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IHCTPYKUIA

ANS MeauYHOro 3aCTOCyBaHHSA NliKkapCbKoro 3acoby
PAHITWMAWH

(RANITIDINE)

Cknao:

Oitoya peyosuHa: ranitidine;

1 TabneTtka MiCTUTb paHiTManHy 150 mr;

00rnoMixkHi pedosuHu: Lenakto3a (CyMil JslakTo3uM, MOHOrigpaTy, Ta Uentoso3u
nopowkonoAibHoi (75:25)), HaTpito KpockapMenosa, KpeMHilo aiokcug
KonoigHunin 6e3BoaHUN, MarHito cTeapar, rinpomenosa, TutTaHy giokemg (E 171),
TponeoniH 0.

Jlikapcbka gopma.
Tabnetkun, BKpUTi NNiBKOBOK 060/I0OHKOIO.

OcHo8HI ¢hisuko-ximiyHi erracmusocmi: TabneTkn, BKpUTI MNiBKOBOK 0H60N0HKOLO,
Bif, >XOBTOr0 A0 OpaHXeBO-)XOBTOrNo KOJbOpY, 3i cneuudiyHnM 3anaxom. Ha
nonepeyHoMy po3pi3i BUAHI ABa wWwapwu.

dapmakoTepaneBTUYHa rpyna.

3acobn ang nikyBaHHA NenTUYHOI BMpas3KWM Ta racrtpoe3odareanbHol
pedOKCHOI XBOpo6bu. AHTaroHictun H,-rictraMiHoOBUX peuenTopiB.

Kog ATX A02B AO02.
®DapmakoroaivyHi errlacmugocmi.
®apmakoOuHamika.

PaHiTAMH —  nNpoTMBMpA3KoBUW  3acib, aHTaroHict H,-rictaMiHoBuMX
peuenTopiB.

MexaHi3M fAii 3yYMOBNEHUA KOHKYPEHTHWUM iHribyBaHHAM H,-ricTaMiHOBMX
peuenTopiB MeMbpaH napieTanbHUX KNAITUH CNM30BOT O6OMOHKM LWNYHKA.
3HMXYE basanbHy i CTUMY/NbOBaHY CeKpeLuild COMSAHOI KUCAO0TU, 3MEeHLWY4un
06’eM WNYHKOBOro COKY, CMpUYMHEHOro noapa3sHeHHsaM 6GapopeuenTopis
(pO3TArHEHHS WAYHKA), XapyOBMM HaBaHTaXEHHSIM, [Ai€l0 TFOPMOHIB i
bioreHHUx cTumynatopie (racTtpuH, ricTamiH, neHTaracTpuH, KodeiH).
PaHiTMAMH 3MeHLWYE KiNbKiCTb COJSIAHOI KWUCOTU Y LWIYHKOBOMY COKY, He
BMJIMBAE HAa KOHLUEHTpAUil0 racTpuHy Yy nna3Mi KpoBi, @ TaKOX MpoAyKyBaHHSA
Cnn3y. PaHIiTMAMH XapaKTepun3yeTbLCA TPUBAIOK Ai€l0.

PaHiTMAMH He BNAMBa€E Ha epMeHTaTMBHY CUCTEMY UNMTOXpoMYy P450 nediHkw.
DapmaKoKiHemuKa.

Micna nepopanbHOro 3aCTOCYBaHHSA paHITUAWMH LWBWUAKO BCMOKTYETHCA Y
LWYHKOBO-KULLKOBOMY TpakTi. biogoctynHictb — 6/n3bko 50%. Cha Y KpOBI
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AOCAra€eTbCs 4yepe3 2-3 roAuMHWM i cTaHoBUTb 478 Hr/Mn. YacTkoso
MeTaboniszyerbcsa y nediHui 4o N-okcuay (ronosHun metabonit, 4% posun), S-
oKcuay i AeMEeTUNETLCS.

T,, (Nnicnsg NnpunoMy BCcepeaunHy) rnpmv HOpManbHOMY KipeHCi KpeaTUuHiHy — 2-3
roavHun, npu 3HmxeHomy (20-30 mn/xB) — 8-9 roanH. EKCKpeTy€eTbCSA HUPKaMun
NpoTaromMm 24 roauvH, y He3MiHeHOMy Burnsaai smBoamTbca 6amnsbko 30%
nepopasabHO NPUNHATOI LO3MU.

MpoHMKAE 4Yepe3 rictoremMaTudHi 6bap’epu, y T. 4. Yyepe3 nnaueHTapHun, ane
noraHo — 4epe3 remarto-eHuedaniyHnm 6Gap’ep. [oCTaTHbO 3HauyLi
KOHUEeHTpauil BM3HA4awTbCA Yy rpyaHomy wmoJsioudi. LUBMAKICTE | CTyniHb
eniMiHauii Mano 3anexaTb Bi4 CTaHy MediHKW i noB’dA3aHi B OCHOBHOMY 3
dYHKLUIED HUPOK.

KniHiYyHi XapakTepucTtuku.
[Noka3aHHS.

— [lenTnyHa BMpas3Ka WAYHKA i ABaHAAUATUMNANOI KWULWLIKW, He acouinoBaHa
3 Helicobacter pylori (y ¢a3i 3aroctpeHHs), BKAo4Ya4uM BMpa3Ky, acouliioBaHy 3
NPUNOMOM HeCTepoigHNX NpoTm3ananbHux 3acobis (HMN33);

— (PyHKUiOHaNnbHa agucnencis;

— XPOHIYHUW racTpuT 3 NIABULEHOK KWUCOTOYTBOPIOBANbHOK (QYHKLUIEKD
WNYHKA Yy CTaAil 3aroCTpeHHs;

— racrtpoe3odareansHa pedntokcHa xBopoba (Ansg nonerweHHs CUMMNTOMIB)
abo pedntokc-esodarir.

lNpomurnoka3aHHs.

MigsuweHa iHAMBIAYanbHa YYTAMBICTbL A0 PpPaHITMAMHY Ta A0  iHWKX
KOMMNOHEHTIB JlikapCbKOro 3acoby; 3/104KiCHi 3axXBOPIOBAHHSA LWAYHKa, UMPO3
NeYyiHKM 3 TrMOPTOCUCTEMHOK eHuedanonaTield B aHaMHesi, MnedYiHKoBa
HEeAOCTaTHICTb, TSXXKA HWUPKOBa HeAOCTATHICTb (KnipeHC KpeaTuHiHy < 30
MS1/XB).

B3aemo0isi 3 iHwuMuU nikapcbKumMu 3acobamu ma iHWi eudu 83aemMo0iul.

PaHiTManH moxe Bnnameatn Ha abcopbuito, MeTaboniaM Ta HUPKOBY eKCKpeLlito
IHWKMX NiKapCbKNX 3acobib.

PaHiTMAMH Yy TepaneBTUYHMNX A03aX HEe 3MIHIOE aKTUBHOCTI (hepMEHTHOI CUCTEMU
untoxpomy P450 i He noTeHUito€E Aito Nnikapcbknx 3acobis, Wo MeTabonisyTbCcs
Lieto cmctemoro (giasenam, nigokaiH, MeHIiToiH, NnponpaHonon, TeodiniH).

PaHiTMANH, 3MIHIOKOUYM KMCMOTHICTb LWNYHKA, MOXe BMNAMBaTK Ha 6ioa0CTYMHICTb
Aesiknx nikapcbknx 3acobis. Lle npussoantb abo Ao nigBuLeHHSs ix abcopbuii
(TpiazonaMm, M™igasonam, rniniamg), abo [0 3HMXKEHHs X abcopbuii
(KeTOKOHa30/1, iTpaKkOHa30/, aTa3aHaBip, rediTuHib).
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AHTaumam Ta cykpanbdaT ynoBiNbHIOWTb abcopbuito paHiTUAMHY, BHACNIAOK
4yoro iHTepBan MiX MPUMUOMOM UMX NiKAapCbKUX 3acobiB i paHiTMAWMHY MaE€
CTAQHOBUTWU He MeHwWwe 1-2 roauH.

OaHo4acHe 3aCToCyBaHHS 3 METOMpPOJI0/IOM MOXEe MPU3BECTU A0 MiABULLEHHS
KOHLEeHTpauil MeTonposiony y cupoBaTLi KpPOBi.

PaHiTnanH npwm OAHOYACHOMY 3aCTOCYBaHHi 3 KYMapWUHOBUMMU
aHTMkoarynsHtamn (BapdapuH) MoXe 3MiHOBaTM nNpoTpoMbiHOBMI 4ac
(peKkoMeHAYETbCA MOHITOPUHI NPOTPOMbBIHOBOIo Yacy).

Bucoki no3n paHiTUANMHY MOXYTb YMOBISIbHIOBATW €KCKpeLilo npokaiHamigy Ta
N-aueTunnpokaiHamigy, Wwo npu3BOAUTb A0 NiABULLEHHS X PIBHA Yy Ma3mMi
KpOBI.

[aHi Npo B3aeEMOAi0 MiX paHiTUAMHOM i aMOKCUUMNIHOM abo MeTpoHiAa30/10M
BiACYTHI.

KypiHHS TIOTIOHY 3HUXYE ePEeKTUBHICTb paHiTUANHY.
Ocobrnusocmi 3acmocy8aHHs.

lMpn HasBHOCTI aneprii Ha iHWI npenapatu rpynu 6nokatopiB H,-peuenTtopis
ricTaMiHy MOXJ/IMBI anepridyHi peakuii Ha paHiTUAWMH, TOMY NpPU HAABHOCTI
rinepyyTnmMBOCTI A0 IHWKWUX npenapaTiB Ui€ei rpynn cnig 3 o06epexHicTio
3aCTOCOBYyBaTU npenapart.

3 obepexHicTio 3acTocoByBaTu npenapat npu roctpin nopdipii (y T. 4. B
aHaMHe3i), iIMyHoaediumnTi, PeHiNnKeToHYpIl.

PaHiTMAWH BUBOOUTBLCA HUPKAMU, TOMY Y MNAUIEHTIB 3 BUPAXEHOK HUPKOBO
HeAOCTaTHICTIO MOro piBeHb Y NnaasMmi NigsuweHunn (aAMB. A03yBaHHSA ANS Takux
nauienTiB y po3aini «Cnocib 3acTocyBaHHSA Ta A03U»).

Y XBOpUX NITHLOrO BiKY 3 NOpYLWeHHAMU PYHKLIT Ne4iHKn abo HNPOK MOX/InBe
nopyLweHHSa (CNAyTaHiCTb) CBIAOMOCTI, WO 3YMOB/IIOE HEOBXiIAHICTb 3HUXKEHHSA
A03U.

JlikyBaHHA npenapaToM MOXe MacKyBaTu CUMMNTOMU KapUMHOMMU LWYHKA, TOMY
nepes no4yaTtkoM NiKyBaHHA CNi4  BUKIKOYUTU  HAABHICTb  3/109KICHUX
HOBOYTBOPEHb Y LWYHKY.

HeobxigHui perynsipHui Harnag 3a nauieHtammn (0cobnmBo NiTHLOrO BiKY Ta 3
BKasiBKaMM B aHaMHe3i Ha nNenTUYHY BUpa3Ky LWAyHKa Ta/abo
ABaHAAUATUNANOI KULWKW), SKi NpUuMMatoTb paHiTMaMH pa3om 3 HIM33.

Y XBOpUX NiTHbOro BiKY, 0Ci6 3 XPOHIYHMMKM 3aXBOPIOBAHHAMMW JiereHb,
uykpoeum pgiabetom abo B ocib6 3 ocnabneHuMm iMyHITETOM cnocTepiranacs
nigBuWeHa CXUNbHICTb A0 PO3BUTKY MO3aniKapHAHOI MHEBMOHII.

JlikyBaHHA npenapaToM BiAMIHATM NOCTYNOBO Yepe3 pU3NK PO3BUTKY CUHAPOMY
«pUKOLLETY>» MpU Pi3KiN BiAMIHI.
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lMpenapaT MIiCTUTb N1aKTO3Yy. AKWO Yy MnMaui€eHTa BCTAHOBJ/IEHO HENMepeHOCUMICTb
AesiKMUX LYKpIiB, CNi4 NPOKOHCYNbTYBATUCA 3 NiKapeM, NepLl HiXX NpumuMaT Lewn
nikapcbkunn 3acib.

3acmocysaHHs y rnepiod eazimHocmi abo 200y8aHHs 2pydodio.

MpenapaT npoTMNOKasaHui Yy nepiog BaritTHOCTi. Y pasi HeobxiaHOCTI
3aCTOCyBaHHA npenaparTy cnig npunuHUTU roayBaHHA rpyanto.

30amHicmb ennueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcrnopmom abo
IHWUMU MexaHi3mamu.

BpaxoBytoumn, WO Yy YYTJIMBUX XBOPUX MPU 3aCTOCYBaHHI npenapaTty MOXYTb
BUHUKHYTM nOb6IUHI peakuii (3anaMOpo4YeHHsl, rantouuHalii, nopyLeHHS
akoMmopgauii), nia 4Yac npumoMy npenapaTty cnig yTpuMaTuUCA Bif KepyBaHHS
TPaAHCNOPTHMMM 3acobaMmn abo iHWKMMKN MexXaHi3MamMu.

Cnocib 3acmocysaHHs ma 003U.

Mpu3HayaT OPOCINM Ta AiTSM BiKOM Big 12 pokiB. NMpuinmMatn BCcepeanHy, He
PO3>XOBYHOUM, 3anMBaOYM HEBEJIMKOK KIiNbKICTIO BOAM, HE3asieXXHO Big
NPUNOMY iXi.

lMenmuy4Ha supa3ska winyHka i 0eaHadusimunasoi KUWKuU, He acouitioeaHa 3 Helicobacter
pylori (y ¢pasi 3aecocmpeHHs). NMpu3Hadatn no 150 mr (1 TabneTtka) 2 pa3sn Ha 4oby
BpaHUi Ta BBe4epi abo 300 Mr (2 Tabnetkn) 1 pa3 Ha 4oby Ha Hi4 npoTsarom 4
TWXHIB. lpu BMpaskax, WO He 3apyburBanncs, NpPOAOBXWUTU NiKyBaHHS
MPOTArOM HACTYMHUX 4 TUXHIB.

lMpogbinakmuka nenmuyHOI supasKu wiriyHKa i 0eaHadussmunasioi KUWKU, acouitiogaHoi 3
nputomom HI133. Mpu3Havatu no 150 mr (1 TabneTtka) 2 pa3u Ha foby BpaHUi
Ta BBeYyepi Ha nepiog Tepanii HM33.

®yHkuioHanbHa ducnencis. Npu3HadaTtv no 150 mr (1 TabneTtka) 2 pa3n Ha foby
BpaHUi Ta BBeYyepi NpoTAromMm 2-3 TUXHIB.

XPpOHIi4YHUU 2acmpum 3 Mi08UUWEHOK KUCIOMOYmeopreasibHOK (OYHKUIED WilyHKa y
cmaoii 3aecocmpeHHsi. Npu3Hadatn no 150 mr (1 Tabnetka) 2 pa3u Ha apoby
BpaHUi Ta BBeYyepi NpoTAaromMm 2-4 TUXHIB.

acmpoesoghazeanbHa pegprokcHa xeopoba. Ana  nonerweHHda  CUMMNTOMIB
npusHadyatm no 150 mr (1 Tabnetka) 2 pa3u Ha [oby BpaHui Ta BBeYepi
NPOTAroM 2 TUXHIB; Npn HeobXiAHOCTI KypC NiKyBaHHSA NpOAOBXYBaTMw.

ONns AOBroTpmBasnoro NikKyBaHHS Ta MNpW 3arocTpeHHi racrpoesodareasnibHOi
pedntoKCHOI XxBopobu npusHavaTtu no 150 mr (1 TabneTtka) 2 pa3u Ha Aoby
BpaHUi Ta BBeyepi abo 300 mr (2 Tabnetkun) 1 pa3 Ha Aoby Ha Hi4 npoTsarom 8
TUXHIB; Npn HeObXiAHOCTI KypC NiKyBaHHS NpoAOBXYyBaTn A0 12 TUXHIB.

lMauieHmu 3 eupaxeHor HupKogor HedocmamHicmio (KNipeHC KpeaTuHiHy < 50
mn/xB). JoboBa Ao3a npenapaTty AN ui€i KaTeropii nauieHTiB — 1 TabneTtka
(150 Mr paHiTuanHy).

Limu.



¥ HapopHa anTtexa

[iTam BiKOM Bi 12 poKiB 3aCTOCYBaHHSA NiKapCbKOro 3acoby nokasaHo 3 MeTOK
CKOPOYEHHA TepMiHiB  NiKyBaHHA NenTUYHOI  BMPA3KM LWJYHKa Ta
ABaHaAUATMNANOT KULWKW, ANS NiKyBaHHA ractpoe3odareasnbHoi peditoKCHOI
XBOpobu, BKAOYakuM pedntokc-e3odarit, i AA9 MoJserweHHs CUMMTOMIB
racTpoe3odareanbHoi pedatoKCHOI XBOpobu.

MepenosyBaHH4.
MoxxnuBe nocuneHHs NobiyHMX peakuin.

JlikysaHHsi: Npn  HEOB6XiAHOCTI MpoBOAMTM aAeKBATHY CUMNTOMATU4YHY i
nigTpUMytody Tepanito. PaHITMAMH MOXHa BuMAAUTU 3 CUPOBATKM KPOBI
LWIAXOM remoianisy.

Mo6iyHi peakuii.

3 60Ky cucmemu Kposi: NnenkoreHisd, obopoTHa TPOMOOUUTONEHIA, arpaHy1oumMTO3
abo naHumTONEHia, iHOAI 3 rinonnasielo abo annasie KiCTKOBOro MO3KY,
HEeWTpONeHiss, IMyHHa TreMoniTM4Ha Ta annacTudyHa aHeMmia (3a3Buyan
060pOTHI).

3 60Ky imMyHHOI cucmemu: peakuii rinepyyTnMBOCTI, Y T. 4. KpPOMNMB'SHKA,
AHMOHEBPOTUYHMI HAbpsK, rapsyka, aHadinakTUMYHMIA WOK, BpoHXocnaswm,
MynbTU(POPMHA eKCyaaTuBHa eputema, ekcdhoniaTuBHUM aepMaTuT, CUHAPOM
CriBeHca — [>XOHCOHa, cMHApOM Jlaenna, rineptepmig.

3 boky ncuxiku: NigBULLEHA BTOMJIIOBAHICTb, 060pOTHa CMNAyTaHiCTb CBIAOMOCTI,
COHNMUBICTb, 36ya)eHHSs, 6e3CoHHSA, eMouinHa nabinbHICTb, 3aHENOKOEHICTb,
TPUBOXHICTb, Aenpecia, HEepBO3HICTb, ranwouuMHauili, wWwyMm y Byxax,
ApaTiBAUBICTD, Ae30pieHTauis, CTaH po3rybneHocTi. LLi nposiBn
CMOCTEPIratTbCs MEPEBAXHO Y TAXKOXBOPUX abo nMaui€HTIB NiTHbOroO BiKY.

3 60Ky Hepeosoi cucmemu: roNoBHMIM 6iNb, 3aNaMoOpoYeHHS | 3BOPOTHI MUMOBI/bHI
pyXxoBi po3nagu.

3 60Ky opeaHie 30py: HEYITKICTb 30pOBOr0 CAPUMNHATTS, NOPYLUEHHS akoMoAaaulil.

3 6oky cepueso-cyOUHHOI  cucmemu: 3BHUXEHHSA  apTepiaibHOro  TUCKY,
bpaauvkapais, Taxikapais, acucTosis, aTpioBeHTpuKynsapHa 6nokaga, BackKynit,
6inb y rpyasx, aputMia, ekCcTpacucTonis.

3 boky mpasHo20 mpakmy: CyxiCTb y pOTi, HyaoTa, 61t0BaHHS, 3anop, aiapes,
6inb y XXMBOTI, METEOPU3M, FOCTPUN NAHKPEATUT, 3HUXKEHHS aneTuTy.

3 60ky eenamobiniapHoi cucmemu: CKOPOMUHYLWI Ta O60POTHI 3MiHM MOKA3HUKIB
dYHKUIT NediHkn; renaTouentoNapHUM, XonectatTuyHUmM 4m 3MillaHni renaTuTt
i3 )xoBTaHULUe abo 6e3 Hei (3a3BMYan 060pOTHUN).

3 60Ky wkKipu ma nidwkipHoOi MkaHuHu: rinepemisi, ceepbix, LWKIpHIi BUCUNAHHA,
MynbTU(OPMHA epuTema, anoneuis, CyxiCTb WKipu.

3 60Ky 0rnopHo-pyxo8020 anapamy: apTpanria, Mianris.

3 ©6oky cevosuldinbHoOi cucmemu: NOPYLWEHHS  YHKUIT HWUPOK, TrOCTpUM
iHTepcTMUianbHUM HedpuT.
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3 6oky  penpodykmueHoi  cucmemu: rinepnposiaKTUHEMIS, ranakrtopes,
riHekoMacTisl, ameHopes, 3HMXeHHS noTeHuii (0bopoTHe) Ta/abo nibigo.

TepmiH npudamHocmi.

3 poKMu.

YMoBU 36epiraHHs.

36epiratv B opuriHanbHin ynakoBUi Npn TeMmnepaTtypi He Buwe 25 °C.
36epiratv y HeAOCTYNHOMY A5 AiTen Micui.

YnakoBka.

Tabnetkn N2 10, N® 10x2, N2 20 y 6nictepi y kopobui.

KaTeropia Bignycky.

3a peuenTom.



