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PeecTpaniiine nocnmqemm

Ne Uq\ 2144/ Oz/o

THCTPYKIIA
JJIS1 MEAUYHOT0 32CTOCYBAaHHS JIKAPChKOro 3ac00y

KJIAPUTHH®
(CLARITINE®)

Cknao:

Oitoua peyosuna: loratadine;

1 M1 cupory MiCTUTH JiopaTauHy 1 Mr;

O0NOMIDICHT peywosuHY.: TIPOIILIEHTIIIKOIb, TIIIICPHH, KACIOTa JIMMOHHA O€3BO/IHA, HATpit0 OeH3oat
(E 211), caxapo3sa, ITYIHHI apoMaTH3aTOP MEPCUK, BOJa OUHUIIIECHA.

Jlikapeska ¢popma. Cupor.
OcnogHi @izuxo-ximiuni eracmugocmi. TPO30pHil Bix 6e30apBHOrO JO CBITIIO-XKOBTOTO KOJIBOPY
CHPOII, BUIPHUH BiJl CTOPOHHIX BKJIFOYEHb.

dapmakoTepaneBTHYHA rpyma.
AnTturicramingi 3acobu i cucteMHOro 3actocyBanHs. Kog ATX RO6A X13.

Dapmaxono2ivHi 61acCMUBOCHII.

Dapaxoounamika.

Jlopatunun (niroua pevoBmHa npenapaTy Knaputua®) — TpHIMKITivHEI aHTHTiCTaMiHHAH 3aci6 i3
CEJIEKTHBHOIO aKTHUBHICTIO BiTHOCHO nepudepuanux Hi-penenrtopis.

IIpm 3acTocyBaHHI y pEKOMEHJIOBaHi# J031 HE YHHUTH KJIIHIYHO 3HAYYINOI CENaTHBHOI Ta
anTuxosinepriunoi mii. IIpoTsaroM TpuBajoro JikyBaHHsS He OyJO BHSIBICHO >KOJHHUX KJIiHIYHO
3HAUYIMUX 3MiH y IOKa3HHUKaX )XUTTEBO BAXUIUBUX (YHKIIiH, JJAOOPATOPHUX JTOCIIKSHHSX, TaHUX
(izukanpHOro 0b6CTeXXEeHHs XBOporo abo B enekrpoxapmiorpami. Kimaputua® He Mae 3Hauymoro
BIIMBY Ha akTHBHICTH Hp-rictaminoBux penenrtopiB. He Gioxye 3axomieHHs HOpemiHeQpUHY Ta
(haxkTHYHO HE Ma€ BILIUBY Ha CEPIEBO-CYIUHHY CHCTeMY ab0 Ha aKTHBHICTD BOJIiSI PUTMY.

ITicns pazoBoro mpuitomy mpemapary (10 Mr) Ha mifcTaBi MPOBENCHUK MKipHUX IPOO Ha ricTaMiH
3'SICOBAHO, IO AHTHTiCTaMiHHA Jis KJIiHIYHO MOMiTHa dYepe3 1-3 TOOMHU, JOCSTaE IiKOBOTO
3HaueHHs B iHTepBayi Big 8 mo 12 roguH 3 MoMeHTy modarky il i1 TpuBae 24 romuaum. He
BiJI3HAYAJIOCS] PO3BUTKY CTiMKOCTi IpH mpuifoMi mpemapary mpoTaroM 28 JHiB.

Dapmaroxinemuxa.

Bemoxmyeanns. JloparaguH MBHAKO Ta 100pe BCMOKTYEThCs. [IpuiioM DKi HE3HAYHO IMOJOBXKYE
4yac BCMOKTYBaHHSI JIOpaTaJMHy, ajie He BIUIMBAE Ha KIiHIYHUH eekT. biomocTymHIiCTh IopaTaauHy
Ta 0ro akTHBHOTO MeTabOoJIITy MPSMONIPOIIOPINiHA J103i.

Posnooin. Jloparanun 3B’ s3yeTbest akTUBHO (Bix 97 % 1mo 99 %) 3 Ginmkamu mira3Mu KpoBi, & Horo
aKTHBHUH MeTaboIIiT — 3 HTOMipHOIO akTUBHICTIO (Bix 73 % 10 76 %).

Ilepios HamiBBHBEINEHHS JIOpaTaAWHy Ta HOro aKkTHBHOrO MeTaloNiTy 3 IUIa3MH y 3J0POBHX
JI0OPOBOJIBITIB CTAHOBUTH MPHUOITH3HO 1 Ta 2 TOMUHH IMiCiIst 3aCTOCYBAHHS BiITOBIIHO.
biompancgopmayis. Tlicns nepopaabHOro MPHUOMY JIOPATaIHH IIBUKO i J0Ope BCMOKTYETHCS Ta
Merabomizyerscst mmix BimBoM CYP3A4 ta CYP2D6, rojioBHHM YHHOM, Yy J€3JIOpATaluH.



OcHoBHHI MeTaOOIIT Ae30paTaguH € (HapMaKoIOTiYHO aKTHBHUM i GIIIBIIOI MipoIo BifIOBiNac 3a
KIiHiYHKH edexT. HYac JOCATHEHHS MaKCHMAaJIbHOI KOHIEHTpAIT JIOpATaauHy Ta JAe3/0paTafiHy B
Ia3Mi KpoBi ¢cTaHOBUTE 1-1,5 rogunu ta 1,5-3,7 roAWHU BiNITOBITHO.

Buseoenns. Ilpubmusno 40 % BBeNEHOT HO3H BUBOIITECS 3 ceuelo i 42 % — 3 KaoM BIPoJoBxK. 10
IHIB, TOJIOBHUM YHHOM, y (GopMi KoH’roroBanux merabouiris. IIpubmusno 27 % BBemeHO! HO3H
BHBOJIUTECS 3 CeYelO 3a nepii 24 roguay. Menie 1 % Jifo4oi pe4oBHHE BUBOIAUTHCS Y HE3MiHEHIH
akTHBHiH (opmi — sk JopataauH abo Jae3oparTauH.

Cepennilf KiHIEBHII Iepio HAIIBBUBEICHHS y 30POBHX JOPOCIHX HOOPOBONBILIB — 8,4 TOMUHH
(miamason Bix 3 o 20 roxuH) JuIst opatanuHy i 28 roqun (nianaso Bix 8,8 no 92 roxuH) LI Horo
OCHOBHOI'O aKTHBHOT'O METaboIiTY.

Ilopywenns gynxyiii Hupox. Y XBOPHX 3 IOPYIIEHHSMH (YHKIIH HHPOK IUIOINA ITifi KPHBOIO
«xoHnentpanisg-uac» (AUC) i MakcHMallbHa KOHIEHTpaIlis y 1wiasmi kpoBi (Cmax) JTOpaTaguHy Ta
HOro akTHBHOTO MeTaboIiTy OyIi BUIIMMH, HiX Bi/IIOBIHI IIOKa3HUKK Y MALIEHTIB 3 HOPMAIBHOIO
¢ynxuiero nupok. Cepenniit mepioxn HarTiBBUBEIEHHS! JIOPATaMHy i HOr0o aKTHBHOTO MeTabOJIITy He
BIIIDi3HABCA 3HAYHOIO MIpOIO BiA MOKA3HHUKIB y 3M0pOBHX HOOPOBOJNBIIB. Y MAaIieHTIB i3
XPOHIYHAME TIOPYHIEHHAMH (QYHKII HHPOK reMoIiaigi3 He BIUIMBAac Ha (ApPMAKOKIHETHKY
JIopaTafgyHy i HOro akTHBHOTO MeTaboJIiTy.

Iopywenns gynxyiii newinky. Y HallieHTIB i3 XPOHIYHHM &JIKOTOJBHEM YPAXKEHHSIM MEYiHKH
nokasHukd AUC 1 Cmax JOpaTtamuHy Oyiid B JBa pasd BUINUMHM, a BiAIOBiIHI IOKa3HHUKH iX
aKTUBHOTO METaboJiTy HE 3MIiHIOBAHCS iCTOTHO IPH MODPIBHAHHI 3 TaKMMH MOKA3HHKAMH Y
NAI[€HTIB i3 HOpMaNpHOIO GyHKIieo medinku. Ilepioy HamiBBEBENEHHS IOpaTafiuHy i HOTroO
aKTHBHOTO METabOMITY CTAaHOBHTH 24 i 37 roJIHH BiIOBIAHO i 301IBITY€ETHCS 3AT€KHO Bif TKKOCTI
3aXBOPIOBAHHSI IICYiHKH.

Iayienmu nimnvozo eixy. IlokasHHKH (papMaKkOKIHETHKH JIOpaTagMHy i #Oro aKTHBHOTO
MeTalboutiTy Oy aHAOT i YHEMH Y 3/[0POBUX HOPOCIHX JAOOPOBOIIBIIB, y T.4. i JIITHROTO BiKY.

Kuninivni xapakTepucTiku.

Ilokazannua.

CumrrroMaTiiie JIiKyBaHHS alepridHoro pPHHITY Ta XPOHIYHOI iMiomarvdHOi KpoONMB’SHKH Y
JIOPOCIIHX Ta JIiTeH BIKOM Bij 2 poKiB.

IlIpomunokazanus.
[ligBummena dYyTIMBICTE JO aKTHBHOI PEYOBHHH a60 J0 OyHb-KOrO iHIIOrO0 KOMIIOHEHTA
mpemnapary.

B3aemooin 3 inwtumu nikapcokumu 3acobamu ma inui 6uou 63aEmMo0ill,

Knaputun® He mocuITIOE MIPUTHidyBANBHY IO aJIKOTOIO Ha IICHXOMOTOPHI peaklii.

OnHovacHe 3acTocyBaHHs JopaTtaauHy 3 inribitopamu CYP3A4 a6o CYP2D6 Mosxe IpH3BOIUTH
JI0 TiZIBUIIEHHS PiBHS JIOPATA/HHY, 10, B CBOIO YEPry, MOCHIIIOE MOGIUHi edeKTH.

Ilpy 0fHOYACHOMY 3aCTOCYBaHHI JIOpAaTafHHy 3 KETOKOHA30JIOM, EPUTPOMIIIHHOM, IMETHIHHOM
BiZI3HAYaIOCs i BUINEHHS KOHIEHTPANil JIOpaTajiiy y IIasMi KpoBi, aje Iie Mi{BHIICHHS HisK He
BHABILIIOCS KIIIHIYHO, Y TOMY 9HCII 3a JJaHHMH €JIEKTPOKAP/IiOTPAMH.

Himu

HocmipkeHHs. B3aeMoJiii 3 IHIMMMH JHKApCHKUMHE 3aco0aMi NPOBOMMIMCS TINEKH 3 YYacTIO
JIOpOCIIUX MAIliEHTIB.

Ocobnueocmi 3acmocysant.

Knaputun® cimiji 3acTocoByBaTH 3 OGEPEXXHICTIO NALiCHTAM i3 TSKKIM HNOpPYLIEHHSIM (QYHKIIIT
TIEYiHKH.

et yikapcokuit 3aci6 micTuts 3 T mykposw y 5 mir; 6 r mykposu y 10 M. 3 oBepexHicTio
3aCTOCOBYIOTH XBOPHM Ha IlyKpoBuii Jliabetr. Moske 6yTr mkimmusum uust 3y6is. Cupon Knapurtua®
HEe CJiJ{ NpU3HA4YaTH NallicHTaM 3 DiAKICHUMH CHAIKOBUMH IOPYIIEHHSAMH TOJIEPAHTHOCTI 10
(pyKTO3H, ranakTosW, CHAIKOBHM Ae(IilIMTOM JIAKTA3H, CHHIPOMOM MOPYIIEHHS BCMOKTYBAHHS



TJIIOKO3U-rajakTo3u abo fedinutoM caxapasu-izomansrasu. SIKmo BCTaHOBJIEHA HENEPEHOCHMICTh
AESKUX LYKPiB, IPOKOHCYIBTYHTECS 3 JiKapeMm, mepl Hix IpuiMary neit MKapCchKuii 3aci6.
Ipuitom npenapaty Heo6ximgHo IPUIIMHATYA HE Mi3HiIe Hix 3a 48 roaun 10 IIPOBEIEHHS] IIKiPHUX
RIarHOCTHYHHX aepromnpo6 s 3amo6iranus XUOHUM pe3yJIETaTaM.

3acmocysanns y nepiod eazimmocmi abo 200y6anHs 2pyooio.

Bazimnicme. Tanux mpo 3aCTOCYBAHHS JIOPATafHHY BariTHEMH JKIHKaMH Jy)ke MaJIo. Hocmimkenns
Ha TBAapUHAX HE BUABIIM NPAMHX ab0 HENPSMHX HETATHBHHX edexriB, mo crocyroTHCH
PCIPOAYKTHBHOI TOKCHYHOCTL. BaxkaHo, sk 3axin Oesleku, YHHKATH 3aCTOCYBaHHS penapary
Knaputun® y nepiox saritrocri.

T'odysanns 2pyooro. ®izuko-ximiumi JlaHi CBiT4aTh NP0 BUBEIEHHS JOpaTaauHy/MeTaboiTiB i3
TPYAHEM MONOKOM. OCKiNIBKH PH3HK IUIS JUTHHH HE MOKe OyTH BHKIIIOYEHHI, Ipernapar
Kitaputur® we crin 3aCTOCOBYBATH B IIEPiO/l TOLYBAHHS IPYILIIO.

Gepmunvricme. Jlani momao BIUIMBY IPOAYKTY Ha KiHOYY ab0 40JI0BiUy hepTHIIbHICTS BiICYTHI,

30amuicme ennusamu na wisudxicme peakyii npu xepysanui asmompaucnopmom abo pobomi 3
IHuUMY Mexanizmamu,

Knaputue® ne BrmBac a6o prmsac HE3HaIHWM YHHOM Ha 3JaTHICTh KepyBaTH aBTOTPaHCIIOPTOM
abo iHmEME MexaHi3MamH. Ilpore mnamienToBi Heo6XimHO NOBIIOMHTH, IO JyXe piIKo
TIOBIIOMJISITOCS IIPO CORITMBICTD, 0 MOYe BILTHBATH Ha 3/1aTHICTh KePyBaTH aBTOTPAHCIIOPTOM abo
IIPalfOBATH 3 IHITHMH MEXaHI3MaMH.

Cnocib6 3acmocysanns ma dozu.

Cnocib sacmocyeanns.

3acTOCOBYBATH HEPOPAIIBHO. Crpor MoXHa 3aCTOCOBYBATH HE3ANEHKHO BiJI Ipuitomy Dxi.
Losyeanns.

HopocmuM ta gitam Bikom Bix 12 POKIB IpuitMaty 1o 10 M1 cupomy (10 Mr noparanuny) 1 pas Ha
no0y.

Hosu ons dimeii sixom 6id 2 0o 12 POKig 3anesicamo 6i0 ix macu mina

Hitu 3 Macoro Tina 6insmre 30 xr: 10 (10 mr) cupomy 1 pa3 Ha 100y,

Hitu 3 Macoro Tina 10 30 kr: 5 Mt (5 mr) cupomy 1 pas ma no6y.

Hayienmu nimuvozo sixy.

He Bumaraetsest kopexii AO3YBaHHs JIFOJISIM JIITHBOTO BIiKY.

Llayienmu 3 nopywennsmu @ynxyii neyinku.

Ilanienram 3 mopymrenmsMu yHKIilf mewiHkH TsOKKOTO CTYNEHS CIIiJ NPU3HAYATH Ipemapar y
HIDKYIH NMOYATKOBIH 7031, OCKiNBKE MOMNCTHBE SHIDKCHHS KILPEHCY jopatanuny. J[is JOPOCHX i
AiTelt i3 Macoro Tina Ginsme 30 kr PEKOMCHIOBaHa ITOYaTKOBA J03a ckiamac 10 mr 4yepe3 JIeHb, a
AU AiTel 3 Macoro Tina 1o 30 Kr — 5 mr 4yepes JCHb.

Iayienmu 3 nopywennsmu Gyuxyii nupox.

Hemae meobxinnocti B kopexuii o3u JUISL HAWi€HTIB 3 MOPYIIEHHIMU QyHKIi# HEpOK.

Himu.

EdextuBHicTs Ta Gesmeka 3aCTOCYBAHHS IPETIAPATY JTSAM BiKOM /10 2 POKIB He BCTAHOBJIEH,

Ilepeoosysanna.

Ilpn mepenosysammi Bimsmauammcs AHTHXOJIIHEPTivHi CHMIITOMH: COHJIMBICTh, TaXikapiis Ta
ronoBHuU# 6ine. IIpu nepemosysanmni PCKOMEHIOBAHO CHMIITOMATHYHE Ta I ATPHMYIOYe TKYBaHHS
YHPOZOBX HEOOXiAHOTO Iepioxy wuacy. Pexomennyrorscst crammaprai 3axomn 100 BHIAJIEHHS
1IPeapaTy, sSKUi He BCMOKTABCS, 31 LUTYHKA: [IPOMHBAHHS IIUTYHKA, 3aCTOCYBAHHS IOAPIOHEHOTO
AKTHBOBAHOI'O BYT1JIJIS 3 BOOIO.

Jloparague He BMBOIHTBCS IIIIXOM TeMOJiai3y, TaKoX HEBiTOMO, UM BHBOLUTHCS JopaTaauy
IIUISIXOM TIEPHTOHEANLHOTO miaisy. ITicis HEBIIKJIa{HOT HOIIOMOrH NAI[IEHT Ma€ 3aTHIIATHCS i
MEIWYHHM HarJIsI0M.



Ilo6iuni peaxuyii.

Y KIHIYHEX JOCIPKEHHSX 3 Y4acTIO JOPOCIMX 1 MiMIITKiB IPH 3aCTOCYBAHHI JOPATamHHy B
pexomenzioBanii 1031 10.Mr, Ha OOy IpH. OKA3aHHSX, 110 BKJIIOYAIQTH. alepridauit, punit (AP) i |
XpoHiuHy ifionatuyuny kponus’suky (XIK), mpo mo6iuni peaxiii mosimomisuiocs y 2 % HamieHTiB :
(o 1epeBHINye OKA3HUKK y IALIEHTIB, SKi OTpUMyBanM ILIane6o). HaigacTimmmu moGidanMu
peaKisaMu, Tpo SKi HOBIZOMIBIIOCS YacTille, HiX IIpH 3aCTOCYBaHHI Iane6o, Oynu: COHIIUBICTH

(1,2 %), ronopuuit 6ine (0,6 %), nixsumienuit anetur (0,5 %) Ta 6e3conns (0,1 %). V wiiHivHx
TOCITIIDKEHHSX y IiTe# BikoM Bix 2 mo 12 pokis BimzHawanucs Taxi HeGaXkaHi SBHINA SK COJOBHMUIA

6ins (2,7 %), HEpBO3HICTH (2,3 %) a6o BTOMa (1 %).

ITo6iuni peakwii, Ipo sKi MOBIZOMISUIOCS B XOIi IIOCTMAPKETHHIOBOTO HEPiofy, BKa3aHi HIDKYE B
TabJIALI 3a KITacaMy CHCTeM opraHiB. YacToTa OGIYHUX peaKilili BA3HAUANACS TAKUM IHHOM: JyJKe

gacti (= 1/10), gacti (Big > 1/100 mo < 1/10), mewacti (Bim > 1/1000 mo < 1/100), moommHOKi
Bunanka (Big > 1/10 000 mo < 1/1000), pimkicui Bumagku (< 1/10 000) i wacrora HeBimoma
(HEMOXKIMBO BCTAHOBHUTH 3 HASIBHUMH JaHUMH).

Y KOXHIi# rpyni mo6ivHi peakiii Bka3aHi B IIOPSIKY 3HHOKEHHS CepHO3HOCTI.

Knac cucremu oprauis YacroTa [To6iuni edextn

ImyHnHa cuctema PIJKICHI BUNIQAKK | aHadiakcis, BKIIOYAIOUH
aHrioesieMy

HepBoga cucrema PIJIKICHI BUITJIKA | 3aIIaMOPOYEHHS, CYIOMH

CeprieBo-CyTUHHA CHCTEMA pinKicHI BUagKe | Taxikapuist, BiqdyTTs
CepreOuTTS

[ I1yHKOBO-KHIIKOBH TPAKT PiAKiCHI BUIIQJKKU | HYZOTA, CYXiCTh Y POTi, FaCTPHT

I'enaTobimiapHa cucrema PIIKICHI BUITAAKKA | MOPYIIEHHS II€9iHKOBUX
byHKIiH

[Mxipa Ta miamKipHa TKAHHHA PIAKICHI BUITAAKH | BHCHIIAHHSI, aJOMEIis

3araJibHi po3Jiau PIIKICHI BUITQJIKK | IMiBHINEHA BTOMJIIOBAHICTh

Tepmin npuoamnocmi. 3 poku.

YMoBH 30epiranns.
36epiratu npu Temneparypi He Buime 25 °C B HeNOCTYIHOMY JULS JiTeH Micii.

YnakoBka.
1o 60 Mt abo 1o 120 Mt y ¢utaxoni, o 1 ¢iakoHy 3 MipHOIO JIOKKOIO y KapTOHHiH KOpOBILi.

Kareropis Binmycky. Bes penenra.

Bupo6uuk.
[epinr-ITnay Jlabo H.B., Bensrist / Schering-Plough Labo NV, Belgium.

Micuesnaxoqxennss BHpOGHHKA Ta HOro ajpeca Miclst IpOBAIKeHHs AisIbHOCTI.
Inmycrpienapk 30, Xeiict-on-nen-Bepr, AntBepnen, 5-2220, benpris /
Industriepark 30, Heist-op-den-Berg, Antwerpen, B-2220, Belgium.

I[aTa OCTAHHBLOI'O IIeperjasaay.

Y3romKeHo 3 matepianamu e
PeecTpaLiMHoro AOCKE T2 AOCTORIPHO /
slaoMHMH BAHHMK LOA0 38CTOCYBAHHSA /
Nikepakkora 3acoby ‘ //‘
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