Darman vasitesinin istifadasi tizre talimat (xastaler tigtin)

Zefeksal” 6rtikli tabletlor
Zefeksal”

Beynalxalq patentlagdirilmamis adi: Fexofenadine hydrochloride

Torkibi

Tasiredici madda: 1 tabletin terkibinde 120 mq feksofenadin hidroxlorid
vardir.

Kémekgi maddaler: Avicel PH 101, PH 102, nisasta 1500, natrium
kroskarmelloza, magnezium stearat, Opadry || 85F200041 purple.

Tosviri

Aciq bandvsayi rengli, uzunsov, bir terafinds "120" basma yazili 6rtuklt
tabletlordir.

Farmakoterapevtik qrupu

H,-histamin reseptorlarinin blokatoru.

ATC kodu: RO6AX26

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

Zefeksal sedativ tasiri olmayan antihistamin preparatdir. Periferik H,-histamin
reseptorlarini selektiv olaraq blokadaya alir. Feksofenadin hematoensefalik
baryerdan kegmir ve belslikle markezi sinir sistemina sedativ ve digar slave
tosirler géstarmir.

Biray aparilan miialicaden sonra tolerantliq yaranmir.

Farmakokinetikasi

Sorulmasi

Daxile gebul edildikden sonra preparat sirstle absorbsiya olunur, T,
teqriban 1-3 saat teskil edir. Glinda 1 dafe 60 mq va ya 120 mq ve ya 180 mq
dozada gabul etdikds orta C,,, g&stericisi mivafiq olaraq taqriban 142 ng/ml,
289 ng/ml va 494 ng/ml taskil edir.

Paylanmasi

Feksofenadinin plazma ztilallari ile birlegsmasi 60-70%-i tagkil edir.
Biotransformasiya

Feksofenadin shamiyyatsiz derecade metabolizma ugrayir.

Xaricolunmasi

60 mq tek dozada daxils gabuldan sonra 80% nacisls, 11% sidikls xaric olur.
Preparatla mialice zamani terminal yarimxaricolma dévrii 11-16 saat teskil
edir. Guman edilir ki, gabul olunan doza asasen 6d vasitssila, 10%-i ise
sidikle dayisilmemis halda xaric olur.

Istifadasina gostariglar

Boytklarda va 12 yasdan yuxari usaglarda mévstimi va ilboyu allergik rinitin
simptomatik mualicesi.

Oks gostariglar

Preparatin har hansi komponentina qarsi yiiksak hassasliq.

Xiisusi gostariglar va ehtiyat tadbirlari

Yasli, béyrak ve ya qaraciyar gatismazligi olan xasteler Uglin preparatin
istifadasina dair har hansi bir xtsusi gostaris teleb olunmur. Anamnezdas va
ya hal hazirda Urek-damar xastalikleri olan xastaler antihistamin darman
vasitalerinin gabulu ile bagh taxikardiya ve trakddyinma hissi kimi slave
reaksiyalarin yaranma ehtimall hagqinda malumatlandiriimalidir.

Har Zefeksal~ értiklii tabletinin terkibinds 0,0003 mmol-dan (0,0069 mg-dan)
az natrium var; hamin migdarda oldugda natriumla bagh heg bir alava tesir
gozlanilmir.

Diger derman vasitalariila garsiliqh tesiri

Feksofenadin qaraciyarde biotransformasiyaya ugramir ve belslikla
qaraciyarde metabolizma ugrayan digar preparatlarla garsiligli tasira girmir.
Feksofenadin hidroxlorid eritromisin ve ketokonazolla birgs istifads edildikda
feksofenadinin plazma konsentrasiyasi 2-3 dafs artir. Bu dayisiklikler QT
intervalina heg bir tesir gostermemisdir. Gosterilon derman vasitalarinin
monoterapiya saklinds istifadasi feksofenadinle eyni zamanda istifadasi ila
migqayise edildikde slave reaksiyalarin yaranma tezliyinde ferq geyd
olunmamigdir.

Gostarilan feksofenadinin plazma konsentrasiyasinin artmasi feksofenadinin
qastrointestinal absorbsiyasinin artmasi ve 6d vasitesile eliminasiyanin
azalmasi ve ya MBT sekresiyasinin azalmasi ile alagadardir.

Feksofenadinin omeprazolila qarsiligli tasiri geyd olunmamisdir.

Tarkibinda altiminium ve magnezium olan antasidlerin gabulundan 15 daq
sonra feksofenadinin biomanimsanilmasinin azalmasi musahide olunur.
Antasidlarle feksofenadinin gebulu arasinda an azi 2 saat interval olmalidir.
Hamilalik va laktasiya dévriinda istifadasi

Hamile gadinlarda feksofenadin hidroxloridin istifadesi hagqinda har hansi

bir melumat yoxdur.

Diger derman vasitelar kimi, hamilslik dévriinds yalniz ana lglin gézlenilen
fayda dol tiglin potensial riskdan Usttin oldugda istifade olunmalidir.
Feksofenadinin ana stdina kegib-kegmamasi hagqinda malumat yoxdur.
Laktasiya dovrinde terfenadin istifade etdikde ana stdtinds feksofenadin
askar olunmusdur. Buna gore laktasiya dovriinde feksofenadin hidroxloridin
istifadasi tévsiys olunmur.

Noqliyyat vasitalarini ve diger potensial tohliikali
idaraetma qabiliyyetina tasiri

Farmakoloji ve slave tssirler haggqinda melumata esasan feksofenadin
hidroxlorid tabletlerinin nagliyyat vasitelarini va diger mexanizmleri idaraetma
qabiliyystina tasir ehtimali azdir. Feksofenadin hidroxlorid markazi sinir
sisteminin funksiyasina shamiyyatli tesir gésrarmir ve belsliklo xastaler
nagliyyat vasitelarini idare eda bilarlar ve diqqat taleb edan faaliyystle masgul
eda bilarler. Buna baxmayaraq, derman vasitslerine geyri-adi reaksiya olan
soxslorda preparata hassasligini yoxlamagq tdvsiys edilir.

Istifada qaydasi va dozasi

Boyuklera va 12 yasdan yuxari usaglara guinds 1 dafs 120 mq dozada gabul
edilmasi tévsiys olunur.

Xtisusi qrup xastalora dair slave melumat

Béyrek/Qaraciyar ¢atismazligi

Boyrak va ya qaraciyer ¢atismazligi olan xestslerde doza tenzimlenmasina
ehtiyac yoxdur.

Usagqlarda istifadesi

12 yasdan kigik usaglarda feksofenadin hidroxorid 120 mq tabletlarinin
tohlukasizliyi ve effektivliyi 6yrenilmamisdir.

Yasli xastalorda istifadasi

Bu grup xastalerde doza tanzimleanmasina ehtiyac yoxdur.

Olava tasirlari

Plasebo nazaratli klinik tedgiqatlarda xastelerds plasebo va feksofenadin
istifade zamani musahide olunan alava tasirler mtiqayisa edilendir.
Rastgalma tezliyi: ¢ox tez-tez (21/10); tez-tez ( 21/100-den <1/10-dak);
bazan (21/1000-den <1/100-dak); nadir (=1/10000-dan <1/1000-dak); gox
nadir (<1/10000); malum olmayan tezlikde (mévcud malumatlar bagverma
tezliyini mtayyan etmak tgun kifayat deyil).

Immun sistemine

Nadir: eritema, 6vra, qaginma, angioédem, sinada sixilma, tangnafaslik,
istilik hissi, sistemli anafilaksiya kimi simptomlari ile misayist olunan
hiperhassasliq reaksiyalari.

Sinir sistemine

Cox tez-tez: basagrisi (3%), yuxululuq (1-3%), basgicallanma (1-3%)
Tez-tez: yuxusuzlug, asabilik, yuxu pozulmalari ve ya qarabasmalar.
Urek-damar sistemina

Nadir: taxikardiya, Grekddytnmsa hissi.

Hazm sistemina

Cox tez-tez: tirekbulanma (1-3%)

Nadir: diareya.

Stibheli elave reaksiyalar haqqinda melumat

Darman vasitesinin geydiyyata alinmasindan sonra stibhasli slave reaksiyalar
haqgqinda hakima malumatin verilmasi vacibdir. Beloe malumatlar derman
vasitasinin fayda/risk nisbatina nazaratinin davam etdirilmasina imkan verir.
Arzuolunmaz effektlor bas verdikds hakima miiracist edin.

Doza haddinin agilmasi

Feksofenadin hidroxloridin doza asilmasina dair malumat mahduddur. Buna
baxmayaraq, yuxululug, yorgunlug ve agizda qurulug haqqinda bildirilmisdir.
Feksofenadin hidroxloridin maksimum dézuls bilen dozasi malum deyil.
Sorulmamig preparati organizmdan xaric olunmasi Ugun standart tedbirlar
gorulmalidir. Simptomatik ve dasteklayici mualicenin apariimasi tévsiya
olunur. Feksofenadin hidroxloridin gandan hemodializ Gsulu il xaric edilmasi
effektiv deyildir.

Buraxilig formasi

Zefeksal” 120 mq.

10 ortikla tablet, blisterds. 2 blister iclik varags ile birlikde karton qutuya
qablasdirilir.

Saxlanma saraiti

25 °C-dan yliksak olmayan temperaturda, usaglarin ali gatmayan yerda ve 6z
qutusunda saxlamaq lazimdir.

Yararhhqmiiddati

2il.

Yararlilig muddati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma sarti

Resept asasinda buraxilir.

mexanizmlari

istehsalgi
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WHCTpYKLMs N0 MeANLIMHCKOMY NPUMEHEHWIO Npenapara
(Ans nauneHToB)

3edbekcan” TabneTky, NOKPLITbIE NEHOYHON 0600YKON
Zefeksal

MexayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue: Fexofenadine hydrochloride
Cocras

1 Tabnetka, NOKpbITas NIeHOYHON 060NOYKOIA, COAEPXKMUT:

AkmusHoe 8eujecmeso: ekcodeHaamHa rugpoxnopua 120 mr
BcriomozamernbHble gewjecmesa: Lennono3a Myukpokpuctannuieckas (Avicel
PH 101, PH 102), kpaxman 1500, kpockapmernnosa HaTpusi, MarHus cteapar,
Opadry Il 85F200041 chroneToBbilit (MONMBUHUMOBLIA CMIMPT, TUTaHa AMOKCWA,
nonuaTuneHrnukons/makporon, Ttanbk, FD&C rony6oi #2/vHanrokapmuH
anMUH1EBBIN nak, MyHLUoBbIR 4R nak, FD&C xenTbiil #6/KenTbli "CONHEYHbI
3akat" FCF aniomMmnHueBbIn nak).

Onucanvne

TabneTtku, NOKPbITbIE MMEHOYHON OBOMOYKON, CBETMO-CMONETOBOrO LBETa,
npoponroeatoi hopmbl, ¢ rpaBrposkoii 120" Ha OAHO CTOPOHe.
®dapmakoTepaneBTUYecKas rpynna

Bnokatop ructamnHoBbIx H,- peLienTopos.

Kop ATX: ROBAX26

®dapmakonoruyeckue CBoucTsa

®apmakoduHamuka

Bedpekcan - HecegaTMBHbIN aHTUIMCTaMUHHBLIN Npenapar. OkasbiBaeT cBOe
fAeiicTBre, cenekTMBHO 6nokupys nepudepuyeckne rucTamuHoOBbIE
H.- peuenTopbl. He npoxoaut Yepes rematoaHuedanmyeckuii 6apbep u, Takum
o6pa3om, He obnaaaeT cefaTMBHO aKTUBHOCTBIO U He OKasblBaeT NoboyHoe
[eCTBIE Ha LIeHTparibHYH0 HEPBHYIO ccTeMy. TonepaHTHOCTb K Npenapary He
BbISIBIIEHA CMYCTS MECSL| MOCE NeYeHus.

PapmaKoKuHemuka

Mocne npuema BHyTpb NpenapaT 6bicTpo abcopbupyetca na XKT, T,
cocTaBnsieT npubnuantensHo 1-3 4. Mocne npuema 1 pa3 B cyTku 60 mr, 120 mr

vnn 180 mr C,,, COCTaBnsieT COOTBETCTBEHHO MpUBNMauTensHo 142 Hr/mn,
289 Hr/Mn 1494 Hr/mn.
PacnpedeneHue

CBsi3blBaHWe hekcodeHaamnHa c 6enkamu nnaamel coctasnset 60-70%.
BuompaHcgopmayus

DekcodeHaanH B He3HaUNTENbHOI CTeNeHn MeTabonusnpyeTcs B neYeHu.
BrigedeHue

Mpu ogHokpaTHoM npueme B Ao3e 60 Mr 80% BbIBOAWUTCS C xenybto, 10% - ¢
Moyoit. KoHeuHbli neproa nonysbiseaeHns TYz dekcodeHaanHa coctaenset
11-16 4. Kak nonaratot, npenapar BbIBOAWUTCSI NPEUMYLLECTBEHHO C Xenyblo, a
A0 10% - C MOYOI1 B HEN3MEHEHHOM BUAE.

Moka3saHus K NPUMeHEeHNIo

CumnTOMaTU4eCKOoe NeYeHUe CE30HHOTO W KPYTNIOrOANYHOTO annepruyeckmnx
PUHNTOB y B3POCTbIX 1 ieTel B BO3pacTe 12 neT v craplue.
MpoTnBonokasaHus

MoBbILLIEHHas HYyBCTBUTENBHOCTL K KOMMOHEHTaM Npenapara.

Ocob6ble ykazaHus

Y noxunelx, a Takke MauMeHTOB C MOYEYHON WNU NEYEHOUHOI
HE[l0CTAaTOYHOCTbI0 He TpebyeTcs kakux NMBo 0cobbix ykasaHui no
npuMeHeHulo npenapata. [lauMeHTam C CcepAeyHO- COCYAUCTbIMMW
3abonesaHnsMM (B T.4. B aHamMHe3e) crnedyeT COO6LWMTb O TOM, YTO npuem
AHTUIMCTaMUHHbIX NPenapaToB MOXET Bbl3BaTb cepaLebueHie 1 Taxvukapamio.
Kaxpas Tabnetka npenapata 3edekcan 120 Mr copgepxuT MeHee
0,0003 mmornb (meHee 0,0069 Mr) HaTpusi; Mpu TakoM KOMUYECTBE He
OXUAAETCS KAKUX-NMBO peakLui, CBA3aHHbIX C HaTpUeM.

B WCTBME C APYrUMU pcT IMU cpecTBaMKU
®dekcopeHaauH He GuoTpaHCcoOpMUpyeTcs B MeYeHM W MO3TOMY He
B3aMMOJENCTBYeT C [pYrMMM npenapatamu, MeTabonusvpylowmMmucs
neveHbto. Mpy COBMECTHOM npuUMeHeHUn dekcoteHaamHa ruapoxnopuaa ¢
APUTPOMULIMHOM UMW  KETOKOHA30MOM KOHLEHTpauus ekcodeHagnHa B
nnasve ysenuuusaetca B 2-3 pasa. OTU M3MEHEHWA He COMpOBOXAAITCA
BO37eiCTBMEM Ha WHTepBan QT. He Habnioganock pasnuuunii B Yactote
BO3HWUKHOBEHUS HEeXenaTenbHbIX peakuuii npu NPUMEHEHUN  yKa3aHHbIX
npenapaToB B ka4ecTBe MOHOTEpanuu 1 B codeTaHun ¢ ekcoteHaanHoM.
Bblleyka3aHHOe NOBbILLEHNE NNasMeHHbIX KOHLEeHTpauuin dekcodeHaamHa
BEPOSITHO CBA3aHO C yny4lleHnem abcopbumm dpekcodeHanmnHa 1 CHKeHnem
nnbo ero BbIBEAEGHUS Cxenybio, Nnbo cekpeumn B npocseT XKKT.
Bsaumopencteus mexay dekcoheHaZMHOM 1 OMenpasoriom He Habnopaetcs.
Mpuem aHTaLUMAOB, coaepXaLLyx antoMUHWIA U Markui, 3a 15 MuH go nprema
chekcobeHaMHa NPUBOANT K CHWKEHWIO ero GuopocTynHocTw. VHTepsan
Mex/y npremMom hekcodeHaanHa 1 aHTaLMAOB JOMKEH COCTaBNATL He MeHee
24acos.

MpuMmeHeHUe Bo BpeMsi 6epeMeHHOCTM 1 B Nepyoa nakrauum

HeT kakux-nn6o coobleHnit o6 wucnonb3oBaHuM dekcodeHaanHa
ruapoxnopuaa y OGepemMeHHbIX JkeHWMH. Kak v npu npueme Apyrux
nekapCTBEHHbIX CPEACTB, HasHayaTb ero Bo BpeMs GepemeHHOCTU cneayeT
TOMbkO B TOM Cnyyae, ecnv npeanonaraemasi nonb3a Ans SKEHLWHbI
npeBbilLaeT BOIMOXHbI PUCK AN nnoaa.

HeT AaHHbIX OTHOCWTENBHO BbIAENeHUst npenapata C rpyaHbIM MOMOKOM.
OpHako ycTaHOBMIEHO, 4TO npu npueme TepdpeHaanHa dekcodeHaanH
obHapyXuBaeTCs B rPyAHOM MOMOKe XeHWWH. [o3ToMy npumeHeHvne
npenapara B NepyoA rpy/AHOro BCKapMIIMBAHUS HE PEKOMEHYeTCs.

B, Ha Tb ynp T
APYrMMU NOTEHLMATBLHO O

Ha ocHoBaHuM hapmMakoaMHaMUYeckoro MPOus U AaHHbIX O MOBGOYHbIX
abdekTax MOXKHO nonaratb, YTO BrMSHWE Npvema TaGneTok npenapata Ha
CNocoGHOCTL yNpaBneHUs TPaHCMOPTHLIMU CpeacTBamMu W ApYrumun
MexaHu3Mamy ManoBepoATHO. [Mockonbky ekcodeHaanH He okasbiBaeT
3HauMmoe BosjelicTBne Ha cyHkumm LIHC, B nepuog npuema npenapata
BO3MOXHO YNpaBrneHue TPaHCMOPTHLIMU CPeACcTBaMU U BbINONHeHMe pabor,
TpebyloLmMx BbICOKON KOHLEHTpauun BHUMaHMA. OfgHako y nauueHToB C
HeoOblYHON peakuueit Ha nekapcTBeHHble CpeacTBa pekoMeHayeTcst
NpoBEpUTL MHAMBMAYANbHYIO peakuuio Ha Mmpuem npenaparta o TOro, Kak
NpUCTYNaTh K yNpaBeHNto TPaHCMOPTHLIMM CPEACTBAMU 1 BbIMOMHEHIO paboT,
TPebyHoLLINX BbICOKOM KOHLIEHTPALINN BHUMAHWSI.

Cnoco6 npMMeHeHUs 1 403bl

PekomeHayemasi io3a npenapata As1si B3poChbiX W AieTeli B Bo3pacTe 12 net u
cTapule cocTasnsiet 120 Mr 1 pa3 B CyTku.

[ononHumenbHble OaHHbIe, CesidaHHbIe CO CriequarnbHbIMU 2pynnamu 60MbHbIX
lMayueHmei ¢ MoYeqHoLl / neyeHoYHoU HedoCMamoyHOCMbI0

MccnenoBaHus B cneumanbHbIX rpynnax pucka nokasasni, Y4To Y NauueHToB ¢
MOYEYHON UM NEeYEHOYHON HEAOCTATOYHOCTLIO He TpebyeTca KoppeKLn 403kl
npenapara.

lpumenerue y demeti

BesonacHocTb 1 adhhekTUBHOCTb NpUMeHeHns TabneTok npenaparta B o3e
120 Mry feTeit o 12 neT He N3yyeHsbl.

TpumeHeHue y NoXurbiX nayueHmoes

MccnepoBaHust B cneuyuanbHbIX rpynnax pucka rokasanu, YTo y nalueHToB
NOXWIOro Bo3pacTta

He TpebyeTcs KoppeKLWM 103bl Npenapara.

Mo6o4Hble aencTeuNA

B nnaue6o-koHTpONMpyeMbIX KMUHUYECKUX WUCCMEAoBaHUSX NOGOuYHbIe
acbdekThl, Habnogawwmecs npu npveme nnauebo u ekcodeHaauHa,
aHarnormyHbl.

YacToTa BO3HUKHOBEHMS NOGOYHbIX AENCTBUIA: O4eHb YacTo (21/10); yacTo (ot
21/100 go <1/10); HevacTo (oT 21/1000 go <1/100); peako (ot 21/10000 Ao
<1/1000); o4eHb peako (<1/10000); ¢ HEN3BECTHOI YaCTOTOI (He MOXET BbITh
oLieHeHa Ha OCHOBE VMEILLIMXCS AaHHbIX).

Co cmopOHbI UMMYHHOU cucmemb|

Pefko: peakuun runepyyBCTBUTENBHOCTU, Takue Kak apuTema, KpanueHuLa,
3y[l, @HrVIOHEBPOTUYECKWIA OTEK, 3aTPyAHEHUE [bIXaHus, ofbllIKa, rMnepemus
KOXHbIX MOKPOBOB, CUCTEMHbIE aHaunakTU4eckmue peakLnm.

Co cmopoHbI HepeHoU cucmemb!

OyeHb 4acTo: ronosHas 6onb (3%), coHnueocTb (1-3%), ronoBoKpyxeHue
(1-3%)

YacTo: 6eCCOHHMLA, HEPBO3HOCTb, HAPYLLEHUS CHA UMV KOLLIMApbI.

Co cmopoHbI cepdeyHo-cocyducmoli cucmemb!

Pepko: Taxukapaus, cepauebnerue.

Co cmMopoHkI NuLesapumeibHoU cucmeMb!

QOueHb YacTo: TowwHoTa (1-3%)

Pepko: auapes.

CoobuyeHue 0 1odo3pumerbHbIX MOGOYHbIX peaKyuax

CooblieHre 0 MoAo3pUTENbHBIX MOBGOYHBLIX peakuuax nocne Toro, Kak
nekapcTBeHHbIN Npenapat Gbin 3aperncTpupoBaH, UMEET BaxHOe 3HayeHue.
OTO no3BOMAET OCYLIEeCTBAATL [ASIUTENbHbIA KOHTPOMb COOTHOLUEHWS
nosb3a/puUcK NPYMeHeHUs NekapcTBEHHOro cpeacTBa.

INpu nosieneHuu HexxenamerbHbIx 3¢hghekmoe obpaujalimecs K epady.
MepenosupoBka

CoobLieHnss o nepefo3vpoBKe npenapaTa CoAepXaT OrpaHU4EHHyio
nHpopmaumo. CoobLLanock 0 COHMMBOCTM, HEAOMOTaHUM U CYXOCTU BO PTY.
MakcumanbHasi nepeHocuMasi nosa hekcodeHaanHa ruapoxnopuaa He
ycTaHoBneHa. CriefyeT NpoBOAUTL CTAaHAAPTHLIE MEPOMPUSITUS NO yAANEeHNIO
Heabcop6ypoBaHHOro Npenapata 13 opraHuama. PekomeHayeTcs npoBefeHne
CYMNTOMAaTUYECKOM 1 NOAAEPXKMBAIOLLEN Tepanuu. MpuMeHeHe remoananiaa
[ANsi yaaneHus hekcodeHaanHa ruapoxnopuaa ua kposu HeatheKTUBHO.
®opma Bbinycka

3edekcan” 120 mr.

10 TabneTok, NOKPLITLIX MIEHOYHOM 06omnoyKoil, B Gructepe. 2 6rnnctepa B
KOMNIEKTE C UHCTPYKLIME NO NPUMEHEHMIO YNaKoBaHb! B KAPTOHHYH KOPOBKY.
YcnoBusi xpaHeHUs

XpaHuTb npu Temnepatype He Bbiwe 25 °C, B OpUrMHAmNbHOW ynakoBke 1
He[IOCTYMHOM A1151 AeTel MecTe.

CpokrogHocTn

2roga.

He ncnonb3osarhk nocne nctedeHnst cpoka roqHoCTy.

YcnoBus oTnycka U3 antek

OTnyckaeTcs Mo peLenty.

PTHbIMU cpeaAcTBamMu U

MpousBoaguTtens

Anv Pand Mnay CaH. A. L.
Wiutennn OCE Maxannecu

10. Mxanne Ne3/1A
Batuakwexvp/Ctambyn/Typumst
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