IHCTPYKIIIA
IJIsI MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOTr0 3aco0y

AJIJIETPA® 120 mr
(ALLEGRA® 120 mg)

CKnao:

ditoua pevosuHa: hercobheHaouHy TiAPOXIOPUL;

1 TabneTka MicTuTh hekcobeHanuny rigpoxnopuny 120 mr (exBiBaneHTHO 112 Mr dekcodheHaguny);
0onoMidCcHI peuoBuHU: 1IeJli0JI03a MiKPOKpHUCTaliuHa, KpoXMaslb IIpeXelaTHHiI30BaHUM, HaTPilo
KpOCKapMeJio3a, MarHilo cTeapar, rinpomenosa, noBifoH, Tutany aiokcup (E 171), kpemHiro giokcup
KoJioigHu Oe3BomHu, Makporon 400, cymimr 3amiza okcuay xkoBta (E 172) Ta cymim 3asisa OKCumy
poxena (E 172).

JIikapcbKka ¢popma. TabneTku, BKPUTI 000JI0HKOIO.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: TabNeTKU IEPCUKOBOTO KOIHOPY V GOpMi KaICcymau, BKPUTi
000JI0HKOI0, 3 TUCHEHHAM «012» 3 omHOTr0 00Ky Ta TUCHEHHSM Y BUTJISA/I IPOIIMCHOI JIITEPH «e» 3
iHmmoro 6OKy.

®dapMakKoTepaneBTUYHA Irpyna.
AuTurictaminHi 3acobu fysa cucteMHOro 3actocyBanHs. Kog ATX RO6A X26.



®apMaKoI0riyHi BI1aCTHBOCTI.

®apmakoduHamika. PekcobeHaauHy TiAPOXTIOPUT - HeCelaTUBHUY aHTUTICTaMiHHUM 3aci0 rpynu
aHTaroHicTiB cnenudiunux pernentopis H, ®PekcodeHannH € papMaKOIOTiYHO aKTUBHUM
MeTabomiToM TepdpeHanuHy.

Y KJTiHIYHUX JOCHIAXKEHHIX ITyXUPiB Ta rinepemil MKipy, iHAYKOBaHUX TiCTaMiHOM, aHTUTiCTaMiHHUM
eekT pexkcopeHauHy TiIpOXIOPUAY, SKUM Npu3Hadanu 1 Ta 2 pa3u Ha go0y, IPOSBUBCS IPOTITOM
1 ropuHYM, [OCATHYBIIM MaKCUMyMy 4epe3 6 TOOUH 1 TpuBaB NpOoTAroM 24 roguH. O3HaK PO3BUTKY
HellepeHOCHMOCTi He 0yJ10 BUSIBIIEHO HAaBITh Iicisa 28-geHHOro0 npuiioMy. Kniniuaui edexr
CIIOCTepiraBcs Micjsg 0OMHOPa30BUX IepopanbHux [03 Big 10 mo 130 mr. Y 11iti Mopmeti aHTUTiCTaMiHHO]
eekTUBHOCTI 71 3a0e3MedeHHs MOCTINHOTO epeKTy mpoTsarom 24 roguH Oynu HeoOXifHI 4o3u He
MeH1e 130 mr. MakcuMyM DpurHideHHS HaOpSKIIOCTi Ta rinepeMii nepesutiyBas 80 %. Kniniuni
OOCHiAXKEHHS Ce30HHOT0 aleprivHoro PUHITY MOKa3yloTh, 1m0 go3a 120 Mr qocTtaTHS O
3abe3neyeHHs 24-ToOOguHHO] €()eKTUBHOCTI

Y XBOpUX i3 CE30HHUM aJiepriyHuM PUHITOM, gKi npuiimanu go3y fo 240 Mr ¢pekcobeHaguHy
rigpoxiopupny 2 pa3u Ha fo0y IPOTSATOM 2 TUXKHIB, CTaTUCTUYHO 3HaUymux 3MiH QT—iHTepBanty
IIOPiBHSHO 3 Maleb0 He CIIoCTepiranocs.

TakoxX MOPiBHSHO 3 malebo0 He CIIoCTepiranocs MogioHuX 3MiH i ¥ 3M0poBUX NOOPOBOIIBIIIB, SIKi
npuiiManu 10 60 Mr ¢pexcobeHaguHy TigpoXIopuny 2 pasu Ha fo0y mpoTsAroM 6 micsuis, mo 400 mMr
dbekcodpeHaguHy TiIPOXTIOPHUAY 2 pa3u Ha mo0y mpoTarom 6,5 mHs Ta mo 240 Mr Ha 700y IPOTATOM
POKy. ¥ miTey BikoM Bif 6 0o 11 poKiB He criocTepiraaocs CTaTUCTUYHO 3HAUYLUX 3MiH iHTepBany QT
IIOPiBHSHO 3 M1ale0o micis 3acTocyBaHHS PpekcodeHamuHy TigpoxyIopuay y nosi 60 mr 2 pa3u Ha
o0y MPOTSITOM 2 THXKHIB.

HasgiTh Ipy KOHIIEHTpAaLifAX Y [IJIa3Mi KpPOBi, 1110 B 32 pa3u IepeBUlllyBali TepaleBTUYH]
KOHIIeHTPallil, peKcopeHaiuH y II0fel He BUSBIIAB BIIJIUBY Ha KaJlieBi KaHaIU CIOBIIHHEHOTO
BUNIPSIMJIEHHS, KJIOHOBaHi 3 MioKapAy JIOOUHU.

®apmaxokiHemuka. PekcodheHamUHY TiTPOXIOPU IITBUIKO BCMOKTYEThCS IIiCIIsI 3aCTOCYBaHHS
BHYTPIlIHB0. MaKcHMaibHa KOHIIEHTPAlligd JOCATaeThCs NpruOIn3Ho yepe3 1—3 roguHu.
MaxkcumasnbHa KOHIIEHTPAllil CTAaHOBUTEL NIPUOIKU3HO 289 HI/MJI Mic/ig OGHOKPATHOTO IPUHOMY
npenaparty y 0o3i 120 mr 1 pa3 Ha {00y Ta npubnau3uo 494 HIr/MII Mic/Ist OMHOKPATHOTO IPUIOMY
npemnapaty y fo3i 180 mr 1 pa3 Ha go0y.

60—-70 % dercodenamrHy 3B’A3y€THCS 3 OiTKaMu 1J1a3MU KPOBI.

dekcodenanrt He MeTabomi3yeThCs y nedinil. BiH MeTaboi3yeThcs AyKe He3HAaYHOI0 Mipoio,
OCKIiJTbKH B Cedi Ta KaJli BUSBIISIETHCA OCHOBHA PeYOBHHA IIpenapaTy. BuBeneHHs gpekcodheHanuHy 3
TI71a3MU KPOBI BiiOyBa€eThCA 3 IBOMA3HUM 3HUKEHHSIM Ta TEPMiHAILHUM I1€PioIoM HalliBBUBEOEHHS
Big 11 mo 15 romus micns 6araTopa3oBoro 3acTocyBaHHs. KiHeTuKa 0omHOPa30Boi Ta 6araTopa3oBoi
mo3 miHiliHa Mpu epopanbHuX mo3ax a0 120 Mr 2 pa3u Ha 700y.

3rigHo 3 JAHUMMU [OCIIIXKeHb, 110 OyIu IpoBefieHi Ha 1el yac, Oifibllla YacTHHA 103U BUBOIUTHCS 3
JKOBYI0, 3 Ce4elo y He3MiHeHiu popMi BuBoguThCA 0 10 %.

KrinigHi xapaKTepHCTHKH.
Iloka3anHus.
CumnToMaTUyHe JIIKyBaHHSI CE30HHOI'0 aJIePriYHOro pUHITY y HOPOCIIKX Ta AiTeu BiKOM Bif 12 poKiB.

IIpomunoka3aHHA.
[TigBuieHa YyTNUBIiCTL N0 dheKcobeHaauHy rimpoxmopuny abo mo iHIMKMX KOMIOHEHTIB Ipemnapary.
Outsiunii BiK 0o 12 pokiB 3 orsgay Ha BigCyTHICTh HaJleXKHUX OaHUX 3 6e3MeKu Ta e(eKTUBHOCTI.

Oco06 nusei 3axodu 6e3nexu. ‘

Crifl [OTpUMyBaTHCh 00EPEeXRHOCTI P 3aCTOCyBaHHi npenaparty Ayuterpa’ 120 Mr XBOPHM JITHBOTO
BiKy Ta Malfi€eHTaM i3 MOpyLUIeHHSM ITe4YiHKOBOl ab0 HUPKOBOI (QyHKIIil Yepe3 HeJOCTAaTHICTh JaHUX.
[NTauieHTaM, fKi IepeHecIn y MUHYJIOMYy ab0 MaloTh Tellep CepleBO-CyAUHHI 3aXBOPIOBaHHS, CIIif
MaTH Ha yBaai, 110 IpelapaTy Kiacy aHTUTICTaMiHiB MOXYTh CIPUSTH BUHUKHEHHIO TaKUX O0IYHUX
edeKTiB, SIK TaxiKapfis Ta BiguyTTs cepueduTTs (muB. po3min «I1o6iuHi ehekTu»).



B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

dexcobernanuH He MeTab0i3yeThCd Y EUiHIN i TOMy He B3aeMOfi€ 3 iHIKUMU JTiKapChbKUMU 3aco0aMu
I[UM LIJITXOM.

KombiHauii, axi sumaearomb 3anobixicHux 3axodig npu 3acmocyB8aHHi

[Tpu ogHOYACHOMY NpHU3HAYEHHI 3 ePUTPOMILIMHOM ab0 KETOKOHA30JIOM CIIOCTepiranocs 2—3-pa3oBe
30inbIIeHHS KOHIEHTpallil pekcodeHanuHy y mna3Mi Kposi. Bnnus Ha QT—inTepBan He OyB
IIOB’SI3aHUU 3 I[i€I0 3MiHOI0; YacTOTa MOGIYHUX peakiliii He 30inblIyBaacs MOPiBHAHO 3 TaKOI0 IIPU
IPUHOMI KOXKHOI 3 IIUX PEYOBUH OKpeMo. [[oCIiiKeHHS Ha eKCIleprMeHTalbHUX TBapHHAaX IT0Ka3aJlHy,
1110 IiABUINeHHS KOHIIeHTpallil peKkcopeHanHy ¥ IJIa3Mi KPOBi, sIKe CIIOCTepiranocs micus
OJHOYACHOT0 3aCTOCYBaHHS €PUTPOMILIMHY ab0 KEeTOKOHa30JTy, Moxke OyTu 00yMOBIeHe
30inbIIIeHHSIM BCMOKTYBaHHS IIpeliapaTy y IITyHKOBO-KUIIKOBOMY TPaKTi Ta 3MeHIIEHHSIM abo
eKCKpellil IpenapaTy y )KOBYHUX LIIsXaX, a00 M0ro Cekpellil y IIJTyHKOBO-KUIIKOBOMY TPaKTi.
B3aemogis 3 oMenpa3osioM He CrocTepiranacs.

[InyHKOBO-KUIIKOBI 3aCc00M MiCIleBOi Aii, aHTauugH i amcopOeHTH. 3aCTOCYyBaHHSA aHTaaniB, 110
MiCTSITh Ti[POKCHM aTIOMiHi0 a60 MarHio, 3a 15 XBUIMH [0 OpHuitoMy Ipenapaty Amierpa’ 120 mr
3HUKYy€E 6iomocTymHIiCTh heKcodheHaouHy TimpoXIOpUay, WMOBIpHO Yepes3 Moro 3B’ s3yBaHHS Y
[IJTyHKOBO-KUIIKOBOMY TPaKTi, TUM CaMUM 3MEHIIYI0YM BCMOKTYBaHHS (heKcopeHaguHy y LITyHKOBO-
KHMIIKOBOMY TpakTi. CIlif JOTpUMYyBaTHUCh iHTEPBay (3@ MOKJIMBOCTI TPHUBAIICTIO GifbIlle 2 TOMMUH)
MiX 3aCTOCYBaHHAM ¢GeKcodeHaAUHY TiIpOoXI0pUaY Ta IMITYHKOBO-KUIIKOBUX 3aC00iB MiclieBoi mil.

Oco6.1ueocmi 3acmocy8aHHs1.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Bazimuicmpb. [JaHi Ipo 3aCTOCYBaHHS BariTHUM XiHKaM HeqocTaTHI. HeuucneHH] JOCTigXXeHHS Ha
TBapUHaX He BKa3yI0Th Ha HASIBHICTh MPSIMOTo abo 0ImocepelkoBaHOTO BIIJIUBY Ha BaTiTHICTS,
eMOpioHanpHUM/DeTaTbHUNY PO3BUTOK, ITOIOTU ab0 MOCTHATAIbHUN PO3BUTOK. DekcodpeHamuny
rigpoxiopup He MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI, OKpiM BUIIQ[IKiB HaraabHOI MOTPeOH,
KOJIM OYiKyBaHa KOPUCTH [JI1 MaTepi IepeBaxae MOXKJIUBUY PU3UK [JIA IJI01a.

T'odysanHs 2pyddi. Ockineku pexcopeHaauH IPOHUKAE y TPyAHE MOJIOKO, penapaT AnnerpaO 120
MT He MOXKHa 3aCTOCOBYBATH y IIepiof rogyBaHHS TPYAAL0.

30damuicmsb enaueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

Ha mipcraBi papmakoguHaMigyHOro Mpodisio Ta HasIBHUX HA CHOTOMHI HaHUX PO Mo0iuHi edekTH
HEraTHBHOTO BIUIUBY GeKcodheHaiuHy TimpOoXI0PUAY Ha 3[aTHICTh KepyBaTu aBToMOoOGineM abo
IpaIfoBaTHU 3 iHIIUMU MeXaHi3MaMu He BUSBIIEHO. [1ig yac mpoBefeHHsST BUTPOOYBaHb iCTOTHOTO
BIUTHBY npenapaTy AnnerpaO 120 Mr Ha QYHKIIiIO LeHTPaIbHOI HEPBOBOI CHCTEMH He BUSBIIECHO.
[MamienTaM MOXKHa KepyBaTu aBToMo0ineM a60 BUKOHYBaTH poboTy, 1110 MoTpedye KOHIleHTpallil
yBaru.

OpHak Npy HasIBHOCTI MifBUIIEHO] YYTIKUBOCTI A0 IIpenapaTty PeKOMEHAYETLCS IOePeTHbO
TIepEeBipUTH iHAMBIAYyaNbHY peakilito XBOPOTo Ha JIiKapCchKuii 3acif.

Cnocid 3acmocyeaHHsi ma do3u.

PekxoMmengoBaHa go3a pekcobeHaguHy TiIpOXJIOPUOY AJIsS JOPOCUX Ta HiTel BikoM Bif 12 pokiB
ctaHoBuTh 120 Mr Ha goOy 3a ofguH mpuiioM, To0To omHa Tabnetka 120 mr 1 pa3 Ha Ho0y.
Cnocib 3acmocy8aHHs: MepopaNbHUN TPUNOM.

Himu. TIpenapat He 3aCTOCOBYBATU OiTAM BiKOM 0 12 pokis.



Ilepedo3yeanHs. I1oBiTOMIISAI0CS IPO BUHUKHEHHS 3allaMOPOYeHH, COHJIUBOCTI, MiABUIIEHO]
BTOMJIIOBAHOCTI Ta CyXOCTi y POTi BHaACJigOK nepeno3yBaHHsa peKcopeHaauHy TiipoXI0pPUay.
[TopiBHsIHO 3 mnalebo go3u {0 60 Mr ABiYi Ha OOy MPOTATOM 2 THXKHIB y [iTeH, a TaK0XK OJHOPa30Bi
no3u 0o 800 Mr Ta mo3u mo 690 Mr 2 pa3u Ha J00y npoTtaroM 1 micsis, a Takox o 240 mr 1 pa3 Ha
no0y mpoTsroM 1 poKy ¥ 30OpOBUX NOOPOBOJIBIIIB HE CIPUYUHSIN OyIb-IKUX iCTOTHUX 3 KITiHI4HOI
TOYKHU 30py MobGiuHMX edeKTiB. MakcuMalbHa IlepeHocuMa 0o3a ¢pekcodpeHaiuHy TiIpoXIopumy
Hapasi He BCTaHOBJIEHA.

Y pasi 3HauHOTrO Nepeno3yBaHHd CIIifl 3aCTOCOBYBaTH CUMIITOMaTAYHeE JIIKyBaHHS Ta KOHTPOJIIOBATU
JKUTTEBO Ba/INBi QyHKII1. Buganenus ¢pekcopeHaiuHy TiIpoXI0puay 3 KPOBi 3a I0IIOMOI010
remofianisy HeepekTuBHe. Hapa3si HeBifoMO IIpo iCHyBaHHSA aHTUAOTY A0 IIpenapary.

ITo6iuni peakuii.

[ToGiyHi peaxkiiii, 110 cIIOCTEPIranucs y JOpociaux ocib mig 4ac KOHTPOJIbOBAaHUX KITiHIYHUX
MOCIi2KeHb, PO3IOAiNEeH] 3a CUCTeMaMH OpraHiB Ta YaCTOTOI BUHUKHEHHS: AyxkKe 4acTi (> 1/10),
gacTi (> 1/100, <1/10), mHegacTi (> 1/1000, <1/100), pigkicHi

(> 1/10000, <1/1000), nyxe pigkicHi (<1/10000), yacToTa HeBifoMa.

3 6oky Hepeogoi cucmemu. HYacTo: TOTOBHUM 0iflb, COHTUBICTb, 3alITAMOPOYEHHS.

3 60Ky W aAyHKOBO-KUWK0B8020 mpakmy. YacTo: HygoTa. YacToTa HeBimoMa: CyXiCThb ¥ POTi.
3azanvHi po3nadu ma peakuii y micui eeedenHs. HedacTo: mifgBuiieHa BTOMITIOBAHICTb.

ITig yac mOCTMapKeTUHTOBOI'0 CIIOCTEPEKEHHS MTOBIIOMIISIIIOCS IPO HUXKYe3a3aH4yeHi HebaxkaHi
eekTH y mopocnux (4acToTa BUHUKHEHHS IUX eeKTiB HeBijoMa i He Moxke OyTH OIliHeHa Ha OCHOBI
HAsSIBHUX JaHUX)

3 6oky imyHHOI cucmemu. Peaktii rinepu4yTIXBOCTI, 10 MPOSIBIISJIMCS Y BUTJISIII aHTI0HEBPOTUYHOTO
HaOPSKY, BiIUYTTS CTUCHEHHS Y TPYASAX, 3aAUILIKY, BifUyTTs IPUIINBIB Ta iHIIUX CUCTEMHUX
aHadiTaKTAYHUX pPeakKIli.

3 6oky ncuxiku. be3CoHHS, HEPBO3HICTh, PO3/Iag¥ CHY a00 HiYHi KOoUTMapy/ HE3BUYHI CHOBUIOIHHS
(xBOpOOIMBI CHOBU[IIHHS).

3 boky cepus. Taxikapmisi, BiTuyTTs cepueOuTTs.

3 60Ky WAYHKOBO-KUWK0B8020 mpakmy. [liapest.

3 boky wkipu ma nidwkKipHoi KaimkosuHu. BucumaHHs, KPOIUB'THKA, CBepOixK.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii. [ToBimOMIEHHS PO Mif03PIOBaHi MOGiIYHI peakirii
IicyIs 3aTBEP/XKEHHS JTiKapCchKOro 3aco0y € BaXKJIMBOIO IIpolieiypolo. Lle mJae 3Mory mpofioBKYBaTH
MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCTh/PU3HUK [JIS JAHOTO JiKapchKoro 3aco0y. MenouyHi mpaliBHUKA
MaloTh IOBIHOMIISITH IIPO yCi Imimo3pioBaHi HebaXkaHi peakilii Yyepe3 HalliOHAJIbHY CUCTEMY
IIOBiIOMJIEHb.

TepMin npumaTHOCTi. 3 POKH.

YmoBu 30epiranns. 30epiratu npu TemnepaTypi He Buile 25 °C. 36epiraTi B HELOCTYIIHOMY [JIs
OiTey Micrii.

YnakoBka. Ne 10, Ne 20 (10%2); mo 10 TabneTok y Gmictepi; mo 1 abo 2 GicTepu y KapTOHHI
KOpOOT1Ii.

Kareropis Bignycky. be3s peuenra.

BupPOOHHK.
Canodoi Biatpon Iugactpia, ®pannist / Sanofi Winthrop Industrie, France.

Micue3HaxoakKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOoBaIXKeHHsI HOro Tis/IbHOCTI.
30 Agenro I'toctaB Enidens, Typs, 37100, Opanmisa / 30 Avenue Gustave Eiffel, Tours, 37100, France.

3asaBHUK. TOB «Onenna Xenckea YKpaiHa», YKpaiHa / Opella Healthcare Ukraine LLC, Ukraine.






