IHCTPYKIISA
AJIS MeIMYHOT0 32CTOCYBAHHS Npenapary
PAHITUINH-JAPHULIA
(RANITIDINE-DARNITSA)

Cknao:

ditoua pevosuna: ranitidine;

1 TabneTka MICTUTh paHITUINHY TiIPOXJIOPHIY Y epepaxyBaHHi Ha paHitTuauH 150 mr;

O00ONOMIDICHI pewosuHU. TICITIOI03a MIKPOKPHUCTAJIIYHA, MTOBIIOH, JJAKTO3a MOHOT1IpaT, KApTOTUITHHN KPOXMaJlb,
TaJIbK, MarHito creapar, onajapait AMB 80 W >xoBTHiA.

Jlikapcbka ¢opma. TabneTku, BKpUTI 000JIOHKOO.

dapmakoTepaneBTHYHA Ipyna.
3acoOu a71s TiKyBaHHs IENTUYHOI BUpa3KU Ta racTpoe3odareaibHoi peditokcHoi XxBopoou. AHTaronicta Hy-
ricraminoBux penenropiB. Kom ATCA02B A02.

Kuiniuni xapakTepucTukm.
Ilokazannusa.

— IlenTryna BUpa3Ka IITyHKA 1 IBaHAALSATHIIAIO! KUIITKK, HE acolliioBana 3 Helicobacter pylori (y dasi
3aroCTPEeHHs ), BKIIIOUAIOYU BUPA3KY, MTOB’sI3aHY 3 MPUHOMOMHECTEPOIAHUX MPOTH3ANAIBHUX 3aC00iB
(HIT33);

—  (yHKIIOHAIbHA AUCTICTICIS;

—  XPOHIYHHM TacTPUT 3 MiJBUILEHOIO KUCIOTOYTBOPIOBAILHOIO (DYHKIN€I0 IIITYHKA Y CTalii 3arOCTPEHHS;

— TractpoesodareanpHa pedrrokcHa XBopoOa (A1 MoIeTIEeHHs CUMITTOMIB) a00 pedItokc-e30¢arir.

IIpomunoka3auna.
[TinBuieHa iHAUBIAya IbHA Yy TIMBICTH 10 PAHITUAUHY Ta JI0 1HITMX KOMIIOHEHTIB TperapaTy; HasBHICTh
3TOSIKICHUX 3aXBOPIOBAHb ILTYHKA, IUPO3 MEUYIHKH 3 MOPTOCUCTEMHOIO eHIledanonaTielo B aHaMHe31.

Cnocio 3acmocysannus ma 003u.

[Tpru3Ha4yaroTh JOPOCIUM Ta AITSIM BiKOM Bi 12 pokiB. [IpuiiMaioTh BHYTPIIIHBO, HE PO3KOBYIOUH, 3aIIMBAIOYN
HEBEJIMKOIO KUIbKICTIO BOJU, HE3AJIEKHO BiJ MPUHOMY DKI.

Ilenmuyna supasxka winynka i 08anaoyamunanoi kuwku, He acoyiiosana 3 Helicobacter pylori (v ¢asi
3acocmpennst). llpusHadatots mo 150 mr (1 TabneTka) 2 pa3u Ha 100y BpaHIi Ta BBeuepi a0 300 mr (2 TabiieTkn)
OJIHOPA30BO Ha HIY NMpoTsIroM 4 TwkHiB. [Ipu Bupaskax, 1mo He 3apyOItoBaIics, MPOJAOBXKUTH JIIKYBaHHS
IPOTSTOM HACTYIHMX 4 THXKHIB.

Ipogpinaxmuxa nenmuunoi 6upasKu WyHKA i 08AHAOYSMUNANO T KUWUKU, ACOYINOBAHOT 3 RPUTIOMOM HECMePOiOHUX
npomu3zananviux 3acooie. IlpuzHadarots mo 150 mr (1 Tabnetka) 2 pa3u Ha 100y BpaHIIl Ta BBEUEpi HA MEPioJ
tepanii HI133.

Qyukyionanvua oucnencis. Ilpuznavarots o 150 mr (1 tabnerka) 2 pa3u Ha 100y BpaHLi Ta BBeUepi IPOTATOM 2-
3 THXKHIB.

Xpouiunuu eacmpum 3 RiOBUWEHOIO KUCIOMOYMBOPIOBAIbHOIO (YYHKYIEo wilyHKa y cmadii 3a2ocmpenns. 11
pusHaudaroTh o 150 mr (1 TabneTka) 2 pa3u Ha 100y BpaHIl Ta BBEUEPl MPOTATOM 2-4 THXKHIB.
T'acmpoesogpazeanvna peghnioxkcna xeopoda. [ NOAETIIEHHS CUMIITOMIB IPU3HA4atoTh 1o 150 mr (1
tabneTka) 2 pa3u Ha 100y BpaHIll Ta BBeUYepi MPOTATOM 2 THKHIB; TPH HEOOXITHOCTI KypC JiKyBaHHS
IPO/IOBXKYIOTb.

JUis JOBroTpUBAIIOro JIKYBAaHHS Ta MIPU 3arOCTPEHHI ractpoe3odareanbHoi peIrokCHOI XBOpoOU MPU3HAYAIOTh
o 150 mr (1 Tabnetka) 2 pa3u Ha 100y BpaHii Ta BBeuepi ado 300 mr (2 TabieTkn) 0 JHOPA30BO Ha 100y HA HIY
MPOTATOM & THXKHIB; MPU HEOOXIAHOCTI KypcC JIKyBaHHS MPOJOBKYIOTh 10 12 THXKHIB.

Tayienmu 3 eupasicenoro HUpKogorw nedocmamuicmro (KIipeHc KpeatuHiny — MeHIe 50 mi/xB). JloboBa no3a
npenapary i mi€i kateropii namieHTiB — 1 Tabnerka (150 mMr pa"iTuaANHY).

Ilo6iuni peakuii.



3 boky cucmemu Kpoei. TyXe PiKo — JISUKOIIeHIsl, 000pOTHA TPOMOOIIMTOIICHISI, arPaHyJIOIHUTO3 200
MaHIUTOIIEHIs, IHOI 3 TiNoIUIa3i€ro abo ama3ieo KiCTKOBOIO MO3KY,HEUTPOINEHis, IMyHHA TeéMOJII TUYHA 1
aruTacTHYHA aHeMis (3a3BU4ail 000pOTHI).

3 60Ky imyHHOT cucmemu. PiIKO — KPOTIUB'IHKA, aHT10HEBPOTUYHUHN HAOPSK, aHa(1IaKTUYHUHN IIOK, OPOHXOCTIA3M
, MyJIbTU(OPMHA €KCyIaTUBHA epuTeMa, ekcomatuBHuil nepmaTut, cuHapoM CTiBeHca-/[PKOHCOHA, TOKCUYHUI
emiepMantbHUN HEKPOJIi3, rinepTepMis.

3 60Ky ncuxixu: Ty>ke piIKo — MiIBUIIIEHa BTOMJIIOBaHICTh, 000POTHA CIUTYTaHICTh CBIIOMOCT1, COHJIUBICTb,
0€3COHHs, eMOlliiiHa JIa0 TbHICTh, 3aHEMOKOEHICTh, TPHUBOTA, JIEMIPECisl, HEPBO3HICTh, TATIOIUHAILT, ITyM y ByXaX,
JpaTIBIUBICTb, Ie30pieHTalis. Li MposBU CrIOCTEPIraloThesl MEPEBAKHO Y TSHKKOXBOPUX a00 MALIEHTIB JIITHHOTO
BIKY.

3 60Ky Hepeogoi cucmemu: TyKe piIKo — rOJOBHUI OU1b, 3alIaMOPOYEHHS 1 3BOPOTHI MUMOBIIIBHI PYXOBI PO3JIa/IH.
3 6oky opeanis 30py: HEUITKICTh 30pPOBOTO CIIPHUHSTTS, MOPYIICHHS aKOMOIAITi.

3 boky cepyeso-cyounHoi cucmemu: Qy’xKe PiIko — 3HIKESHHSI apTepialIbHOTO TUCKY, OpaauKapms, TaXiKapmis,
aCHCTOJIisI, aTPIOBEHTPUKYJIIpHA OJI0Ka1a, BaCKYJIT, O11b y TPYASX, apUTMisl, EKCTPACUCTOJI 5.

3 boky mpasrnoco mpakmy: Ty>Xe PIIKO — CYXIiCTh y pOTI, Hy10Ta, OJFOBaHHSI, 3a10p, Aiapes, O1b y KUBOTI,
TOCTPUI MTAHKPEATUT, 3HHKCHHS aTlleTUTY.

3 boxy eenamobiniaproi cucmemu: PiTKO — CKOPOMUHYIII 1 00OPOTHI 3MiHU TTOKa3HUKIB (DYHKIIIT MEUiHKH; TyKe
PIIKO — TenaToNeOISIPHUM, X0JIECTATHYHUIN UM 3MIIIaHUH TeTaTUT, )KOBTSHHIISL.

3 60Ky wiKipu ma niowKipHoi mKaHuHu: TIIEpeMisi, CBepOK; PiIKO — IMIKIPHUNA BUCHIT; TyXKe PiJIKO —
MyJIbTH()OPMHA epUTEMA, ATOTICIIisl.

3 60Ky onopHo-pyxo6020 anapamy: TyKe PiIKO — apTpaITisl, MiaJIbris.

3 60Ky ceuosudinbHoi cucmemu: TyxKe piiko — TOCTPUI IHTEPCTHIIATbHUI He(PHT.

3 60Ky penpodykmugHoi cucmemu. Ty>Ke PiIKO — TIMEepIpOTaKTUHEMIs, TaJaKTOpesi, TIHEKOMACTIsl, aMeHOpes,
3HIKEHHS ITOTEHIM1 1/a00 11 0i10.

Ilepeodo3ysanns.
MoskrBe MOCHIICHHS TOOTYHUX PEaKIIiii.
Jlikysanus.: ipy HEOOXiTHOCTI MPOBOSTH JKBATHY CHUMITOMATHYHY 1 TMi ITPUMYIOUY TEPAITifo.

3acmocyeanns y nepioo eazimmnocmi abo 200y6anus 2pyooio.
[IpenapaT npoTunokasaHuii y nepioj BariTHOCTI.
V pa3i HeoOXiIHOCTI 3aCTOCYBaHHS Mpenapary CiiJl IPUIUHUTH TOlyBaHHS IPYII0.

Himu.

Jitsim crapiie 12 pokiB 3acTOCYBaHHS MpemapaTy MOoKa3aHo 3 METOI0 CKOPOYCHHS TEPMHIB JiKyBaHHS MENTUYHOT
BHPa3KH MUTYHKA Ta IBAHAIATUIIAION KUIIIKH, JIUIS JIIKYBaHHS racTpoe3odareanbHoi peIroKCHOI XBOpoOH,
BKJTFOYAIO4YH pedIroKc-e30¢arir, 1 AJIs MOJIETIIEHHS CUMITTOMIB racTpoe3odareaibHo1 pedIroKCHOI XBOPOOH.

Ocobueocmi 3acmocysanns.

[Tpu HasiBHOCTI aneprii Ha 1HIII npenapaT rpynu 6aokaropiB H,-perenTopiB ricraMiny MOXKJIMBI aJlepriyHi
peakIiii Ha paHITHIUH, TOMY IIPH HASBHOCTI TiEepUYyTIMBOCTI O 1HIIMX MpEnapaTiB i€l IPyNu CIif 3
00€epeKHICTIO 3aCTOCOBYBATH Mpenapar.

3 00epeKHICTIO 3aCTOCOBYIOTH Mpenapat Mpu roctpiit mop¢ipii (y T.4. B aHaMHe31), IMyHOAEDIUTI.

PaHiTHIUH BUBOAUTHCS HUPKAMH, TOMY Y TALIE€HTIB 3 BHPAXKEHOIO HUPKOBOIO HEJJOCTATHICTIO HOTO PIBEHB Y
TJ1a3Mi MIABUIEHUN (AWB. TO3YBaHHS I TaKMX MallieHTIB y po3aiii « Crocid 3aCTOCYBaHHS Ta I03W»).

Y XBOpUX JITHBOTO BIKY 3 HOPYIICHHAMH (PYHKIIT eYiHKK a00 HUPOK MOXIIMBE MOPYIIEHHS (CIUTYTaHiCTh)
CBIZIOMOCTI, 110 00YMOBITIOE HEOOXiTHICTh 3HUKESHHS JI03H.

JIikyBaHHS npenapaToM MO>Ke€ MaCKyBaTH CUMIITOMHU KapLIMHOMH IIUTYHKA, TOMY Iepe/l OYaTKOM JIKYBaHHS CJIiJ{
BUKJIIOUUTH HASBHICTH 3JI0SKICHUX HOBOYTBOPEHbB Y IIIYHKY.

HeoOxiguuii peryasipHuil Haris 3a mamieHTaMu (0CoOJMBO JITHROTO BIKY Ta 3 BKa3iBKaMHU B aHAMHE31 Ha
NEeNTUYHY BUPA3Ky LUTyHKaA 1/a00 IBaHAALATHIAIOI KUILIKN), IKI IPUHMAIOTh PaHITHIUH pPa30M 3 HECTEPOITHUMU
NPOTH3AMaILHUMHU 3aCO0aMH.

VY XBOpUX JITHBOTO BiKY, 0CIO 3 XpOHIYHUMHU 3aXBOPIOBAHHSIMU JIET€Hb, IIYKPOBUM JiabeTOM a00 y 0cib 3
ocna0JIeHUM IMyHITETOM CIIOCTepiranacs MiJBUIIEHA CXMIBHICTD 10 PO3BUTKY MM03aJIiKapHSHOI THEBMOHII.
JIikyBaHHS TIpemapaToM BIIMIHSIOTH TIOCTYIIOBO Y€pe3 PU3UK PO3BUTKY CHHAPOMY «PUKOIIETY» TIPH Pi3Kiit
BIJIMiHI.



30ammnicms énnueamu Ha WBUOKICMb peaKyii npu KepyeanHi agmompancnopmom abo pooomi 3 inuiumu
MexaHizmamu.

BpaxoBytoun, 10 y 4yTIUBUX XBOPUX MPHU 3aCTOCYBaHH IpenapaTy MOKyTh BUHHUKHYTH MOOIYHI peakiii
(3amaMopoueHHsI, TATIOIMHALT, TOPYIIEHHS aKoMOJalli), MiJ yac MpuioMy mpenapary CilijJ yTpuMaTHCcs Bif
KepyBaHHsI TPAaHCIIOPTHUMHU 3acobamu abo poOOTH 3 IHIIMMU MEXaHI3MAMHU.

B3acmooia 3 inwumu nikapcokumu 3acovamu ma inui 6uou 63aemooiil.
PanitTuanna Moxe BITMBAaTH Ha aOCOpOIIii0, MeTabO0Ii3M Ta HUPKOBY €KCKPEIIO THIIHMX JIKapChKUX 3ac00iB.

PaniTuanH y TepaneBTUYHHX /103aX HE 3MIHIOE aKTUBHOCTI )epMeHTHOT cuctemMu nmutoxpomy P450 i e
MOTEHIIIOE IO JIIKAPChKUX 3aC001B, 110 METa0O0MI3YIOTHCS I1€F0 CUCTEMOIO (JTia3enam, JIiJoKaiH, (PeHITOTH,
MIPOTPAHOJION, TeO(ITiH TOIIO).

PaniTuauH, 3MiHIOIOYH KUCJIOTHICTh IITYHKA, MOKE BIUTMBATH HA 010J0CTYMHICTh JESKUX JIIKapChKuX 3aco0iB. Le
MPU3BOUTH 200 JI0 MiABHUINECHHS X aOCOpOIIii (TpiazosiaM, Mia3oaam, TINi3ua ) abo 10 3HIKEHHS iX adcopOii (
KETOKOHA301J1, ITpaKOHAa3071, aTa3aHaBip, reGiTuHIO).

AHTanMIM Ta CyKpaabQaT yIoBIIBHIOIOTH a0COPOIIiI0 paHITUINHY, BHACIIIOK YOTO IHTEPBAJ MK MIPUAOMOM IHX
JKapChKUX 3aCO01B 1 paHITUIMHY Ma€ CTAHOBUTH HE MeHIIe 1-2 roauH.

OpHouacHe 3aCTOCYBaHHS 3 METOIIPOJIOIOM MOKE MPU3BECTH 0 MiIBUIIICHHS KOHLIEHTPALlli METOIPOJIONY Y
CUpPOBATL] KPOBI.

PanituanH npu 0oJHOYaCHOMY 3aCTOCYBaHHI 3 KyMapHHOBHMH aHTUKOATYJITHTaMU (Bap(hapuH) MOXKe 3MiHIOBAaTH
npOTPOMOIHOBHUH Yac (PEKOMEHIYETHCS MOHITOPHHT TPOTPOMOIHOBOTO Yacy).

Benuki 1031 paHITUANHY MOKYTh YIOBUIBHIOBATH €KCKPELIO MpoKaiHamiAy Ta N-aleTHIpoKaiHaMiLy, 1110
MPU3BOUTH JI0 MIJBUIICHHS iX PIBHS Y MJIa3Mi KPOBI.

Jlani mpo B3a€MOJIi 0 MDK PaHITUAWHOM 1 aMOKCHIIHIIIHOM a00 METPOH11a30JI0M BiACYTHI.

PapMaKoJIOTiYHI BJIACTHBOCTI.

Dapmarxoounamika. PaHITUIUH — IPOTUBUPA3KOBUH 3ac10, aHTaroHIcT Hy- ricTaMiHOBUXpELENTOPIB.

MexaHi3M Jii 3yMOBJIEHHI KOHKYpEHTHUM 1HTr10yBaHHSIM H,- ricraMiHoBUXpenenTopiB MeMOpaH napieTajibHUX
KJIITUH CIIM30BO1 OOOJIOHKH HITYHKA. 3HMXKYE 0a3albHy 1 CTUMYJIbOBAHY CEKPELIIO COISIHOT KHCIIOTH,
3MEHIIYIOUH 00’ €M MITYHKOBOTO COKY, BUKJIMKAHOTO MOAPa3HEHHIM OapoperenTonB (PO3TATHEHHS IIUTYHKA),
Xap4YOBUM HAaBAaHTAKEHHSIM, JI€I0 TOPMOHIB 1 O10T€HHUX CTUMYJISITOPIB (TaCTPHH, TICTaMiH, IEHTaracTpuH,
Kodein). PaHiTHINH 3MEHIITY€e KUTBKICTh COJISTHOI KHCIIOTH Y IIITYHKOBOMY COKY, HE BIIMB& Ha KOHIICHTPAILIIO
racTPUHY y TIa3Mi KPOBI, @ TAKOK HA MPOAYKINIO CIu3y. PaHITUANMH XapaKTepU3yeThCsl TPUBAIOKO JTI€IO.
PaniTuauH He BIUIMBae Ha (hepMEHTATUBHY cHcTeMy UTOXpoMy P450 neuiHku.

Dapmaxokinemuxa. 11icis nepopasbHOro 3aCTOCYBaHHS PaHITHINH HIBUAKO BCMOKTYEThCS Y IIUTYHKOBO-
KHUIIKOBOMY TpakTi. biomocTymHicts — 6mu3bko 50 %. MakcuManbHa KOHLIEHTpALlsl y KPOB1 AOCATAEThCA Yepes 2-
3 roaunu 1 cTaHoBUTH 478 Hr/Mmil. YacTKOBO MeTabomi3yeThesl y ediHi 0 N-okcuay (roioBHuil MetabomT, 4 %
JI031), S-OKCUAY 1 J€METHITIOETHCSL.

[Tepion HanmiBBUBeneHHS (TiCTs MPUHOMY BHYTPILIHBO) IPU HOPMaJIbHOMY KJIIPEHC1 KpeaTuHiHy — 2-3 TOIUHH,
npu 3HmKeHoMy (20-30 mMa/xB) — 8-9 roauH. EKCkpeTyeTbest HUpKaMH IPOTITOM 24 ronuH, y HE3MIHEHOMY
BUTJISIl BUBOJAUTHCS O113bK0 30 % mepopaabHO IPUHHATOL T03H.

[Tponukae yepe3 ricroreMatuydHi 0ap’epy, y T. 4. uepes3 IUIaLeHTapHHH, ajle IIOraHo — Yepe3 reMaTo-
eHuedaniuauii 6ap’ep. JlocTaTHHO 3HAUYII KOHIEHTPALll BU3HAYAIOThCS Y rpyAHOMY Mostonl. IIIBUAKICTS 1
CTYMiHb eTiMiHaIli MaJlo 3aJ1eKaTh BiJ CTAHY MEYiHKH 1 ITOB’3aHi B OCHOBHOMY 3 (DYHKITI€FO HUPOK.

dapManeBTUYHI XapaKTepPHCTUKH.
Ocnoeni Qizuko-ximiuni énacmueocmi: TabneTkn KPyrnoi opmmn 3 ABOOMYKIOK NOBEPXHED, BKPUTI
0BOOHKOI0, Bif, >KOBTOrO 40 XXOBTO-OpPaHXeBOro Konbopy. Ha nonepeyHomy po3psi BUAHO ABa Luapw.



Tepmin npuoamuocmi. 2 poxu.

YmoBu 30epiranus.
30epiratu B HEAOCTYITHOMY Ul AIT€H MicCIli B OpUTiHAJIBHIN YIIaKOBI Ipu Temriepatypi e Bume 25 °C.

YnakoBka.
I[To 10 TabneTok y KOHTYpHIH 4apyHKOBIH ynakosii; o 1 abo 2 KOHTYpHI YapyHKOBI YIIaKOBKHU Yy Tauly.

Kareropis Biamycky.3a penentom.

Bupoonuk.
[TIpAT «®apmaneBtTuuna pipma «JlapHHUIID».

Micue3HaxomkeHHs.
VYkpaina, 02093, m. Kuis, Byn. bopucmineceka, 13.



