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IHCTPYKUIA

ANS MeAMYHOro 3aCTOCyBaHHSA NiKapCbKOro 3aco6y

AJITETPA® 180 mr
(ALLEGRA® 180 mg)

Cknaa:
Airoya pe4dyoBuHa: pekcodeHagnHy rigpoxnopua;

1 TabneTtka MictuTtb ekcodpeHagnHy rigpoxnopuay 180 mr (ekBiBaseHTHO 168
Mr pekcodeHaanHy);

AOMOMDKHI peYoOBUHM: LEN03a MiKpOKpUCTasniyHa, Kpoxmarsb
npexenaTuHi30BaHWIM, HATPiD KpOCKapMesio3a, MarHito crteapart, rinpomMenosa,
nosigoH, TutaHy aiokcug (E 171), KpeMHito agiokcua kKonoigHuin 6e3BoaHUN,
mMakporon 400, cymiw 3aniza okcmay osTa (E 172) Ta cyMiw 3aniza okcmay
poxeBa (E 172).

JNlikapcbka dopma. TabneTkn, BKpuTi 06010HKOO.

OCHOBHI @pi3nKo-XiMi4HIi B1IaCTMBOCTI: TabneTkn NnepcnKoBOro Konbopy y dopMi
Kancynu, BKpPUTIi 000/M0HKOK, 3 TUCHEHHAM «018» 3 ogHoro 60Ky Ta
TUCHEHHSAM Y BUrNs4i NPOMNUCHOI liTepn «e» 3 iHWoro 6oky.

dapmakoTepaneBTUYHa rpyna.

AHTUricTaMiHHi 3acobu ans cucteMHoro 3actocyBaHHs. Kog ATX RO6A X26.

®apMakos10ridyHi B/1aCTUBOCTI.

G®apmakognHamika. dekcodeHaanHy rigpoxsopuvg - HeceaaTUBHUI
aHTUricTaMiHHKMM 3acibé rpynun aHTaroHicTiB crneundiyHmnx peuentopie Hi.
®ekcodeHaauH € papMakoaoriyHoO akTMBHUM MeTaboniTom TepdeHagnHy.

Y KAIHIYHUX  [OOCNIAKEHHAX NyXupiB Ta rinepemil LWKipy, iHAYKOBaHWUX
riCcTaMiHOM, aHTUriCTaMiHHMM edeKkT dekcodeHaanHy rigpoxnopuay, SKuin
npu3aHadannm 1 Ta 2 pa3u Ha  poby, nposBuUBCA nportdarom 1
rOAVHW, LOOCATHYBLUM MaKCMMyMy 4epe3 6 roawH, i TpuBaB npoTdArom 24
rognH. O3HaK po3BUTKY HENEPEHOCUMOCTI He ByNno BMABNEHO HaBiTb nicnisa 28-
AeHHoro npuroMy. KniHiyHMKM edeKkT cnocTepirasca niciaga OA4HOPA30BUX
nepopanbHux p[o3 sBia 10 go 130 wmr. Y Ui Moaeni aHTUriCTaMiHHOI
edeKTUBHOCTI AN 3abe3neyeHHs NoCTiMHOro eeKkTy NpoTarom 24 roavH 6ynu
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HeobXigHi Ao3n He MeHwe 130 Mr. MakCMMyM MNpPUrHiYeHHsT HaAbpsAKNOCTI Ta
rinepemii nepesunwysas 80 %.

Y XBOpWUX i3 CE€30HHMM anepriyHMM puUHITOM, aKi npunumann nosy Ao 240 mr
dekcodeHagnHy rigpoxnopumay 2 pasm Ha Aoby npoTsaroM 2 TUXHIB, 3MiH
QT—iHTepBany nopiBHAHO 3 nnauebo He cnocTepiranocs.

TakoX MopiBHAHO 3 nilauebo He cnocTepiranocsa NoAibHMX 3MiH i Yy 340pOBUX
nAobpoBonbUiB, SKi npunMann ao 60 Mr dekcodeHagnHy rigpoxnopuay 2 pasu
Ha noby npoTtarom 6 micauis, no 400 mMr ekcodheHaamnHy rigpoxnopuay 2 pasmu
Ha foby npotsarom 6,5 gHa Ta no 240 Mr Ha o6y NPOTAroM pokKy.

HaBiTb Npu KOHUEHTpauisax y nnasMmi Kposi, wWo B 32 pa3n nepesuulyBanm
TepaneBTUYHIi KOHUeHTpauii, dekcodpeHaanH He BUSBMSAB BMNAMBY Ha KanieBsi
KaHa/n CroBiSIbHEHOrO BUNPSAMJIEHHS, KIIOHOBaHI 3 MioKapaa NioANHN.

®apmakokiHeTnka. ®ekcodpeHaanHy riapoxsaopua WBNAKO BCMOKTYETLCA Nicns
3aCTOCYBaHHA BHYTPILLUHbLO. MakcmManbHa KOHUeHTpauiqa
nocaraetbcss npmbnusHo uvepes 1-3 roaumHu. [lpum pobosin posi 180 wmr
cepegHs BefIMYMHA MaKCUMManbHOI KOHUEHTpauii ctaHoBUTb NpubnmnsHo 494
Hr/Mn.

60—-70 % dekcodeHaanHy 3B’a3yeTbca 3 6inkamm nnasmu Kposi. [itoya
pevyoBMHA He NPOHUKAE Kpi3b rematoeHuedaniyHun bap’ep.

dekcodeHaauH Mamxe He MeTaboni3yeTbCa (9K y nediHui, Tak i No3a Hew): y
ceyi Ta KanoBuUX Macax JIIOAMHWU Y 3HAYHUX KiSIbKOCTAX BUSABJIEHO TiSIbKK
dekcodheHagmH.

BuBeneHHs pekcodeHaanHy 3 nnasmMu KpOBi BinbyBa€eTbCs 3
biekCrnoHeHUialbHUM 3HUXEHHSIM Ta TepMiHa/IbHUM NepiogoM HaniBBUBEAEHHS
Bia 11 pmo 15 roamH nicna 6aratopa3oBoro 3acTtocyBaHHs. KiHeTuka
oAHOopa30BoOi Ta 6baraTopa3oBoi 403 NiHiMHa Npu nepopanbHUX Ao3ax Ao 120
Mr 2 pa3u Ha poby. Y crtagii HacnyeHHSa ao3u o 240 mr

2 pa3n Ha poby cnpuunHanm 36inbweHHs AUC, ske 6yno aewo 6inbwnMm Big
nponopuinHoro (8,8 %). Lle Bka3ye Ha Te, wo npu gobosunx gosax 40—240 mr
dapmakokiHeTnka dekcopeHagnHy Mamxe niHinHa.

3rigHO 3 AaHUMU JocnigKeHb, Wo bynm npoeeaeHi Ha uen vac, binbla 4yactmHa
A031 BUBOAMUTBLCA 3 XKOBYIO, 3 ceyeto y He3MiHeHin dopMi BuBoanTbCcs A0 10 %.

KniHiYyHi XapakTepucTtuku.

lloka3zaHHA. CumnToMaTHyYHE JIIKYBaHHS XPOHIYHOT 1110MaTHYHOT KPOTIUB’ IHKU JUTSI JIOPOCITHAX
Ta AiTel BikoM Bix 12 poKiB.

lpoTunokasaHHs. NigBuweHa 4JyTnuBiCTb A0 6yAb SKOro 3 KOMIMOHEHTIB
npenapary.
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AnTtauni Bik Ao 12 pokiB, 3 ornsay Ha BiACYTHICTb HaNeXHUX AaHnX 3 6e3neku
Ta e(PeKTUBHOCTI.

OcobuBi 3axoan 6e3rneKku.

Cnip  poTpuMyBaTUCb  0HBEpPEeXXHOCTI npu  3aCTOCyBaHHI npenaparty
Annerpa® 180 Mr XBOpWUM NiTHLOro BiKY Ta Maui€eHTaMm i3 MOPYLIEHHAM
ne4viHkoBoi abo HMPKOBOI PYHKLIT Yepe3 HefOCTaTHICTb AaHUX.

MauieHTaM, AKi nepeHecnn y MUHysIOMYy abo MatoTb Tenep cepueBO-CYAMHHI
3axXBOpPIOBaAHHA, cnig MaTM Ha yBasi, WO NpenapaTtyu Knacy aHTUriCTaMiHiB
MOXYTb CNPUSATU BUHUKHEHHIO Takux nobiyHuMX edekTiB, K Taxikapaia Ta
Bio4vyTTS cepuebutTta (anB. po3ain «MobiuHi peakuii»).

B3aemogiqa 3 iHWKWMK NiKkapcbknMn 3acobamu Ta iHWi BUAN B3AEMOAIN.

dekcodpeHaamH He MeTaboni3yeTbCa Y MediHui i TOMy He B3aEMOAIE 3 iHWMMN
NiKapCbKMMK 3acobaMm UMM LLUNSAXOM.

KombiHauii, siKi Bumaratotb 3arobikHuX 3axoiB rpuv 3acTocyBaHHI

Mpun oAHO4YacHoOMYy NnpuU3HayeHi 3
epuTpoMiuMHOM abo KeTOKOHa30JZIOM CrocTepiranocs 2—3-pa3oBe
36inbleHHA KOHUeHTpauil dekcodpeHaanHy Yy nnas3Mmi Kposi. Bname Ha
QT—iHTepBan He 6yB NOB'A3aHUN 3 L€ 3MiHOK; 4YacToTa NO6IYHMUX peakLuin
He 36inblwyBanacsa NOPIBHAHO 3 TakOk MpU MPUMUOMI KOXHOI 3 UMX pevyoBUH
OKpeMmo.

Jlocnig)XeHHsa Ha eKkcnepuMeHTasibHUX TBapuMHax MNokasanau, Wo nigBULLEHHS
KOHUEHTpauii dekcodeHagnHy y nnasMmi KpoBi, siKke cnocTepiranocsa nicns
0AHOYACHOro 3acTOoCyBaHHSA epuUTpPoOMiuMHY abo KeTOoKOHa3osy, Moxe 6yTu
obyMoBrieHe 36ifblUEHHAM BCMOKTYBaHHSA nNpenapaTty Yy LWAYHKOBO-KULKOBOMY
TPpaKTi Ta 3MeHLeHHsM abo ekckpeLii npenapaTy Y X0BYHMX Wasxax, abo mnoro
cekpeuil y WNYHKOBO-KULWKOBOMY TPaKTi.

B3aemopaia 3 omenpa3osioM He cnocTepiranacs.

LLInyHKOBO-KMWKOBI  3acobwu  MicuesBoi Aii, aHTauuam i aacopbeHTw.
3acCcTOCyBaHHS aHTaUMAiB, WO MICTATb rigpokcuam antoMiHito abo marHito, 3a 15
XBUWINH [0 npuioMmy npenapaty Annerpa® 180 Mr 3HMXye 6i040CTYMNHICTb
dekcodeHagmHy rigpoxnopuay, WMOBIpPHO 4epe3 WOro 3B'A3yBaHHA Y
LWIYHKOBO-KULLKOBOMY TpakKTi, TUM CaMMM 3MEHLUYKUYM BCMOKTYBaHHS
dekcodeHagmHy Yy LWAYHKOBO-KUWKOBOMY TpakTi. Cnig AOTpUMYyBaTUCb
iHTepBany (3a MOX/MBOCTI TpuBanicTio 6inblie 2 roagnH) MiXK 3aCTOCYBaHHAM
dekcodeHagnHy rigpoxnopuay Ta WAYHKOBO-KULWKOBUX 3acobiB MicueBoi Ail.

Ocob/1mBi 3aCTEpPEXXEHHS.
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3acrocyBaHHSs y riepiog BaritHoCTi abo rogyBaHHS rpyaato.

BaritHicTb. [aHi Npo 3aCTOCyBaHHA BariTHMM XiHKaM HeAOoCTaTHIi. HeuncneHHi
AOCNIOKEHHS Ha TBapWHAxX He BKa3ylTb Ha HasBHICTb npsiMoro abo
onocepeakoBaHOro BMAIMBY Ha BariTHICTb, eMbpioHanbHUn/deTanbHU
pO3BUTOK, nosiorm abo nocTHaTalbHUA  pO3BUTOK. dekcodeHaanHy
rigpoxnopua He MOXHa 3aCTOCOBYBaTW Yy Mepiod BariTHOCTI, OKPiM BUNaAKiB
HaranbHOi noTpebu, KONM OdikyBaHa KOpPUCTb AN MaTepi nepeBa)kae
MOXMBUI PU3MK ANA NNoaa — Yy pasi KpanHbOoi HeobXiAHOCTI.

loayBaHHs rpyaAaro. Ockinbkn dekcodeHaanH NPOHUKAE y rpyAHE MOJIOKO,
npenapat Ansierpa® 180 Mr He MOXHa 3acTOoCOBYBaTuM Yy Mepioa roayBaHHS

rpyaao.

34aTHICTb BM/IMBATU HAa LUBUAKICTb peakuil rnpun KepyBaHHI aBTOTPaHCMopTOM
abo iHWnuMn mexaHiamMamu.

Ha niacrtaBi dapMakoanHaMiyHOro npodinto Ta HasgABHMX HA CbOroAHi AeHb
AaHnUxX npo nobiyHi edekTn HeratuMBHoro BnamBy dekcodeHaanHy
riapoxnopuay Ha 34aTHICTb KepyBaTtu asToMobinem abo npautoBatm 3
IHWMMM MexaHizMamMu He BuaBneHo. [lig 4ac nposeaeHHs BuNpobyBaHb
icToTHOro BrMBY npenapaty Annerpa® 180 Mr Ha @QYHKUiO ULeHTpanbHOI
HEepBOBOI CUCTEMU He BUABJEHO. lNauieHTaM MOXHa KepyBaTun aBToMobinem abo
BMKOHYBaTK pob0oTy, Wo notpebye KOHUEHTpaUii yBaru.

OAaHak npu HadABHOCTI MiABULLEHOI YYTNMBOCTI A0 NpenapaTty PpeKoOMeHAYETbCH
nonepeaHbO MNepeBipuUTU HAMBIAYaNbHY peakuilo XBOPOro Ha NiKapCbKui
3acib.

Crioci6 3acTtocyBaHHS Ta 40O3M.

PekomeHaoBaHa ao3a dekcodeHaanHy rigpoxnopuay Ans AoOpoCcinx Ta Aiten
BikOM Big 12 pokiB ctaHoBUTb 180 Mr Ha poby 3a oauH npuioM, To6TO oaHa
Tabnetka 180 mr 1 pa3 Ha aoby.

Hitn.

He 3acTtocoByBaTu 4iTAM BiKOM A0 12 pOKiB.

MepenosyBaHHs. NoBigoMnsnocs npo BUHUKHEHHS 3anaMopoOYeHHs,
COHNIMBOCTI, MiABULLEHOI BTOMJIIOBAHOCTI Ta CYXOCTi Yy pOTi BHacnigok
nepenosyBaHHsA (ekcodeHaanHy rigpoxnopuay. lNMopiBHaHO 3 nnauebo Ao3um
Ao 60 wMr paBivi Ha poby npoTaAroM 2 TUMXHIB Yy AiTen, a TakKox
oaHopasosi gosn pno 800 MI Ta 403U Mo 690 mMr 2
pa3n Ha goby npotdaroM 1 Micausa, a Takox no 240 mMr 1 pa3 Ha poby
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npoTaroMm 1 poKy Yy 340pOBUX A06pOBOMbUIB HE CNPUYUHAIN ByAb-SKUX
ICTOTHWX 3 KNiHIYHOI TOYKM 30pYy NO6IUHMX edekTiB. MakCMManbHa nepeHocMmMa
no3a dekcodeHaanHy rigpoxnopuay Hapasi He BCTaHOBJ/IEHA.

Y pasi 3Ha4yHOro nepeno3yBaHHSA CNig 3acTocoBYBATU CUMMMTOMATU4YHE
NiKyBaHHSI Ta KOHTPOJIIOBATU XUTTEBO BaxauBi GyHKUil. BuaaneHHs
dekcodpeHagnHy rigpoxnopumay 3 KpOBi 3@ AO0MNOMOrow  remogianisy
HeedeKkTnBHe. Hapasi HeBiAOMO Npo iICHYBAaHHSA aHTUAOTY A0 npenapary.

Mob6iuHi peakuii.

MobiyvHi peakuii, WO cnocTepirannca y 4opocnmx ocib nig 4yac KOHTPObOBAHUX
KNiHIYHMX AO0CNigXeHb, po3noAifieHi 3a CUCTeEMaMM OpraHiB Ta 4acToTow
BUHUKHEHHS: ayxe dvacti (> 1/10), vacti> 1/100, <1/10), He4acTi
(> 1/1000, <1/100), piakicHi

(> 1/10000, <1/1000), ayxe piakicHi (<1/10000), 4actoTa HeBigoMa.

3 60Ky HepBoBOi  cuctemu. Hacrto: ronoBHun  6inb,  COHAMUBICTb,
3anaMoOpoOYeHHs.

3 60Ky LWIIYHKOBO-KMULLIKOBOro TpakTy. Yacto: HyaoTa. Yacrtota Hesigoma:
CYXiCTb Yy pOTIi.

3aranbHi po3snaan Ta peakuili 'y micyi BBefeHHSs. HeyacTo: nigBuuleHa
BTOMJ1HOBAHICTb.

Mig 4yac NOCTMApKETUHroBOro CrNOCTEpPEeXEeHHHA  nosigoMasanoca  npo
HMXXUe3a3HaueHi HebaxaHi edekTn y gopocnmx (4actota BUHUKHEHHS LMUX
edekTiB HeBigOMa i He MoXe 6yTK ouiHeHa Ha OCHOBI HAasiBHUX AAHUX)

3 60Ky iMyHHOI cnctemun. Peakuii rinepyyTIMBOCTI, WO NPOSBASNNCS Y BUrAA4i
AHMOHEBPOTUYHOIro HAabpsKy, BiAYYTTA CTUCHEHHSA Y rpyasx, 3a4uLLUKu,
BiAYYTTS NPUIMBIB Ta iHWKWX CUCTEMHUX aHADINaKTUYHUX peaKUin.

3 60Ky rcuxiky. Be3COHHS, HEePBO3HICTb, po3/aau CHY abo HiuHi kKowMapwu/
HEe3BWYHi CHOBUAIHHSA (XBOPO6/MBI CHOBUAIHHSA).

3 60Ky cepuys. Taxikapais, BiguyTTa cepuebuTTs.
3 60Ky LUJTYHKOBO-KMLLIKOBOIo TpakTty. [iapes.

3 60Ky LWKipn Ta MigLKipHOI K1ITKOBMHN. BUCMNaHHsA, Kponue’'aHka, ceepbix.

lToBigomMseHHsT npo  nigo3proBaHi  nobiyHi  peakyii. NMoOBIAOMNEHHS  Mpo
nigo3ptoBaHi nobiuHi peakuii nicng 3aTBepaAXeHHS NiKapCcbKoro 3acoby €
BaX/MBOK npoueaypot. Lle pae 3Mory npoaoBXyBaTW  MOHITOPUHT
CNiBBIAHOLWEHHST KOPUCTb/pU3UK ANS [aHOro nikapcbkoro 3acoby. MeawnuyHi
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npauiBHUKK MalOTb NOBIAOMNSATM NPO YCi NiA03ptoBaHi HebaxkaHi peakuii yepes
HauiOHaNbHY CUCTEMY NOBIAOMJIEHD.

TepMiH NpuAaTHOCTI. 3 pOKMW.

YMoBU 36epiraHHs.

30epiratu npu Temneparypi He Buie 25 °C. 30epiraTi B HEJOCTYITHOMY JIJISl IIT€H MICITi.

YnakoBka.

N° 10, N2 20 (10x2); no 10 Tabnetok y 6nictepi; no 1 abo 2 6nictepu y
KapTOHHIM Kopobui.

KaTeropisa Bianycky. bes peuenTa.

BupobHuUK.

CAHOO®I BIHTPOI IHOACTPIA - TYP3, ®paHuisa
/ SANOFI WINTHROP INDUSTRIE - TOURS, France.

Micue3HaxoaxXeHHs BUpobHMKa Ta aapeca Micus NpoBag)XeHHSA MOoro AiNbHUL..

30-36 aBeHw T[toctaB Endenb, TYP3, 37100, ®paHuisa / 30-36 avenue
Gustave Eiffel, TOURS, 37100, France.

3as8BHUK.

TOB «CaHodi-ABEHTIC YKpaiHa», YkpaiHa/Sanofi-
Aventis Ukraine LLC, Ukraine.



