IHCTPYKUIA
015 MeMYHOIr0 3aCTOCYBaHHSA NIKapCbKOro 3acoby
DE-HON

(DE-NOL)

Cknap:
Aito4a pedyoBMHa: BiCMYyTY CcybumnTpaT KONoigHUI;

1 TabneTka MiCTUTb BiCMYTY cybunuTpaTy KONOIAHOro ekBiBaneHTHO 120 mr Bi203,
AKUA MICTUTbCH Y PO34YUHI CyXOro BicMyTy cybumnTtpaTy;

AOrMOMIXKHI pe40BUHN: KPOXMaJlb KYKYPYO3siHUA, NOBIOOH, Kanito NOJIAKPUIiH,
Makporon 6000, marHito cTeapaT, rinpomesosa.

Jlikapcbka popmMa. TabneTkun, BKpUTI NAiBKOBOK 0060/10HKOI0.

OCHOBHiI i3nKO-XiMi4Hi B1aCcTUBOCTI. TabneTkn Kpyrni, ABoONykJi, 6inoro 3 kpemMmosnm
BiATIHKOM KOMbOPY, 3 Hannucom “gbr 152” 3 ogHoro 60Ky Ta 3HaKOM KOMMaHil - 3
iHLWOrO.

dapMmakoTepaneBTUYHa rpyna. 3acobu onsa nikyBaHHS NMenTUYHOI BUPA3KM Ta
racTpoesogareanbHoi pedatoKCHOI xBopobu. BicmyTy cybumnTtpaT. Kog ATX A02B XO05.

dapMaKonoridyHi BJIaCTUBOCTI.
QapmakoanHaMiKa.

Y KNCnomy cepenoBuLLli WyHKa npenapaT YTBOPKE Ha MOBEPXHI BUPA30K i epo3in
3aXUCHY NAiBKY, WO CNpMUSE iX pyObLIOBaHHIO | 3axXMLLaE Big BNAMBY LLUYHKOBOrO COKY;
36inblUYE CMHTE3 NpocTarnaHanHy E2, ctumynioe yTeopeHHs cansy i bikapboHaTis,
NnPM3BOANUTb 00 HAKOMMYEHHSA enigepMasibHOro paktopa poCcTy B 30HI AedeKkTy,
3HMXKYE aKTUBHICTb NENCUHY i nencuHoreny. MNMpenapaT Ma€ bakTepuungHy
aKTUBHICTb Wwono Helicobacter pylori.



dapMaKoOKIiHETUKA.

MpenapaT NPaKTUYHO HEe BCMOKTYETbCA 3i LWUTYHKOBO-KMULLKOBOIO TPaKTy; auwle
He3HayHa KiJIbKiCTb aKTUBHOI P€40BUHN HAAXOAUTb Y KPOB Ta EKCKPETYEThCH i3
cevyero, NpM LbOMY KOHLEHTpaUifa BICMYTY Yy na3Mi Nicnsa 3akKiH4eHHA NiKyBaHHS
LWBNAOKO 3HMXYETbLCA. BUBOANTBLCA NepeBaXkHO 3 hekaniamu.

KniHiYHi XapaKTepucTuKm.
Moka3aHHA.

Bupa3koBa xBopoba wWyHKa i ABaHaOUATUNAN0I KULWKN, XPOHIYHUIW racTpuUT, y TOMY
ynchni cnpuynHeni Helicobacter pylori (y cknagi cxeMm aHTuxenikobakTepHol Tepanii).

NMpoTunokKa3saHHA.

NigsnweHa YyTANBICTb A0 aKTUBHOI cybcTaHUil abo 0o byab-9KOi 4OMOMIXKHOT
pevYoBUHN. TAXKKa HNPKOBA HEAOCTATHICTb.

B3aemogpia 3 iHWKMMM NiKapcbKUMU 3acobamm Ta iHWI BUAKW B3AaEMOAiN.

Hiskux iHWwuX nikis, Dki abo HanoiB, aHTauMaiB MoaoKa, PpyKTiB abo hpyKTOBUX COKIB
He Cnifg cnoXkueaTw 3a niBroguHmM go abo nicna npunomy fle-Hony, Tak 9K BOHU
MOXXYTb 3MiHIOBATUN NOro Aito.

3MeHLWYy€e BCMOKTYBaHHSA TeTpauMKAiHIB; 04HOYaCcHe 3aCTOCyBaHHA npenapaTis, Lo
MICTATb BICMYT (BiKaniHy, Bikaipy), NigBULLYE PU3UK HaAMIPHOro 36iNbLUeHHS
KOHL,eHTpaUuil BICMYTY Yy KPOBI.

Oco6MBOCTI 3aCTOCYBaHHA.

Mo>xnnBa 3MiHa 3abapBsieHHS Kany y YHOPHUI KOAip, Y TakoMy pa3si NnoTpibHO
3BEPHYTMUCA 3a KOHCYNbTaUi€ 00 Nikapda. He cnig npunmaTty aHTauMgHi npenapaTtun
Ta BXWMBATW MOJIOKO 3a NIBFOAMHM [0 | Yyepes3 NiBroguHu nicasa npunomy npenapary,
OCKIi/IbKM HAaABHUW WNYHKOBUI CiK NOTpibeH ans popMyBaHHSA 3aXUCHOrO LWapy.

TpnBane 3aCTOCyBaHHA BUCOKMX 003 CMOJIYK BiCMYTY HE PEeKOMEHOYETbCS Yepes3
BUHUKHEHHSA Yy piaKICHMX BUMNagKax 3BOPOTHOI eHuedanonaTil. Npu AoTpUMaHHI



PEKOMEHO0BAHOI0 PEXXNUMY NPUAOMY NMpenapaTy PU3NK BUHUKHEHHS LbOro nobiyHoro
eheKkTy gy>Xe Manun, ogHak NpoTSaromM rNMPMMNOMy LIbOro npenapaTy He
pPeKOMeHAOYETbCA NPUAMaTK iHWI npenapaTn, Wo MIiCTATb BICMYT.

3acTocyBaHHSA y riepioa BariTHOCTi abo rogyBaHHSA rpyanlo.

He pekomeHaoBaHoO.

3aaTHICTb BNIMBATK Ha LUBUAKICTb peakuii npu KkepyBaHHi aBTOTPaHCIopToM abo
[HLUMMU MexaHi3MaMu.

Hemae paHux npo sniane Oe-Hony Ha 30aTHICTb KepyBaTu TPaHCNOPTHUMK 3acobamu
abo iHWnMK MexaHizmamn. OgHak noAibHum snave Oe-Hony MasnonmMoBipHUA.

Cnocib 3acTocyBaHHA Ta AO03M.

dopocanMm i aiTam Bikom Big 14 pokis npu3HadaTn no 1 Tabnetui 4 pa3n Ha goby 3a 30
XBUAMH 00 1OMN Ta Ha HiY abo no 2 TabneTku 2 pa3u Ha aoby.

OiTam BikoMm Big 8 0o 14 pokis npusHayaTtu no 1 Tabnertui 2 pa3n Ha godby 3a 30
XBWJIMH 00 ian.

OiTam BikoM Big 4 0o 8 pokiB NnpusHavyaTn y Ao3i 8 mr/kr/onoby; nobose no3yBaHHSA
PO3MNOAiNATM Ha 2 NpunomMu, ane He Binble 2 TabneTok Ha O06y.

TabneTkn HeobXigHO 3anNMBaTV HEBEJIMKOIO KiNbKIiCTIO BOAW. TpUBaniCTb Kypcy
NiKyBaHHSA - 4-8 TUXKHIB. [1pOTAroM HaCTYNHUX 8 TUXXHIB He CNig NnpunMaTn
npenapaTun, aKi MiCTATb BICMYT.

MNpwn HaaBHOCTI Helicobacter pylori BAKOPUCTOBYBATN y CXeMax NliKkyBaHHS 3rifiHO
HaLiOHa/IbHUX peKoMeHaaLin.

Aitn.

de-Hon Mo)xHa 3acTocoByBaTU AITAM BiKOM Bif 4 POKIB.



MNepeno3yBaHHA.
CuMnNTOMM iIHTOKCUKaALULT.

[oCTpe MacMBHe Nepeno3yBaHHA MOXXe NPU3BECTU A0 HUPKOBOI HEAOCTATHOCTI 3
BiACTpo4YeHUM noyYaTkom o 10 gHi..

JlikyBaHHS iHTOKCMKaUT.

Micns oQHOKPaTHOr o NMPUUOMY Oy>Xe BUCOKOI 03U JliIKyBaHHSA NONAra€ y NPOMUBAHHI
LWAYHKa 3 nogasblWnM NMpMMOMoOM 03 aKTUBOBAHOIO BYTifIJIA Ta OCMOTUYHUX
MPOHOCHMX 3acobiB. Lia Tepanis, SK NpaBuio, 3MEHLLYE BCMOKTYBAHHS BIiCMYTYy, TOMY
[O00aTKOBI 3aX04N He € HeobXxigHUMW.

KoHUeHTpauito BIiCMYTY B KPOBi Ta cedi Cnif BU3HAYaTUM y pasi rocTpol Ta XPOHiYHOI
IHTOKCMKaUIiT oNs BUABNEHHSA 3B A3KY Oy Ab-IKUX CUMMTOMIB i3 MigBULLEHHOIO Oi€l0
BICMYTY.

XenaTHa Tepania 3 OUMepKanTOCyKUMHOBO KucnoToto (OMCK) i
anmMepkanTonponaHocybgpoHoBOW KUcoTow (OMIMC) 3aCTOCOBYETLCA, AKLLO
CUMTOMM BUKJINKAHI rOCTpuUM abo XpOHiYHMM Nepeao3yBaHHSAM BiCMYTY.

Y pa3i TSXKKOI HUPKOBOT HEAOCTAaTHOCTI XeNaTHa Tepanisa Ma€E CynpoBOA)XYBaTUCh
reMmopfianiaom.

Mo6ivHi peakuii.
HAyxe vyacto (>1/10)

3 60Ky TpaBHOIro TPakKTy: BUMOPOXXHEHHS YOPHOIr0 KOJIbOPY MOXXJIMBE MpKn
3acTocyBaHHi [le-Hony, BHaCnigoK yTBOpPEHHS cynbdiny BicMyTy. Taki BUNOPOXKHEHHS
MO>XHa JIerKO BigPI3HUTW Big MeneHu.

Heyvacto (>1/1000, <1/100)
3 60Ky TpaBHOro TpakTy: HyaoTa, 6atloBaHHSA, 3anop, diapes.

3 60Ky LKipy | NiLWKIPHOI KJIITKOBUHW: WWKiPHi anepriyHi peakuii 1erkoro cTyneHs
TAXKKOCTI (BUCMNaHHS, cBepbix).

Ayxe pigko(<1/10000),4acToTa HeBigoMa (HE MOXXHa OUIHUTWL 3@ HAABHUMWU
OAaHUMN):

3 60Ky IMyHHOI cucTeMU: aHagiNaKTUYHA peakLis.



TepMiH NpUAATHOCTI. 4 POKWU.

He BUKOpuCTOBYBaTM NpenapaT MNicnsg 3aKiH4eHHS TePMiHY NpUAaTHOCTI, 3a3Ha4YeHoro
Ha ynakoBLi,.

YMoBM 30epiranHsa. 36epiraty npmn temnepaTypi He Bulle 25 C y HegoCTyNnHOMY Ans
niTen micui.

YnakoBka. 1o 8 Tabnetok y 6nictepi; no 7 abo 14 6nictepiB y KapTOHHI Kopobui.

KaTeropisa Bianycky. be3 peuenTa.

BupobHuk. Actennac ®apma KOpon b.B./Astellas Pharma Europe B.V.

Micue3Haxopn>keHHA BUPOOHMKA Ta agpeca Micusa NpoBaa>keHHA Uoro
DiANIBHOCTI.

AcTtennac ®apma HOpon b.B./Astellas Pharma Europe B. V.

XoremarT 2, 7942 [)K Mennen, HinepnaHan/Hogemaat 2, 7942 )G Meppel, the
Netherlands.

3aaBHUMK. AcTennac ®apma HOpon b.B.

Micue3Haxopn>xeHHA 3aaBHUMKA. CunbBiycser, 62, 2333 BE JlengeH,
HinepnaHow/Sylviusweg, 62, 2333 BE Leiden, the Netherlands.



