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Cknao:

Oftoua pevosuna. PaHITHIUH (ranitidine);

1 TabieTka MICTUTh PaHITUAUHY TIPOXJIOPULY Y TiepepaxyBaHH1 Ha paHiTuIuH 150 mr;

O00ONOMIICHI pevosuHu: TEII0JI03a MIKPOKPHUCTANIYHA, HATPII0 KpOCKapMeso3a, MarHilo creapar,
nokpurtss Opadry II 85G53691 opankeBuii: cnupT MOJIBIHUIOBHH, TallbK, MOJIETUJICHIJIIKOIb,
tutany giokcun (E 171), xostuit 3axin FCF (E 110), nerutun, mouco 4R (E 124), ingurokapmin
(E 132).

Jlikapcbka dopma. Tabnerku, BKpUTi 000JIOHKOIO.
OcHosHi  hi3uko-XiMiyHi  @racmugocmi: Kpyril JBOOIMYKIl TaOJETKH, BKPUTI OOOJOHKOIO
OPaAHXEBOTO KOJBOPY.

dapmakoTepaneBTHYHA Ipyna.
3acobu uIsi JIIKYBaHHS TMENTHYHOI BUpa3KHM Ta TracTpoe3odareasbHoi pedirokcHOi XBOpoOH.
Amntaronictu Ho-ricraminoBux penentopiB. Konx ATX A02B A02.

Dapmakonoiuni enacmueocmi.

Dapmakoounamika.

Panitunua € anrtaronicrom Ho-ricramiHoBux penentopiB. MexaHi3M Jii  3yMOBJICHHM
KOHKYPEHTHUM 1HTi0yBaHHsIM H»-ricTaMiHOBHUX pEIENTOpIB MapieTalbHUX KIITHH CIM30BOT
000JIOHKHM NUTYHKA, IPUTHIYY€E Oa3albHy Ta CTUMYJIbOBAHY CEKPELII0 COJIIHOT KUCIOTH Ta 3MEHIIIY€E
aKTHUBHICTb TENCUHY, MiaBuILye pH BMIcTy nutyHKa. 3MeHIIye 00'eM HUTYHKOBOTO COKY, 3yMOBIICHOTO
MOJIPa3HEHHSAM OapoperenTopiB (PO3TATHEHHS IIUTYHKA), XapuYOBHM HAaBaHTAKEHHSM, JII€EI0 TOPMOHIB
Ta OIOTeHHUX CTUMYIATOPIB (TacTpuH, ricTamiH, MeHracTpuH, kodein). TpuBamicTe aii npemapary
IICJI OJTHOPA30BOTO 3aCTOCYBAHHS — MPUOIN3HO 12 ronuH.

Dapmarokinemuxa.

PaniTuauH MIBUIKO BCMOKTYETHCS MiJ Yac MpUloMy BcepeauHy. AOcCopOIlis He 3aJeKdTh Bij
npuitomy ki, Ilik koHIEHTparii y mnasmi kposi, y mexax 300-500 mkr/mi, mocsiraetbest uepes 1-
3 roauHu Ticns mepopaibHoro npuiHATTA 150 Mr mpenapary. biogoctynHicts panituauny — 50 %.
KoHueHTpartlis paHiTUIUHY Y MJ1a3Mi KpOBI MPOMOpIIiHHA 10 BXKUTOT 103U. 3B’ A3yBaHHs 3 OLIKaMu
naa3Mu CTaHOBUTH 15 %. YacTkoBO MeTabOMI3yeThCs Y MEUIHIIL.

BuBenenns mnpenaparty 37iiicHIoeThes mnepeBakHo Hupkamu (60-70 % mnepopanbHOi 103U) Ta
26 % — 13 ¢pexamisimu. [lepion HaniBBUBeneHHs — 2—3 roaunu. [Ipubmusno 30 % nepopanbHOi 103U
BUAUISIETBCA Y HE3MIHEHOMY CTaHi.

Kuiniuni XapakTepucTHKH.
Ilokazanns.

- Ilentnyna BHpa3ka IUTyHKA 1 ABaHAALATUIIANOI KUIIIKU, HE acoliiioBana 3 Helicobacter pylori
(y a3l 3arocTpeHHs), BKJIIOYAIOUM BUpPa3Ky, I[OB’S3aHy 3 TNPUHAOMOM HECTEPOIMHUX
npoTtusananbHux 3aco6is (HII33).

- DyHKIIOHANBHA JAUCIICTICIS.



- XpOHIYHHI TacTPUT 3 MIIBUIICHOIO KUCIOTOYTBOPIOBAIBLHOIO (DYHKIII€I0 HUTYHKAa Yy CTauii
3aroCTpeHHsI.

- TacrpoesodareanpHa pedmarokcHa xBOopoOa (A TMOJICTIICHHS CUMITOMIB) abo pedutokc-
e3odarir.

Ilpomunokasauna.
- IligBuimena iHIUBiTyaTbHA YyTIHMBICTH A0 PAHITHAWHY 200 O IHIIMX KOMIIOHECHTIB JIIKAPCHKOTO
3ac00y.
- 37O0sKiCHI 3aXBOPIOBAHHS IUTYHKA.
- Iupo3 meviHku 3 MOPTOCUCTEMHOIO eHIle(haIonaTier0 B aHaMHE3I.
- Tsbkka HUpPKOBa HEOCTATHICTH (KIPEHC KpeaTtuHiny < 30 MII/XB).
- Ile4iHKOBa HEIOCTATHICT.

B3acmooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.

PaniTuauH Mosxe BIUIMBAaTH Ha abcopO1ito, MeTaboIi3M Ta HUPKOBY €KCKPELII0 IHIIHUX JIIKAPChKUX
3ac00iB.

3miHeHa (hapMaKOKiHETHKAa MOXe TMOTpeOyBaTH KOPUTYBAaHHS JIO3U JIKAPCBKOTO 3aco0y, SKHA
MiJ/TaBaBCsl BIUTHBY, a00 MPUTTHHEHHS JIIKYBaHHS.

B3aemois BigOyBa€eThCs 3a IONOMOTO0 JEKUIHLKOX MEXaHI3MIB:

Ineibyeanns smiwanoi QpyHxyii okcueenasnoi cucmemu yumoxpomy P450

Panitunue y 3BHYAMHHMX TEpANeBTHYHMX J03aX HE 3MIHIOE aKTUBHOCTI (epPMEHTHOI| crucTeMu
nutoxpomy P450 1 He mOTeHIlIIOE A0 JIKAPCHKUX 3ac00iB, M0 IHAKTUBYIOTHCS I[I€I0 CHCTEMOTO,
(miazeram, Ji10KaiH, GEHITOTH, TPOMPAHOIOI, TEOPUTIH).

[ToBimomusiocst Tpo 3MiHY MHPOTPOMOIHOBOTO dYacy IMIPH 3aCTOCYBaHHI 13 KyMapHHOBUMH
aHTUKOAryJassHTaMu (Hampukiaan, BapdapunoMm). UYepe3 By3bKHMA TEpanmeBTHYHUN Jiama3oH
PEKOMEHIYETHCS PETeITbHUM MOHITOPUHT MPOTPOMOIHOBOTO Yacy ITil Yac OJHOYACHOTO JIIKYBaHHS
PaHITHIUHOM.

Koukypyeanus 3a nuprxosy xananvyegy cekpeyiio

OCKUTbKY paHITUIUH YaCTKOBO BHBOJUTHCS KaTIOHHOKO CHCTEMOIO, 116 MOYKE BIUIMHYTH Ha KJIIPEHC
IHIITMX TIPerapariB, MO BUBOIATHCS TAaKUM IUIIXOM. BUCOKI 1031 paHITUIWHY (HAIPUKIIAM, K TIPU
JIKyBaHHI CUHApoMY 3oJutiHrepa — EnjticoHa) MOXYTh yIOBUIBHIOBATH €KCKPELII0 MpoKaiHaMiny
ta N-anerunnpokaiHaminy, 10 MPU3BOAUTH J0 MIABUIIECHHS iX PIBHS Yy IJ1a3Mi KPOBI.

3mina pH winynkoeozo coky

biogoctynHicTh aesikuX JIKapCchKUX 3ac00iB MOke 3MiHIoBatuca. Lle moxke mpusBoguTH abo 110
MIBUIIEHHS 1X abcopOmii (Tpuazosiam, MimaszojiaM, TIimi3ua), abo 10 3HIWKEHHS iX abcopOril
(keTokOHa30J1, aTa3aHaBip, AeNaBipauH, rediTUHIO).

Opnouacue 3actocyBanHs 300 Mr paHiTUIWUHY Ta €pJIOTHHIOY 3MEHIIWJIO KOHIIEHTPAILiI0
epnotuHi0y [AUC] ta MakcumainbHi KoHneHTpamii [Cmax] Ha 33 % Ta 54 % BinnoBigHo. OnHak,
KOJIM €pJIOTHHIO 3aCTOCOBYBAJIM MOETANHO 3a 2 ToauHu 10 abo vepe3 10 roauH micis mpuiiomy
paHituauHy y 1031 150 mr ggiui Ha 100y, KoHueHtpauis epinoTuHi0y [AUC] Ta mMakcumanbHi
koHueHTpaii [ Cmax] 3MeHIIMIUCH nuiie Ha 15 % ta 17 % BinnoBiAHO.

JlaHi Ipo B3a€EMO/II0 MDK PaHITUAMHOM 1 aMOKCHUIIMIIIHOM a00 METPOHIa30JI0M BiICYTHI.

SIKIIO OJHOYACHO 3 pAHITUAMHOM NpUHAMATH BUCOKI J03u (2 T) cykpanbdary, adbcopOris
OCTaHHBOTO MOKe OyTH 3MeHIIeHa. Lleil egekT He cmocTepiraeThbes, K0 CyKpalbdar mpuiiMaroTh
3 IHTEpBAJIOM y 2 TOJAUHU

Ocoonusocmi 3acmocyganns.

3 00epexXHICTIO 3aCTOCOBYBATH JIIKapChKUK 3acid mpu roctpiil mopdipii (B T. 4. B aHaMHe3l),
iMyHO1eDIIUTI, (PEHIIKETOHYPII.

31105IKiCHI HOBOYTBOPEHHS

Ilepen moyaTkoM Teparmii il BUKIIOUYUTH HAsIBHICTh 3JIOSIKICHUX IyXJIMH Y HAIi€HTIB 13 BUPA3KOIO
IIUTYHKA 49U 0Cl0 cepeaHboro Biky (a0o cTapiie), y SKMX BUHUKIN HOBI 200 HEIIOJaBHO 3MIHHIUCS
JUCTIENTUYHI CUMITOMH, OCKUIBKM JIIKYBaHHS pPAaHITHIMHOM MOXE MAacKyBaTH CHUMITOMH
KapIIMHOMHM LUTYHKA.

3axBOPIOBAaHHSA HUPOK




PaniTHIMH BUBOIUTHCS HUPKAMH, TOMY Y MALlI€HTIB 3 BUPAKEHOIO HUPKOBOIO HEAOCTATHICTIO HOTO
piBeHb y Tu1a3Mi KpoBi 3pocTae. Ciig KOpuryBaTtu 103y paHITHAWHY, K OMUCAHO B po3auti «Crocid
3aCTOCYBAHHS Ta JIO3M.

[opdoipis

PigxicHi KJIIHIYHI TOBIIOMJIEHHS CBiT4aTh MPO T€, IO PAHITUANH MOXE CIIPUYUHUTH TOCTP1 HAaIu
nop¢ipii. Tomy ciig yHHMKAaTHé 3aCTOCYBAaHHS PaHITHIMHY Malli€eHTaM i3 TOCTporo mopdipiero B
aHaMHe31.

OCKUTbKH PpaHITHIMH METa0O0i3yeThCs B TEUIHIl, HOTO CIiJ 3aCTOCOBYBATH 3 OOCPEKHICTIO
XBOPHUM 3 TSHKKOIO TIEYIHKOBOIO TUCHYHKITIEFO.

VY XBOpHX JITHBOTO BiKYy, O0Ci0 3 XpOHIYHUMH 3aXBOPIOBAHHSMH JIET€Hb, IIYKPOBUM jaiabeToMm, a
TaKoX B OCI0 3 0OCialIIeHUM IMYHITETOM CIIOCTEpirajiacs MiIBUINEHA CXWUJIBHICTH O PO3BHUTKY
no3aJlikapHAHOT MHEBMOHIl. € JaHl Npo NIABHINEHWA PH3UK MNO3ANIKAPHAHOI IHEBMOHII Yy
MAIIEHTIB, K1 MPUHMal PaHITHANH, Y TIOPIBHIHHI 13 THMH, XTO MPUITMHUB 1ieW BUA Teparii. [laHi
MOCTPEECTPAIIMHOTO CIIOCTEPEKESHHS BKa3ylOTh Ha OOOPOTHY CIUTYTaHICTh CBIJOMOCTI, JETPECito
Ta TAIIOUWHAMNII, SKi HaiyacTille BUHUKAIM Yy BaXKOXBOPUX Ta MAIliEHTIB JIITHHOTO BIKY (IHB.
po3nain «ITo6iuHi peakii»)

Jlikapcekuii 3acid mictuth OapBHHK <« KomTmit 3axim FCF» (E 110) Ta O6apBHuK «IloHCO 4R»
(E 124), sixi MOKYTb COPUYHHSATH aJIEPTidHi peaKxilii.

3acmocyeanns y nepioo éazimmocmi abo 200y8arHs 2pyooro.
Jlikapchkuit 3aci0 TPOTUMOKA3aHUN y TIEpio] BariTHOCTi. Y pa3i HEOOXITHOCTI 3aCTOCYBAaHHS
npemnapary Ha nepioj JIiKyBaHHS HEOOX1HO MIPUIIUHUTHU TOJAYBaHHS TPYALIO.

30amuicmv enausamu Ha WUOKICMb pearkyii npu KepysaHHi asmompaHcnopmom abo HUUMU
MEeXaHIZMaMU.

BpaxoByroun, mo y YyTJUBHX XBOPUX MOXYTh BHHUKHYTH MOOIUHI peakiii (3amamMopoveHHS,
TaTIOIMHALllI, TOPYIICHHS aKOMOJallii), MiJg Yac NpUOMYy TMpenapary Clil yTPUMATHCS Bij
KEepyBaHHS TPAHCIIOPTHUMU 3ac00aMu 200 THITMMHU MEXaHI3MaMH.

Cnocio 3acmocysannsa ma 003u.

[Ipusnavatu popocauM Ta AiTsSM BikoMm Bim 12 poki. [lpuitmMatu BcepenuHy, HE PO3KOBYIOUH,
3alMBaOYX HEBEJIMKOIO KUTBKICTIO BOJIM, HE3AJIEKHO BiJl MPUHAOMY TKI.

Ilenmuuna eupasxa wiynka i 0ganaoysmunanoi Kuwiku, He acoyitioeana 3 Helicobacter pylori (y
Gasi 3acocmpenns). Ilpuznavaru mo 150 mr (1 tabmerka) 2 pa3u Ha A00y BpaHIli Ta BBeuepi abo
300 mr (2 Tabmerku) 1 pa3 Ha moOy Ha HIY4 mpoTsaroM 4 TwkHIB. [lpum Bupaskax, mo He
3apyOIIOBATIUCS, MPOJAOBKUTH JIIKYBaHHS MPOTATOM HACTYITHUX 4 THUXKHIB.

IIpoghinakmuka nenmuunoi 8upa3Ku WIyYHKA i 08AHAOYAMUNANLOT KUUKU, ACOYIUOBAHOI 3 NPULIOMOM
Hecmepoionux npomuszanaivuux 3acoobis. Ilpusnauatu mo 150 mr (1 tabnerka) 2 pasu Ha A00y
BpaHIli Ta BBeuepi Ha nepion tepanii HII33.

@yukyionanvua oucnencis. Ilpuznavatu mo 150 mr (1 Tabnerka) 2 pa3u Ha 700y BpaHIli Ta BBEUYEpi
MPOTATOM 2—3 THXKHIB.

XpoHiynuti eacmpum 3 RIOBULEHOI KUCTIOMOYMEOPIOBAIbHOW (QYHKYIEIO WIIYHKA Y cmaodii
sazocmpenns. llpuznavyatu o 150 mr (1 Tabnerka) 2 pa3u Ha 100y BpaHIli Ta BBeuepi MPOTATOM
2—4 THXHIB.

I'acmpoezoghazeanvna pegniokcna xeopoba. ]Iy MONETMIEHHsT CUMITOMIB IpU3Hayatu o 150 mr
(1 Tabnerka) 2 pa3u Ha 700y BpaHLI Ta BBEYEpl MPOTATOM 2 THXKHIB; NMPH HEOOXiTHOCTI Kypc
JIKyBaHHS IPOJOBKYBATH.

Jl7i1 TOBroTpUBAJIOTO JIIKYBaHHS Ta MPH 3arOCTPEHHI ractpoe3odareaibHoi peduiroKCHOT XBOPOOH
npuzHayatu no 150 mr (1 Tabnerka) 2 pa3u Ha 100y BpaHIi Ta BBedepi abo 300 mr (2 tabieTkn)
1 pa3 Ha 100y Ha HI4 MPOTATOM 8 THXKHIB; MPU HEOOXIAHOCTI KypcC JIIKYBaHHS MPOJIOBKYBATH 0
12 TXHIB.

THayiecumu 3 eupadicenor HUpkogow Hedocmamuicmio (KiipeHc kpeaTtuHiny < 50 mi/xB). [JoGoBa
7103a mpemnapary A 1iei kateropii naunieHTiB — 1 Tabnerka (150 Mr paHiTUAMHY).

Jimu.



Jitsm BikoM Bif 12 pokiB 3acTOCYBaHHS JIKapCHKOTO 3aco0y MOKa3aHO 3 METOI0 CKOPOYEHHS
TEPMIHIB JIIKYBaHHS TMENTHYHOI BUPA3KH LUIYHKA Ta JABAHAAUATUNANOI KWIIKH, JUIS JIKYBaHHS
ractpoe3odareanbHoi pedIroKCHOT XBOPOOH, BKIIOUAIOYH peduirokc-e30(arit, 1 Ui MOJIeTIICHHS
CUMITOMIB racTpoe3odareanbHoi pedIroKCHOT XBOPOOH.

Ilepeoosysannas.

Cumnmomu: MOXKIJIMBE TIOCUIJICHHS TIOOIYHUX PEaKIii.

Jlikysanna: npu HEOOXITHOCTI MPOBOJUTH a/IeKBATHY CHMIITOMATUYHY 1 HMIATPUMYIOUYY Tepariro.
PaniTnuH MOXKHA BUAAIMTH 3 CHPOBATKH KPOBI IIJIIXOM TeMOIaii3y.

I06iuni peakuii.

3 6oxy cucmemu Kposi: 000POTHA JICHKOIICHIsA, 000POTHA TPOMOOIIMTOIICHIS, arpaHyJIOIUTO3 abo
MaHIMUTOICHISA, 1HOJMI 3 Tinorulazielo abo amiazi€l0 KICTKOBOTO MO3KY, HEHTpOTeHis, IMyHHa
TeMOJIITUYHA Ta allJIaCTUYHA aHeMist (3a3BU4ail 000POTHI).

3 60Ky iMyHHOI cucmemu: Peaxuii TIMIEPUYTIUBOCTI, y T. Y. KPOIUB SHKA, AHTIOHEBPOTUYHUI
HaOpsK, rapsyka, aHadUIaKTUYHMM IIOK, OpoHXOcma3M, MyJbTH(OPMHA €KCyJaTHBHA e€puUTeMa,
excomiaTuBHU aepmarut, cuHapoM CriBeHca — JI)KOHCOHA, cuHApoMm Jlaema, rimeprepmis,
TimoTeH31s, OUTh Y TPYISX, TUCITHOE.

3 6oky ncuxiku: TiABUIIEHAa BTOMJIIOBAHICTh, OOOPOTHA CIUIYTaHICTh CB1IOMOCTI, COHJIMBICTb,
30y/mkeHHs, O€3COHHS, eMolliiHa JaOUTbHICTh, 3aHEMOKOEHICTh, TPUBOXKHICTH, JEIMpPECi,
HEPBO3HICTb, TFAJIOIUHAIII], IIYM Yy ByXax, ApaTIBIMBICTb, J1€30pi€HTallisl, cTaH po3ryosenocTti. Lli
MPOSIBU CIIOCTEPIralOThCsl TMEPEBAKHO Y THKKOXBOPHX, XBOPHUX HEPPOJOTIIHOTO MPOoduIFO abo
MAIIEHTIB JIITHHOTO BIKY.

3 6oky Hepeosoi cucmemu: TOJOBHMM OUlb, 3aaMOpOYEHHsS 1 0OOPOTHI MHMOBUIBHI PYXOBi1
pO3Iaan.

3 6oky opeanis 30py: TOPYIICHHS 30py, 000POTHA HEYITKICTh 30POBOTO CIPUUHATTS, MOPYIICHHS
akoMogartil.

3 60Ky cepyeso-cyounHoi cucmemu: 3HIWKEHHS apTEPIAIbBHOTO TUCKY, Opaaukapis, TaxXikapmis,
ACHUCTOJTisA, aTPIOBEHTPHUKYIISIpHA OJIOKaa, BACKYIIT, OUTh y TPYIAX, ApUTMIs, €KCTPACUCTOJIS.

3 6oky mpasHoeo mpaxmy: CyXiCTb y POTi, HyJI0Ta, OJIFOBaHHS, 3amop, aiapes, OUTh y >KHBOTI,
METEOpU3M, TOCTPUM MAHKPEATUT, 3HKEHHS alleTUTYy.

3 boky eenamobiniapnoi cucmemu. CKOPOMUHYIII Ta 000POTHI 3MIHHM TTOKAa3HUKIB (PYHKIIIT MEUIHKH
(piBHI ~ TpaHCamiHa3, raMmma-riayraminTpancdepasu, JykHoi  Qocdarazu, OuripyoOiHy);
renaroleNosIpHUN, XOJECTATUYHUN UM 3MIIIaHUN renaTHT 13 )KOBTAHUIEI0 abo 0e3 Hel (3a3Buyait
000POTHMIA).

3 6oky wKipu ma niOwKipHoi mKaHuHu: TIIEpeMis, CBEpODK, MIKIpHI BHCHIHU, MYJIbTH(OpMHA
epuTeMa, aJonelis, CyXiCTh MKIpH.

3 b6oky onopHo-pyx08020 anapamy: apTparis, MiaJris.

3 b6oky cevosudinvbroi cucmemu: nopymeHHs GYHKIIT HUPOK, TOCTPUN IHTEPCTHUIIAIbHUN He(DPHT.
[linBuieHHs piBHA KpeaTHHIHY B Ija3Mi (3a3BHYail, He3HayHe, sSKe HOPMAJI3yeTbCs IpHU
IIPOJIOBXKEHHI JIIKYBaHHS).

3 6oky penpodykmuenoi cucmemu: TIIEPIPOTAKTHUHEMIS, TallakKTopes, T'IHEKOMAcCTis, aMeHopes,
3HWKEHHS MMOTEHIIT (000poTHE) Ta/abo ibio.

Tepmin npuoammnocmi. 3 poxu.

YmoBu 30epiranns.

30epiratu npu Temneparypi He Buie 25 °C B OpUriHaJIbHIN yIaKOBII.
30epiratu y HEIOCTYITHOMY JJIS ITEH MiCIIi.

YnakoBka.

ITo 10 Tabnerox y crpui, o 1 cTpuIy y KapTOHHi# yrmakoBIIi.

ITo 10 Tabnerox y crpuri, o 10 cTpumiB y KapTOHHIM yIaKkoBIIi.

Kareropis Bigmycky.



3a peuienTom.

Bupo6nuk.
KYCYM XEJITXKEP IIBT JIT/ /
KUSUM HEALTHCARE PVT LTD.

Micue3naxo/:keHHs1 BAPOOHMKA Ta a/ipeca Miclsl NPOBA/KEHHs HOro AisIbHOCTI.
CII-289 (A), PIIKO Inmacrpian apea, Yonanki, bxiani, Jlict. AnBap (Pamkacran), [amis /
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa OCTaHHBLOTO TEPersay.
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