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IHCTPYKIIA
AJIS MEJHTHOTO 3aCTOCYBAaHHS JIKapCHKOIo 3acofy

JJOPATAJXMH-3TOPOB’s1
(LORATADINE-ZDOROVYE)
Cknao:
oiiloua pevosuna: loratadine;
1 Tabnerka micTuTs noparamury 10 mr;
OONOMIiCHi pedo6uHu: JIAKTO3W MOHOTIIPAT, KPOXMajlb KyKYpYI3sHH, KPEMHIIO TIOKCHI KOJIOIIHHH
0e3BOIHMH, TOBIZIOH, MarHilO CTeapar, HaTpPiko KPOCKapMeIo3a.

Jlikapceka gopma. Tabnerkn.
Ocnoeni ¢pisuxo-ximiuni enacmusocmi: Tabnerku 6imoro abo 6iTOro 3 KOBTYBATHM BiATIHKOM KOJTBOPY
TUIOCKOIATIHAPHIHOT (DOPMHE 3 PHCKOIO.

PapmakoTepaneBTHYHA IPyna. AHTHTICTaMIHH] 32004 IS CHCTEMHOTO 38CTOCYBaHHS.
Kom ATX R06A X13.

Dapmakonoziuni enacmusocmi.

Papmarodunamixa,

Jloparanuu (miroya pedoBMHa Ipemnapary) — TPHIMKIIYHHN AHTHTICTAMIHEHE 3aci6 i3 CeleKTHBHOO
aKTUBHICTIO o0 nepudepudnux Hi-penentopis.

Y GiIbIIOCT] MallieHTiB MPH 3aCTOCYBAaHH] Y PeKOMEHIOBAHIMN 031 JIOPATAIMH He YHHATH KIIHIGHO 3HA49y 1ol
CeNaTHBHOI Ta AHTHUXONiHEpriuHOi Jii. VIPOAOBK TpHUBAIOrO JiKyBAHHA He CIIOCTEPIraloch KIHIYHO
3HAYyIMUX 3MIH Yy NOKa3HUKAX JKUTTEBO B@KIMBUX (YHKIIM OpraHismy, 11ab0OpaTOpHUX HOCIIIKEHD,
i3uKaIBHOTO 06CTeXEHHS ab0  eneKTpOKapIiorpaMHy. Jloparamus He Mae 3Ha4ymIOro BIUIMBY Ha
H;-ricraminosi penenrtopn. [Ipenapar e inri6ye normuanss HOpemiHepyHy 1 HaKTHIHO HE Ma€e BIUIMBY Ha
(YHKUIIO CeprieBO-CyIMHHEOI CHCTEMH a6o Ha AKTHBHICTB BOJIS PUTMY cepIs.

[cHyrOTh JNaHi, MO JOCITIIKEHHS 3 NMPOBEACHHM IKIpHEX Tpo6 Ha ricTamiH micisd 3aCTOCYBaHHS PasOBOI
mo3n 10 Mr mokasamu, IO AHTHIICTAMIHHEM e(eKT BHHUKAE gepe3 1-3 romuHM, mocsrae MKy uepes
8-12 romm i Tpusae Gibme 24 roxun. He pinsnawanocs poseuTKy CcTiffkocTi 10 i npernapary nicis 28 nHiB
3aCTOCYBaHHS JOPATauHy.

EdextusHicTs y mitelt moni6Ha 10 edekTHBHOCTI y KOpOCIHX.

Dapmaxokinemuxa.

Bemoxmyeanns. JlopaTamuH mBAIKO i H06pe BCMOKTYETHCS. 3acTocyBaHHs Nperapary IIf 4ac iTH MOe
ACIIO 3aTPUMYyBaTH BCMOKTYBAHHS JIOpATaJMHY, IPOTE II€ HE BINIMBAc Ha KiiHidaMM edekT. ITokasHuKH
bionocTymHOCTI TopaTaMHy Ta HOro akTHBHOTO MeTabolIiTy € HNPOIOPIIHHEMHU 1031.

Posnodin. Jloparamus 38’s3yeThes akTuBHO (Bim 97 mo 99 %) 3 6iMKamMu mIasMu KpoBi, a HOTO aKTHBHMIA
MeTabomT — i3 MOMIpHOK aKTHBHICTIO (Bim 73 mo 76 %). Ilepion HamiBpo3mOmiNy MOpaTamgvHy Ta HOro
aKTHBHOTO MeTabOIMITy Y Ia3ui KpOBi CTaHOBHTS MpubIH3HO | Ta 2 TONMHEM BiIOBITHO.

biompancopmayia. Tlics mepopaIbHOTO 3aCTOCYBAHHS IopaTaiH MBUIKO 1 106pe abcopOyeThed, a TakoxK
CKCTCHCHBHO METabOIMi3y€eThCs [IPH NEPIIOMY IMPOXOKEHHI Yepes TIeiHKY, TONOBHNM YHHOM, 33 JOTOMOTOMO
CYP3A4 i CYP2D6. OcHosHuit MeTaboILiT fe3opaTauy € GapMakoIOTIYHO AKTHBHLH i GLIBIION Miporo
BiAmOBinae 3a wiiHiuEud edext. Jloparamun i Ae3nopaTaliii JOCAral0Th MaKCHMAalbHOI KOHIIEHTpalii y
m1a3Mi KpoBi (Trma) gepes 1-1,5 rogunu i 1,5-3,7 roques BimmOBiIHO mics 3aCTOCYBaHHA IIpeTapary.
Buseodenns. TTpubmusno 40 % 103U BUBOIUTECS 13 ceuero i 42 % — 3 KaJloM yrponoBx 10 qHiB, B OCHOBHOMY
y ¢dopmi xor’roroBanux merabomitie. Ilpubmmsmo 27 % nosu BHBOJHUTECA i3 CEYCIO0 YIPOAOBK MEPIINX
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24 rommH. Menmre 1 % JiF040] PEeYOBMHH BHBOIMTHCS y HE3MiHEHiH aKTHRHIi dopmi sK noparamuH abo
I€37I0paTajInH.

Cepenni#t mepion HalliBBUBEIEHHs NOpaTalHHy CTAHOBUTH 8,4 TONMHH (miamazoH — Big 3 mo 20 romun), a
OCHOBHOI'0 aKTHBHOTO MeTabomiTy — 28 rogun (aiamazon — Bix 8,8 mo 92 TOZHH).

Hopywenna chynxyii nupox. V NAIi€HTIB i3 XPOHITHHM MOPYIMEHHSIM (QyHKIIl HAPOK IMiIBHINYBAUCS
nokasHAkH AUC 1 MakcHManbHO! KOHNEHTpauii y mmasmi KpoBi (Cpa) JaopatajuHy 1 HOro axkTHBHOIO
MeTabOITy MOPIBHSHO 3 TaKWMH NMOKA3HUKAMH y TAIHEHTIB i3 HOPMAIBHOO Gynxmiero Hupok. Cepemuiit
epiof HANIBBHUBECHHS JIOPATAJUHy i HOro aKTHBHOTO MeTaboNiTy HE BiApPI3HABCS 3HAYHOK MipOIO Bif
TOKa3HHUKIB y 310POBHX /IOReH. V mamieHTiB i3 XpOHIYHMM TOpYMeHHsIM (BYHKI MeYiHKH TeMomiamis He
BIUTMBAE Ha (hapMaKOKIHETHKY JOPaTaIHHY i Or0 aKTHBHOTO MeTaGOIiTY.

Hopywenns pynxyii nevinky. Y TanienTis i3 XpOHIYHUM aTKOTONBHUM YPaKEHHIM NediHku mokasauxu AUC
1 Ciuax TOpaTauey Gyid y 1Ba pasH BUIEMH, a IOKA3HAKH iX AKTHBHOIO MeTaboIiTy He 3MiHIOBAIHCS iCTOTHO
UpH TODIBHSHHI 3 TAaKAMH TNOKA3HMKAMH y IAEHTIE i3 HOPMAIBHOK (YHKIIEK MeYiHKH. ITepion
HAIliBBMBE/ICHHS JIOpaTaJMHy i #Horo akTWBHOTO MeTabomiTy cramoButh 24 i 37 romuH BIIOBIAHO 1
301IBITYETRCS 3aT€XKHO BiJl TSOKKOCTI 3aXBOPIOBAHHS IEYiHKH.

layienmu nimnvozo eixy. Tloxaswukm (apMakoKiHETHKH nopataguHy 1 HOro akTHBHOTO MeETaboIiTy
QHAIIOTIYHI y 3/0POBHX 0Ci6 MITHEOrO BIKy i 3XOPOBHX OCi6 MOIOMIIOTO BiKYy.

Kninigni xapakrepucruxy.
IToxazanna.
CuMnTomMaTHIHe NiKyBaHHS aNepriyHoro puHiTy i XpOHITHOI igionaTHyHoT KpPOIIUB’ SHKH.

Ilpomunoxazanna.
Ilinenmena 9y TIMBICTS 10 KOMIIOHEHTIB IPETapaTy.

B3aemooia 3 inwumu nikapcokumu 3acobamu ma inwi euou e3aemoodiii.

Ilpu 3acTocyBamHi omHOYacHO 3 aiKoroneM ebeKTH Ipemapary He TIOCHITIOIOTBCS, IO IATBEPIKEHO
AOCTIKEHHAMHE TICHXOMOTOPHOT (ByHKIIIT. _

lorernilina B3aeMomid MOXKe MaTd Miclle NIPH 3aCTOCYBAaHHI BCIX BLIOMHX 1aribiTopis CYP3A4 abo
CYP2D6, mo mpu3BoAuTH 10 MiABUINEHHS piBHIB JIOpaTagHHy, a Ie¢ Hacammepen Moxe OyTH MpHYMHOKO
IiIBAIIEHHS 9aCTOTH BUHAKHEHHS IO IHIX peakxirii.

HoBimommnsmocs mpo MiABHIIEHHS KOHIEHTpAii JopaTajidHy |y Ida3Mi KpOBi IICasI OJHOYACHOTO
3aCTOCYBaHHs 3 KCTOKOHA30NIOM, CPHUTPOMILNMHOM i MMMETHIMHOM, IO HE CYHPOBOMKYBAIOCH KIIHIYHO
3HaYyIMMH 3MiHaMH (Y T. 4. Ha EKT).

Himu. JlocnimKeHHs B3aeMOJIiH 3 HIIMME TpenaparaMu [IPOBOIHIIKCS TLIBKH 3 YYaCTIO JOPOCIHX IAIli€HTIB.

Ocobnusocmi 3acmocyeanna.

IIpenapar ¢tz 3 0GepexHICTIO 3aCTOCOBYBATH MAIIEHTAM i3 TSIKKOIO (opmoro mopyIeHHEs QYHKIT MediHKH.
3acTocyBaHHs Ipenapary HeoOXiTHO MPUIHHATH SK MIHIMYM 32 48 TONHH [0 HpOBEeHHS MKIPHHUX TECTIB,
OCKIJIBKH aHTHTICTAMIHM MOXYTh HEHTpali3yBaTd a60 iHIIMM YHHOM [OCIaGIsTH TIO3UTHBHY PEAKIHIO TIPH
BH3HAYEHHI IHIEKCY PeaKTHBHOCTI IIKipH.

Ilpenapar MiCTHTh naKTo3y, TOMy, SKIIO y IAI[EHTa BCTAHORICHA HETIEPEHOCHMICTh JESKHX IyKpiB, Tpeba
IIPOKOHCYINETYBATHCS 3 JIIKapeM, EPII Hix TpIbiMaTy el mKapchKuii 3aci6.

3acmocyeanna y nepiod eazimnocmi abo 200ys8anns 2pyooro.

Baritmicte. JlaHuX mpo 3acTOCyBaHHS NOpaTajMHy BariTHAMH >KIHKaMH Iyke Majo. JOCHiuKeHHS Ha
TBADHHAX HE BUABHIM MNpsSMUX ab0 HENPAMUX HETaTHBHHX eekTiB, o CTOCYIOTBCSA PENPOAYKTHBHOIL
TOKCHYHOCTI. baskauo, sk 3axij 6e3meKn, yHUKaTH 3acTOCy BAHHS npernapary y Iepioll BariTHOCTI.

Ilepion romysamns rpymmo. ®isuxo-xiMiumi nami cBiguaTs [P0 BHBEJEHHS JOpaTaguHy/MeTabomiTiR i3
TPyAHAM MOJOKOM. OCKINBKM pPU3WK [18 OWTHHM He MOXe OyTH BHKTIOYCHMIA, opemapar He CIIijl
3aCTOCOBYBATH y NEPiOf N0y BaHHS IPYIIIO.

DepTrnbHiCTE. JIaHi 1010 BILUBY JTOpaTaTuHy Ha XKiHOYy 260 JONOBIdy (BepTUIBHICTE BiOCyTHI.
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30amuicme ennueamu na weuoxicme Peaxyil npu Kepysanni asmompancnopmom abo inuwumMu Mexanizmamy,
Ilpenapar He BrHBaE a0 BIIMBAE HE3HAYHHMM YHHOM HA 3[ATHICTb KEPYBAaTH aBTOTPAHCIOPTOM a60 iHIIHAMHU
MeXaHi3MaMHy. IIpoTe marieHTy HeoOXimHO MOBiTOMUTH, 10 Iy’Ke PilIKo TIOBITOMIIAIIOCS IIPO COHIIMBICTE, IO
MOJKE BIIMBATH Ha 3aTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM 860 MEXaHi3MAaM.

Cnocib 3acmocysanna ma do3u.

Cmoci6 3acTocypanms. [Tepopamsro. TabneTkn MoKHA 3aCTOCOBYBATH HE3AJICIKHO Bill BXXKHBAHHESA 1XKi.
Losysanns. Jlopocnum Ta miTaM Bikom Big 12 POKiB ciz npuitmary mo 1 Tabmermi (10 mr JoparaauHy) 1 pas
Ha 100y.

Hust mitedt Bixom Bix 2 70 12 pokiB 103yBaHHS 3aTEXUTH BiI MacH Tima. ITpu Maci Tina 6imeme 30 kxr: 10 mMr
(1 Tabnetka) 1 pas Ha m06y. JliTsM 3 Macoro Tima Merme 30 KT 3aCTOCOBYBATH IIPEMapar y BUIIIAI CHPOILY.
Iayienmu nimmuvozo 6ixy. He BumaraeTbes KOPEKIii J03yBaHH JIOSIM JiTHBOTO BIKY.

Tayienmu i3 nopywennamu gynxyii nevinxu. TlamienTan i3 HOPYMEHHAMHE (yHKITIT HEUiHKH TSHKKOTO CTYTICHS
CIiA NpU3HAYaTH MpenapaT y HUKYiM MOYaTKOBiH 7031, OCKITBEKH Y HHX MOXJIHUBE 3HIKCHHA KJIipeHcy
noparanudy. Jlng mopocmux i miteit 3 Macoro Tina 6imeme 30 k¢ PEKOMEHJIOBAaHA I10YaTKOBA 11033 CTAHOBHTH
10 Mr gepes feHs.

Iayienmu i3 nopywennamu gynxyii Hupok. Hemae HEOOXiTHOCTI y KOpeKmii 103 M HamieHTiE i3
NOPYIUEHHAMH (PYHKIIT HUPOK.

Himu.
Edextusnicts i Gesneka 3actocyBanus npenapary JiTaM BIKOM 0 2 pOKiB He BCTAHOBIIEHI.
Ipenapar y Bumsaai tabmerox 3aCTOCOBYBATH JITAM 3 MAcOIO Tina 6imeme 30 kr.

ITepeoosysanna.

IlepenosyBanus noparammay IIJBHAINYE YacTOTy BHHUKHEHHS AHTHXOILIHEPTiYHMX CcHUMITOMIB. [Ipu
II€PENO3yBaHHI IOBIIOMILLIOCS HPO COHIHBICT, TaxikapAito i romoBHmi 6ime. V pasi [I€peI03yBaHHS
PCKOMEHJIOBAHO CHMITOMATHYHE Ta ILNATPUMYIOYe JIKYBAHHS YIPOOBXK HEOGXITHOTO mepiomy dacy.
MoxuBe 3actocyBaHHS aKTHBOBaHOIO BYTLUIA y BUIVLIAL BOAHOI cycmemsii. Takoxk MoxHA MIPOBECTH
MPOMUBAHHSA WTyHKA. JlopaTanv He BHBOIMTBCS i3 OpramisMy P IIPOBEJIEHH] reMo/ianisy; eheKTHBHICTE
ICPHTOHEATFHOTO Niallisy y BHBENEHHI Npemapary Hepimoma. Ilicis HEBIKIAJHOI JOMOMOIH MAIEHT
TIOBHHEH 3JIMIIATHCS ITiJI MEAMYHAM HATTISAIOM.

Io6iuni peaxyii.

Y mite#t BikoM 2-12 POKiB MOXYTS Bim3HAYATHCS TOTOBHI Oib, HEPBO3HICTE; y MiATTKIB i JOpOCIIUX —
COHJTHBICTb, FOJIOBHHMI 611b, IOCH/IEHHS arneTuTy, 6e3coHHs.

HysKe pimko MoxyTb crocTepiraTres HusKIe3a3HAYeH] 06 T i e(exru:

3 boxy nepeo6oi cucmemu. 3aMaMOpOYCHHS, CYIOMH.

3 60Ky cepya; manbmiTanis, Taxixapgis.

3 boxy mpagnoi cucmemu. cyxicts y POTi, HyIOTa, TACTPHT, MATOXOTIUH] 3MiHH OyHKIIT meyiHKy.

3 boxy wikipu i nidwKipHoi knimkosuny; BHUCHIIAHHS, AJIOTIEINis.

3 boky imynnoi cucmemu. anadinaxcis, BRITIOYArOIH anrioegeMy.

3azanvHi nopyuienHa: BTOM.

Tepmin npuoamnocmi. 4 poxu.

YmoBu 36epiranns. 36epirarn B opurinatbHi YHaKOBII TIpu TeMIrepaTypi He sume 25 °C. 36epiratu y
HENOCTYITHOMY JUIA JiTeH MiclIi.

Ynaxoexka. Ta6rerxu Ne 10, Ne 10%2 y GricTepax y xopoOui.
Kareropis Binmycky. Bes penenra.

BupoGuuk. ToBapucTeo 3 06MeKeHO0 BiAIOBI naTEHICTIO «®DapManeBTHIHA KOMIIaHig «3M0pOB’s».
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Micuesnaxomxennsi BHPOGHHKA Ta ajpeca Micus HPOBAKEHHS HOr0 TiSILHOCTI. Vkpaina, 61013,
XapkiBcbka 0011., MicTo Xapkis, Bymuus Lllepaenka, Gyr oK 22.

Jlara ocTaHHBOTO Mepersmy.
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YaromKeHo 3 matepianamu
DEECTPALINHOM A0Cke

| YaromxkeHo 3 MaTepianamm
| PeecTpaLiiHoro focse




