IHCTPYKIIA
JJIS1 MEJUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

PAHITUJIUH

Cknao:

ditoua peuosuna: 1 TabneTka MiCTUTH paHiTUANHY 150 MmrT;

O0onomidicHi pewosunu: 11eTaKTo3a (CyMilll JaKTO3U, MOHOT1IpaTy, Ta LEII0I03H1 MOPOLIKONOAI0HOI (75:25)),
HATPII0 KpOCKapMero3a, KPEeMHII0 JIOKCHA KOJIOIIHWMI OE3BOIHUHN, MarHiro cTeapar, TipoMeno3a, TUTaHy
niokeun (E 171), Tponeonin 0.

Jlikapcbka ¢gopma. TabrieTku, BKPUTI TUTIBKOBOIO 000JIOHKOIO.
OcHogni (hizuxo-ximiuni enacmugocmi: TaOIETKH, BKPUTI IITIBKOBOIO 000JIOHKOFO, BiJI 5KOBTOTO JIO OPAHKEBO-
’KOBTOT'O KOJIbOPY, 31 crienudiyanmM 3amaxoM. Ha monepeunomy po3pisi BUAHI JBa IIapH.

dapmakoTepaneBTHYHA rpymna. 3acoOu Ui JNIKyBaHHS TENTHUYHOI BUpPA3KU Ta ractpoe3odareaabHoi
pedurokcHO1 XBopoOu. AHTaronictu Ho-ricraminoBux penentopis. Kog ATX A02B A02.

Dapmakonoziuni e1acmueocmi.

Dapmakxoounamixa. PaHITUINH — IPOTUBUPA3KOBUIA 3aci0, aHTaroHicT Hz-ricTaMiHOBHX PELETITOPIB.
MexaHi3M il 3yMOBJIEHHWH KOHKYPEHTHHUM iHTiOyBaHHSM Ha-ricTaMiHOBHX pelenTopiB  MeMOpaH
napieTaqbHUX KIITHH CIM30BOI OOOJIOHKM NUTYHKA. 3HMKYE 0a3zajbHy 1 CTUMYJIbOBAHY CEKPELil0 COJISHOT
KHCJIOTH, 3MEHIIYIOYM O00’€éM NUIYHKOBOTO COKYy, CIPHYMHEHOTO TOJpa3HEHHSIM OapopenenTopinB
(pO3TATHEHHS IIITyHKA), XapuyOBUM HABAaHTAKEHHSM, JI€I0 TOPMOHIB 1 O10T€HHUX CTHUMYJISATOPIB (TacTpHH,
ricramiH, MeHTaracTpuH, Kogeid). PaHITHINH 3MEHIITy€e KUTBKICTh COJISTHOI KMCJIOTH Y IITYHKOBOMY COKY, HE
BIUIMBA€ HA KOHIIEHTPALil0 TacTpUHY Yy IUIa3Mi KpOBI, a TaKoXX MpPOAYyKyBaHHA ciu3y. PaHiTHIUH
XapaKTepU3y€ETHCS TPUBAIIOIO TIETO.

PaniTunun He BruBae Ha PepMEHTATHBHY CHCTEMY UTOXpomy P450 nediHkwu.

Dapmaxokinemuxa. 1licns nepopaabHOro 3aCTOCYBaHHS PaHITUIAMH IIBUIKO BCMOKTYETHCSA Yy IITYHKOBO-
KUIIKOBOMY TpakTi. biogoctynnicte — 6mu3bko 50 %. Cmax y KpOBi jgocsiraeTbes yepe3 2-3 ToAuHU 1
cTaHOBHUTD 478 Hr/mi1. YacTKOBO MeTaboi3yeThes y nevinmi 10 N-okcuay (roinoBHUi Metaboit, 4 % no3un),
S-okcuay 1 1EMETHUITIOETHCA.

Ty (micng npuiioMy BHYTPIIIHBO) IPYU HOPMAaJIbHOMY KJIIPEHCI KpeaTHHiHy — 2-3 TOJUHHM, TPU 3HIKEHOMY
(20-30 mu/xB) — 8-9 romuH. EKCKpeTyeThCs HUPKaMH TPOTATOM 24 TOAWH, Y HE3MIHCHOMY BHUTJISII
BUBOUTHCS 0113bK0 30 % mepopaibHO MPUHHATOT T03H.

[Iponukae dvepe3 ricroremaTudHi Oap’epu, y T. 4. 4epe3 IUIAICHTApPHHUM, aje TOraHo — 4epe3 TreMaro-
enuedaniunuii 6ap’ep. JlocTaTHpO 3HAUYII KOHLIEHTPAIil BU3HAYAIOTHCS y TpyAHOMY MoJoui. IBuAKIicTb i
CTYMIHB eTiMiHaIli MaJlo 3aJ]1eXXaTh BiJl CTAHY MEYiHKH 1 OB’ 3aH1 B OCHOBHOMY 3 ()YHKIII€I0 HUPOK.

Kuiniuni XxapakTepucTHKH.

Ilokazanns.

— IlenTruHa BHpaska MUTyHKA 1 JABaHAIISTUNANO! KHUIIKH, HE acoliiioBaHa 3 Helicobacter pylori (y dasi
3arOCTPEeHHS), BKIIOYAIOUN BHPA3Ky, aCOLIMOBAaHY 3 MPUHOMOM HECTEPOiTHUX MPOTU3AMAIBHUX 3aC001B
(HII33);

— (hyHKIIOHAJIbHA TUCTIETICIS;

— XPOHIYHUHN TaCTPUT 3 MiJIBUIIECHOIO KHCIOTOYTBOPIOBATHHOIO (PYHKIIIEIO NUTYHKA Y CTa1i 3arOCTPEHHS,

— ractpoe3odareaibHa pedirokcHa XBopoOa (I1s MOJIETIIeHHS CUMITOMIB) ab0 pedurrokc-e3odarir.

Ilpomunokazanns. TlinBuiieHa iHAWBIAyaJbHa YYTJIMBICTH IO PaHITUAWHY Ta JO IHIIUX KOMIIOHCHTIB
npernapary; HasSBHICTh 3JIOSKICHMX 3aXBOPIOBaHb IUIYHKA, I[HMPO3 TMEYIHKH 3 IOPTOCUCTEMHOIO
eHnedanonaTiero B aHaMHE31, TSHKKa HIPKOBA HEIOCTATHICTD (KiTipeHc KpeaTuHiny < 30 Mi/XB).

B3aemooia 3 inwmumu nikapcokumu 3acodamu ma iHwii euou 63a€mooii. PaHITUINH MOXKE BIUTMBATH Ha
abcopOirito, MeTaboI1i3M Ta HUPKOBY €KCKPEIIiI0 1HIINX JIIKAPChKUX 3aC00IB.

PaHiTHIMH y TepameBTUYHUX J103aX HE 3MIHIOE aKTHBHOCTI ()epMEHTHOI cucTeMu IuToxpomy P450 i He
MOTEHIIIIOE JiI0 JIKApChKUX 3ac00iB, 110 METabOMI3yIOTHCS 1I1€10 CUCTEMOIO (Jia3enam, JTiIoKaiH, GeHiToiH,



MIPONPAHOIION, TEODITiH).

PaniTianH, 3MIHIOIOYM KHCJIOTHICTh ITyHKA, MOKE BIUTMBATH Ha O10JJOCTYIHICTh ACSKHX JIKAPCHKUX
3aco0iB. lle mpusBoauTh abo M0 miABMIEHHA iX abcopOiii (Tpiazosam, Migazojam, TJimi3ua), abo a0
3HIDKCHHS 1X a0copO1ii (KeTOKOHA30J1, ITpaKOHA30J1, aTa3aHaBip, TeiTHHIO).

AHTaMIM Ta CyKpaib(ar yrnoBuUIbHIOIOTE a0COPOIIiI0 paHITUINHY, BHACIIJOK YO0 IHTEPBAJ MIX IPUHOMOM
[IUX JIIKAPCHKUX 3aC001B 1 paHITUAUHY MAa€ CTAHOBUTH HE MEHIIE 1-2 TOIuH.

OnHouacHe 3aCTOCYBaHHS 3 METOIPOJIOIOM MOXKE MPU3BECTHU A0 MiABUIICHHS KOHIIEHTPAIlii METOIPOJIONY Y
CUPOBATIII KPOBI.

PaniTuaH mpu OMHOYACHOMY 3aCTOCYBaHHI 3 KyMapHHOBHMH AaHTUKOAryJsHTamu (BaphapuH) MOXKe
3MIHIOBaTH MPOTPOMOIHOBHI Yac (PEKOMEHIY€ETHCS MOHITOPHHT TPOTPOMOIHOBOTO Yacy).

Bucoki 1031 paHITHIMHY MOXYTh YIIOBUIBHIOBATH €KCKPELiI0 poKaiHaMixy Ta N-alueTuianpokaiHamity, 1o
MIPU3BOJIUTH JI0 IMiIBUIICHHS X PiBHS Y T1a3Mi KPOBI.

JlaHi Ipo B3a€MO/Ii10 MIXK PaHITUIMHOM 1 aMOKCHLIMJTIHOM 200 METPOHIJa30JI0M BiZICYTHI.

KypiHHS TIOTIOHY 3HIKY€E €PEKTUBHICTh PAHITHANHY.

Ocobaueocmi 3acmocysanns. Ilpu HassBHOCTI ajieprii Ha 1HIII MpenapaT TPy OJI0KATOPIB Ho-
peLenTopiB ricTaMiny MOJIMBI aJepTivuHi peakiii Ha paHITHAWH, TOMY IIPU HAaBHOCTI TilepYyTIUBOCTI
710 1HIITUX MpernapaTiB i€l Tpynu ¢l 3 00epekHICTIO 3aCTOCOBYBATH Ipemapar.

3 00epeKHICTIO 3aCTOCOBYBATH MpenapaT MpH roctpiid nopdipii (y T. 4. B aHaMHe31), IMyHOAePIlUTI.
PaniTuanH BUBOAUTHCS HUPKAMH, TOMY Y TAIIEHTIB 3 BUPAKEHOIO HUPKOBOIO HEAOCTATHICTIO HOTO PiBEHB Y
1a3Mi TiABUINEHUH (IUB. JO3yBaHHS JJIs TAKWX MAali€HTIB y po3aini «Crnocid 3acTOCYBaHHS Ta J03W»).

VY XBOpHX JIITHBOTO BIKY 3 MOPYIIEHHAMH (YHKIIIT IEYiHKA a00 HUPOK MOXIJIMBE MOPYIIEHHS (CILTyTaHICTh)
CB1IOMOCTI, III0 3yMOBJIIO€ HEOOX1IHICTh 3HWKEHHS J03H.

JlikyBaHHs npenapaToM MO>K€ MacKyBaTH CUMITOMH KaplIHHOMH LIUTyHKA, TOMY Ie€pe]] TOYaTKOM JIIKyBaHHS
CJIiJ] BUKJIFOYUTH HAsIBHICTD 3JI0KICHUX HOBOYTBOPEHbB Y IIIYHKY.

HeoOximauii peryasipHuil HarjsI 3a mamieHTaMu (0COOJMBO JITHROTO BIKY Ta 3 BKa3iBKaMU B aHaMHE31 Ha
NEeNTUYHY BUPA3Ky IIIyHKa Ta/ab0 ABaHAIISATUIIANO] KUILIKK), K1 MIPUIMaoTh paHiTHAUH pazom 3 HII33.

VY XBOpHUX JITHBOTO BiKYy, 0Ci0 3 XpOHIYHHMH 3aXBOPIOBAHHSIMH JIETEHb, I[yKPOBUM JiabeToM abo B 0cib 3
ocnabieHUM IMYHITETOM CIIoCTepiranacs MiABHUILEHA CXUIBHICTh 10 PO3BUTKY MO3aIiKapHSIHOT THEBMOHII.
JlixyBaHHs mpenapaToM BIAMIHATH IOCTYIOBO YE€pe3 PU3HK PO3BUTKY CHUHAPOMY «PUKOLIETY» IpPU PI3Kii
BIJIMIHI.

[lpemapaT MICTUTH JaKTO3y, IO CIiJ BPAaxOBYBaTW TAIlieHTAM i3 PIOKICHUMH CITQAKOBHMH (popmMaMu
HETIePEeHOCHMOCTI TaJIaKTO3H, HEIOCTATHICTIO JIaKTa3H, CHHPOMOM INIFOKO30-T'aJJaKTO3HOI ManbaOCcopOLii.

3acmocysanna y nepioo eazimmocmi abo 200yeanmns 2pyoow. llpenapaT NpoTHIOKa3aHUl y mepion
BariTHOCTI. Y pa3i HeoOX1THOCTI 3aCTOCYBaHHS MpeNapary CIIiJ MPUIMTUHUTH TOTyBaHHS TPYIIIO.

30amuicmb enaueamu Ha WEUOKICMb peaxyii npu KepyeanHi AGMOMPAHCHNOPMOM ad0 IHWIUMU
mexanizmamu. BpaxoByrouu, 110 y 4yTJIUBUX XBOPUX IPU 3aCTOCYBaHHI Npenapary MOXKYTb BUHUKHYTH
noOivHiI peakiii (3anaMopoveHHs, TATOMHAIIT, TOPYIICHHS aKOMO/AIlii), IMiJ] Yac MPHOMY IpenapaTy CIIi[
yTpUMAaTHCS Bil KEpyBaHHS TPAHCIIOPTHUMH 3aco0aMu ab0 1HIIUMU MEXaHi3MaMHu.

Cnocié 3acmocysanna ma 0o3u. Ilpu3zHauaTH JOpPOCIMM Ta JiTAM BikoM Bix 12 pokis. IlpuiimaTu
BHYTPIIIHBO, HE PO3KOBYIOUH, 3aITMBAIOYH HEBEINKOIO KUTBKICTIO BOAH, HE3JIEKHO BiJl IpUHOMYy TKi.
Ilenmuyna supaska wiiyHka i osanaoysmunanoi xuwiku, He acoyitioeana 3 Helicobacter pylori (v ¢hasi
3azocmpennst). [lpuznavatu o 150 mr (1 Tabretka) 2 pa3u Ha 100y BpaHIli Ta BBeuepi a6o 300 mr (2
tabnetku) 1 pa3 Ha 100y Ha HiY TpoTiIroMm 4 TwxkHIB. [Ipu BUpaskax, 110 He 3apyOIFOBATKCS, TPOAOBKUTH
JKYyBaHHS OPOTATOM HAaCTYIHUX 4 THXKHIB.

Ipogpinakmurxa nenmuunoi 8upasKu WIYHKA i 08AHAOYSMUNANLOT KUWKU, acoyitiosanoi 3 nputiomom HII33.
[Mpu3nagaru o 150 mr (1 Tabnerka) 2 pasu Ha 100y BpaHIli Ta BBeuepi Ha repiox teparii HI133.
@yukyionanvra oucnencis. [lpuznayaru o 150 mr (1 Tabnetka) 2 pa3u Ha 100y BpaHIli Ta BBEUEPi IPOTITOM
2-3 THXKHIB.

Xponiunuti 2acmpum 3 nioUWEHOI0 KUCTIOMOYMEOPIOSANbHOI0 YHKYIEID WILYHKA Y cmaodii 3a20CMpeHHs.
[Tpuznauatu o 150 mr (1 Tabnetka) 2 pa3u Ha 10Oy BpaHLl Ta BB€UYEpl IPOTATOM 2-4 THXKHIB.
T'acmpoesogazeanvrna pegpnioxcrna xeopoda. JI7st onermenHs CAMOTOMIB Ipu3Hadatu 1o 150 mr (1



tabneTka) 2 pa3u Ha 100y BpaHI Ta BBEUEpi MPOTATOM 2 THXKHIB, IPU HEOOXITHOCTI KypC JIKYBaHHS
HPOJIOBXKYBATH.

JUist TOBrOTPUBAJIOTO JIIKYBaHHS Ta MPH 3ar0CTPEHHI racTpoe3odareanbHoi peIoKCHOI XBOpOOU pU3HAYATH
mo 150 mr (1 tabneTka) 2 pa3u Ha 100y BpaHill Ta BBedepi abo 300 mr (2 Ttabnerkun) 1 pa3 Ha 100y Ha HIY
IPOTIAroM 8 THXKHIB; IPH HEOOXITHOCTI KypC JIIKyBaHHS MPOJOBXKYBATH 10 12 THXKHIB.

Ilayienmu 3 supasicenoro Hupkosow Hedocmamuicmio (KiipeHc kpeatuHiny < 50 mu/xB). Jlo6oBa mosza
npenapary i miei kateropii namienTtiB — 1 Tabnerka (150 mMr paHiTHIUHY).

Jimu. Jlitam BikoM Bix 12 pokiB 3acTOCYBaHHS TpemapaTy IOKa3aHO 3 METOI0 CKOPOYCHHSI TEPMiHIiB
JKyBaHHs NMENTUYHOI BHPa3KH ILTyHKAa Ta JBAaHAIATHUIIANIOI KUIIKH, JJIS JIKyBaHHS ractpoe3odarearbHOl
pedrokcHOi XBOpoOH, BKITIOYar0UH pedrrokc-e30(ariT, i IUTsl MOJICTIICHHS. CHMITTOMIB TacTpoe3odareabHOT
pedroKcHOT XBOPOOH.

Ilepeoosyeanna. MoxinuBe NOCUTICHHS MOOITYHUX PEaKIIii.
Jlikysanna: ipy HEOOXiTHOCTI MPOBOJUTH aJIeKBATHY CUMIITOMATHYHY 1 MIATPUMYIOUY Teparito. PaniTuaun
MOYXHA BUJIQJINTH 3 CHPOBATKH KPOBI IIUIIXOM reMO/Iiaizy.

Io6iuni peaxuii.

3 boky cucmemu Kpogi: NEHKOIICHIsI, 000POTHA TPOMOOITUTOIICHIS, arpaHyJIOIUTO3 a00 MAHIIUTOTICHIS, 1HOI1
3 rinorasiero abo aras3iero KiCTKOBOTO MO3KY, HEHTPONEHisl, IMyHHa FeMOJITUYHA Ta alulaCTUYHA aHeMis
(3a3BHuait 00OpOTHI).

3 60Ky imynHoi cucmemu: peakuii TiNepYyTIMBOCTI, Y T. Y. KPOMNMB SHKA, aHTIOHEBPOTHMYHHHA HaOpsIK,
rapsuka, aHaQUIAKTUYHUNA IIOK, OpOHXOCMa3M, MyJbTU(POPMHA E€KCyAaTHBHA epuTeMa, eKc(omiaTUBHUI
nepmatut, cuaapom CriBeHca-/[)xoHcoHa, cuanpom Jlaiiema, rineprepMis.

3 60Ky ncuxixu: TiJIBHIIEHAa BTOMIIIOBAHICTb, 00OPOTHA CIUTYTaHICTh CBIJJOMOCTI, COHJIMBICTD, 30y IXKEHHS,
0€3COHHs, eMOlliliHa Ta01TbHICTh, 3aHEMOKOEHICTh, TPUBOKHICT, JIEMIPECisi, HEPBO3HICTb, TATIOIMHAILI1, IITyM
y ByXax, ApPATIBIMBICTb, JAC30pIi€HTAIisl, CTaH po3ryOsieHocTi. LI mposiBM crocTepiraloThCsi MEPEBaXKHO Y
TSHKKOXBOPHUX a00 Malli€HTIB JITHHOTO BIKY.

3 60Ky HepBosoi cucmemu: TOTOBHUN 0171, 3a1TaMOPOYEHHS 1 3BOPOTHI MUMOBLIBHI PYyXOBI1 PO3JIa/IH.

3 60Ky opeanis 30py: HEUITKICTb 30pOBOTO CIIPUHHATTS, TOPYIIEHHS aKOMOJIAIT].

3 boky cepyeso-cyOuHHOi cucmemu: 3HWKECHHS apTepiaIbHOTO THUCKY, Opaaukapisi, Taxikapis, aCUCTOIs,
aTpiOBEHTPUKYJIsIpHA OJI0Kaza, BAaCKYJIT, OIb y TPYIAX, ApPUTMisl, €EKCTPACUCTOMISL.

3 b6oky mpasHoeo mpaxkmy. CyXiCTb y pOTi, HyJI0Ta, OJFOBaHHs, 3a1op, Aiapes, OUTh y )KMBOTI, METEOPH3M,
TOCTPHIA TAHKPEATHUT, 3HIDKEHHS alleTUTY .

3 boky eenamobiniapnoi cucmemu: CKOPOMHUHYIINI Ta OOOpPOTHI 3MIHM TOKA3HHWKIB (YHKIII IEYiHKH;
TermaToneNOAPHIN, XOJECTaTUYHUN YW 3MIMIAaHWA TemaTUT 13 JKOBTSHHUIICI0 a0o 0e3 Hei (3a3Buyait
000pOTHHUIA).

3 60ky wiKipu ma niOwKIipHOi mKkaHuHu: TinepeMis, cBepOiXK, IKIpHI BUCUIIAHHSA, MYJIbTU(OPMHA epuTeMa,
aJIoTIeIisl, CyXiCTh IIKIPH.

3 6oky onopHo-pyx08020 anapamy: apTpairis, Miaris.

3 60Ky cevosudinbHoi cucmemu: OpyeHHS QyHKIT HUPOK, TOCTPUH IHTEPCTUITIATBLHUN HEQPUT.

3 6oky penpodykmueHoi cucmemu: TIIEPIPOTAKTUHEMIS], TaJaKTOpes, TIHEKOMACTIsl, aMEHOPEs, 3HIKEHHS
noTeHIlii (o0opoTHe) Ta/abo mibi0.

Tepmin npuoamnocmi. 3 poku.

YmoBH 30epiranns. 30epiratu B OpUTiHAIBHIN YITaKOBII TPy Temrneparypi He Bute 25 °C.
30epiraTv y HEIOCTYITHOMY ISl AITEH MicCLii.

YnakoBka. Tabnerku Ne 10, Ne 10x2, Ne 20 y Guictepi y KopoOti.
Kareropis Bixmycky. 3a perientom.

Bupoouuk. TOB «®apmanieBTiuHa KOMIaHis «3710pOB’sD».



Micue3Haxo:KeHHs] BAPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS AislJIbHOCTI.
VYkpaina, 61013, M. Xapkis, ByJ. [lleBuenka, 22.



