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Jitoya pe4osuHa: loratadine;

1 TabneTka mictutb nopataguty 10 mr;

JI0MOMDKHI PE4OBMHY. NAKT03a, MOHOTIAPaT;, KpOXMalb KapTo-
NASHWNA; KanbLito cTeapar.

Jlikapcbka thopma. TabneTku.

OcHoBHI ¢hiznko-ximiyHi BRacTmBocTi; TabneTkn 6inoro a6o
maibke 6inoro Konbopy, Kpyrnoi hopmm 3 MA0CKOK NOBEpX-
Heto, 3 (hacKoH.

dapmakoTepaneBTM4Ha rpyna. AHTUricTamiHHi 3acobu Aans
CUCTEMHOr0 3aCTOCYBaHHS.
Kop ATX RO6A X13.

DapmakonoridyHi BnacTMBOCTi.

®DapmakoguHamika.

JlopataguH — TPULMKAIYHWA CeNnekTUBHWIA Gnokatop nepu-
(hepuiHnx H,-rictamiHoBux peuentopis. Mpyu 3acTocyBaHHi y
PEKOMEHJ0BaHI 403i He YNHUTbL KMiHIYHO 3HAYYLLOi CefaTuB-
HOI Ta aHTUXONiHepriYHoi Aii. MpoTarom TpUBANOro NikyBaHHs
He BUSIBNIEHO XKOLHUX KMIHIYHO 3HAYYLLMX 3MiH Y NMOKa3HMKaxX
XKNTTEBO BaXNNUBUX (DYHKLiA, NabOPATOPHUX AOCHIIKEHHSX,
[aHNX (isnKanbHOro 06CTEXEHHS XBOPOro abo B eneKTpoKap-
fiorpami. Jlopatagiui He Mag 3Ha4yLLOro BrNBY Ha aKTUBHICTb
H,-rictamiHoBuXx peuenTopis. He G10Kye 3axonieHHs Hopeni-
He(pUHY Ta (DaKTUYHO HE MAE BMIMBY HA CEPLLEBO-CYAUHHY
cucTeMy abo Ha akTUBHICTb BOAIs pUTMY.

JlocnifxeHHs 3 NPOBEEHHAM LKIpHUX NPO6 Ha rictamid nicns
3aCTOCYBaHHs pa3oBoi fo3u 10 Mr nokasanu, WO aHTuricTa-
MiHHWIA eheKT BUHMKAE Yepe3 1-3 roauHu, focsrae niky Yyepes
8-12 roauH i TpuBae 6Ginblwe 24 roauH. He BigaHadvanocs pos-
BUTKY CTilAKOCTI [0 Aii npenapaty nicns 28 AHiB 3aCTOCYBaHHS
nopataguHy.

KniHi4Ha ed)eKTMBHICTb i 6e3neka.

Binbwe 10000 Yonosik (y Biui Bif 12 pokiB) oTpumyBsanu niky-
BaHHA nopatagnHom (tabnetku no 10 Mr) y KOHTPONbOBaHMX
KNiHIYHUX JocnigKeHHsx. Jloparaguu (Tabnetku) B fosi 10 mr
1 pa3 Ha §oby 6yB e(heKTUBHILLMM, HiXX nnawLebo, i Takum xe
e(DeKTUBHIM, IK KIIEMACTWH, BIJHOCHO NOKPALLAHHS CTaHy npu
CUMNTOMAX (Ha3anbHMX i He HA3abHIX) anepriyHoro puHiTy. Y
WX SOCAIIKEHHSAX COHMNBICTb BUHMKANA 3 MEHLLOK 4aCcTOTO0
Nnpu 3aCTOCYBaHHi NopaTafuHy, HiX KNeMacTuHy, i NpakTU4HO
3 TaKO XX 4acTOTOK, K i NPW 3aCTOCYBaHHI TepdeHaanHy Ta
nnaue6o.

Cepep ydacHukiB uux gochifbxeHb (y Biui Big 12 pokis) 1000
NMawieHTIB i3 XPOHIYHOIO iioNaTUYHOK KPOMUB'AHKOK 6ynu 3a-
PEECTPOBaHi Y NNaLe60-KOHTPONbOBAHNX AOCAIMKEHHSAX. Jlo-
pataguH y fosi 10 mr 1 pas Ha foby 6yB eeKTUBHILIUM 32
nnaue6o y nikyBaHHi XpOHI4YHOI iAionaTu4HOI KPONMB'SHKK, LU0
NiATBEPAKYETLCA NOCNabeHHAM CBEpOeXY, epuTeMm Ta anep-
TiYHOr0 BUCMNAHHA. Y LNX JOCNIMKEHHAX 4acTOTa COHNUBOCTI
6yna noAibHO NpwW 3aCTOCYBAHHI NlopaTafuHy Ta nnaue6o.
Litn.

Bnmnsbko 200 giten (y Biui Big 6 80 12 pokiB) i3 ce30HHUM anep-
TiYHUM PUHITOM OTPUMYBAnu nopartaguH (cupon) y [o3ax Lo
10 Mr 1 pa3 Ha 406y B KOHTPOMbOBAHUX KNiHIYHWX JOCITIIKEH-
HAX. B iHWwoMy gocnigxeHHi 60 giter (y Biui Big 2 8o 5 pokis)
oTpUMyBanu nopataguH (cupon) y fosi 5 mr 1 pas Ha po6y.
Henepea6ayeHi no6iyHi peakLii He cnocTepiranmncs.
EdpekTuBHICTb Y AiTei 6yna nofibHO0 eqreKTUBHOCTI Y JOPOCNX.

Loratadine

JlopaTtaguH

DapmMaKoKiHeTuka.

BcmokTyBaHHA. JlopaTafuH LWBMAKO | 406pe BCMOKTYETbCS. 3a-
CTOCYBaHHS npenapary nif yac ign Moxe [eLlo 3aTpumysatut
BCMOKTYBAHHS f0paTafiMHy, NPOTe Lie He BM/INBAE HA KITiHIYHWIA
edekT. MokasHuKn 6i040CTYNHOCTI NopaTaguHy Ta i0ro akTUB-
HOro MeTaboniTy € NPONOpLiHM A0 A03N.

Posnogin. JlopataguH 38’a3yeTbes akTMBHO (Bif 97 % 10 99 %)
3 6ifkammn nna3mu KpoBi, @ NOro akTMBHWIA MeTabosniT — 3 no-
MipHOK aKTUBHICTIO (Bif 73 % L0 76 %).

Y 300p0BKX LO6POBOJIbLLIB NEpiog HaniBpo3noAiny fnoparagnny
Ta M0ro akTUBHOrO MeTabOmiTy B NNa3Mi KpOBi CTAHOBUTbL NpU-
6113HO 1 Ta 2 rofnHM BiANOBIAHO.

bioTpancdopmadis. Ilicna nepopanbHOro 3acToCyBaHHSA nopa-
TaAUH LWBKUAKO i Ao6pe abcopbyeThesl, a TaKOXK EKCTEHCUBHO
MeTaboni3yeTbCst NPK NepLIOMY MPOXOKEHHI Yepes MeyiHKy,
ronoBHUM YnHOM 3a gonomorot CYP3A4 i CYP2D6. OcHoB-
HWIA MeTaboniT fAe3noparaguH € (HhapmMakonori4Ho akTUBHUM
i 6iNbLUO MO0 BIANOBIAAE 32 KNiHIYHMI edheKT. JlopaTaguH i
[ie3nopartaimH 40CAraloTb MakCUManbHoOi KOHLEHTpaUii y nnas-
mi kposi (T ) vepes 1-1,5 roguHu i 1,5-3,7 roauH BianoBiaHo
nicNs 3aCTOCYBaHHA npenapary.

BuseneHnHs. MpubnusHo 40 % [03M BUBOAWUTHLCH i3 CeYero
i 42 % 3 kanom ynpogosx 10 AHiB, B OCHOBHOMY Yy (DOpMi
KOH’tOroBaHux metabonitie. Mpu6nnsHo 27 % [031 BUBOAUTb-
cA i3 ceveto ynponosx nepiiux 24 rognH. Menwe 1 % pitoyoi
PEYOBUMHN BUBOAUTLCA Y HE3MIHEHIN aKTUBHIN POPMI — K No-
partafuH a6o AesnoparaguH.

Y popocnux 340poBux [O6POBOSbLIB CepeHili nepioA Hanis-
BWBELEHHS NlopaTafgunHy cTaHoBuB 8,4 roguHu (gianasoH Big 3
10 20 rofnH), a 0CHOBHOIO akTUBHOrO MeTaboniTy — 28 roauH
(BianasoH Big 8,8 §o 92 roguH).

MopyuierHa yHKUii HUPOK. Y NaUieHTiB i3 XPOHi4HUM nopy-
LUEHHAM CDYHKLIT HUPOK nigsuLLyBanucs nokasHuku AUC i mak-
CUMANIbHOT KOHUEHTpaui y nnasmi kposi (C_ ) nopataguny i
11070 aKTMBHOr0 MeTab0siTa NOPIBHAHO 3 TAKUMI NOKA3HUKaMU
Yy NaLieHTiB i3 HOpMaNbHO OYHKLiE HUpOoK. CepeaHii nepioa
HaniBBUBEAEHHS JlopaTajnHy i MOro akTUBHOIO MeTabosiTy He
BifIPi3HABCA 3HAYHOK MIpOKO Bif MOKA3HUKIB Y 340POBUX 0-
Jeit. Y nauieHTiB i3 XPOHIYHUM MOPYLUEHHAM PYHKLT NeYiHKK
reMofiania He BMIMBAE Ha (hapMakOKiHETUKY flopaTaguHy i
110ro aKTMBHOIO MeTaboniTy.

[MopyLueHHA YHKLIT neviHKW. Y NaLieHTIB i3 XPOHIYHUM arnKo-
TONLHUM Yp@XeHHSM nedinku nokasiukn AUC i G nopata-
JWHY 6yN1 B ABA Pa3n BULLWAMM, A iX aKTUBHOTO METaboNITy He
3MiHIOBANIUCA ICTOTHO NPW NOPIBHAHHI 3 TAKUMU NOKa3HUKAMU Y
NauieHTiB i3 HOPMAITLHOK (PYHKLiE0 neYviHkK. Mepiof HaniBBU-
BEAEHHS NopaTaguHy i MOro akTMBHOTO MeTaboniTa CTaHOBUTb
241 37 rofvH BigNoBIAHO i 36iNbLUYETHCA 3aN1EXKHO Bifj TAXKKOCTI
3aXBOPHOBAHHS NEYiHKU.

MauieHTn NiTHHOro BiKy. MOKa3HMKM hapMaKOKIHETUKYM Nnopa-
TafiUHy | Or0 aKTUBHOrO MeTaboniTy 6ynu aHanoriyHumu B
3[10pOBUX [OPOCNX J06POBOSbLLIB | 340p0BUX [O6POBOSbLIB
NITHBOTO BIKY.

KniHi4Hi xapakTepucTukm.

Toka3aHus.

CuMnTOMaTMYHE NiKYBAHHA anepriyHoro PUHITYy Ta XpPOHI4HOI
inionaTN4HOi KPOMMB'AHKM.

lpoTunokasaHHs.

JlopatagnH NpoTUNOKA3aHUI NawlieHTam i3 MigBULLEHO0 YyTNN-
BICTIO A0 aKTMBHOI PEYOBMHM 260 [0 OYAb-AKOr0 iHIOr0 KOM-
MOHEHTa npenapary.




B3aemogis 3 iHwumu nikapcokumu 3acobamu Ta iHWi BUAN
B3aEMOLIN.

Mpn 0gHOYACHOMY 3aCTOCYBaHHI 3 ankoronem edekTu npe-
napary He MOCWUKOIOTHCA, LU0 MiATBEPAKEHO JOCHIMHKEHHAMN
NCUXOMOTOPHOT (DYHKLT.

MoTeHuiiHa B3aeMOAis MOXe MaTu MicLie npu 3acTOCyBaHHi
BCix Bigomux iHribitopis CYP3A4 a6o CYP2D6, 110 Nnpu3BOaUThL
[0 NiABULLEHHSA PiBHIB OpaTafuHy, a Le, Y CBOK Yepry, Moxe
6yTW NPUYNHOK NIABWLLEHHS YACTOTU BUHUKHEHHS MOBIYHNX
peakuii.

BifloMo Npo MiJBUMLLEHHA KOHLEHTpaLiil nopaTaguHy y nnasmi
KpOBi nNicns OJHOYACHOTO 3aCTOCYBAHHA 3 KETOKOHA30/10M,
epPUTPOMILIMHOM | UMMETUANHOM, LU0 He CynpoBOXYBanocs
KMiHIYHO 3HaYyLLMMK 3MiHaMu (y Tomy wucni Ha EKT).

Jitv. [ocnifpKeHHs B3aEMOAIN 3 iHLUMMW npenapatamu npoBo-
LUK TiNbKK 3 Y4aCTHO A0POCANX NaLiEHTIB.

0Oco6nnBoCTi 3aCTOCYBAaHHS.

JlopataguH cnig 3 06epexHIiCTI0 3aCTOCOBYBaTK MaljieHTam i3
TSXKKOI0 (DOPMOIO NMOPYLLEHHS (DYHKLLT NEYiHKM.

[lo cknagy npenaparty BXO4WUTb NakTo3a. 3 Ui€i npuynHN na-
LieHTam 3 TaKUMW PifKUMU CMALKOBAMI 3aXBOPIOBAHHAMN SIK
HEeNepeHOCUMICTb ranakTosu, AediuunT nakrasu Jjlanna i manb-
abcopobLif rMOKO3N-ranakTo3n He CAif 3acTOCOBYBATU aHUIA
npenapar.

3acTocyBaHHs mpenapaty JlopaTaguH HeobXigHO MPUMUHUTY
K MiHiMyM 32 48 rOAMH nepes NPOBEAEHHAM LUKIDHUX TECTiB,
OCKIifIbKM aHTUTICTaMiHHI 3aC061 MOXYTb HeiTpanisysatu a6o
iHLUMM YMHOM NOCNABNATI NO3UTUBHY PEAKLt0 NPU BU3HAYEHHI
iHOEKCY PEaKTUBHOCTI LLKIpW.

3actocyBaHHA y nepiog BariTHOCTI abo rofyBaHHs rpyaako.
BaritHicTb. [annx npo 3acTOCYBaHHS NopaTaguHy BariTHUM
XiHKam myxe mano. [locniIKeHHs Ha TBapuHax He BUSBUMN
npaMux abo HenpsMnX HeraTuBHUX edhekTiB, L0 CTOCYHTbCA
penpoAyKTUBHOI TOKCUYHOCTI. baxaHo, sk 3axig 6e3neku, yHu-
KaTu 3acTocyBaHHA npenaparty JlopataauH y nepiof BariTHOCTI.
[oayBaHHA rpyAAk. € faHi, Wo CBigYaTb NP0 NPOHUKHEHHS 10~
paTagnHy/MeTaboniTis y rpyaHe Monoko. OCKinbkn pusuk ans
OUTUHI He MOXe OYTW BUKNHOYEHWiA, npenapart JlopataguH He
CAifi 3aCTOCOBYBATH Y Nepiog rofyBaHHs rpyaar.
DeprunbHicTs. [aHi WOAO BNAMBY Npenapaty Ha XiHodvy abo
400BIYY (DEPTUNLHICTb BIfCYTHI.

3patHicTb BNANBATY Ha LIBUAKICTb PeAKUIl pyu KepyBaHHi aBTo-
TPAHCIOPTOM ab0 IHLLIUMY MEXaHI3MaMMy.

JlopataguH He BnAuWBae ab0 BMANBAE HE3HAYHUM YMHOM Ha
3[aTHICTb KepyBaTI aBTOTPAHCMNOPTOM a60 iHLLIMMU MeXaHi3Ma-
mu. [poTe nauieHToBi HEOOXIAHO NOBIAOMUTK, L0 AYXKE PiaKo
MOBiAOMNANOCA NPO COHMMBICTb, L0 MOXE BMNAMBATW Ha 34aT-
HICTb KepyBaTy aBTOTPAHCNOPTOM 260 MeXaHiaMamu.

Cnoci6 3acTocyBaHHs 1a JJO3H.

Cnoci6 3aCTOCYBaHHS.

lMepopanbHo. TabneTkn MOXXHa 3aCTOCOBYBATU HE3aNeXHO Bif
npuinomy ixi.

[osyBaHhs.

[opocnum Ta pitam Bikom Big 12 pokiB cnig npuitmatu no
1 1abnerui (10 mr noparaguHy) 1 pas Ha [o6y.

[ng piteit y Bili Big 2 50 12 POKiB J03YBAHHA 3aNeXMUTb Bij
macw Tina. Mpu maci tina 6insiwe 30 kr: 10 mr (1 Tabnetka)
1 pas Ha foby. [itam 3 macoto Tina meHwwe 30 Kr 3acTOCOBYBATM
npenapar y BUrnsai cupony.

layieHTn NITHBOrO BIKY.

He BUMaraeTbcs KOpeKLii O3yBaHHSA NOLAM NiTHbOTO BiKY.
[layieHTn 3 MOPYLIEHHAM (OYHKUIT NeHiHKN.

MauieHTam 3 NopyLLIeHHAMU (YHKLA NEYiHKN TSHKKOr0 CTYneHs
CAif NpU3HaYaTy Npenapar y HWXKYin No4aTkoBii 403i, OCKINbKN
B HUX MOXITMBE 3HUKEHHSA KNipeHcy nopataguty. [ns gopoc-
nnX i piten i3 macoro Tina 6inble 30 Kr pekoMeHoBaHa no-
4aTKOBa 032 CTaHOBUTb 10 Mr Yepes fieHb.

[TayieHTn 3 MOPYLIEHHAM (OYHKLI HUPOK.

Hemae Heob6XiAHOCTi B KOPeKLii 4031 Ans NauieHTiB 3 NOpYLIeH-
HAM (OYHKLT HUPOK.

Jitn. EekTUBHICTb Ta 6e3neka 3acTOCYBaHHA npenapary Aitam
BiKOM [10 2 POKiB HE BCTAHOBJIEHI.

lpenapar y Burnagi Tabnetok npuaHayati npu maci Tina 6inb-
we 30 Kr.

lepeno3yBaHHA.

epeno3yBaHHs nopaTaguHy MiABWLLYE YacTOTYy BUHMKHEHHS
AHTUXOJTIHEPTiYHUX CUMNTOMIB. [Tpu Nepefo3yBaHHi NOBILOM-
NAN0OCA NpO COHAMBICTb, Taxikapaito i ronosHNUA 6inb. Y pasi
nepeao3yBaHHs PEeKOMEHA0BaHe CUMMTOMATMYHE Ta MiATpW-
Myt04e JTiKyBaHHS YNPOAOBX He06XigHOro nepiody yacy. Mox-
NNBE 3aCTOCYBAHHS AKTUBOBAHOrO BYFiNAsA y BUNAAI BOAHOI
CyCneHsii. TakoX MOXHa NPOBECTW NPOMUBAHHS LNYHKaA. J10-
pataguH He BWBOAUTHCA 3 OPraHi3My npu NpOBeJEHHi remo-
Jianidy; eheKTUBHICTb NEPUTOHEANbHOrO fianisy y BUBELEHHI
npenapaty Hesigoma. licns HeBigKnaaHOI LONOMOMN NauieHT
Mae 3annUWNTUCA Nif MeANYHNM HarnsaaoM.

Mo6iyHi peaxyii.

Kopotka xapaktepuctuka npoginto 6esneku. Y KniHiYHux [o-
CiDKEHHAX 3 Y4aCTIO [OPOCAUX i MiAMITKIB NPy 3aCTOCYBaHHI
noparaguHy B pekomeHfoBaHiin fosi 10 mr Ha jo6y npw no-
Ka3aHHAX, L0 BKMOYAOTb anepriyHuin PUHIT i XPOHIYHY ifio-
naTu4Hy KPOMMB'AHKY, Npo Mo6ivHi peakuii nosigomnanocs y
2 % nauieHTiB. HaibinbL 4acTmm No6IHHUMU peakLismm, npo
AKi nosigomnsanocs, 6ynn: coHnmeicts (1,2 %), ronosHWi 6inb
(0,6 %), nocunenns anetuty (0,5 %) i 6eaconns (0,1 %). V
KNIHIYHUX BOCTIMKEHHAX Y AiTel BIKOM Bif 2 A0 12 poKiB BiA-
3Ha4anues Taki HebaxxaHi ABMLLA AK FONIOBHUN 6inb (2,7 %), He-
PBO3HICTb (2,3 %) ab0 nifBuLLEHa BTOMAOBAHICTb (1 %).
[epenik no6iyHmx peakuin. NMobiyHi peakuii, Npo AKi NoBigoM-
NIANOCS B XOLi NOCTMAPKETUHIOBOr0 Nepiofly, BKa3aHi HDK4e 3a
Knacamu CUCTeM OpraHiB. 4actoTa BU3Ha4eHa fiK: LyXe 4acTo
(=1/10), 4acto (Big >1/100 go <1/10), HeyacTo (Big >1/1 000
no <1/100), pigko (Big >1/10000 pgo <1/1000), myxe pigko
(<1/10000) i HeBiBOMO (HEMOXMNMBO BCTAHOBUTY 3a HAABHUMU
JaHumu).

Y KOXHI rpyni 4actoT no6iyHi peakuii BKa3aHi B nopagky
3MEHLLEHHS NPOABIB.

3 60Ky imyHHOI cucTemu: [lyXe PifKo — aHadinakcis, BKYa-
1041 aHrioeiemy.

3 60Ky HEPBOBOI cMCTEMY: BYXKE PIAKO — 3anamMOpPOYeHHS, Cy-
LOMU.

3 60Ky cepuys: myxe piaKo — Taxikapais, nanbnitauis.

3 60Ky TpaBHOro TpakTy: LyXe PifKo — HYLOTa, CyXiCTb Y POTi,
racTput.

3 6oky renarobiniapHoi cuctemu: Byxe piako — NatonoriyHi
3MiHU (DYHKLT NeYiHKN.

3 60Ky LuKipw | MiJLKIDHOI KITITKOBMHY: BYXE PifKO — BUCUMAH-
Hsl, anoneuis.

[TopyLueHHs 3aranbHOro cTaHy i NoB’s3aHi 3i cnoco6om 3acTo-
CYBaHHs PENapary: Byxe PifKo — NifBuLLEHa BTOMTIOBAHICT.

Tepmin npugaTHoCTi. 5 PoKiB.

YmoB#u 36epiraHHs.

36epiratv B OpuUriHanbHiil ynakosLi npu TemMneparypi He BuLLe
25°C.

Ynakoska.
[To 10 Ta6bnetok y 6nictepi, 1 6nicTep y navui.

Kareropis Bignycky. bes peuenTa.

Bupo6Huk. [AT «KuniBmeanpenapar».

Micue3HaxogxeHHs BUpOOHMKA Ta agpeca Micus NpoBagXeH-
HA #Oro AiANbHOCTI.

YkpaiHa, 01032, m. Kuis, Byn. CakcaraHcbkoro, 139.

Ilata octaHHboro nepernagy. 09.06.2017.
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