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IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y
PAHITUIUH
(RANITIDINE)

Cknao:

ditoua peyosuna: paHiTUAMH (ranitidine);

1 TabneTka MICTUTh PaHITHAKMHY T1APOXJIOPUAY €KBIBAJIEHTHO paHiTHIUHY 150 M

OONOMIDICHI peuosuHu. TEJI0NI03a MIKPOKPUCTaliuHa, HATPiI0 KPOCKapMelo3a, MarHilo creapar,
nokputTsi Opadry 11 85G53691 opanxeBuii: ciupT MOJIBIHIJIOBHMA, JEIUTHH, MMOTiCTUICHTIIKONb,
tanbk, Tutany miokcun (E 171), mornco 4R (E 124), xostuii 3axix FCF (E 110), inaurokapmin
(E 132).

Jlikapcbka gopma. TabieTku, BKpUTI 000JTOHKOIO.
OcHosHi  hi3uko-ximiuni  eracmueocmi: KpPyTal ABOOMYKJIl TaOJMeTKH, BKPUTI 0OOJIOHKOIO
OPaHKEBOTO KOJIBOPY.

®dapmakoTepaneBTHYHA Ipyna.
3aco0u Ui JIIKyBaHHS MENTUYHOI BHPA3KU Ta racrpoesodareanbHol pedrioKcHOI XBOPOOH.
Amnraronictu Ho-ricraminoBux penenrtopi. Kom ATX A02B A02.

Dapmakonoziuni enracmueocmi.

Dapmakoounamika.

PaniTungun € adHtaro”ictom Hz-rictamiHOBUX penenTopiB. MexaHi3M il 3yMOBIEHUM
KOHKYPEHTHUM 1HTiOyBaHHsIM H>-TicTaMiHOBUX pENENTOpIB Mapi€TAIbHUX KIITHH CIH30BO1
o0osioHkH nutyHka. [lpurHidye 6a3anbpHy Ta CTUMYJIbOBAHY CEKPELIIO COJISTHOI KUCIOTH Ta 3MEHIIIy€e
aKTUBHICTB TETICHHY, TiABHILye pH BMicTy nutyHKa. 3MEHIIye 00'eM IITYHKOBOTO COKY, 3yMOBJICHOTO
HOZIpa3HEHHSIM OapopenenTopiB (PO3TSATHEHHS LUTYHKA), XapyOBHM HABAaHTAKCHHSM, JI€I0 TOPMOHIB
Ta O10T€HHUX CTUMYJISATOpPIB (TaCTPUH, TiCTaMiH, IeHTracTpuH, Kodein). TpuBanmicTs nii mpenapary
IICIIsl OTHOPA30BOT0 3aCTOCYBAHHS — MPUOJIN3HO 12 roauH.

Dapmarokinemuxa.

PaHiTHIMH MIBHJIKO BCMOKTYETHCS TiJ] Yac NMpUHOMY BcepenuHy. AOcopOriss He 3aleKHUTh Bij
npuiiomy xki. [lik KoHIIeHTparii y mia3mi kpoBi, y Mexxax 300—500 Mkr/mi, gocsraethest uepe3 1-3
TOJIMHU TICIIsI TIepopaibHOTro 3acTocyBaHHs 150 Mr mpenapary. biogoctynHicts paHiTHIUHY — S50 %.
KoHneHnTpariisi paHiTHIuHY y IJ1a3Mi KpOBI TIPOIOPIIiHA 10 BXKUTOI 103U. 3B’ sI3yBaHHS 3 OlIKamMu
ma3Mu cTaHoBUTH 15 %. HacTkoBO MeTaloi3yeThes y EUiHII.

BuBenenns mnpenapaty 3aiiicHIOeTbes mepeBaxHo Hupkamu (60-70 % mnepopanbHOi 103M) Ta
26 % — 13 ¢exanismu. [lepion naniBBuBeneHHS — 2—3 rogunu. [Ipudmmsno 30 % nepopanbHoi A03U
BUJIUISIETHCS Y HE3MIHEHOMY CTaHi.

KuiniuHi XapakTepuCcTHKH.

Iloxazanns.

- IlenTnuna Bupa3ka HUTyHKA 1 IBaHAALSATHIANOL KUIIKH, HE acoliiioBana 3 Helicobacter pylori
(y ®a3i 3arocTpeHHs), BKJIIOUYAIOUM BHPA3Ky, TIOB’si3aHy 3 TMPUHAOMOM HECTEPOITHUX
nporusanaibaux 3aco6is (HI133).



- DyHKIIOHAIBHA AUCIICTICIS.

- XpOHIYHMHA TacCTPUT 3 MiABUIIEHOI KHCJIOTOYTBOPIOBAIHHOI (YHKIIIEIO NUIYHKA y CTamil
3aroCTpeHHS.

- TacrpoesodareanpHa pedrrokcHa XBOpoOa (i1 TOJETIIEHHS CHUMMOTOMIB) abo pedirrokc-
e3odarir.

Ilpomunokaszanna.
- IligBuimena iHaWBIAyaTbHA YyTIUBICTH A0 PaHITHAUHY a00 J0 IHITUX KOMITOHEHTIB JIIKAPCHKOTO
3aco0y.
- 37MOsIKiCHI 3aXBOPIOBAHHS LIUTYHKA.
- Iupo3 meviHku 3 MOPTOCUCTEMHOIO eHIledaIonaTielo B aHaMHe31, TEYiHKOBA HEAOCTATHICTb.
Tsxka HUPKOBA HEIOCTATHICTb.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

PaniTuana Moke BIUIMBaTH Ha abcopOIrito, MeTaboII3M Ta HUPKOBY €KCKPEIi0 1HITUX JIKAPChKUX
3ac00iB.

3miHa ¢GapMaKOKIHETUKA MOXKE IMOTpPeOyBaTH KOPUTYBAHHS JO3M JIIKAPCHKOTO 3aco0y, SKHM
i1/1aBaBCsl BIUTUBY, a00 MPHUIMHEHHS JIIKyBaHHS.

Bzaemosis BiiOyBa€eThCs 3a IONOMOT OO EKIJIbKOX MEXaH13MiB:

- Ineibysanns smiwanoi ¢hynxyii oxcueenasnoi cucmemu yumoxpomy P450

PaniTunuH y 3BHYalHMX TEpanmeBTUYHUX 033X HE 3MIHIOE aKTMBHOCTI (DEPMEHTHOI| CHCTeMH
utoxpomy P450 1 He moTeHIi0€e Aif0 JIKapChKUX 3ac00iB, IO 1HAKTUBYIOTHCA III€I0 CHCTEMOIO,
(miazemnam, Jriokaid, GeHITOTH, MPONPaHOJIoI, TeO(ITiH).

[oBimomisiocss Wpo 3MiHY MNPOTPOMOIHOBOTO 4Yacy TMpH 3aCTOCYBaHHI 13 KyMapUHOBHUMH
AHTUKOATYJITHTaMH  (Hampukiana, BapdapuHoMm). Yepe3 By3bKHHA TEparneBTUYHUN J1arma3oH
PEKOMEHAYEThCS PETENbHUN MOHITOPUHT 301IbIIEHHS a00 3MEHIIEHHS MPOTPOMOIHOBOTO Hacy y
pasi OJTHOYACHOTO JIIKYBaHHS PAHITHANHOM.

- KonkypyeanHs 3a HUpKO8Y KAHANbYe8Y CeKpeyito

OCKUTbKH PaHITHIWH YaCTKOBO BUBOJIUTHCS KaTIOHHOKO CHCTEMOIO, I1€ MOKE BIUTMHYTH Ha KJIIPEHC
IHIIMX TIpermapaTiB, M0 BUBOASITHCS TAKUM IIITXOM. BHCOKI 103U paHITUANHY (HApUKIIAL TaKi, sKi
3aCTOCOBYIOTBCSI TPH JIIKyBaHHI CHHApOMY 3oiutiHrepa — EJuricoHa) MOXYyTh YMOBUIBHIOBATH
eKCKpeliio mpokaiHaMigy Ta N-aneTuianpoxkaiHaMigy, 110 TPU3BOAMTH 0 MiABUILEHHS iX PIBHS Y
TJ1a3Mi KpPOB.

- 3mina pH winynkooeo coky

biomocTynHICTh AESKHUX JTIKapChKUX 3aco0iB MoOke 3MiHIOBaTucA. lle Moxke mpu3BoguTH abo [0
MiBUIICHHS 1X aOcopOmii (Tpia3zonam, Mima3onam, THimi3um), abo M0 3HMXKEHHS iX abcopOrrii
(KeTOKOHA30J1, aTa3aHaBip, AeNaBipuH, TeiTHHIO).

OpnnouacHe 3acrocyBaHHs 300 Mr paHITUAMHY Ta epJIOTHHIOY 3MEHIIYBajJO KOHIIEHTPALIIO
epnotuHiOy [AUC] Ta MmakcumanbHi KoHIEHTpail [Cmax ] Ha 33 % Ta 54 % BiamosigHo. OmHak,
KOJIU €pJIOTUHIO 3aCTOCOBYBAM 3a 2 rouHM 10 abo uepe3 10 roxuH micis npuitoMy paHiTUAMHY Y
no3i 150 mr aBiui Ha 700y, KoHIeHTparis epaoTuHiOy [AUC] Ta makcumanbHi KOHIEHTPAIT [C max ]
3MEHIIWINCH Jutie Ha 15 % ta 17 % BinmoBigHO.

JaH1 Ipo B3a€MOII10 MK PaHITHAMHOM 1 aMOKCHITMIIIHOM 200 METPOH11a30J10M BIJCYTHI.

SIKIIO OJHOYACHO 3 PpAHITHAMHOM NpuUAMaTH BHCOKI a03u (2 T) cykpaibdary, abcopOris
OCTaHHBOTO MOXe OyTH 3MeHIIeHa. [elt epexT He crocTepiraeTbes, KO CyKpaibdaT MPUMaIOTh
3 IHTEPBAJIOM Y 2 TOAMHU

Ocobaueocmi 3acmocy8anns.

31105KICHI HOBOYTBOPEHHS

[lepen movyatkom Teparmii CiliJi BUKIIOUNTH HAsIBHICTh 3JIOAKICHUX MyXJIMH Y MAI€HTIB 13 BUPA3KOIO
IIUTYHKa 9¥ OC10 cepeaHbOoro BiKy (200 crapiie), y SSKUX BUHUKIIA HOBI a00 HEU[O0JaBHO 3MIHUIIHCS
JUCTICTITUYHI CUMITOMH, OCKUIBKM JIIKYBaHHS pPaHITUIMHOM MOXE MAacCKyBaTH CHMIITOMH
KapLIMHOMH IITYHKA.

3axBOPIOBaHHS HUPOK




PaHiTHIMH BUBOIUTHCS HUPKAMU, TOMY Y TAlLli€HTIB 3 BUPAKEHOIO HUPKOBOIO HEJJOCTATHICTIO HOTO
piBeHBb y Tu1a3Mi KpoBi 3poctae. Ciiiji KOpUryBaTH 103y PaHITHAWHY, K OMKCAHO B po3aut «Crocid
3aCTOCYBAHHS Ta JO3W.

[Mopdipis

PinkicHi KJTiHIYHI TOBIIOMJICHHS CB1T4aTh MPO TE, IO PAHITUANH MOXKE CIIPUUUHUTHU TOCTPI HAMIAAH
nopdipii. ToMy cimig yHUKaTH 3aCTOCYBAaHHS PaHITHAWHY MAaIllEHTaM 13 TOCTPOI Mopdipielo B
aHamHe31, (eHITKETOHYPI€IO.

Y XBOpHUX JITHBOTO BiKY, OCI0 3 XpOHIYHUMH 3aXBOPIOBAHHSIMU JIETEHB, IIYKPOBUM AiabeToM abo B
oci0O 3 ociabJIeHUM IMYHITETOM CIOCTepirajgacs IMABHIICHA CXWIBHICTh JI0 PO3BHTKY
No3aJliKapHsIHOT MHEBMOHIl. € gaHi Tpo MiABULICHUH PHU3MK TO3aJIKApHAHOI MHEBMOHII Yy
MAIi€HTIB, AKI MPUAMAIA PaHITUAWH, Y TIOPIBHIHHI 13 TUMH, XTO MPUITMHHUB JIaHWA BHJ TEparii.
JlaHi TOCTpeeCcTpamiifHOro CHOCTEPEKEHHSI BKa3ylOTh Ha OOOPOTHY CIUTYTaHICTh CBI1JOMOCTI,
JISTIPECIIO Ta TATIOIMHAIIT, sIKI HAYaCTIIIe CIIOCTEPITAINCS y BAKKOXBOPHUX Ta MAIli€EHTIB JITHHOTO
BiKy (muB. po3ain «I1o6iuHi peakiii)

[Tpemapat mictuth O0apBHUK «XKoTHit 3axig FCF» (E 110) ta 6apeauk «Ilorco 4R» (E 124), sxi
MOXYTb CIIPUYMHSATH aJeprivHi peaxiii.

3acmocysanns y nepioo eazimuocmi abo 200y8anHs 2pyooio.

Jlixapchkuii 3aci0 MpOTUIIOKA3aHUM y TIepioT BariTHOCTI.

VY pa3i HeoOXiAHOCTI 3aCTOCYBaHHsS Mpemnapary Ha IMepioa JiKyBaHHA HEOOXiAHO MPUIUHUTH
TOJyBaHHS TPYIIIO.

30amuicmv eénaueamu Ha WBUOKICMb pearyii npu Kepy8aHHi a8MOmpaHcnopmom abo iHuwuUMu
MexanizmMamu.

BpaxoByrouwu, 10 y 4yTJIMBUX XBOPUX MPU 3aCTOCYBAaHHI IpemnapaTty MOXXYTh BUHUKHYTH MOO1YHI
peakiii (3amamMOpoYeHHs, TaJIoIMHALli, MOPYIIEHHS aKOMOJalii), MiJ Yac mpuioMy Ipenapary
CJIII yTpUMATHUCS BiJl KEpyBaHHS TPAHCIIOPTHUMH 3aco0amMu ab0 iHIITUMHU MeXaHi3MaMH.

Cnocio 3acmocysannus ma 003u.

[IpusHauatu nopociauM Ta TiTsAM BikoM Bia 12 pokiB. IlpuiiMatu BHYTpIIIHBO, HE PO3KOBYIOUH,
3aMMBalOYX HEBEIIMKOKO KIJTBKICTIO BOJM, HE3aJICKHO BiJI MPUHOMY TKi.

Ilenmuuna supaska wiiyHka i 0eanaoyamunanoi kuwiku, He acoyitiosana 3 Helicobacter pylori (y
¢asi 3aecocmpenns). llpusnadatu mo 150 mr (1 tabnerka) 2 pa3u Ha A00y BpaHIli Ta BBeuepi abo
300 mr (2 rtabmerku) 1 pa3 Ha 100y Ha Hi4 mporsirom 4 TtwxHiB. [Ipu Bupaskax, mo He
3apyOIIOBAIIUCS, TTPOIOBKUTH JIKYBaHHSI MPOTATOM HACTYITHUX 4 THIKHIB.

Ipoghinakxmuka nenmuyHoi UPA3KU WLYHKA [ O8AHAOYSAMUNALOT KUWKU, ACOYIUOBAHOT 3 NPUTIOMOM
Hecmepoionux npomuzananvrux 3acodis. Ilpuznayatu mo 150 mr (1 tabnerka) 2 pasu Ha A00y
BpaHLi Ta BBeuepi Ha nepiox tepamii HII33.

@yuxyionanvua oucnencia. Ilpuznadaru mo 150 mr (1 TabneTtka) 2 pa3u Ha 100y BpaHIli Ta BBeUepi
OpoTSroM 2-3 THXKHIB.

XpoHiunuii eacmpum 3 RIOBUWEHOIO KUCTIOMOYMBOPIOBAIbHOW (QYHKYICIO WIYHKA y cmaoii
3aeocmpenns. llpuznadatu no 150 mr (1 Tabnerka) 2 pa3u Ha 700y BpaHIli Ta BBEUEpi MPOTIrOM
2-4 TUXHIB.

T'acmpoeszoghaceanvua peghnroxcna xgopoba. JIis MONETIEHHS CUMITOMIB MpuU3HaYaTH mo 150 mr
(1 tabnerka) 2 pa3u Ha 00y BpaHIll Ta BBEUEpl MPOTATOM 2 THIKHIB; NMPHU HEOOXITHOCTI KypC
JiKyBaHHS IPOJOBKYBATH.

Jlnst AOBrOTpHUBAIOro JIIKYBaHHS Ta MPH 3arOCTPEHHI ractpoe3odareaibHOi pedIroKCHOT XBOpoOH
npusHadatu 1o 150 mr (1 Tabnerka) 2 pa3u Ha 100y Bpanii Ta BBedepi abo 300 mr (2 TtabneTku)
1 pa3 Ha 100y Ha HIY MPOTATOM 8 THIKHIB; MPU HEOOX1THOCTI KypC JIIKYBaHHS MPOJIOBXKYBATH JI0
12 THXKHIB.

Tayienmu 3 eupasicenor Hupkosoro Heoocmamuicmio (KiipeHc kpeatuHiny < 50 mu/xB). JloGoBa
J103a TIpenapary i miei kateropii mamieHTiB — 1 tadierka (150 Mr pariTuanHYy).

Iimu.



Hitsm BikoMm Bifg 12 pokiB 3acTOCYBaHHS JIKapChKOTO 3aco0y MOKa3aHO 3 METOI0 CKOPOUYCHHS
TEpMiHIB JTIKYBaHHS NENTHYHOI BHPAa3KH HUTYHKA Ta IBAHAIUATUIAIOI KHUIIKH, IJIS JIKYBaHHSI
ractpoe3odareanbHoi pedIroKcHOI XBOpoOHU, BKIIOYaroun peduirokc-e30¢arit, i s MOJIeTeHHS
CHUMIITOMIB ractpoe3odareaibHoi pedIrOKCHOT XBOPOOH.

Ilepeoo3ysanns.

Cumnmomu: MOXKIIMBE TIOCHJICHHS MOOIYHUX PeaKIliil.

Jlixysauns: mpu HEOOXITHOCTI MPOBOJMWTH aJIEKBATHY CHMITOMATHYHY 1 MIATPUMYIOUY Tepariio.
PaniTuanH MOXHA BUJATUTH 3 CHPOBATKH KPOBI IIUISIXOM T€MO/Tiai3y.

Ioo6iuni peakuii.
3 6oky cucmemu Kposi: 000pOTHA JIEHKOIEHIsd, 000pPOTHAa TPOMOOIMTOIEHIS, arpaHyJIOLUTO3 200
MAHIUTOIEHISA, 1HOMI 3 TiNoIUia3ielo abo amias3i€lo KICTKOBOTO MO3KYy, HEHTpOINEHis, IMyHHa
reMOJIITUYHA Ta alIacTUYHA aHeMis (3a3BU4ail 000pOTHI).
3 6oky imyHHOI cucmemu. PeaKIii TIMEPUYyTIUBOCTI, Y T. 4. KPOMHUB SHKA, aHT1IOHEBPOTHYHHI
HaOpsIK, Tapsyka, aHaUIAKTUYHHHN IIOK, OpOHXOCIMa3M, MyJIbTH()OpPMHA EKCyAaTHBHA EpUTEMA,
excdomiaTuBHUNA nepMatuT, cuHiapom CriBeHca — J[xoHcoHa, cuHapoMm Jlaemra, rimeprepmis,
rinoTeHsis, OUIb y rpyIsxX, AUCITHOE.
3 6oky ncuxiku: TiJABUIIEHA BTOMJIIOBAHICTh, 00OpOTHA CILTyTaHICTh CBIJOMOCTI, COHJIUBICTH,
30ymKkeHHs, O€3COHHS, eMOIliifHa Ja0UIbHICTh, 3aHEMOKOEHICTh, TPHUBOXKHICTh, JIEMPECis,
HEPBO3HICTh, TATIONMHAIII, IIIYM Yy ByXaX, JPaTIBIUBICTh, AC30pi€HTaIs, cTaH po3ryoseHocti. Lli
NPOSIBU CIIOCTEPITaloThCS TMEPEBAKHO Y TSHKKOXBOPHX, XBOPUX HeposoriyHoro mpodimo ado
TMaIi€HTIB JIITHHOTO BIKY.
3 60Ky Hepsosoi cucmemu: TOJOBHHHA Oilb, 3aaMOpPOYEHHS 1 3BOPOTHI MHUMOBIJIBHI PYXOBi
pO3Iau.
3 60Ky opeanis 30py: MOPYUICHHS 30py, 000POTHA HEUITKICTh 30pPOBOTO CHPUUHSATTS, MOPYIICHHS
akoMoarii.
3 boky cepyego-cyOuHHOi cucmemu: 3HWKEHHS apTepiajbHOTO THCKY, OpaauKaplis, Taxikapmis,
ACHCTOJTisI, aTPIOBEHTPUKYJISIPHA OJI0Kaa, BACKYIIT, OUTh y TPYASIX, apUTMisl, EKCTPACUCTOJTIs.
3 boxy mpaenoeo mpaxmy: CyXiCTb y POTi, HyAOTa, ONIOBaHHS, 3amop, aiapes, OUTb y >KHBOTI,
METEOPHU3M, TOCTPHI MaHKPEATUT, SHUKCHHS alleTUTY.
3 b6oky eenamobiniapnoi cucmemu.: CKOPOMHUHYII Ta 0OOPOTHI 3MIHM TOKa3HUKIB (DYHKIIIT MEUiHKH
(TpaHcamMiHa3, TaMMmariyTaminTpancdepasu, 1yxHoi Gocdarazu, OLTIpyOiHY); TeHATOLETIONIPHUM,
XOJIECTATUYHUN UM 3MIMIAHUH TEMaTUT 13 )KOBTSHUIIEIO0 a00 Oe3 Hel (3a3Budaii 000pOTHUIN).
3 60Kky wKipu ma niowKipHoi mKaHuHu: TINEpeMis, cBepOiXK, MKIPHI BUCUTIAHHS, MYJIbTH(HOPMHA
epuTeMa, aJlorelis, CyXicTh MKipH.
3 60Ky onopHo-pyxo6020 anapamy: apTpairisi, Miaris.
3 60Ky ceuosudinbHoi cucmemu: MOPYIICHHS QYHKIIT HUPOK, TOCTPHUNA IHTEPCTULIIATBHUN HEPPUT.
[linBuieHHsT piBHS KpeaTWHIHY B IUIa3Mi (3a3BWYaii, HE3HA4YHE, SKE HOPMATI3YEThCA TIPHU
IPO/IOBKEHHI JIIKYBaHHS).
3 60Ky penpodykmuseHOi cucmemu: TINEPIPOJIAKTHHEMIS, TallaKTOpesi, TIHEKOMACTis, aMeHopes,
3HIDKEHHS MOTeHIIii (000poTHE) Ta/abo mibifo.

imu
besneka paHiTHIUHY OIiHIOBaJach y aiTedl BikoM Big 0 10 16 pOKiB i3 KHCIOTO3aJEKHUMH
3axBoproBaHHsAMU. [Ipemapar, sk mpaBuiio, 100pe mepeHOoCUuBcs, Mpodiib MOOIYHUX peakIliii OyB
CXOXuH 13 mpodiseM nobiuHuX peakuiil y nopociaux. HasBHiI naHi 3 TOBrocTpokoBOi Oe3NeKH,
30KpeMa I010 3pOCTaHHs Ta PO3BUTKY, OOMEKEHI.

Tepmin npuoamnocmi.
3 poku

YmoBu 30epiranns.
36epiraTu npu Temneparypi He Buie 25 °C B OpUTiHAIBHIN YITAKOBIII.
30epiratv y HEJJOCTYITHOMY ISl TITEH MIiCITi.



YnakoBka.
ITo 10 Tabnerox y crpumi. ITo 2 a6o 10 cTpumiB y KapTOHHIN YIAKOBIII.

Kareropis Bignmycky.
3a penenTom.

Bupoonuk.
TOB «KYCYM ©®APM».

Micue3Haxo/:KeHHsI BAPOOHUKA Ta HOTo ajpeca Micusi NPOBaIKeHHS AislJIbHOCTI.
40020, Ykpaina, Cymcbka obnacts, M. Cymu, Bys. Ckpsibina, 54.

JaTa ocTaHHBOIO Neperyasay.
22.12.2020 Ne 2970
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