MOBTOPH 14 AHM clie]l CIUPAHETO Ha OMENpPa3oll.

BbIIPCKH Y€ HC CC MIPCIIOPbYBA.

[Ipu npoabmKUTENHO JieyeHHe, 0coOeHO KoraTo To HajiBMILaBa |1 roguHa, € HeoOXoAUM
Ha0/II0I€HUE Ha NALUEHTHUTE.




JlexapCcTBEHMSAT NMPOAYKT CbhAbpa KaTO MOMOIIHO BElLECTBO 3axapo3a. [lauueHTH ¢ peAKy HacieACTBEHH
npodneMu Ha HEMOHOCUMOCT KbM (pPYKTO3a, IN0K030-rajlakTo3Ha majnabcopbuus uau cykpasa-
M30MaJITa3Ha HEeJ0CTaTbYHOCT He TpsAOBa Aa npuemar TOBa JIEKapCTBO.

4.5 BzaumojeiicTBHE ¢ APYIM JEKAPCTBEHH NPOAYKTH H APYrH ¢opMH Ha B3aUMO/1eiicCTBHE

BausHue Ha omenpa3o BbpXy hapMakOKMHETUKATA HA IPYTH AKTUBHM BElIECTBA

Axmuenu sewecmsa ¢ abcopbyus, zagucuma om pH
HamaneHnara cromMaiiHa KMCEJIMHHOCT MO BpeMe Ha JieYeHUEe C OMENPa3o/l MOXe /1a NMOBUIIX HJIH HaMalu
abcopbuusaTa Ha aKTUBHH BELLIECTBA, KOATO € 3aBUCHMMA OT pH.

Hengunasup, amazanaeup

[[1a3mMeHVTE HUBA HA HEJIPUHABUP U aTa3aHaBUP CE MOHUKABAT NPU €IHOBPEMEHHO MMPUJIOKEHHUE C
OMEIpasoJl.

EQHOBpEMEHHOTO NMPUIIOKEHUE HA OMEINPa30J1 C HeJIPUHABUD € MPOTHUBOIOKA3aHO (BX. TO4YKa 4.3).

[Ipu eqHOBpeMeHHO NpunoxeHue omenpasoJ (40 mg BeHbX JHEBHO) HAMAJIBA CPE/IHATA €KCMO3ULIMA Ha
HeJipuHaBUp ¢ 0k0J10 40% U CbOTBETHO HA papMakoJIOrH4HO akTUBHUA MeTabouT M8 ¢ okono 75-90%. B
MEXaHHW3Ma Ha TOBa JIEKAPCTBEHO B3aUMOJIEUCTBHE BEPOATHO y4yacTBa U notuckane Ha CYP2C19.
EAHOBpEMEHHOTO NPHUJIOKEHHE HAa OMENpa30J1 C aTa3aHaBUP He ce npenopbuBa (BX. Touka 4.4).
EaHOBpeMEHHOTO NpuJjioxkKeHUe Ha omenpa3zon (40 mg BeAHDbX AHEBHO) ¢ ara3zaHaBup 300 mg/puToHaBUp
100 mg npu 3apaBu A0OPOBOJILM BOAM A0 CbLIECTBEHO HaMasisBaHe HA €KCITO3MLIMATA HA aTa3aHaBUP CbC
75%, KOETO HE ce KOMIIEHCHpaA OT MOBHUILIABAHE HA J103aTa Ha atazaHaBup A0 400 mg. EAHOBpEMEHHOTO
[pUiIoXKeHHe Ha oMenpa3on (20 mg BeaHbXx AHEBHO) ¢ atazaHaBup 400 mg/putoHasup 100 mg npu 3apaBu
A00pOBOJILM BOAM A0 HAMalIsBaHE HA eKCNo3uLMsATa Ha arazaHaBup ¢ 30% B cpaBHeHue ¢ atazaHasup 300
mg/putoHaBup 100 mg BeAHBX JAHEBHO.

Jucokcun

EJHOBPEMEHHOTO NPUIIOKEHHE Ha oMenpa3o)1 (20 mg AHEBHO) U AUIOKCHH IIpH 3/paBu Jimua Boau 10 10%
MOBULIEHHE HA OMOHAIMYHOCTTA HA IMTOKCUH. PA1KO ca IoKIanBaHu ciyyau Ha JJUrOKCUHOBA
MHTOKCUKaUUA. BbIipeku TOBa, JIECUEHUETO HA Bb3PACTHHU NMALMEHTH C BUCOKH 103U OMENpa3oJ TpsadBa j1a ce
OCbLLECTBABA MpeAnasiuBo. [[pernopruBa ce MOBUILIEHO BHUMAHKUE MPH MPOCIEAABAHETO HA MALUEHTH,
JIEKYBAHHU €JHOBPEMEHHO C JIMTOKCUH U OMeINpa3oll.

Knonudoepen

Pesystatv OT M3cieBaHus MpH 31paByd 100pOBOJILM MOKa3BaT papMakoKMHEeTHYHO (PK)/
dhapmakoguHamMuuHO (PD) B3aumMozaeicteue mexay kiaonuaopen (¢ HaroBapsaula 103a 300 mg, nocieaBaHa
OT noAabpkaiia A03a 75 mg AHEBHO) U B KOMOMHALMSA C oMenpa3oJ (B 103a 80 mg rnepopaiHo JHEBHO),
[IpMEeMaH I10 €IHO U CbLIIO BpeMe C Kiaonuaorpesi. To ce u3passiBa B IOHMXKEHA €KCIIO3ULIMA HA aKTUBHUSA
MeTaboJIUT HaA KJonuaorpes ¢ 46% v HamajleHO MakCUMalHO UHXHOKMpaHe Ha TpoMOoLMTHATA arperalusara
(IPA) cpeaHo cbe 16%. OT KIMHUYHYM NTPOYyYBAaHUA U HAOJIOAEHKA ca MOJYYEHU NIPOTUBOPEYMBU JIAHHU
OTHOCHO KJIMHHYHOTO 3HA4Y€HHEe HA TOBA (papMaKOKHHETHYHO/(DapMaKkoAMHAMUYHO B3aUMOJIEHCTBHUE 10
OTHOLUECHHE HA rOJIEMH CbPAECYHO-CbIOBM MHIMAEHTH. Karo npeanasHa Msapka eJHOBpeMEHHaTa yrnorpeoa
Ha OMernpasoJi ¥ Kjonuaorpe) TpsoBa aa ce u3osaraa.

Lpyeu akmusnu gewyecmea

[Ip eAHOBpPEMEHHO MPHIIOKEHHUE C OMENPA30J1 3HAUYUTEJIHO CE NMOHMKABA pe30opOLMATa HA M03aKOHA301,
€p/IOTUHMO, KETOKOHA30J1 U UTPAKOHA30J1 M TAXHATa KJIMHUYHA ePUKACHOCT MOXe J1a Ob/le HaMalieHa.
EAHOBpPEMEHHOTO NPHUJIOKEHUE HA OMENPA30JI C M03aKOHA30J1 MJIK €PIOTHUHUO TpsAbBa aa ce u30Araa.

Axmuenu gewgecmsa, koumo ce memaooauzupam om CYP2C19
Omenpason e ymepeH uHxubutrop Ha CYP2C19, HeroB ocHOBeH MeTabosin3upalll €eH3UM
aKTUBHHU BELUECTBA, KOUTO ce MeTabonu3upar ot u3oeH3um CYP2C19, moxe na Obae Hf
CHCTEMHAaTa UM EKCI03ULMA J1a Obae nosulueHa. [Ipumepu 3a no100HH JiekapeTsa ca R
aHTaroHUCTU Ha BUTaMuH K, umnocraszon, auazenam U (peHUTOMH.
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Lunocma3zon

B KIMHMYHO NpoyYBaHe BbPXY 3/paBu A0OPOBOJILM ca NpujiaraHd oMenpasos B Ao3a 40 mg 4 yuiocTaso.
Omenpa3zos nosuiuasa Cmax ¥ AUC Ha unnocTtazosn ¢cboTBeTHO ¢ 18% 1 26%, ¥ Ha €AUH OT HEroBUTE
AKTMBHHU MeTabOoJIUTH CHOTBETHO € 29% 1 69%.

Denumoun

[IpenopbyBa ce MOHUTOPHpPAHE HA MNJIA3MEHUTE KOHLUEHTpALMU HA GEHUTOUH Mpe3 MbPBUTE 2 CEAMULHM OT
Ha4aJ0ToO Ha TepanuaTa ¢ oMmernpasoJ. | I[pu npoMsiHa Ha 103aTa HA PEHUTOUH Ce NPEeNnoOpbYBa MOHUTOPHPAHE
Ha MJIa3MEHUTE MY KOHLIEHTPALIMHA U JOIMBJIIHUTEIHA KOPEKLIMA HA J03aTa Clie]] NPUKIIIOYBAHE HA JICYEHUETO

C oMenpasol.

Heu3BecTeH MEXaHHU3BM Ha JJICKAPCTBCHH B3aUMOJIEHCTBUSA

Cakeunasup
E1HOBpEMEHHOTO NPHJIOKEHUE HAa OMENPa3o/l U CAKBUHABUP/PUTOHABHUP NMPEAM3BUKBA MMOBHIIIABAHE HA
M1asMeHUTe HUBA Ha cakBUHABUP 10 0KoJ10 70%, ¢ 1obpa nonocumoct npu HIV-uHdpexkTHpanu naumeHTH.

Taxponumyc

EQHOBpEMEHHOTO MPHJIOKEHUE HA OMENPA30Jl U TAKPOJIMMYC MOXE /1a OBULIM CEPYMHHUTE HUBA HA
Takposumyc. [IpenopbuBa ce 3acuiieH KOHTPOJI Ha KOHLEHTpaUUATa Ha TAKPOJIMMYC U HA ObOpeyHara
¢yHKUHSA (KpPEaTHHUHOB KJIMPBHC) U NIPH HEOOXOAMMOCT /1a C€ KOpUIrypa 103aTa Ha TaKpOJIUMYC.

Memompexcam

Koraro ce npuJjiara eAHOBpeMEHHO ¢ MHXMOUTOPU HaA NMPOTOHHATA NOMIMA NMPU HAKOU MALUEHTH ce
HaO/01aBaT MoBUIlIaBaHe HUBATA HA MeTOTpeKkcar. [Ipu M3nosi3BaHETO HA BUCOKH 03U METOTPEKCAT CJie/iBa
Aa ce OOMUCJIM BPEMEHHOTO CliMpaHe Ha NPUJIOKEHHUETO Ha OMENpa3o.

BausHue Ha ApYIrM aKTUBHU BEUIECTBA BbPXY (apMakOKMHETUKATA HA OMeNpa3oJ

Huxubumopu na CYP2C19 wunu CYP3A4

Tsit kaTo oMenpa3son ce Metabonusupa ot CYP2C19 u CYP3A4, akTuBHUTE BELIECTBA, KOUTO MHXUOUPAT
T€3U U30€HIUMH (KaTO KJIAPUTPOMHULIMH M BOPMKOHA30J1), MOraT [a MPeAN3BUKAT MTOBUIIIABAHE HA
MUIa3MEHUTE HUBA Ha OMeIpa3osl 4ype3 3abaBaHe HAa MeTaboiM3Ma My. EAHOBpEeMEHHOTO NMPUIIOXKEHUE Ha
BOPUKOHA30J1 U OMENpPa3oJ yBejiM4yasa Haj 2 IbTU €KCNO3UlMATa Ha oMenpa3oi. Twil KaTo BUCOKH 103U
OMeIpa3soJl ce MnoHacAT 100pe, OOMKHOBEHO HE € HeoOXoAMMa KopeKL U Ha Jo3aTa. [Ipu nanueHTH ¢

U3pa3eHO HapylIeHUE Ha YEPHOAPOOHUTE QYHKUMU UK TTPU NMPOIABIDKUTENHO JEYEHHE C OMENPA30JI Ce
NpenopbyBa KOPEKLMA Ha [03ara.

Huoyxkmopu na CYP2C19 wwiu CYP3A4

AKTUBHH BeulecTBa, KOUTo MHAyuupar CYP2CI19 w/unu CYP3A4 (kato pudaMIULUH WU XKBIT
KaHTapyMOH) Morar /a npeau3BUMKaT [MOHMXKAaBaHe Ha IJIJa3MEHUTE HMBA HA OMEINPA30J Ype3 YCKOPABaHE Ha
mMeTabou3Ma My,

[leainaTpuyHa nomnyJalus
[IpoyuBaHus 3a B3aMMOJIEHCTBHUATA Ca MPOBEX/IAHU CAMO MPHU Bb3PACTHH.

4.6 DeprHanTeT, PEMEHHOCT H KbPMEHE

bpeMEHHOCT
AHaJIM3bT HA pe3yJITaTUTE OT TPHU MPOCINEKTUBHU €NUAEMHUOJIOTHYHM NPOYyYBaHuA (3a M3X0/1a Ha noBeye oT |
000 cinyyast Ha OpeMEHHOCT) He M0Ka3a HAIMYKe Ha HeOJIaronpUaTHU ePeKTH Ha OMENpPa3ojl BbPXY. -

[IPOTUYAHETO HA OPEMEHHOCTTa WJIM BbPXY 3/paBeTo Ha 1oaa. OmMenpas3on Moxe Ja ce U3pg

AP B
Ha 6PEMEHHOCT. SO 2\

KbpMeHe
OwmenpasoJ1 ce u31byBa B KbpMara, HO € Majlko BEpOATHO /1a OKaXe BIIMAHUE BbPXY
M3MM0JI3BaHE B TEPArNeBTHYHH JI03H.




DepTUAUTET
[IpoBeaeHuTEe U3CnEeABaHUA C paleMHUYHaTa CMEC OMENPa3oJi, NPHUJIoKEHA NePOPATHO IPU XKUBOTHH, HE
Moka3BaT €(eKT Mo OTHOLIEHHE PEPTUIIUTETA.

4.7 EdexkTH BbpXxy cnocobHoOCTTA 32 IIoPHpaHe H padoTa ¢ MAIIUHH

Mauiko BeposaTHO € Corpai ga nosiuse crnocoOHOCTTa 3a wodupaHe U padora ¢ MallMHU. Bb3MOXHO €
NIEKapCTBOTO Jia MpeIn3BUKA HEeXEJIaHM JIEKAPCTBEHH peaKliMy KaTo 3aMaiiBaHe W 3pUTEJIHU HapylleHHUs (BX.
Touka 4.8). [lauuenture TpsdBa na ObAaT NpeaynpeAcHU NpU N0sBa HA TE€3U peakU M 1a He wodupar uiu
paboTAT C MaLLIUHMU.

4.8 HexenaHu JeKapcTBEHH peaKklMH

Haii-uecTuTe HexenaHu nekapcTBeHU peakuuu (rnpu 1-10% ot nauueHTure) ca riaBobdbosnue, 60IKH B
KOpeMa, KOHCTUNaLus, Auapus, paaTysieHUHUs U rajeHe/moBpbllaHe.

U3bpoeHuTe no-101y HEXKeJIaHU JICKAPCTBEHU PeaKLMy ca KJacHQULMpaHHU M0 YeCTOTa U CIOpe/l CUCTEMHO-
opranHus kjac (COK). Kareropuure 1o yectora ce aepuHUpar KaTto: MHOro 4ectu (= 1/10), yectu (= 1/100

n <1/10), Heuectu (= 1/1 000 u <1/100), peaxu (= 1/10 000 u <1/1 000), mHoro peaku (<1/10 000), ¢
HEU3BECTHA 4YeCcTOoTa (OT HAJIMYHUTE JaHHU HE MOXeE Ja Ob/1e HanpaBeHa OLEHKA).

COK/4ecToTa Hexes1ana peakuus

Hapymenus Ha KPbBTa H JIHM(HATA CHCTEMA

Penxu: JleBkorneHnus, TpOMOOLIMTONIEHHUS

MHoro pelku: ArpaHyJIOLMTO3a, NTAHLUTONEHHUS

HapymeHusi HA HMYHHATA CHCTEMA

Penku: PeakliMy Ha CBPbX4YBCTBUTEIHOCT, HAMpP. TPECKA, AaHTUOEAEM M

aHa(UJIAKTUYHU peaKkLMH/IIOK

Hapymenus Ha MeTab0J1H3Ma U XPAHEHETO

Penku: XHUNOHATPUEMHS

C Heu3BeCTHa 4YecToTa: XHINoMarHe3ueMHs, TeXKaTa XMrnoMarHesueMus Moxe Ja JoBeJie 10
XUMoKajiMeMus. XurnoMarHe3ueMusaTa MOXe J1a € CBbp3aHa ¢
XUIMOKAJIUEMMUS.

[IcHXHYHH HApYIIEHUS

HeuecTu: be3cbHHe

Pesku: TpeBoXHOCT, 00bPKAHOCT, JAETpecHs

MHOIo peKu: Arpecus, XajllolUUHALKH

HapyuieHusi HA HEPBHATA CHCTEMA

Yectu: ["n1aBobo.ine

HeuecTu: 3aMasHOCT, MapecTe3uy, CbHJIUBOCT

Peaku: HapylieHue Ha BKyca

Hapyuienus Ha ouuTe

Peaku: 3aMBbIIICHO BHXKAAHE

HapyumeHHsi HA YX0TO H JIaOHpPHHTA

HeuecTu: Bepruro

PecnHpaTopHH, rPLAHH H MEIHACTHHAJHH HapYILICHHS

Peaku: bpoHxocna3mm

CTromMamHo-4YpeBHH HAPYLIEHHHA

YecTu: boiku B Kopema, 3anek, auapus, METEOpPU3bM, TrajeH

MOJIMIMHK HA AbHOTO (PyHayca) Ha ctoMaxa (J100poKaUuecTE

Pejiku: CyX0Ta B yCTaTa, CTOMATHT, CTOMALIHO-4peBHA KaHIMIYBE "‘E**
C HeM3BeCTHA 4€CTOTA: MMKPOCKOIMHUYEH KOJIUT

Xenaro-OMJIHAPHH HAPYILIEHUNA




HeuecTu: [ToBMIIaBaHe Ha YEPHOAPOOHHUTE EH3UMH

Penku: Xenartut ¢ wiM 6e3 XbJITEHHLA

MHoro peaku: YepHoapoOHa HEAOCTAaTHLYHOCT, e€HUedalonatus NpH MNaLUUEHTH CbC
ChILUECTBYBALIO YEPHOAPOOHO 3ab0s1siBaHE

HapymeHHs Ha KOXaTa M NMOJAK0XKHATA ThbKaH

Heuectu: JlepMaTuT, npypuTyc, OOpHB, YpPTHKApHS

Penku: Anoneuus, GporoceHCHOUIN3ALMSA

MHOro peaKu: Epurema wmyntudpopme, cuHApoM Ha Stevens-Johnson, TokcuuyHa
enuaepMaliHa HEKpPOJIn3a

C Heu3BeCTHA YecToTa CybakyTeH KOXeEH JyInyc epuTeMaro3yc ( BX. T.4.4)

HapymeHHs HA MYCKYJIHO-CKEJI€THATA CHCTEMA H CheIHHHTEJIHATA ThKaH

Heuecty: OpaxTypa Ha 6eipeHaTa KOCT, KHTKAaTa WK rpbOHa4YHHUS CThIIO

Peaku: ApTpairus, MHaJIrus

MHOro peIKu: MyckynHa ciabocT

Hapymenus Ha 66peunTe H NHKOYHHTE MbTHINA

Penxu: TybynouHrepcTuumaieH HepHT (C Bb3MOXHA nporpecus 1o 6n6pedna
HE0CTaThYHOCT)

HapymieHusi Ha Bb3NPOM3BOAHTEIHATA CHCTEMa H I'bPAATA

MHoOro pejkHu: [‘MHEeKoMacTHs

OO0y HapymeHus ¥ ePeKTH HA MACTOTO HA NMPHJIOKEHHE

HeuecTu: Hepasnonoxenue, nepugepHy OTOLH

Penxu: 3acHJIEHO NMOTOOTAC/IAHE

[leanaTpyuyuHa nonyJjauus

be3zonacHOTO NMpUiI0XkEeHHUE HA OMENpPa3oJl € oue HeHo 1mpu 00wio 310 geua Ha Bb3pacT oT 0 10 16 roguHu C
KUCEJIMHHO-00YC/I0BeHH 3a00sisiBaHus. MMa orpaHM4eHu JaHHHU 3a 0€30MacHOCTTa NPU MPOABIDKUTEHO
PHJI0XKEHUE Ha NPOAYKTa npH 46 Jeua Ha NOAIbpXKALLO JICYEHHE C OMENpa3ol OT KJIMHMYHO NpOy4BaHe 3a
JIeYEHHE HA TeXBK EPO3UBEH raCTPUT C MAKCUMAJTHA NMPOABIKUTENHOCT 749 aHu. KaTo usno, npopuirbT Ha
HEXEJIAaHWUTE JIEKAPCTBEHU PeaKLIMH MPH J€La U Bb3PAaCTHHU € €IHAKBB, BKJIIFOYUTEHO U MPH ABJITOCPOYHO
neyeHue. JIuncear JavHM 3a ePeKTUTE MPpU NPOAB/DKUTEIHA YyIIOoTpeba Ha OMENpasoj BbpXy nybeprera u
pacrexa.

Conob11aBaHe Ha MOJAO3UPAHU HEXKEJIAHU PEAKLIUH

Cbob1LiaBaHeTo Ha NOAO3MPAHHM HEXEJIAHU PeaKLMH CJIe] pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHUA
NpOAYKT € BaxxHO. ToBa no3sonsABa Aa NpoaAb/DKK HaOIKOAEHHMETO HAa ChOTHOLUEHUETO M10J13a/pUCK 3a
JIEKAPCTBEHUA NMPOAYKT. OT MEAUMLIMHCKUTE CIIELIMAIMCTH CE M3UCKBA Ja ChoOl1laBaT BCsAKa Mogo3upaHa
HeXeJlaHa peakuus ype3 UanmbiHuTenHa areHUMs 1o JiekapcTBara, yi. Jlamau ['pyes Ne 8, 1303 Codmus, Ten:

+359 28903417, ye6caiit: www.bda.bg.

4.9 Ilpenosupane

MUudopmanusnaTa 3a edekTure npy npeao3vpaHe ¢ OMENpas3oJ npu xopa e orpaHuyeHa. B nureparypara ca
OINKMCaHM CJIy4Yad Ha npHveM B 1034 10 560 mg u uMa €JMHUYHY CbOOLIIEHUS 3a €JHOKPATHH NEPOPATHH J03H
10 2 400 mg omenpazon (120 nbTi Hag obuyaliHO NpenopbLUYUTENHUTE TEpaneBTUYHM A03M). Choblasa ce
3a rajieHe, NoBpbllaHe, 3aMasHOCT, 00JIKM B KOpeMa, IMapUs U riaBobosive npu npeo3upaHe ¢ oMenpasou.
OnucBar ce ¥ eAMHUYHHU CJTy4ad C anaTus, JAernpecus U 00bpKaHOCT.

CuMNITOMHUTE, ONKMCAHHU BBB BPb3Ka C MpeJ03MpaHe ¢ OMENpasoll, ca MPEeXoaHHU U He ce choblaBa 3a
cepro3HHU nocieacTBus. CTeneHTa Ha eJIMMUHHpPaHe 0CTaBa HEIPOMEHEHA MPH BUCOKH J03M. AKO €
HE00X0AMMO ce MpOBeXkK,/1a CUMIITOMATUYHO JIEYEHHE.

S. ®APMAKOJIOTHYHHU CBOHCTBA

5.1 dapmakoAMHAMHYHH CBOHCTBA
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dapMakoTepaneBTU4Ha rpyna: “HXxuburopu Ha nporoHHara nomna, ATC koa: A02BCO1

MexaHU3bM Ha JIeMCTBUE

OwmenpasoJi, palleMUM4YHa CMEC Ha JIBa EHAaHTUOMEPA, HaMaJisBa CTOMAIIHATAa KUCETMHHA CEKPELIMA Ype3
BUCOKOCEJIEKTHBEH MEXaHU3bM Ha neicTBue. Toil e cneunduyen, 6bp30 aedcTBal] MHXMOUTOP HA
KUCEJIMHHATA [1OMI1a B NIapUETAITHUTE KJIETKH M OCUTypsiBa KOHTPOJ1 Ype3 0OpaTumMo MHXMOUpaHe Ha
CTOMALLHATA KUCEJIMHHA CeKPELIUA MPH €JHOKPATEH JAHEBEH [PHUEM.

Owmenpa3son e cj1aba OCHOBA, KOATO C€ KOHLEHTPUpA U MPEBPbBLLA B aKTUBHA (JOopMa B CHJIHO KMCEJlaTa cpeia
Ha MHTpallEJyJJApHUTE KaHAIueTa Ha NapueTaHUTe KJIETKHU, KbjeTo HHXubupa enzuma H'/K™ ATd-a3a —
KMceJMHHA nomra. EQexTsT BbpXy KpaiHUs eTan Ha npoueca Ha 00pa3yBaHEeTO Ha CTOMAlHATA KUCEJIMHA €
J0303aBUCHUM U OTroBaps 3a BUCOKO €(PEKTUBHOTO MHXMOMpPaHe KakTO Ha Oa3anHaTa, Taka U Ha
CTUMYJIMpaHaTa KUCEJIMHHA CEKpelMs, HE3aBUCUMO OT BHJA HA CTUMYJIALIUATA.

dapMakoAMHAMUYHH €PEKTH
Bcuuku HabmoaaBanu papmakoAMHAMUYHH eeKTH MOTaT J1a ce OOACHAT ¢ AeHCTBUETO HA OMENPa3od

BbpPXY KHCCIIHHHATA CCKPCLIHA.

Egexmu evpxy kucenunnama cmomawna cexpeyus

[lepopanHuAT pueM Ha OMENpPasoJl BEAHBXK JHEBHO OCUrypsABa Obp30 U €PEeKTUBHO MHXUOMpaAHE Ha
JIHEBHATA M HOLIIHA KMCEJIMHHA CTOMAlIIHA CEKPeLMUa, KaTO MAaKCUMAJIHUAT e(PeKT ce JoCTUra A0 4 AHU OT
neyeHueTo. Omenpasos, NpuaoxeH B g03a 20 mg, nogarbpxa cpeiHo HamaneHue ¢ Hal-manko 80% Ha 24-
4yacoBaTa UHTpAracTpajHa KUCEJIMHHOCT [PH NALMEHTH C AyO[€HaHA s3Ba, KATO CPEIHOTO HAMaJIeHUE Ha
MaKCMMa/IHaTa KUCEJIMHHA NNPOAYKLUMA C/Ie] CTUMYJIMpaHe C rneHraracTpuH € okoso 70% 24 yaca cien
npuema.

[lepopanHudaT rnpuem Ha oMmenpason B Ao3a 20 mg noaasprka ctoMawHoTo pH = 3 B npoab/KeHHE CPEIHO
Ha 17 4aca ot 24-4yacoBus Nepuo NMpU NaLUMUEeHTH ¢ AyOAeHa/IHa A3Ba.

Karo cineacTBue OT NOHMXKEHATA KUCEJIMHHA CeKpeLMs MPU NalUeHTH ¢ ractpoe3odgareanHa pe@iyKkcHa
OoJiecT OMENpa3os peayLuupa/HopMaaiu3upa KHCEJIMHHOCTTA B XpaHONpPOBOAa J10303aBUCHMO.
[loTUCKaHETO HA KMCEJIMHHATA CEKPELMS € CBBbP3aHO C IJIOLITA I10/1 KpUBaTa Ha 3aBUCUMOCTTA HA
[UIa3MEHMUTE KOHLEHTpaUuu Ha oMenpa3o ot BpeMmeTo (AUC), a He peaiHUuTe (HAKTHYECKHUTE) IUIa3MEHHU
KOHLUEHTpaLMH B 1aJIECH MOMEHT.

[lo Bpeme Ha JiedyeHHe ¢ OMENpPas3oJi He ca Hab/1K0JaBaHU CllyYyau Ha Taxu(UIaKCHs.

Egexm svpxy H. pylori

H. pylori e cBbp3BaH ¢ pa3BUTUETO Ha MENTUYHA A3BA — KAKTO JyOJ€HAIHA, TaKa ¥ CTOMAILIHA U € BaXeH
¢akTop 32 pa3BUTHETO HA FACTPUT.

H. pylori 3aen1HO ¢ oOpa3yBaHaTa KMCe/JIMHA B CTOMAaXa ca OCHOBHH (DaKTOpPH B pa3BUTHETO HA MENTHYHA
A3Ba.

H. pylori e ocHOBeH (akTop B pa3BUTUETO HA aTPOGHUUEH FaCTPHUT, KOUTO € CBBbP3aH ¢ MOBHULIEH PUCK OT
pa3BUTHUE HA PaK HA CTOMAxa.

Epanukauusara va H. pylori c omenpa3on 1 aHTAMUKPOOHHU NPOAYKTH € CBbpP3aHa C BUCOKA YeCTOTa Ha
€IUTEIM3MPaHE U AbJIFOCPOYHA PEMUCHUSA HA MEeNTUYHATA A3Ba.

H3nuTBaHu ca 1BOMHU KOMOMHALMH, KATO € YCTAHOBEHO, Y€ Te ca No-cabo edpukacHu OT TPOMHUTE
KOMOUHAUUU. [[BOHHUTE TepaneBTUYHU KOMOWHALIMKA MOIaT Jia ce Mpujiarar, Koraro JI€YeHHEeTO C KOATO U J1a
e TpOKHa KOMOMHAaLIMs HEe MOXeE J1a Ce MpoBe/ie NOpaau CBPbX4YBCTBUTETHOCT.

Apyeu echekmu, c8vbp3anu c NOMUCKAHE HA KUCEIUHHAMA CeKPeyus
[To BpeMe Ha NMpOABKUTENHO JIEYEHHE c€ ChOOI1IaBa 3a MAJIKO [10-BUCOKA YE€CTOTA HA MOSABA HA CTOMALIIHU
MJIE3UCTH KUCTH. Te3u npoMeHu ca GU3rMoJIOrM4HO NOCJeACTBUE OT U3PA3€HOTO UHXUOH
KMCEJIMHHATa ceKpelins, 100poKauyecTBEHHU ca M M3rJexaa ca obpaTumu.

HamaneHnara croMalliHa KMUCEJIMHHOCT B pe3yJiTaT Ha pa3jiMiHM (paKTOpH, BKIKOUMUTE
MHXUOMTOPH Ha NPOTOHHATA MOMIIA, MOBULLIABA OPOs MUKPOOPraHU3MH, HOPMAJTHO
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YpEeBHHUA TPaAKT. JICYEHHUETO C JIeKApPCTBA, IOHMWIKABAILM KUCETMHHOCTTA, MOXe Ja JI0BE/IE 10 JIEKO MOKa4YBaHe
Ha pMCKa OT CTOMALIHO-YPEeBHU HHQEKILIMH - KaTO NpU4YMHEHM OT Salmonella u Campylobacter.

[1lo BpeMe Ha JIe4YEHHETO C AHTUCEKPETOPHHU JIEKAPCTBEHH MPOAYKTH B OTTOBOP HA HaMaJieHaTa KUCEIIMHHA
CEKpelMs Ce MOBUILABAT CEPYMHUAT racTpuH U XpoMorpaHuH A (CgA).

[ToBuieHoTo CgA HMBO MOXeE /1@ BiIUsie BbPXY U3CJIE€ABAHUATA [IPU HEBPOEHAOKPHHHHU TYMOPH.
JluTeparypHHM AaHHM COYaT, Y€ HHXUOMTOPBLT HA NPOTOHHATA nomna TpAbBa aa Obae cnpsaH ot S A0 14 AHH
npeau usmepBHuaTa Ha CgA. ToBa € He0OXx0AMMO, 32 Ja MOraT €BEHTYAJIHO MOBULIEHUTE BCIIEACTBHE
neyenue ¢ UII1 nusa Ha CgA na ce HOpMaiM3upar.

[ToBuwen 6poit Ha ECL kijieTkH, CBbp3aH BEPOATHO C MOBUILEHU CEPYMHHY HHBA Ha racTpvH, € Habo1aBaH
MpU HAKOM MALMEHTH (Bb3paCTHH U [I€Lia) 10 BpEME Ha MPOAB/DKUTENHO JIEYEHUE C oMenpa3oi. Te3u
HaxXO/KH He €a OT OlpeIe/IeHO KJIMHUYHO 3HAYEHHUE.

[TpunoxxeHue npu aeua

B HEKOHTpOJIMpPAHO U3NMTBaHE NpH Aela (Ha Bb3pacT oT |1 10 16 roguHu) ¢ TexbK pedykc e3odarur,
oMmenpason B 7034 o1 0,7 1o 1,4 mg/kg e nokaszan nogpobpsaBaHe cTeneHTa Ha e30¢arut B 90% ot ciyyauTte U
3HAYMMO € HaMaJlJl CUMIITOMUTE Ha pedykc. B mpocTo ¢isno M3nuTBaHe Ha Jeua Ha Bb3pacT ot 0 1o 24
Mecelna ¢ KJIMHMYHO AMarHocTuuupana racrpoesogareaiia pedaykcHa 0051€ecCT, ca JIeKyBaHM ¢ OMENpa3oll B
no3a 0,5; 1 u 1,5 mg/kg. Cnen 8-ceAMUYHO JIeYEHHE YECTOTATA HA EMTU30AMTE HA MOBPbIIAHE/peryprutauus
e cnnagHana ¢ 50%, 6e3 3HaueHue OT J03ara.

Epaouxayus na H. pylori npu deya

3aKIF04EHUETO OT PaHJOMMU3HUPAHO, ABOMHO-CIIANO KIMHUYHO U3nuTBaHe (Heliot) e, ue omenpason B
KoMOMHaLMA ¢ 1Ba aHTUOMOTUKA (AMOKCULIMIIMH M KJIADUTPOMULIMH) € 6e30macHo ¥ ePrKacHO JeYeHHe Ha
uHdekuusTa ¢ H. pylori npu aeua Ha Bb3pacT 4 ¥ MoBeYe rOAMHKU C raCTPUT: epaaukauus Ha H. pylori —
74,2% (23/31 nauueHTH) 3a oMenpa3o/ + aMOKCHUIIMIIMH + KJIApUTPOMHUILIMH, cripamo 9,4% (3/32 nauneHTH),
JIEKYBaHH ¢ AMOKCHUMJIMH + KJIAPUTPOMHUUMH. JIaHHHU 3a KJIMHUYHA M0/13a 10 OTHOLUEHHUE HA CUMIITOMUTE Ha
aucnencus obaye Hima. ToBa U3nNUTBaHe He JaBa MHPOpPMaLMA B IOAKPENa Ha MPHUJIOXKEHUETO NPH Aela Ha
Bb3pacT oA 4 roAuHHM.

5.2 @dapMaKOKHHETHYHH CBOMCTBA

Abcopbuus

OwMernpa3son € HEYCTOMYUB B KHCEJla Cpe/la U Ce MpuJiiara B KarcyJiu, noJ ¢opmara Ha YCTOHYUBH Ha
CTOMAIIIHMA COK rpaHyJii. Abcopbupa ce 6bp30 - MAKCMMAJIHM [L1a3MEHM KOHLIEHTPALIMM Ce€ JOCTHUTaT CJiejl
1-2 yaca. AbcopbuusATa € B TbHKUTE YepBa U OOMKHOBEHO NMPUKJIKOUYBA 3a 3-6 yaca. buoHaIM4HOCTTA Ha
OMenpas3oJ cjie] eaHoKpaTHa 103a € 0K0J10 40 %. Ciieq MHOMOKpPaTHO NMPUJIOKEHHE BEAHBX AHEBHO,
OMOHATMYHOCTTA C€ yBean4ana 10 0koJio 60%. EqHoBpeMEeHHOTO NprueMaHe Ha XpaHa He OKa3Ba BIMAHHUE
BbpXY OMOHATMYHOCTTA MY.

PasnpeaeneHue
OMenpasos ce CBbp3Ba C IUIa3MEHUTE NMPOTEUHHU 10 97%. O6emMbT Ha pasnpeae/ieHHe NP 3ApaBy
nobpososuu e npudbnusutentHo 0,3 I/kg.

buoTtpaHcdopmanus
MeTtabosiu3supa ce u3usino ot cucremara Ha UMTOXpoMm P450 (CYP). OcHoBHuAT MeTabONN3BM 3aBUCH OT
nosuMopgHo uspazeHus CYP2C19, otroBopeH 3a 00pa3yBaHETO Ha IVIaBHUA METaDOJIMT B M1a3MaTa —
XUAPOKCHOMerpa3oi. B nombiHeHue MeTaboIM3MBbT 3aBUCH OT Jipyra cneuuduyna uzogopma — CYP3 A4,
KOATO y4acTBa B 00Opa3yBaHETO Ha omerpa3o. cyidoH. Karo pe3yarar oT BUCOKHUSA aQUHUTET Ha nmenpason
kbM CYP2C19 ca Bb3MOXHU KOHKYPEHTHA HHXUOHULIMS U JIEKAPCTBEHH B3aMMOJAECHCTBHUSA Ha H
meTabonu3sM ¢ aApyru cyoctpatu Ha CYP2C19. [Topaau Huckus apunureT kbM CYP3 A4
MOXKe Ja MHXubupa metabonu3ma Ha aApyru cybctpatu Ha CYP3A4. B nonbiaHeHue, oMe
MHXHMOMpa OCHOBHUTE €H3UMH OT cucTtemara Ha CYP.

[Ipu npubnusurenHo 3% ot HaceneHueTo Ha OsyaTa paca U 15-20% OT a3MaTCKOTO HAC
eH3uMbT CYP2C19 u 3apaau ToBa Te ca Hape4yeHu OaBHu Metabonusaropu. [lpu Takus
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MeTab0JIM3MBT HA OMeINpasol BepoaTHO ce Karanusupa oT CYP3A4. Cinex npoab/KUTEIHO NTPUIIaraHe Ha
omernpasosl B 4o3a 20 mg BeaAHbXK AHeBHO, cpeaHata AUC e 6buna 5 1o 10 nbTH no-Bucoka npu 6aBHUTE
MeTaboM3aTopu B cpaBHeHHUE ¢ uua ¢ yHkuMoHaieH CYP2C19 ensum (0bp3u meTabo1M3aTopH).
CpeaHuTe MUKOBH IIA3MEHU KOHUEHTPALMU €A CHIIO MMO-BUCOKU OT 3 10 5 mbTU. Te3n KOHCTATAl[UU HE CE
OTpa3aBaT Ha JO3UPOBKaTa Ha OMeNpasoll.

EIMMHUHUpaHE

ENMMMHUHALMOHHMAT IJIA3MEH TTOJY>KUBOT HA OMeNpa3o) 0OOMKHOBEHO € MO-KpaThk OT | Yac, kakTo cien
eJIHOKPAaTE€H MepopasieH MPUEM, TaKa U CJIE€JI MHOTOKPATHO MpuiioxeHue. OMerpa3oil He MoKa3Ba TeHACHIUA
KBbM KyMYJIMpaHe MpU eIHOKpaTeH fnpueM aAHeBHO. OMenpa3on ce ekckpeTupa noa ¢popmMara Ha MeTaboInTH,
kaTo 80% OT MeTabONUTUTE CE€ EKCKPETUPAT ¢ YPUHATA, @ OCTAHAJIUTE - C (perieca, rnaBHO KaTo pe3yJiTar OT
EKCKpEL U C XKIThUKaTa.

JIMHEMHOCT/HEIMHEMHOCT

[Tpu MmHorokpareH npuem AUC Ha omenpasol ce yeenu4dana. [ [oBULIEHUETO € 10303aBUCUMO U BOAM 110
HeJMHelHa 3aBucuMOCT 103a-AUC nipu MHOTOKpaTteH npuemM. Tasu 3aBUCUMOCT OT BPEMETO U [03ara ce
IBJDKW HA MOHKWKaBaHe Ha MeTabonM3Ma NpU MbPBOTO [TPEeMUHABAHE Tpe3 YEPHHUA APOO U CUCTEMHUS
KIIMPBHC, AbJIXKALLM ce BeposATHO Ha MHXHOMpaHeTo HA CYP2C19 ot omenpa3os ¥ MeTabOJIMTUTE MY (Hanp.
OT CYJIQOH).

MeTaboJuTUTE Ha OMENpPa30Jl HE OKAa3BaT 3HAYMM €(EeKT BbPXY KUCEJIMHHATA CEKPELIMSL.

CrneuyanHy nonyJaauuu

Hapywena veprnoopobua ¢pynxyus
[Ipu Te3u nmauueHTH MeTadoJIU3MBT HA OMEIPa30Jl € HapyllUeH, KoeTo BoAu Ao nosuiiasane Ha AUC. llpu

CAHOKPATCH NHEBCH IIPUEM OMCIIPA30J1 HEC [10KA3Bd TCHACHLHA KbM KYMYJIMPpAHC.

Hapywena 6vbpeuna pynxyus
[Ipu Te3u nauueHTH PpapMakOKMHETUKATA HA OMENpPa3ol, BKIYUTEIHO CUCTEMHATa OMOHATTUYHOCT M

CKOpPOCTTa Ha CIMMHHHUPAHEC, OCTaBaT HCIIPOMCHCHH.

Cmapuecka ev3pacm (73-79 2oounu)
[Ipu xopa B cTapyecka Bb3pacT CKOPOCTTa Ha MeTabo/IM3UpaHe Ha OMEINPA30Jl € JIEKO HaMalleHa.

[leouampuuna nonynayus

OrpaHuyeHHTE JaHHU 32 [iela Ha Bb3pacT Haj | roguHa rnokassar, 4e B [IpenopbYATENIHATA JO3HPOBKA
(hbapMaKOKMHETUKATa € NoA00Ha Ha Ta3u npu Bb3pacTHU. [Ipu geua Ha Bb3pacTt noja 6 Mecela KIMPbHCHT Ha
OMeEINpa3oJ/l € HUCHK MOpaau HUCKHUSA KanaluuTeT 3a MeTabOoIM3UpaHETO MY.

5.3 IlpeaAxkJHHHYHH JaHHH 32 6€30MaCHOCT

HabnronaBanu ca xunepniasus Ha ctoMaliHuTe ECL-KIE€TKM ¥ KapUUMHOWAM NPH MJI'bXOBE, TPETUPAHM C
OMEIMNpa3oJl nNpe3 LeJus UM HKUBOT UK MOJJIONEHN HA YacTUYHA GyHAeKTOMUA. Te3U NPOMEHHU ce IbJKAT Ha
MPOAbKUTEIHATA XUTIEpracTPUHEMHUS BCEICTBME UHXUOMpPAHETO Ha KuceJIMHHOCTTAa. CXOAHU pe3yTaTu
ca [OoJIyYeHHM M clie[] IpuiiokKeHue Ha Hy-pelenTopHu aHTaroHUCTH, MHXMOMTOPY Ha MPOTOHHATA MOMIIa U
yacTu4Ha QyHaekTomus. CineaoBaTeHO, Te3M IPOMEHH HE ca pe3yJITar Ha NPSAKOTO Bb3AEHCTBHUE HA
OT/JIeJIHOTO JIEKAPCTRBO.

6. OAPMAIIEBTUYHH JAHHH
6.1 ChnHuchbK Ha NOMOILHUTE BelllecTBA
Kancynno cv0wvpacumo:

3aXapo3d
HAPEBHYHO HUUICCTC

HaTpUEB Jl1ay puJiICyidar
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be3BojieH AMHATPHUEB (ocdar
MaHMTOJI
XUAPOKCUIIPOITMIIMETHIILENTY 1034
makporou 6000

TaJK

rnonucopdar 80

TUTAHOB JJUOKCHU]

METAKpPHUJIOBA KHCENMHA — eTUnakpuiar (1:1)
Kancynna obsuska.
UHAUrokapmuH (E132)

TUTAHOB AUOKcUa (E171)
YENAaTHH

6.2 HecnrBMecTHMOCTH

He ca ycTaHoBeHHM.

6.3 Cpoxk Ha rogHocT

3 roaquHH

6.4 Crhneuna/iHH yCJIOBHSI HA CbXPaHEHHE

Jla ce cbxpaHsBa B OpUrMHaIHATA OMAaKOBKA.
Ha ce cbxpansBa noj 25°C.

6.5 JlaHHH 332 ONAKOBKATA

7 CTOMALIHO-YCTOMYMBY TBbP/AM KAICYJM B OJIMCTEp OT alyMMHUEBO/aTyMUMHHEBO (0IHO; 110 4 OaucTepa B
KapTOHEHa KyTHS, 3a€/IHO C JIMCTOBKA.

6.6 ChoeumnajaHu npeanasHH MepPKH NPHU H3XBbLPJIsSHE U paboTa

HsaMa crieyuaiHy U3NCKBAHUA.

T INPUTEXATEJI HA PAZPEILIEHHUETO 3A YIIOTPEBA

CODPAPMA Al

yn. Unuencko woce 16, 1220 Codus, bbarapus

8. HOMEP HA PASPELHIEHHUETO 3A YIIOTPEBA

Ne 9700217

9. HATA HA ITBPBO PAZPEHIABAHE/INIOJJHOBSABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

21.05.2009

10. JATA HA AKTYAJIMUBUPAHE HA TEKCTA

Mapr, 2024 r.
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