IHCTPYKIIIA
IJIsI MEJUYHOT 0 3aCTOCYBaHHSI JIiIKapChKOT0 3aC00y

AJIJIETPA® 120 mr
(ALLEGRA® 120 mg)

CKnao:

ditoua pevosuHa: pexcodeHaguHy TigpOXIOPUL;

1 TabneTka MicTuTh hekcobeHanuny rigpoxnopuny 120 mr (exBiBaneHTHO 112 Mr
bekcodpeHaguny);

00ONOMIdCHI peYoBUHU: TIEJII0JI03a MiKPOKPUCTAIiYHa, KpOXMalb IIpekKenaTuHi30BaHUH,
HaTPil0 KPOCKapMeIo3a, MarHilo cTeapar;

obosoHKa: Timpomeno3a, makporon 400, tTutany miokcun (E 171), KpeMHi0 miokcup,
KOJIOImHKY O0e3BOMHUM, TIOBIOH, CyMilll 3ai3a okcuny xkoBTa (E 172) Ta cyMim 3asiza
okcupy poxesa (E 172).

Jlikapcbka ¢popma. TabmeTKy, BKPUTI ITIBKOBOIO 000JI0HKOIO.
OcHosHi ¢izuko-ximiyHi 8aacmusocmi: TabneTKH IePCUKOBOTO KOIHOPY, MOAUGiKoBaHOi
KarcynomnonioHoi popMu, BKPUTI IIiBKOBOIO 000JI0HKOI0, 3 TUCHEHHSIM “012” Ha omHilk

“, "

CTOPOHI Ta MPOMIKCHOIO JIITEPOIO “e” 3 iHII0l CTOPOHH.

®dapMakKoTepaneBTHYHA Irpymna.
AuTurictaminHi 3acobu fys cucteMHOro 3actocyBanHs. Kog ATX RO6A X26.



®apMaKoI0riyHi BI1aCTHBOCTI.

®apmakoduHamika. PekcobeHaauHy TiAPOXTIOPUL - HeCeaTUBHUN aHTUTICTaMiHHUMN
3acib rpynu aHTaroHicTiB cnenudiunmx penentopiB H, ®excodeHanuy €
(bapMaKoJIOTiYHO aKTHBHUM MeTab0/IiTOM TeppeHaaruHy.

Y KJTiHIYHUX JOCHIAXKEHHIX ITyXUPiB Ta rimepeMmil MKipH, iHAYKOBaHUX TiCTaMiHOM,
aHTUTiCcTaMiHHUM epeKT pekcodheHaguHy TigpPOXJIOPUAY, KUY NIpr3Havany 1 Ta 2 pasu
Ha 700y, MPOSBUBCS IPOTAToM 1 TOOWHU, JOCATHYBIIN MaKCUMyMy depe3 6 TONUH i
TpuBaB npoTaroM 24 roguH. O3HaK PO3BUTKY HEIIEPeHOCUMOCTi He OyJi0 BUSIBIEHO
HaBiTh micns 28-genHHoro mpuiiomy. Kiiniunui eeKT criocTepiraBcs micisi OMHOPA30BUX
nepopanbHUX 103 Big 10 mo 130 Mr. V mi#t Mmoperni aHTUricTaMiHHOI €(beKTUBHOCTI IS
3abe3nedyeHHs OCTIMHOTO eeKTy IpoTAroM 24 roguH Oyny HeoOXifHI [031U HE MeHIIIe
130 mr. MakcuMyM IpUTHIiYeHHS HaOpSAKIIOCTI Ta rimepeMil nepesutysas 80 %.
KrniniyHi gocnigxKeHHS CE30HHOTO aJIepPriYHOr0 PUHITY IOKa3yTh, 110 Jo3a 120 Mr
mocTaTHS [7s 3abe3medeHHs 24-TOQUHHOL e()eKTUBHOCTI

Y XBOpUX i3 CE30HHUM aJIepriYHUM PUHITOM, Kl IpuiMany go3y go 240 mr
bexcobeHaauHy TigpoXIopuny 2 pas3u Ha 00y IPOTATroM 2 TUXKHIB, CTAaTUCTUYHO
3Hauymux 3MiH QT—iHTepBany mopiBHSAHO 3 myanebo He CIocTepiranocs.

Takoxk MOpiBHAHO 3 myIanebo He CIOCTepiranaocs Mofi0OHMX 3MiH i y 3M0pOBUX
noOpoBOBLIB, SKi mpuiiManu 0o 60 Mr ¢pekcobeHaAuHY TiIpOXI0OpUAy 2 pasu Ha #o0y
npoTsaroMm 6 micsiris, mo 400 mMr dhekcodeHamuHy rigpoxIopumy 2 pasu Ha mooy
npotsarom 6,5 gHs Ta mo 240 Mr Ha goOy MPOTATOM POKY. Y miTel BikoM Bif 6 mo 11 pokis
He CIIOCTEepiraaocs CTaTUCTUYHO 3HAUYIUX 3MiH iHnTepBany QT nmopiBHSHO 3 manedo
micys 3acTocyBaHHS GeKcoheHaAuHy TifpoxIopuny y mo3i 60 Mr 2 pa3u Ha 700y
IPOTATOM 2 TUXKHIB.

HasgiTh nIpy KOHIIEHTpAaLifAX Y [IJIa3Mi KPOBI, 1110 B 32 pa3u IepeBUlllyBai TepaleBTUUH]
KOHIIeHTpallil, pekcopeHaiuH y II0fel He BUSBIIAB BIIJIUBY Ha KaJlieBi KaHaIu
CIIOBIJILHEHOTO BUIIPSAMJIEHHS, KJIOHOBaHI 3 MiOKapay JTIIONUHMU.

®apmakokiHemuka. PekcopeHaUHy TiIPOXIOPUL MBUAKO BCMOKTYETHCS MiCIIS
3aCTOCyBaHHS BHYTPIMIHBO. MaKkcUManbHa KOHIIEHTPallis JOCATAaeThCS MPUOIN3HO Yepes
1-3 roguau. MakcuManbHa KOHIIEHTPAIlis CTaHOBUTD MPUOIU3HO 289 Hr/MI micis
OIHOKPATHOTO IpuitoMy mpenaparty y go3i 120 mr 1 pa3 Ha mo0y Ta npubnau3xo 494
HT/MIJI TTiC/IS OQHOKPATHOTO IpuiioMy mpemnapaty y mo3i 180 mr 1 pa3 Ha go0y.

60—-70 % dercodeHamrHy 3B’A3yETHCS 3 OiTKaMu MJIa3MU KPOBI.

dekcodenanrH He MeTabomi3yeThCs y nedinil. BiH MeTaboi3yeThcs fyKe He3HAYHOI0
MIpOI0, OCKIJIbKY B Ce4i Ta KaJli BUSIBIISIETHCA OCHOBHA PEYOBUHA IIpernapaTy. BuseneHus
dbexcobeHanuHy 3 MIa3Mu KPOoBi BiOyBa€eThCS 3 ABO(a3HUM 3HUKEHHSIM Ta
TepMiHa/IbHUM I1ePioloM HamiBBUBemeHHS Bim 11 mo 15 romun micist 6araTopa3oBOro
3acTtocyBaHHS. KiHeTrKa ofHOPa30Boi Ta 6araTopa3oBoi 03 JiHiliHa NpX ITepopaibHUX
mo3ax o 120 Mr 2 pa3u Ha go0y.

3rigHo 3 JAaHUMMU [OCIiXKeHb, 110 OyIu IpoBeeHi Ha 1el Yac, Oilbilla YaCcTHHA 03U
BUBOIUTHCS 3 KOBUIO, 3 CeUel0 y He3MiHeHil ¢popmi BuBoguThCs 10 10 %.

Kniniuni xapakKTepuCTHKH.

Iloka3zanus.

CuMnTomMaTHyHe JTiKyBaHHS CE30HHOTO aJeprivHOro PUHITY Y AOPOCTIUX Ta OiTel BiKOM
Bim 12 pokiB.

IIpomunoka3aHHs.

[TigBuiieHa YyTNUBICTL 0 GheKcobeHaauHy rimpoxaopuny abo [0 iHIIKUX KOMIIOHEHTIB
nmpenapary.

Hutsiunii BiK 0o 12 pokiB 3 orasgay Ha BigCyTHICTH HajleXKHUX JaHUX 3 0e3MeKH Ta
e(eKTHUBHOCTI.



Oco00.1uei 3axo0u 6e3nexu. \

Crifi {OTpUMyBaTHCh 00epeXXHOCTI IPH 3aCTOCyBaHHi Ipenapaty Amterpa’ 120 mr
XBOPHUM JIITHBOTO BiKy Ta IallieHTaM i3 MOPYIIeHHSIM ITe4iHKOBOI ab0 HUPKOBOI GYHKIIi1
Yyepes3 HeMOCTaTHICTh JaHUX.

[TamieHTaM, sIKi TepeHecnIn y MUHYJIOMY ab0 MaloTh TeIlep CepleBo-CyauHHi
3aXBOPIOBaHHS, CJIii MaTH Ha yBa3i, 10 IIpellapaTy Kjlacy aHTUTICTaMiHiB MOXKYThb
CIIPUSTH BUHUKHEHHIO TaKuxX MobiuHmx eekTiB, K TaxikKappis Ta BiT4yTTs cepleOuTTs
(muB. po3min «ITobiuHi eherTH»).

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
dekcodenaguH He MeTabOMiI3yETLCS Y MEYiHIN i TOMY He B3aEMOJIE 3 iHIUMHU
TiKapCbKUMU 3ac00aMHU LIUM IUISTXOM.

KombiHauii, aKi Bumazaroms 3anobixicHux 3axodie npu 3acmocy8aHHi

[Tpu ogHOYACHOMY NPU3HAYEHH] 3 epPUTPOMILIMHOM ab0 KeTOKOHA30JI0M CIIOCTEPIranocs
2—3-pa3oBe 30inbIIeHHS KOHIIEHTpallil pekcodeHamuHy y maa3Mi KpoBi. Brimus Ha
QT—inTepBan He OyB MOB’I3aHUM 3 1i€l0 3MiHOIO; YaCTOTa MOOIYHUX peakIliit He
306inbIyBanacs MOPiBHSIHO 3 TaKO0 MPU MPUMOMi KOXKHOI 3 IUX PEUOBHUH OKPEMO.
IlocmigKeHHS Ha eKCIIepUMEHTalIbHUX TBapUHAX II0Ka3alH, 10 MiTBUITeHHS
KOHIIEHTpallil hekcopeHaguHy y MIa3Mi KPOBi, IKe CIIOCTEPIranocs Mic/Is OGHOYAaCHOTO
3aCTOCYBaHHS epUTPOMIIMHY ab0 KeTOKOHAa30Iy, Moxe 0yTu o6ymMoBiieHe 30i/bIIeHHSIM
BCMOKTYBaHHS IIPenapaTy y UITYHKOBO-KHIITKOBOMY TPAKTi Ta 3MeHIIeHHSIM abo
eKCKpellil mpenapaTy y }KOBYHHUX LIIsXaX, ab0 H0oro Cekpelril y IMITyHKOBO-KUIIKOBOMY
TPaKTi.

B3aemopmis 3 oMmenpa3oioM He CIIoCcTepiramsacs.

[IInyHKOBO-KMIIKOBI 3aco0u MicIleBoi mii, aHTauugy i amcopbeHTH. 3aCTOCYBaHHS
QHTAIMAIB, 1[0 MICTSATh TIAPOKCUOM ATTFOMIHII0 abo MarHiio, 3a 15 XBUIMH 10 TPUAOMY
npenapaty Amnerpa’ 120 Mr 3HEXYeE 6i0H0CTyNHICTL heKcobeHaauHy TifPOXIOPUAY,
MMOBIpHO Yepe3 Moro 3B’3yBaHHS Y IIUTYHKOBO-KUIIIKOBOMY TPAKTi, TUM CaMUM
3MEHIIYI0UX BCMOKTYBaHHS eKcoheHauHy y ITYHKOBO-KUIIKOBOMY TPaKTi. Crrif
NOTPUMYBATHUCh iHTEPBAIY (3@ MOKJIMBOCTI TPHUBAIICTIO OijbIlle 2 TOMMH) MiXK
3acTocyBaHHSIM (pekcodeHamuHy TigpOXJIOPUAY Ta MUIYHKOBO-KHUIIIKOBUX 3aC00iB
Miciesoi mil.

Oco6.1ueocmi 3acmocyeaHHsi.

3acmocyeanHs y nepiod eazimnocmi ado 200yeanHs 2pyodio.

BazimHicmb. [laHi Ipo 3aCTOCYBaHHS BariTHUM XKiHKaM HegocTaTHiI. HeuncneHnHi
MOCITiXKeHHS Ha TBapUHaX He BKa3yIOTh Ha HASIBHICTh IPSIMOTO ab0 OITOCEPenKOBaHOTO
BIUIMBY Ha BariTHICTh, eMOpioHanbHUM/DeTanbHUM PO3BUTOK, MOIOTH abo
IOCTHATaIbHUM PO3BUTOK. ekcodeHaguHy TigpOXJIOPUL He MOXKHA 3aCTOCOBYBATH y
nepion BariTHOCTI, OKpiM BUIIa[KiB HaraabHOI IOTPEOU, KON OYiKyBaHa KOPUCTH A1
MaTepi IlepeBaXka€ MOXKJIMBUAN PU3UK OIS IIJIOAA.

I'oodysaHHs 2pydor. Ockinbku dhekcodheHanguH IPOHUKAE Y TPyOHE MOJIOKO, IpenapaT
AnnerpaO 120 Mr He MOKHa 3aCTOCOBYBaTH y IIepiof rogyBaHHSA I'PYAAIO0.



30amnicmb eniueamu Ha weudKicmsb peakuii npu KepyeaHHi
asmompaHcnopmomM ado iHwumu MexaHiamamu.

Ha migcTaBi ¢papMakoarmHaMiyHOTO TPOQinio Ta HasBHUX Ha ChOTOOHI HaHUX PO Mo0ivHi
eekTH HEraTUBHOTO BIIUBY (pekcodeHamuHy TigpoXJIOPUAY Ha 3TAaTHICTh KepyBaTH
aBToMOOineM abo mpalfoBaTH 3 iHIIMMU MeXaHi3MaMHu He BUSIBNIEHO. [1ig yac
TIpoBefieHHs BUIPoOyBaHb iCTOTHOTO BILTUBY Ipenapaty AnnerpaO 120 Mr Ha QyHKIIiO
IIeHTpaIbHOI HEPBOBO1 CUCTEMU He BUSBIIEeHO. [lallieHTaM MOXKHa KepyBaTH aBTOM0oOGiseM
abo BUKOHYBaTHU po0OTY, 1110 T0Tpeby€e KOHI[eHTPallil yBaru.

OpHak NpY HasBHOCTI MiBUIIIEHO] YYTIHUBOCTI 0 IIpemnapaTy PeKOMEeHAYEThCS
IIOTIEPETHELO TTEPEBIPUTH IHAUBITyaIbHY PeakKllilo XBOPOTO Ha JIiKapChKuH 3acio.

Cnocid 3acmocyeaHHsi ma do3u.

PexomeHpoBaHa f03a pekcodeHaguHy TigpOXJIOPUAY AJIS OPOCIIUX Ta AiTed BiKOM Bif
12 pokiB ctanoButh 120 Mr Ha goOy 3a ofguH npuiiom, To0TO ofHa Tabnetka 120 mr 1
pas Ha 100y .

Cnocib 3acmocy8aHHs: IepOPaNbHUN TPUNOM.

Himu. TIpenapat He 3aCTOCOBYBAaTH HAiTSM BiKOM 0 12 pokKiB.

Ilepedo3yeanHs. T1oBimOMIISAI0CS IPO BUHUKHEHHS 3allaMOPOYEeHHS, COHJIUBOCTI,
IiABUIEHOl BTOMJIIOBAHOCTI Ta CYXOCTi Y POTi BHACTIAOK IIepefo3yBaHHSI
dekcodeHanuny rigpoxmopuny. [TopiBHsHO 3 mmanebo mo3u mo 60 Mr aBivi Ha m0Oy
IIPOTSATOM 2 TUXKHIB ¥ OiT€H, a TAaKOXK O0ZHOPa30Bi f1o3u f0 800 Mr Ta mo3u mo 690 mr 2
pas3u Ha moOy mpotsirom 1 Micsitis, a Takox 1o 240 Mr 1 pa3 Ha mo6y nmpoTsaroM 1 poky y
3[0POBUX NOOPOBOJIBIIIB He CIPUYUHSANIN OYOb-IKUX iICTOTHUX 3 KJIIHIYHOI TOUKYU 30pY
nobiyHuxX edekTiB. MakcuMalibHa IIepeHocuMa fo3a ¢pekcopeHauHy TiTpoXIopuny
Hapa3i He BCTaHOBJIEHA.

Y pasi 3Ha4HOro nepeno3yBaHH CIIif 3aCTOCOBYBATA CUMIITOMATAYHE JIIKyBaHHSA Ta
KOHTPOJIIOBAaTH KUATTEBO BaXkK/uBi QyHKIil. Bumanenus ¢pekcodheHaguHy rigpoxaopumy 3
KPOBi 3a JOIOMOT0I0 reMopianisy HeedekTuBHe. Hapa3si HEBiIOMO IIPO iCHYBaHHS
aQHTHUIOTY OO Ipemnapary.



ITo6iuni peakuii.

[ToOiyHi peaxkiiii, III0 CIIOCTEPIranucs y JOPOCauX ocib mig Yac KOHTPOJIbOBaHUX
KJTIHIYHUX OOCIiIXKeHb, PO3IOileH] 3a CuCTeMaMM OpraHiB Ta YaCTOTOX BUHUKHEHHS:
nyxe gacti (> 1/10), gacri (> 1/100, <1/10), meuacri (> 1/1000, <1/100), pigkicHi

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

3 6oky Hepeogoi cucmemu. HYacTo: TOTOBHUM 0iflb, COHNIMBICTb, 3alTAMOPOYEHHS.

3 60Ky wayHKoBO-KUWK0B8020 mpakmy. YacTo: HygoTa. YacToTa HeBimoMa: CyXiCTh y
POTL.

3azanvHi po3nadu ma peakuii y micui eeedeHHs. HedacTo: mifgBuiieHa BTOMITIOBAHICTb.

[Tig yac TOCTMapKETUHTOBOI'0 CIIOCTEPEXKEHHS MIOBIIOMIISAIIOCS IIPO HUXYe3a3aH4yeHi
HeOaxkaHi e(peKTH y JOPOCIUX (4acToTa BUHMKHEHHS I[UX e(eKTiB HeBifoMa i He MOXKe
OyTH olliHeHa Ha OCHOBi HasIBHUX [aHUX)

3 6oky imyHHOI cucmemu. Peaktii rinepuyTIUBOCTI, 1[0 TPOSIBISNIUCS Y BUTTISMI
aHTiOHEBPOTUYHOTO HAOPSKY, BIIUYTTS CTUCHEHHS Y TPYASIX, 3aAUIIKY, BiIUyTTS
IIPUIIIMBIB Ta iHIIMX CUCTEMHUX aHa(inaKTUYHUX peakiliil.

3 6oky ncuxiku. be3coHHS, HEPBO3HICTh, PO37Iagu CHY a00 HiYHi KOIIMapyu/ He3BUYHI
CHOBHU[IIHHS (XBOPOONIMBI CHOBUIIHHS).

3 boky cepus. Taxikapmisi, BifuyTTsI cepueOuTTs.

3 60Ky wayHK080-KUWK0B8020 mpakmy. [liapes.

3 6oky wkipu ma nidwkipHoi KaimkosuHu. BucumaHHs, KPOIUB'THKa, CBepOixK.

ITogidomaeHHA npo nido3prosaHi nobiuHi peakuii. [ToBimOMIEHHS PO Iif03pOBaHi
no0iyHi peakii micyig 3aTBepAXKEeHHS JIiIKapChKOro 3aco0y € BaxXK/IMBOIO Ipolieaypo. Le
[la€ 3MOT'y IIPOAOBXKYBAaTU MOHITOPUHT CIIiBBIIHOIIEHHS KOPUCTH/PU3UK AJIA LAHOTO
JiKapchbKOro 3aco0y. MeouyHi mpaliBHUKKA MAIOTh IOBIIOMIISATH IIPO YCi Mig0o3pioBaHi
HeOaxkaHi peakilil uepes HalliOHa/IbHy CUCTEMY ITOBiIOMIIEHb.

Tepmin npugaTHOCTi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu npu Temmepartypi He Buie 25 °C. 36epiratu B
He[OCTYIIHOMY [JIS OiTe’ MICLii.

YnakoBka. Ne 10, Ne 20 (10x2); mo 10 tabneTok y 6mictepi; mo 1 abo 2 6micrepu y
KapTOHHIN KOPOOT1Ii.

Kareropis Bignycky. bes penenra.

BupoOHHK.

Canodi BinTpon Iagactpia, ®pasnuisg / Sanofi Winthrop Industrie, France.
Micue3HaxoKeHHsI BHPOOHHKA Ta ajfijpeca Micusi MIpoBaIKeHHs HOro
OisTILHOCTI.

30 Agento I'toctaB Endens, Typs, 37100, @panmis / 30 Avenue Gustave Eiffel, Tours,
37100, France.

3asBHUK. TOB «Onemnta Xenckea Ykpaina», Ykpaina / Opella Healthcare Ukraine LLC,
Ukraine.



