KPATKA XAPAKTEPUCTUKA HA MPOYKTA
HUHWCTEPCTED HA 3[PABEONASBAKETO

1. HaymMmeHoBaHNE Ha FiGKapCTEEHNA MPORYKT
IouADKERNS Kbl

ZODAC® GTT paspetenie 3a ynorpeda e

300AK GTT
GaypLgon 05 | Atvir

2. KauecreeH M KOAMYECTEEH ChCTaB

Cetirizine dihydrochloride 10 mg 8 1 ml pasteop ( = 20 kaniwm).

3. HNekapcrBela dopMa
Kankn.
Onucakve Ha NekapcTBeHus npogykT: BucTep, be3suBeTeH WKW NeKo XbATeHWUKaB

pasTeop.
4. KnivHnvyHM BaHHU

4.1, Tokasanus

CUMMTOMaTUYHO JledeHne Ha anepriYHi pUHUTU U KOHIOHKTUBUTY (BKIIOYUTENHO
LEeNoroAMtiHY M CEe30HHW) M Ha KOXHW anepryyHu MNposiBu CbMpPOBOSEHWU CbC
copbex u 06puB - 0cobeHo NpK YPTUKapUS.

4.2. [ozupoBKa M HaY%MH H& NpUJioXkekne
Bw3pactHu u fgeua Hag 12 rogmuHa B8wu3pacT 0BUKHOBeHo wanonszear 10 mg
cetirizine (20 kankn) eAMH LT AHEBHO.

Hfeya or 6 go 12 ropniiHa sw3pacT 0buxkHoBeHO uanonzsar 10 mg cetirizine (20
Kanku)} eanH NuT AgHeBHo unn 5 mg cetirizine (10 kanku) ABa mbTU AHEBHO.

Jeua or 2 go 6 roauiina Bob3pact oOMKHOBEHO u3nonssar 5 mg cetirizineg (10
Kankwn) eanH mbT AHEBHO WK 2.5 mg cetirizine (5 kankn) 2 NbT¥ GHEBHO.

MaymenTn ¢ HapytieHa Ob6GpeyHa @yHKUmsa: B Ciy4aidl Ha HapylieHa 6nbpeuHa
dyrKUUs gosata Ha cetirizine TpabBa nponopUMOHanHO fa ce HaMall, KaTto npu
HamMuMe Ha KpeaTMHWUHOB KnupbHc oT 11 go 31 mi/min ce npunara 5 mg cetirizine
(10 kanku) AHEBHO.

FlaymenTy Ha XemMognann3a U2noniear 5 mg cetirizine (10 kankn) GHeBHO.

flaypmentt C 4H4epHOAPOobHaE HegoCTaThyHOCT: HeobBXOOMMO € nponopUMOHaNHO
HaMansBaHe Ha fo3ata Ha cetirizine kato obukHoBeHO ce npunara 5 mg cetirizine
(10 kanku) AHEeBHO.

flaLueHTy B CTapYecka Bb3pact: Nopaan Bb3pacTTa Ha NauneHTa He e HeobXo[uMo
Aa ce npucnocobseaT A[o03MTe Ha npoAaykta. [osupoekata Tpsbea ga ce
npucnocobsBa B cnyuyall Ha HapylleHa 6bbpeyHa QyHKUMA, kato obUKHOBEHO ce
npunara 5 mg cetirizine (10 xankuK) AgHeBHO.

MpoAb/mxMTEAHOCTTa Ha Ae4YeHWeTo 33BWCWM OT XapakKiepa Ha JNeKyBaHOoTo
sabonssaHe. lpwu ceHHa Xpema oOMKHOBEHO Ca AOCTAaTLYHM 3 A0 6 cegMuuu
nevenue. MpM XpoHWUHa YPTUKapMA W XPOHWUEH anepuyeH PUHUT JieYeHueTto
MOXE La TTPOObJ/iXU £f4Ha roguHa u Jopu no-gbAaro.

Zodac® GTT MoXe Aa ce npunara He3aBuCUMO OT NPUEeMa Ha XpaHa, KaTo-HaeyTe
TpsaGea A3 ce NpWemMaT ¢ AOCTaTb4HCO KOMNYECTBO TeYHOCT.

4.3. [ipormBonoxaszaHnus
YcTanoBeHa CBPBLXUYBCTBUTERHOCT KeM celirizine, Hakos oT aApy
npoayxTa Manm KbM XMAPOKCH3nH,. fleta noa 2 roguiliHa Bb3pacy.
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4.4, CneyuanHy npegnasHt Mepird

NpoayxTeT TpabGBa Aa ce ppuiara BHUMATENHO NPW nNaudueHTw ¢ 6bOpeyHy
HapylleHlns, YepHoapobHa HeAoCTaTLUHOCT U NPY NagUeHTy B CTapyecka Bb3pacT.
KankuTe He chALPXAET OCTaTbyHa 3axap (Karto MNoJACTaguTeNnHo CpegcTso ce
u3nosizBa 3axapuH). Kankurte ca nogxogaty 3a guabernuy.

Mo speMe Ha NeYeHUeTo He ce MPenopsYBa ynoTpedaTta Ha askoxaoa.

Toil kaTo cetirizine notucka B orpaHnuyena crenes HHC e ymecTHo ga ce usbiorsa
eAHOBPEMEHHOTO NpuAaraHe Ha UeHTPanHo AeNpecnBHN CpefncTsa (CLHOTBOPHU U
cenaTUBHY CPEACTBA, afikoXos).

4.5. BsanmozelcTBus

Mpw egHoBpeMeHHO fipunaraHe Ha cetirizine W Teounuk, KIMPBLHCLT Ha cetirizine
MoXe Aa ce Hamanu (nopy ¢ 16%) ¢ KIMHUYHK NPOABU Ha HeXenaHu peakuun oT
cTpaHa Ha cetirizine.

Mpu egsoBpeMenHo npunaradHe Ha ketonazol W maxkpoangu c cetirizine, ca
wabnogaeadM (Makap W MHOMO pPSAKO) CAYYaW Ha Nannutauusa, cepAevHa
aputTMus, BOAKU B MepAUTE M A0DYU CMBPT.

4.6. bpeMeHHOCT U KbpMeEHe

Mpy npoyyBaHusi Ha eKCNEepUMEeHTaZHW >XUBOTHM HE Ca YCTaHOBEHM faHHn 33
eMBPUOTOKCUYHOCT W TePaToreHHocT. Bocera HAMa JOCTaTh4yHO JaHHW CEBP3aHu C
ynorpebaTa na npoAyKkra Ha Xopa.

{lopagn nuncata Ha OMWMT He ce npernopndsa ynotpebata Ha fpoayxkTa nph
GpeMeHHN 1 KbpMa4KK,

4.7. Binsune sbpxy cnocobHocTTa 3a modnpase n padorta € MalHK
CepatueHn edeKTW Ha NPOAYKTa X3paKTepHW 3a KnacuueckutTe aHTMXUCTaMUHHW
cpencTBa He ca Habmoaasadin. poyysaHus Ha 3gpaBu A4obpoesonuM noKassar, ve
npv npunarake Ha 20 - 25 mg cetirizine He ca Habimoaasann edexTn BbpXy
6QWTENHOCTTA WAW BpeMeTo 3a pearwpaHe. Bonpeku Tosa HeobxogumocT oOT
NoBMIIEHO BHMMaHMe Tpabea Npu Huga U3BbPLIBAEWKN ASHRHOCTU, KOUTO W3MCKBAT
KOHLEHTRaUWs, MOTOpHa KoopauHauug M 6bp3o B3eMaHe Ha pewlenms (Hamap.
wodmpaHe Ha MOTOPHM fipesa3Hn cpeacTsa, pabata ¢ Maunnu, paborta Ha BUCOKU
Mecta u 4ap.).

4.8, Hextenanun ReXapcrseHN peakuuy

Cetirizine ce noHacs oSMKHOBeHO A0Bpe. YNorpebarta Ha cetirizine pagko Moxe Oa
fbae cBbp3aHa C rnasobosive, CbH/IMBOCT, CBETOBbLPTEX, CyxXoTa B ycCTara,
CTOMaIHO-4YPEeBHW HapyleHus (aucnencus, 60NKkKM B KopeMa, METE0PUIbM).

4.9, lMpeposvpaHe
Cnep npuwnarateto na cetirizine 8 go3w dHageuwasawim 50 mg moxe ga ce
HabNWAaBa CLHAWBOCT, RpEeAosUpaHeTo MoXe ga npeanssuxa GeznaxoitcTso M
Bb3byna; wmorat Aa ce Habnogasar nposBu Ha aHTUXOoMWHeprudeH edexT
(3agpbXKa Ha ypuHaTta, uspaseHa Cyxota B ycTata, obctunaumns).

NeueHWeTo Ha Npepe3MpaHeTo BKIKUBa CTaHAADTHa Npolenypa KaTo NeYeHneTo e
CUMMATOMaTMYHO W TMOOBLPXKAMNO C Uen 3arnassaHe Ha XM3HneHnTe dyHKuunu.
Cneumnditied aHTHZOT He e M3BecTeH. Camo Manka vacT oT npnno»ceHaTa §
cetirizine (oxono 9 %) moxe ga 6bAe oTcTpaHeHa ypes Xxemoguannsa. "

5. ®apMaKkoAortiHHY AaHHK

GapMaKoTepaneBTMyHa rpyna
ARTUXMCTaMUHHKW Cpeacrsa

C ‘Reyistrationd.ecivaSPCOZodac-grti doc




5.1, dapMakogUHaMNYHW CEOACTBA

Cetirizine e BTOpO MOKONEHKUE aHTUXMCTAMMHHK CPEACTER € YAL/IKEHO AelcrBue.
Toit cenekTBHO uHxubupa nepudepHuTe Hi- peuenTopu, HO He MNoBNMABa
CbIUECTBEHO  XOAMHEPTHYHWTE, aApeHepruyHuTe UAN  CepoTOHWHEepPTUUYHNTE
peuenTopu. B TepaneBTM4HM [03M He oKassa cepatueeH edekt Bupxy LIHC.
Cetirizine nuxnBupa MurpaduatTa Ha BbLInanuTenHUTE KNeTKW U No-cneuManHo Ha
eosuHodmhuTe. Toll NOTUCKa OCBOGOXAABAHETO Ha XWCTaMUH OT MacTouuTUTE U
f6asodunHnTe JISEBKOUMTW [OPU MO BPeMe Ha KbCHaTa ¢asa Ha anepruyHarta
peaxkuus.,

5.2. DapMaKOKMHETMYHW CBONACTEa

Cnep npueMmane Ha kankute cetirizine nerosaTa GUMOHaNUYHOCT € 6bp3a M NBAHA.
XpaHaTta He nosaussa pesopbuusta Ha cetirizine, obaye ako ce yabLnXu BpPeMeTo
3a AO0CTMIaHe Ha MaxkcuManHa KosHueHnTpauust Ha 1.7 uyaca ToBa BOAW [0
HaMmaneHue Ha MaKCUManHaTa KOHUeHTpaumra ¢ 23 %. MakcuMmanHa KoHUeHTpauus
cnen npueMaHe Ha kankute ce goctura aien 30 - 60 MuH, Kato MakcuManHuTe
KOHUeHTpauuu Habnogasadu nNpu geua ca no-BUCOKW OT TE3W MpWM BbapacTHWUTE.
ChllecTBYBa NIMHEKRHE 3aBUCUMOCT MEeXY A03aTa W NJ1a3MeHaTa KOHUeHTpauus.
ATxucTaMuHBUAT edekt ce Habmwogasa 20 - 60 MUH. cnes rpueMaHeTo Ha
npogykta W npogemkaBa 24 daca. Crenedta Ha CBbp3BaHe ¢ fAasMeHuTe
npoteuHn e 93 %. Camo mManka 4acr o7 [POofYKTa MpeMWHasa B AMKBOpa u
CBbLp3BaHETO € MOIbYHUTE Hi-pedentopyn e HesdadmTenHo. O06eMbT Ha
paznpeaenenne (Vd) sapupa ot 0.5 go 0.8 I/ka.

3a paszniuka 0T APYFWMTEe aHTUXUCTaMMHHWU cpeacrTea cetirizine ce merabonuaupa
HEe3HAYWTENHO B 4YepHWMs [pob, kato O-geanKuniaupadusT MeTaboluT HaMa
AHTUXNCTaMWHHA 8KTUBHOCT.

BpeMeTo Ha nofiyenummHupaHe Bapupa oT 7.4 Ao 9 vaca, a npu nauMesTu ¢
ymepeHa 6bOpedHa HegocTaTe4HOCT <8 yab/xaea Ao 19 - 21 uaca. pu geua
0BIMAT KIUPBHC Ha cetirizine B opraHnama € no-BuCoK € okono 33 %, OTKOMKOTO
NpyY BbL3IPACTHW NaUMEHTU U BPEMETO Ha MNOJyenuMWHUpaHe ce HaMmanssa Ho 6.2
yaca. Oxono 60 % oT npueTarTa Jo3a Ce W3JTb4Ba € YPWUHaTa B HEMPOMeHeH Buj 3a
24 vaca; apyrn 10 % ce enuMuHmnpart npez cnegeawinte 4 guu. lNpu geua 40 % ot
mpueTara 4o3a ce M3SbYBa C YpuHaTa 3a 24 4vaca. Okono 10 % ot npuetara gosa
ce uanbyuBa C dekanuuTe 3a 5 AHKW cheg npunaraHeTo Ha Npoaykra.

5.3. MpepinHNUHN AaHHU OTHOCHO 6e3onachociia Ha NPoRyYKTa
MacneasaHusa BbPXY EKCNEPUMEHTaNIHW XMBOTHW MOKa3B&T, Y€ MPpUAaraHeTo Ha
4031 Hagsuwasawmn 216 mbTM  MakcuManHaTa fo3a nMnpu 4YoBeka He ca
TepatoreHHu. Cetirizine nama TepatoreHed edeKkT BbpXY OpraHoreHesaTa.

6. DapManeBTMYHN 43HEX

6.1. CAMchbK Ha noMoliRUTE BElleCcTEa

Methylparaben, propylparaben, glycerol 85%, propyleneglycol, saccharine sedium
dihydrate, sodium acetate trihydrate, acetic acid 99%, purified water

6.2. HeckBMeCcTUMOCTH
Hsama pgaHHM 3a HeCcbBMeCTMMOCT Ha fepopanHo npuetus cetirizine ¢ apyru
BEWECTBa.

6.3. Cpox Ha rogHoct
2 roauHu. )

6.4. CoxpaneHne
Mpu TeMnepatypa nopg 25°C.
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6.5. OnaxkoBKka

Bua na onaxoekaTa: Jieko kadas cTeKIeH pnakoH 3aTsopeH ¢ LDPE kankomep u
HDPE npegnasHa Kanauka, AucToBKa 3a NalMeHTa, KapToHeHa KyTus.

Pasmep Ha onaxoskata: 20 mi.

6.6. Yrazanus sa ynorpeba
MNpoayKTeT € 3a nepopanHo NpuacKeHKe.

YkazaHus 3a oTBapsiHe Ha (h/iaKoHa ¢ npeanasHa Kahauka

®naxkoHwT € cHabaeH c npeanasHa Kanayka, NnpejAnassalla 0TBapsiHETO W OT Jeua.
Ts Moxe Aa 6bAe OTBOpeHa Ype3 CUSIHO HaTUCKaHe HagoNy v OTBMBaHe NO NOCOKa
Ha “acoBHMKOBaTa cTpesika. Cnen wsnofssaHe Ha NPoAyKTa Kanaukata Tpa6ea

OTHOBO 34PaB0 A3 Ce 3aBUHTU.

7. lpute)xaten Ha paspemeHneTo 3a ynorpeba
Leciva a.s., Prague, Czech Republic

8. PerncrpalloHeH HoMep

8. [HAata Ha pazpereHMeTo 2a ynoitpeba/liata Ha
paspemeHMETO 3a ynoTpeba

10. BaTa Ha noc/iefHaTa peRakunn Ha TeKcTa
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