IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIKAPChKOI0 3ac00y

KJIAPUTHH®
(CLARITINE®)

Cknao:

oiroua peuosuna: loratadine;

1 M1 cupony MIiCTUTB JiopaTanuHy 1 mr;

O0ONOMIMNCHI peyouHU: TIPOTIICHTIIIKOJIb, TIIIEPHH, KHCJIOTa TUMOHHA 0e3B0IHa, HaTpito OeHzoar (E
211), caxapo3sa, IITy4YHUI apoOMaTU3aTOP MEPCHUK, BOJIA OUUIIIECHA.

Jlikapcbka gopma. Cupor.
OcHosHi @hizuko-Ximiuni enacmusocmi. MPO30pUN Big 06e30apBHOTO IO CBITIO-)KOBTOT'O KOJIBOPY
CHPOIIL, BUIbHUH Bi/I CTOPOHHIX BKIIIOYEHb.

dapmakoTepaneBTHYHA Ipymna.
AnTHTiCTaMIHHI 3ac00H 1t cucteMHoro 3actocyBanHs. Kox ATX RO6A X13.

Dapmakonoziuni enacmueocmi.
Dapaxoounamixa.
Jlopatuaun (nitoua pedouna npenapary Knaputun®) — TpunukiIiunuil aHTUricTaMiHHMIA 3aci6 i3
CENIEKTUBHOIO aKTUBHICTIO BiHOCHO nepudeprmunnx Hi-penenTopis.
IIpn 3actocyBaHHI Yy pPEKOMEHIOBaHIM 031 HE YUHUTH KIIHIYHO 3HAUYIIOl CENaTUBHOI Ta
aHTUXOJiHepriyHoi aii. IIpoTaroM TpuBasoro JiKyBaHHsS He OYyJIO BHSIBICHO XOIHHX KIIIHIYHO
3HAYYIIMX 3MiH y [TOKa3HUKAX KUTTE€BO BXKIMBHUX (YHKIIH, 1Ta00OPaTOPHUX JTOCTIIKEHHAX, TaHUX
(i3MKaTBPHOTO 0OCTEXEHHS XBOPOTO abo B enekTpokapaiorpami. Kmaputua® He Mae 3Hauymoro
BIUIMBY Ha akTUBHICTh Hz-ricraminoBux peuentopiB. He 010kye 3axoruieHHs HopemniHeppuHy Ta
(aKkTUYHO HE Ma€ BIIUBY Ha CEPLIEBO-CYJUHHY CUCTEMY a00 Ha aKTUBHICTh BOJIIS PUTMY.
ITicnsa pazoBoro npuitomy npemnapatry (10 Mr) Ha mijcTaBl MPOBEAECHUX MIKIpHUX MPoO Ha ricTamiH
3'ICOBaHO, 1110 aHTUTICTaMIHHA /1151 KJIIHIYHO MOMITHA Yepe3 1-3 roanHu, 1ocsrae mKkoBoro 3Ha4eHHs
B iHTepBam Bl 8 10 12 roguH 3 MOMEHTY mouatky Aii 1 TpuBae 24 rogunu. He BinzHavamocs
PO3BUTKY CTIMKOCTI IIPH MPHUIIOMI ITpenapaTy npoTsAroM 28 aHiB.
KniniuHa eekTUBHICTh Ta Ge3neka
[Tonan 10000 mamienTiB (BikoM BiJl 12 pokiB) B paMKax KOHTPOJIbOBAHOTO KJIIHIYHOTO JOCI1KEHHS
MIPOXOAMJIM JIIKyBaHHA TabiaeTkamu jopataauny 10 mr. Jlopatanun y no3i 10 mr 1 pa3 Ha 100y OyB
e(eKTHUBHIIIUM 3a TUIaledo Ta MaB MOAIOHUN A0 KIeMAacTUHY €(EeKT Mpu JIIKYBaHHI Ha3aJbHUX Ta
HEHa3aJIbHUX CHMIITOMIB aJepriyHOro pHUHITY. Y LUX JOCITIJDKEHHSX, 4acTOTa COHJIMBOCTI B
MOPIBHSHHI 3 KJIEMAaCTHHOM OyJia HUKUYOIO ITPH 3aCTOCYBaHHI1 JIOpaTaluHy Ta MOAI0HOIO Y OPIBHSIHHI
3 TepheHaanHOM Ta maanedo.

iITH
[Tin wac memiaTpuyHUX AocHiKeHb Onu3pko 200 miteit (y Bimi Big 6 A0 12 pokiB) i3 CE30HHUM
aJIepriyHUM PUHITOM 3aCTOCOBYBAJIU JIOPATaUH Y BUJISIL cupony y fo3ax 10 10 mr 1 pa3 Ha 100y.
B irnmomy nocmimkenni 60 mited (y Bimi Bif 2 10 5 poKiB) 3aCTOCOBYBAIH JIOPATaJAWH Y BUTIISII
cupory y no3i 5 mr 1 pa3 Ha 1o0y. He cnocrepiranucst »o/iHiI HemepeadoadyBaHi MOOIYHI peaKitii.
EdexTuBHicTs y aiteit Oyna noaioHoO0 e(heKTUBHOCTI, sKa CIoCTepiraaacs y J10pOoCiuX.
Dapmaxokinemuxa.
Bcemoxmysanna. JlopaTanuH mBUAKO Ta J0Ope BCMOKTYeThes. [Ipuiiom ki HE3HAYHO MOAOBXKYE Yac
BCMOKTYBaHHS JIOpaTaINHy, aJie¢ HE BIUTUBAE Ha KITHIYHUHN edekT. biomocTynHICTh IopaTaauHy Ta
HOro akTUBHOT'O META0OITY NMPSMO MPONOpLiiHa J1031.
Po3znooin. Jloparagun 3B’ s13yeThesi akTUBHO (Bim 97 % nmo 99 %) 3 Oinmkamu muia3Mu KpoBi, a Horo
aKTUBHUN MeTabOoIIT — 3 MOMIPHOIO aKTHBHICTIO (Bix 73 % 10 76 %).




[lepion HamiBBHBEIEHHsS JOPAaTaAMHy Ta HOro aKTHUBHOIO META0ONITy 3 IUIa3MU Y 3I0pOBHUX
TOOPOBOJIBIIIB CTAHOBUTH MPUOJIM3HO | Ta 2 TOMWHU MICIs 3aCTOCYBAaHHS BiATOBIIHO.
biompancgopmayis. Tlicas nepopalibHOTO MPUHOMY JIOPATAJAUH IIBHIKO 1 JOOPE BCMOKTYETHCS Ta
Metaboizyerbes i BiumBoM CYP3A4 ta CYP2D6, ronoBHuM ynHOM, y ne3noparaand. OCHOBHUI
MeTaboMIT Ie3mopaTaarH € (HapMaKoIOTIYHO AKTUBHUM 1 OUTBIIO0 MIPOIO BIAMOBIIAE 32 KITHIYHHIMA
edekt. Yac JoCATHEHHS] MaKCUMaIbHOI KOHIIGHTpAIIil IopaTaJuHy Ta Je370paTaiuHy B IJ1a3Mi KpOBi
cTtaHoBUTH 1-1,5 roguuu ta 1,5-3,7 rogyHu BiAMOBIIHO.

Buseoennus. Ilpubnuzno 40 % BBeAeHOT 103U BUBOAATHCS 3 ceueto 1 42 % — 3 kajmom BIpoaosx 10
IHIB, TOJOBHUM YHHOM, y (hopMi KOH IoroBaHux mertaOounitiB. Ilpubmuzno 27 % BBeneHoi n03u
BHBOJIUTHCS 3 ce4ero 3a nepii 24 roguau. Menmie 1 % niro4oi pedoBUHM BUBOAUTHCS Yy HE3MiHEHIN
aKTUBHIN popMi — sIK JOopaTaauH abo e3I0paTaavH.

Cepenniii KIHIICBUH TIEPiOJ] HAMIBBUBEJCHHS y 3JI0POBHUX JOPOCIHMX JOOPOBOJBIIB — 8,4 TOAMHHU
(miamason Big 3 mo 20 roauH) aiis goparaauny i 28 roauH (miamas3oH Bix 8,8 1o 92 roauH) s Horo
OCHOBHOT'O aKTUBHOT'O METa0OJITYy.

Iopywenna @yukyiti Hupox. Y XBOpUX 3 MOPYUICHHAMHU (YHKLIH HHPOK IUIOLIA i KPUBOIO
«koHueHTpais — yac» (AUC) 1 makcuManbHa KOHIIEHTpallis y ria3mi kKpoBi (Cmax) JIopaTaguHy Ta
HOro akTUBHOTO METa0OIIITy OYyJIM BHIMMHM, HIXK BiJIMOBIIHI TOKA3HUKH Y MALI€HTIB 3 HOPMAJIBHOIO
¢dyukuiero Hupok. CepeHiil nepio HaMiBBUBEICHHS JIOpAaTaAUHY 1 HOr0 aKTUBHOT'O METa0OITy He
BiJIPI3HSBCS 3HAYHOIO MipOIO BiJ] TOKA3HUKIB Y 3I0POBUX JOOPOBOJIBIIIB. Y MAIIEHTIB 13 XPOHIYHUMU
MOpYIIEHHAMU (QYHKIIH HUPOK reMojiali3 He BIUIMBAE Ha (papMakOKIHETHUKY JOpaTaguHy 1 Horo
aAKTUBHOTO METa0OJIITY.

Hopywenusn ¢ynxyiii neuinky. Y TAIEHTIB 13 XPOHIYHUM AalIKOTOJBHUM YPAKCHHSIM MEUIHKH
noka3zHUKH AUC i Cmax TopaTaanny OyJu B JIBa pa3y BUIUMH, a BiIIOBITHI TOKa3HUKH X aKTUBHOTO
MeTaboMiTy He 3MIHIOBAJHMCS ICTOTHO NpU MOPIBHAHHI 3 TaKUMU TMOKa3HUKAMU Yy TAIEHTIB 13
HOpMaJIbHOIO (yHKII€I0 TmediHku. [lepiox HamiBBHBEIEHHS JIOpaTaaWHy 1 MOro aKTUBHOTO
MeTabomiTy craHoBuTh 24 1 37 roauH BIAMOBIZHO 1 30UIBIIYETHCS 3aJE€KHO BiJ TSHKKOCTI
3aXBOPIOBAHHS TCUIHKH.

Tayienmu nimuvozo 6iky. llokaznuku hapMakoKiHETUKH JIOpATaJuHy 1 1Oro aKTUBHOTO METa0OIIITy
OyJnu aHAJIOTIYHUMU y 3JI0POBUX JOPOCIUX TOOPOBOJIBIIB, Y T. Y. 1 JIITHBOTO BIKY.

Kuainiuni xapakrepucTuku.

Ilokaszannsa.

CuMrnromMaTuyHe JIKYyBaHHS aJE€pPriyHOrO0 PUHITY Ta XPOHIYHOI 110MaTUYHOI KPOIUB’STHKU Y
JOPOCTUX Ta AITEH BIKOM BiJl 2 POKiB.

Ilpomunokasanuna.
[ligBuIIeHa YyTIUBICTD 10 aKTUBHOI PEYOBHUHU 200 /10 OY/1b-5IKOTO 1HIIOT0 KOMIIOHEHTA J1KapChbKOTO
3aco0y.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63AEMOOIlL.

Knaputun® He NOCHIIIOE IPUTHIYYBAJIbHY JIi0 aJIKOTOII0 HAa IICHXOMOTOPHI PeaKIlii.

OnHouacHe 3acTocyBaHHs JlopaTaauHy 3 iHriditopamu CYP3A4 abo CYP2D6 mMoxe mpu3BOANUTH 110
M1JBUIIEHHS PIBHSA JOpaTauHy, 1110, B CBOIO YEPry, MOCHIIIOE TOOIYHI €(PEeKTH.

IIpu ogHOYAaCHOMY 3aCTOCYBaHHI JIOpaTaJuHy 3 KETOKOHA30JI0M, €pUTPOMILIMHOM, LUMETHIMHOM
Bi/I3HAYAJIOCS MIABUIIICHHS KOHIICHTpAIIIi JJOpaTaAruHy y TUIa3Mi KpoOBi, ajie 11e MiABUIICHHS HISK HE
BUSIBIISUIOCS KIIIHIYHO, Y TOMY YHCIIi 32 JaHUMH €JIeKTPOKapAiorpamH.

Jimu

JlocmipKeHHs B3a€MO/TIi 3 IHIIMMU JIIKapChbKUMU 3aCc00aMU MTPOBOIMIINCS TIJIBKH 3 YHACTIO IOPOCIHX
MAIIEHTIB.

Ocobnueocmi 3acmocyeans.
Knaputun® crifi 3acToCOBYBAaTH 3 OOEPEXKHICTIO MAIIEHTaM i3 TSKKAM HOPYIIEHHAM (yHKIi
MEYiHKH.



Le#t nikapchkuil 3aci® MiCTUTh 3 T Iykpo3n y 5 mi; 6 r nykposu y 10 mi. 3 obepexHicTio
3aCTOCOBYIOTH XBOPHM Ha IIyKpoBHii fiaber. Moxe OyTu mikimumusum s 3y6is. Cupon Knapurtua®
HE CJIiJ MpU3HAYATH MAaLi€HTaM 3 PIIKICHUMH CIIaJKOBHUMH IOPYIICHHSIMH TOJIEPAHTHOCTI 10
(GpPYKTO3H, TaJlakTO3H, CHAaJKOBUM AC(IIUTOM JlaKTa3u, CHHIAPOMOM IOPYIICHHS BCMOKTYBaHHSI
TIIFOKO3U-TATAKTO3W 200 NediIUMTOM caxapas3u-i30ManbTa3u. SIKII0 BCTAaHOBIIEHA HETIEPEHOCUMICTh
JESKUX IYKPiB, TPOKOHCYIbTYHTECS 3 JIiKapeM, MepIl Hik MPUHMaTH 1Iel JiKapchKuii 3acio.
[Tpuitom mpenapaTy HEOOXiAHO MPUITMHUTH HE Mi3HIIIE HIX 3a 48 TOJUH A0 MPOBEJICHHS IIKIPHUX
J1arHOCTHYHUX aJIepronpoo s 3armodiraHHs XMOHUM pe3ysibTaTaM.

3acmocyeanns y nepioo eazimuocmi abo 200y8anHsL 2pyoor.

Bazimnicms. Benuka kinpkicte naHux (monan 1000 ekcrioHOBaHMX pe3yNbTaTiB) IOJO BariTHUX
KIHOK CBIIYMTH PO T€, IO JOPATAJANH HE CIIPHUUHSIE aHOMAJIIH PO3BUTKY Ta HE € TOKCUYHUM JISI
IUI0a YM HOBOHAPOKEHHX. JlOCHiI)KeHHS Ha TBapHHAaX HE BHUABWIM MPSAMHX a00 HEMpSIMUX
HEraTUBHUX €(EKTIB Ha penpoaykKTUBHY GyHKIt0. bakaHo, sk 3axig Oe3nekw, YHUKATH
3aCTOCYBaHHA JiKapchkoro 3acoby Knapurun® y nepion BaritHoCTi.

l'ooysanns epyoorw. Di3uko-xXiMiyHI JaHi CBII4aTh MPO BUBEACHHS JOpaTaJWHY/METa0OIITIB 13
rpyaHEM MOJIOKOM. OCKIiTbKM PU3MK [T JUTHHU He MOKe OyTH BUKIIOueHHi, npenapaT Knaputua®
HE CJIiJI 3aCTOCOBYBATH B IEPi0] FOyBaHHS TPYIIIO.

Depmunvricms. JlaHi MOAO BIUIMBY MPOAYKTY Ha JKiHOUY 200 40JIOBIUY (DepTHIBHICTD BiICYTHI.

30amuicme énaueamu Ha WEUOKICMb pearyii npu KepysawHi asmompaHcnopmom ado HuuMu
MEXAHIZMAMU.

Knaputur® He BrmBae abo BIUIMBAE HE3HAUYHHM YMHOM Ha 3/IaTHICTh KEPYBaTH aBTOTPAHCIIOPTOM
abo iHmmMMH MexaHi3MaMu. [IpoTe maimieHTOBI HEOOXIAHO MOBIIOMHUTH, IO IyXKE€ PIIKO MOXKE
BHHUKATH COHJIMBICTh, IO BIUIMBA€ Ha 3JaTHICTh KEPYBATH aBTOTPAHCIIOPTOM a0O IMpAIfOBATH 3
IHIITUMH MEXaHI3MaMH.

Cnocio 3acmocysanna ma 0o3u.

Cnocib 3acmocysanusi.

3acTocoByBaTu nepopaibHO. CHPOI MOXKHA 3aCTOCOBYBATH HE3AJIEKHO BiJ MpUHOMY TXKi.
Jlo3yeanHns.

Hopocnum Ta AitsaM BikoM Bia 12 pokiB npuiiMatu o 10 M cupony (10 mr nopatanuny) 1 pa3 Ha
n00y.

Ho3u onsa dimeti ikom 6i0 2 do 12 poxkie 3anedcams 6i0 ix macu mina

Hitu 3 macoro tina 6ubmre 30 kr: 10 mut (10 mr) cupony 1 pa3 Ha 100y.

Hitu 3 macoro Tina 10 30 kr: 5 ma (5 mr) cupomy 1 pa3 Ha 100y.

THayienmu nimuvo2o 8iK)y.

He BuMaraeTbcst KOpeKIlii 103yBaHHS JIFOSIM JIITHBOT'O BIKY.

Tayienmu 3 nopywennamu QyHKYil neyinKu.

[Tamientam 3 mopymeHHAMH (DYHKIIH NEYiHKM TSHKKOTO CTYIMEHS CliJ MpU3HA4YaTd Ipenapar y
HUK4Y1M MTOYATKOBIN /1031, OCKUIBKM MOXJIMBE 3HMKEHHs KIIIpEHCY JiopaTaauny. [ns nopocnux i
JiTel 13 Macoro Tina 6ibie 30 KT pekoMeH10BaHa [ToYaTKoBa /1032 ckiaaae 10 mr uepes neHb, a 1is
niTew 3 Macoro Tia 10 30 Kr — 5 Mr 4epe3 JIeHb.

Tayienmu 3 nopywieHnuamu QyHKYil HUPOK.

Hemae HeoOXiTHOCTI B KOPEKIIIT 1031 JIJIsl AIlIEHTIB 3 MOPYIIEHHAMH () YHKIIIH HUPOK.

imu.
EdexTuBHicTh Ta Oe3neka 3acTOCYBaHHs JIKapChbKOro 3aco0y IITAM BIKOM J10 2 PpOKIB He
BCTaHOBJIEHI.

Ilepeoo3ysanns.
[Ipn mepeno3yBaHHI BiJ3HAYAIMCA AHTHXOJIHEPTIYHI CHMIITOMH: COHJIUBICTH, TaxiKapmis Ta
rojoBHH Oub. [Ipu mepeno3yBaHHI peKOMEHOBAHO CUMIITOMATHYHE Ta MIATPUMYIOUE JIIKYBaHHS
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YIIPOJOBXK HEOOXITHOTO TepioAy dacy. PekoMeHIyloTbcs CTaHAApTHI 3aXOAM MO0 BUIAJICHHS
npernapary, KM He BCMOKTAaBCsI, 31 IUTYHKA: MPOMUBaHHS IITyHKA, 3aCTOCYBaHHS MOJPiOHEHOTO
aKTHBOBAHOTO BYT1JIS 3 BOJIOKO.

JlopatagivH He BHBOAMTHCS NUIIXOM TeMOJiaii3y, TaKOXX HEBIJOMO, Y BHBOJMTHLCS JIOPATAIHH
[UIIXOM TIEPUTOHEANbHOTrO Miani3y. [licis HeBiIKIAAHOI JOOMOTH TAIlIEHT Ma€ 3aJUITUTHCS ITi]T
MEJIMYHUM HaTJISI0M.

Ilo6iuni peaxuii.

VY KIIHIYHHAX JOCHIKEHHSAX 3 YYacTIO JOPOCIMX 1 MiAJIITKIB MpPU 3aCTOCYBaHHI JOpaTaauHy B
pekoMeHtoBaHii 1031 10 Mr Ha 100y 3a MOKa3aHHSAMH, IO BKIIOYAIOTH ajepriyauid puHIT (AP) 1
XpoHiuHy inionarnyny kponus’sHKY (XIK), mpo mobiuni peakmii nmoBigomisiiocs y 2 % maiieHTiB
(1o mepeBMIye MOKA3HUKHU Y TMAIEHTIB, sIKI OTpUMYyBaiu Iutane6o). Haivactimumu mo6iuHUMH
peaKIisiMH, PO SKi MOBITOMIISIIOCS YacTillle, HK MPH 3aCTOCYBaHHI 1ane6o, Oymu: connusicTs (1,2
%), ronoBuuii Oune (0,6 %), migBumenuii anerut (0,5 %) ta 6e3conns (0,1 %). Y xiaiHIYHHX
JOCTIDKEHHSX Y JiTel BikoM Bix 2 10 12 pokiB Bif3HAUaNKCs Taki HeOaKaH1 SIBUIIA SK TOJIOBHHIA
61116 (2,7 %), HepBO3HICTH (2,3 %) a6o BTOMa (1 %).

[ToGiuni peakii, mpo sIKi TOBIJOMIISIIOCS B XOi MOCTMAapKETUHTOBOTO IEPioy, BKa3aHi HUXKYE B
TabJIUIIl 3a KIacaMu CUCTEM opraHiB. YacToTa mMOOIYHMX peakiliii BU3Hauanacs TaKUM YHHOM: JTyXKe
gacrti (> 1/10), gacTi (Bix > 1/100 o < 1/10), wewacri (Bix > 1/1000 mo < 1/100), mooauHOKI BUNIAIKK
(Bimg > 1/10 000 mo < 1/1000), piakicHi Bumanku (< 1/10 000) i yactoTa HeBigoMa (HEMOXKIUBO
BCTAHOBUTH 32 HASSBHUMH JJAHUMHU ).

Y koxHi# rpymi moOivyHi peakiii BKa3aHi B MOPSAKY 3HWKEHHS CEPHO3HOCTI.

Kitac cucremu opranis Yacrtora [To61uHi edexTn

Imynna cucrema PinkicHi Bunagku | Peakuii miaBuIeHOT
YYyTJIIMBOCTI (B TOMY YHCII
anaginmakcis, anrioegema)

HepBosa cucrema Pinkicui Bumagku | 3amaMopoYeHHsl, CyI0MU

CepueBo-cyilMHHA CHCTEMA Pinkicui Bumanku | Taxikapmisi, BIAUYTTS
CepueOuTTs

II1yHKOBO-KHUIIKOBHM TPaKT PinkicHi Bunagku | Hynora, cyxicTs y poTi,
racTpUT

I'emaToOiniapHa cucrema PingkicHi Bunagku | [lopyieHHs me4iHKOBUX
GbyHKIIIHA

[kipa Ta miamKipHa TKaHHHA Pigkichi Bunagku | Bucunmanss, ajmormeris

3aranpHi po3naan Pinxicui Bumanku | [ligBuineHa BTOMJIIOBaHICTh

Pe3synbratu 1abopaTtopHux Ta UYacroTa HeBitoma | 301bIIEHHS MacH Tija

IHIIUX JTOCIIIKEHb

Tepmin npuoammnocmi. 3 poxu.

YmoBH 30epiranus.

30epiratu mpu Temmeparypi He Bute 25 °C B HEIOCTYITHOMY AJIs JITeH MicIIi.

YnakoBka.

ITo 60 mit a6o o 120 mi y ¢uiakoHi, mo 1 grakoHy 3 MIpHOIO JIOXKKOIO Y KapTOHH1H KOpOOIIi.

Kareropis Binnmycky. bes penenra.

Bupoonuk.
lepinr-TTnay Jlabo H.B. / Schering-Plough Labo NV.

Micue3naxo/:keHHsI BUPOOHHMKA Ta HOTro ajpeca Micusi NPOBazKeHHS TilIbHOCTI.
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