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1.TBPI'OBCKO HANMEHOBAHHME HA JEKAPCTBEHHWSA HPOJAVKT
Telfast 120
Tengacr 120

2. KAYECTBEH M KOIMYECTBEH ChCTAB

AxrieHo Bemuectro: fexofenadine hydrochloride

Enpa Tabnerxa ¢eaBpiKa:

Fexofenadine hydrochloride 120mg exsuBanerTer Ha 112mg fexofenadine
3a IENHHA CIIHCEK Ha ITOMOILNHEHTE BellecTsa BIK T.6.1

3. IEKAPCTBEHA ®OPMA
IInocku dunmupany TabreTKy.
4. KIIMHAYHYA JAHHI

4.1.TepaneBTHUHE N0KA3AHMS
Ofnexyenne Ha CAMNTOMHUTE, CBBP3aHA CHC CE30HHUS alleprideH pHHNT.

4.2, No3upoBKa 1 MeTOH HA MPHIOKEHNE

Bi3pacraun u gena Hag 12-ropmmna BL3pact
TIpenopruranara no3a $pexcodeHaauH XNAPOXNOPHUT 38 BE3PACTHY U Jelia Hax 12-
FONMINHA Bh3pacT € 120mg BeAHBXK JHEBHO.

Jena non 12-ropnmraa BL3pact
EdexTrBBOCTTa 1 O€30TIaCHOCTTA Ha Pekcoderanys XUIpoXIopH/l He € NpoyYBaHa IpU
Jena nox I2-ronuimHa BB3pAcT.

Cnenynansgu pHCKOBH IPYITH

IIpoyuBaHKATA IpH CIICIHATHM PHCKOBY IPYHH (NALMEHTH B HANpeAHANA Bh3pacT,
OonHM c yBpeneHa Ob0peyna Min weproapoOHa GyHKHHA) IOKa3BaT, 4e He €
HeoOX0MMO Jla ¢ KOperHpa A034ara Ha (hekcoheHa UH XHIPOXIOPU NPH Te3H
TalBieHTH.

43.JIPOTUBONOKA3AHMA
CBpsX4yBCTBHTEIHOCT KM (PEKCODeHaHH HIH KbM HAKOE OT TOMOILHHUTE BEIECTE2.
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KakTo npu rnosedeTo HOBY NEKapCeTRa, CHIIECTBYBAT OrpAHMYEHH JAHHH 33
HPUTOKCHUETO Ha NPOJYKTA IIPH NAIMEHTH B HANIPeHANa BE3pacT 1 GONHE ¢ yBpeacHa
Onbpeuna unu yeproapoGHa dynkuus. Dexcodenanus Xuapoxnopuy TpadBa a ce
ApHIIATa BHUMATENHO NPY TE3H CTIeHANHM TPYITH.

4.5.B3auMopelicTBHE ¢ APYTH MEIMIMHCKH IPOIYKTH K Apyru GopmMa Ha
B3auMOJeHCTEHE

Dexcodesanun He ce ToaNIara Ha GuoTpaHcdopManus B yepHus APod U IOpaJH TOBA He
B3aWMOJIEHCTBA ¢ APYTH JIeKapCTBa IOCPEICTBOM YePHOApOoOHHTE MexaHu3Mut. Jlokasato
€, 4& ETHORPEMEHHOTO IIPUIOKeHNE Ha (excodeHa M XMAPOXAOPHE C EPHTPOMHUIIHH
HIIH KETOKOHA30I BOKH IO yBeAHYSHUE Ha HUBATa Ha dexcodernanuu B nnasMara 2-3
bTH. IIpOMeRuTE He ¢a C& CHIPORONKAANM ¢ edexTd BEpxy QT-HHTepBana 1 He ca OHIH
CBBP3aHN C YBEIHYCHHE Ha HeXXeIaHHuTe e()eKTH B CPABHEHME CBC CAMOCTOSTEIHOTO
NPUAOKEHHE HA JeKapCcTBaTa.

IIpoyuBanuaTa MpH AUBOTHM ca HOKA3aJIH, Ye YBeNMYEHUETO Ha IIIa3MEHHTE HiBa Ha
dexcodenanuy, HaOMIONABAHH ClIE] SAHOBPEMEHHOTO IPHIIOKEHHE C EPETPOMUIIIH HII¥
KETOKOHA30II, BEPOATHO Ce IBJDKAT HA YBEMHYaBaHe CHOTBETHO Ha CTOMANIHO-YpEeBHATA
pesopOuyst 1/ Uiy Ha HaMasleHHe Ha )XABUHATA SKCKPELHs, WM Ha FACTPO-UHTECTHHAIHA
CeKpenus.

He e Habnrogapano B3auMoekcTBre Mexy dekcodeHamyH i omMenpasol. [Ipuiaragero
ofaye Ha aHTHALHIH, ChIBPKAIY ATYMUHHEB H MATHE3HEB XUAPOKCHA, 15 MUHYTH
npeny excoheranyH XUAPOXIOPH/ ¢ IPHIUHIIO HaMATleHHe Ha GHOHANMYHOCTTA, Hal-
BEPOSITHO JNEINKANO C& Ha CBLP3RaHe B CTOMAIIHO-UpEeBHMA TpakT. IIperophyusa ce
HHTEPBABT MEKAY MPUNOKEHHETO Ha excodheHauH XHAPOXAOPY U aHTHALMINTE,
CHABPKAINH AYMHHHEB # MarHE3HeB XUAPOKCHA Aa OhIe He IO-MankbK OT 2 yaca.

4.6.bpeMennocT 1 KbpMeHe

Hama noctarhuHO JaHHM 3a yrmoTpebara Ha fexofenadine hydrochloride npu 6pemensu
keHKH.Orpanryenn poyYBaHys NP XKHUBOTHY He OTKPUTUBAT AMPEKTHM WIH
HHAHPEKTHH eheKTH 110 OTHOINEH)E Ha OpeMEHHOCTTa, eMOPHOHAAHOTO/PEeTaIHoTo
PasBHTHE, PAXIAHETO H TIOCTHATANHOTO passutue ( Bk cek. 5.3). Fexofenadine
hydrochloride He Tpa6Ba Aa ce M3NON3Ba IO BpeMe HAa OPEMEHHOCT, OCBEH aKO TOBA &
HaJI0XKHUTEIHO.

Knpmene

[punoxen npu xppmauky, hexcohenaauu npemrHara B kppMata. [lopasy Topa




B%3 ocrora nHa dapmakouHaMIyHE NPpoduI 1 ChOGIIEHNTE HeXKENAHH JIEKAPCTBEHN
PeaKITH MaJIKO BEPOATHO € hexcodeHa it XUAPOXIOpH S TabJeTKy Ja IPEIU3BHKaT
edexT BBpXy criocoOHOCTTA 32 odupade win padota ¢ Mamusy. C IOMOIITA Ha
0DEeKTHBHH TECTOBE € JoKa3aHo, e TeadacT He 0Ka3Ba 3HAUMTENHO NEHCTBYE BBpPXY
(QYHKIHATA Ha BeHTpaNHaTa HepBHa cucrema. ToBa 03HAaYaBa, ye NAITHEHTHTE MOTAT 44
mohupaT Wik Jia W3TBIHABAT 3a/a4s, KOMTO H3HCKBAT KOHIEHTPAHM. 3a Ja ce
unenTuduuEpar obage UyBCTBHTEHNUTE JIHIIA, KOWTO MMAT HeoOUUaiiHa peakiys KeM
TIEKapCTBOTO, Ce NPenopBYBa Jia Ce IPOBEPH HHAMBUIYAHUA OTTOBOP Mpey modupane
HIH M3MIBIESBAHE Ha CIIOMKHY 3aa4H.

4.8.Hexenany jgekapcTBeHN peakiuy

I1pH KOHTPOIMpPaHK KIHHEYHA NPOYUBAHKS TOBEYETO YECTO ChOOIIABAHH HeKe A M
cBOMTHA ca 6uny ruaBoGonue (7.3%), cermuBoct (2.3%), ragene(1.5%), 3amaiisane
(1.5%). YecroraTa Ha Te3H cHOuUTHS, HAOIOAABAHN ¢ (eKcodeHannH, ¢ 61la nogo0Ha Ha
YeCcTOTaTa Ha HabnioAaBaHKuTe B Ipymara ¢ mrangbo.

B pexxu cnyqan ca cr001apaHy HEIHAEHTH (¢ gecTora nox 1%) HpH KOHTPONHPaHHTE
OPOYYBAHKA, IOJO0HY Ha Te3H IIPH IUTanedo U OT OCTMAPKETHHIOBH IIPOYYBAHM,KATO:
yMopa, Ge3chHHEe, HepPBHOCT H TPYIHO 3aCHHBaHe MK [IAPOHKPHA, KATo KOmMapy. B
PENKH cllydau ca NOKINafBaHH: O0PUB, YPTHKAPI, ChPOeX M peaKity Ha
CBPBXYYBCTBHTENIHOCT, IIPOSBEHHU C aHTHOSEM, CTATaHE B IBPIUTE, JUCIHes,
3a4epBABAHE Ha KOXKaTa 1 CHCTEMHA ANAQHNIaKCHS.

4.9.IIpenosupane

I1pu mpexosupane ¢ fexofenadine hydrochloride ce crobmasa 3a 3aMaiiBane, CEHINBOCT,
OTIIaJHANIOCT ¥ CYXO0Ta B ycrara, IIpH BE3pacTHE MHIMBUIM C2 TPUIAraHM eTHOKPATHH
mosu o 800 mg u nos3u 7o 690 mg ABa IETH JAHEBHO B HPOALIKEHYE Ha | Mecell Iin
240 mg BeHBXK AHEBHO B IIPOABIDKEHHE Ha 1 roguna 6es PasBUTHE Ha KIHHIYHO
3HaYMMH HEXEIIaHH JIEKapCTBEHH peaKiiii B cpaBHEHME ¢ MIanebo. Makcumanuara
ToNepHpaHa nosa Ha fexofenadine hydrochloride ue e yeTanoBseana.

3a oTcTpaHsBaHe Ha HeabcopGHpaHus NPOXYKT TPAOBA Ja C& NpeANpHeMaT CTaHNapTHH
Mepku. [Ipenoprupa ce CHMITTOMATHIHO M NOANBPKAMIO JedeHre. XeMOIUanM3aTa He
otcTpaHsBa edexTrrHo fexofenadine hydrochloride ot xpeBTa.

5. PAPMAKOQJIOI'HTYHY JAHHHA
5.1.@apmakoguHAMEYMY CBOHCTBA

®apmaxoTepaneBTHYHA PYIA: AHTUXUCTAMUH 3a CHCTEMHA YIIOTpeba,

ATC xom RO6A X26 e
@excodenanun xuppoxnopus e H1 anruxucraMud 663 CeNaTHBHO nencg;gi{ m
Dexcodenanun e GapMakOTOrMUHO AKTUBEH META0OANT Ha TepQJeHaJ} *3“7” g




IIpoyupanusra o Meroga “wheal and flare” ¢ xucTamMun IpH YoBeKa CET, IpHIaraHe Ha
excodenanuy XuAPOXIOPU BEXHENK HAH ABa IETH HHEBHO IIOKA3BAT, Y€ JEKapCTBOTO
NIPUTEKaBa aHTHXHCTAMUHOB ediekT, KOHTO 3al0uBa clie] €5HH Uac, IOCTHra MakCHMyMa
CH Ha 6-1A Yac ¥ Ipoxbmkana 24 uaca. HaMa JaHHY 32 pasBUTHE Ha TOJNEPAHTHOCT KBM
Tesn edexty cnen 28 guu redenne. Hamepero e MOKOXKUTENHO OTHOMEHHE J03a-0TTOBOP
mexay mosu ot 10 mg mo 130 mg, npuetH nepopanuo. [Ipy To3u Moaen Ha
aHTHXHCTAaMHHOBA aKTHBHOCT € HAMEPEHO, Je ca HeoOXO UMK HO3H OT Haii-manko 130
mg 3a JOCTHraHe Ha MOCTOAHEH e(eKT, KOMTo ce momaspxa Han 24 yaca. MakcHMAanHOTO
uuxXnbupane B KOKHATE YYacTBIM C YPTHKHA M XHIepeMus € 6uno Hazg 80%. Kinamynure
H3MHTBaHMUA, IPOBEXEHN DY MALMEHTH CHC CE30HEH allepruyes PHHAT, ca MOKa3alH, Ye
no3a or 120 mg e nocTaTh4Ha 3a MOANEPKAHe Ha 24-4acoBa eeKTUBHOCT.

He ca naGmonasasy 3Ha9uMH pasnuky B QT HATepBajiuTe B CpaBHEHHE C MIanefo npu
IIAlAEHTH CHC CE30HEH alepriyeH PUHUT, oIyyapany fexkcopeHaaul XUapOXaopH L 0
240 mg nBa IBTH JHEBHO B NpoaBIKeHue Ha 2 ceaMuiy. He ca wabnroaaBany 3HAYUMU
pasznuKy B cpaBHeHHe ¢ ianebo B QT nrTepanuTte U npu 31pasy Zo0pOBOIIIH,
nojydapami dexcodeHagns XUApOXIOpHT o 60 mg ABa IETH AHEBHO B IPOAEDKEHHE
Ha 6 mecena, 400 mg ABa IBTH THEBHO B NPOABIKEHAE Ha 6.5 quu 1 240 mg BeIHBK
JHEBHO B IPOABIDKEHME Ha | roAuHa. DexcodeHaauH B KOHISHTpAUKK 32 MBTH 110~
TOJIeMH OT TEparIeBTHYHHTE [IPH YOBEKa He e UMal edeKT BepXy 3a0asenu K+ kananu,
KIIOHHPAHH! OT YOBEIIKO CBHpLE.

®@excodenamud xunpoxnopun, (5-10 mg/kg nepopanuo) e uuxubupan GpoHXOCIIA3EMa,
HHAYLHPaH OT aHTHIE€H, NPH CeHCHOUIN3HPAHH MOPCKH CBHHYETA,A B
cynparepaneBTHIHH KoHnenTpaurH (10-100 pM) e nuxudupan ocBoboKIaBaHETO HA
XUCTaMKH OT NEPUTOHEANHN MaCTHH KHETKH.

5.2. dDapMaKOKHHETHYHH CBOMCTBA

Dekcodenai XHAPOXIOPH, ce pe3opbupa GBP30 B OPraHu3Ma ClIeH EPOPATHO
DPUNOXKEHHE, KaTo Tmax ce JocTuTa NprbIR3uTeNHO 1-3 Yaca Cliel HPHUIOKEHHETO.
Cpegnata crotinoct Ba Cpax € nprOnusnTenso 427 ng/ ml ciepn npuaaraHe Ha K032 OT
120 mg BenaBX KHEBHO.

®excodeHantH ce CBEP3Ba ¢ ITa3MeHuTe npotensy B 60-70%. @excodenanun ce
HOJJIara Ha He3HAYUTENleH MeTaboM3pM ~ YepHOAPOOEH U M3BEH YepHoxpoben. Toit e
€MHCTBEHOTO OCHOBHO CREMHEHHE, HACHTH(QHUUMPAHO B YPHHATA B (PeKaHUTE TIPH
XKUBOTHH U Xopa. [IpodHIET Ha mIasMeHHTe KOHUEHTPpaluHs Ha (eKcodeHaaus cleaBa
OH-eKCTIOHEHIMAHa KpABa ¢ BpeMe Ha IIOoRYXiBoT oT 11 #o 15 yaca chey MHOroKpaTHO
npunoxenne. PapMakoKMHeTHKaTa Ha dexcodenanyH clefl eAHOKPATHO H MHOFOKPATHO
NPHIIOKEHHE € NMHEeHHA 3a Iepopalliy Jo3H 1o 120 mg npa nsTH AHeBHO. Jlo3a oT 240
mg ABa MIETH JHEBHO JaBa MaJIKO HO-TOIAMO OT IPOHOPIHOHATHOTO YBENY /u& &8.()
Ha ILIOINTA TI0J KPHBATA B PaBHOBECHO CHCTOSHHE, KOESTO [TOKA3BA, 4 ﬁ WTERH S o
¢apmaxoxuneTHKaTa Ha (hekxcodeHaRuH e NPaKTHYECKY THHESHNEa TP X I»L
1 240 mg nueBHo. CunrTa ce, Je JIBUHATA SKCKPEHs € OCHOBHMST ITH




eaumMuHnpane, kato g0 10% ot npuerara fo3a ce eKCKpeTHpa B HelmpoMeHeH By C
ypuHaTa.

5.3.JipeaxanauyHy JaHHM 3a 0e30aCHOCT

Kyuera ca iosacama 450 mg/kg (Ba IBT# JHEBHO B IPOABIIKEHHE Ha 6 MeCela U He ¢a
TIOKa3allH [pH3HALE Ha TOKCHYHOCT ¢ U3KIIOUSHHE Ha NOBPHIaHe HOHIKOTa. Y npu
H3CIIeBaHNA BEPXY KY4eTa ¥ IPH3aun ¢ eZHOKPaTHH NO3M He ca HabNoAaBaHl HAaXOIKH,
CBBP3aHH C TPETHPAHETO.

IIpoyuyBanusTa Ha TPKaHHOTO pasiipeaeneHyue ¢ bemasan dexcodenaanH XHIPOXIOPUL
BBPXY IIBX0Be IOKa3Ba, 4e hekcodenaniy He npeMUHaBa KpBBHO-MO3bYHaTa GapHepa.

@excodenanus XMAPOXIOPH], HE € ITOKA3A MyTareHeH e(heKT IIPH PasiIuiIH TECTORE 3a
MYTareHHOCT in Vitro U in vivo.

Kanneporenuust noreniman Ha dexcodeHafua XUAPOXIOpU € OHII OLIEHABAH C
TIOMOIITa Ha NMOJABPKaNK (GapMaKOKMHETHYHH U3CNEIBAHHS Ha TepdeHa H,
TIOKa3BAIly eKCTIO3NIMA Ha dexcoheHaaiH XUAPOXIOPHE (Ype3 MAa3MeHHTe CTOHHOCTH
Ha AUC). He ca nabmozgapany JasHy 3a KaHIEPOTEHHOCT IIPY MUIBXOBE U MYLHKH,
TpeTHpanH ¢ Tepdenagus (o 150 mg/kg nueBHO).

6. PAPMATNTEBTHYHY JAHHH
6.1. CoHcebk HA HOMOUIHHTE BENkecTBa
CrpnesrHa Ha TabneTkara

Microcrystalline cellulose, pregelatinise maize starch, croscarmellose sodivm, magnesium
Stearate

OEAMHPALL0 TOKPUTHE
Hypromellose, povidone, titanium dioxide (E171), colloidal silicon dioxide, Macrogol
400, iron oxide( pink ; yellow).

6.2. HecLEMEeCTHMOCTH.
Hama usBecTHH

6.3.Cpok Ha rogsocT
3 roauan.

6.4.Cnennanny npeJuasHy MepKy npu chbXpaHeHne-
Hsama crienyaliay U3MCKBaHUS 33 CHXpaHCHHNE

6.5.EcTecTBO M CHLABLPRAHKE HA ONAKOBKATA
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Benu Henpospausy OHCTEPH OT IONMHBUHIIXIOPHT, ((PapMaleBTHYHO KauecTBO) G
nebemina 200 pwm ¢ GUIM OT TONHBHHUANAHH XIOpHA oT 90 g/m” Ha BETpemHaTa
noBBpxHOCT Ha Gmactepa. PVC/PE/PVDC e 3amreyaTan XBM TEMIISPUPAHO aNyMUHHEBO
domuo ¢ pebenuna 20 Wm ¢ BHHUIOBO NMOKPATHE. BIHCTEpHTE ca ONIAaKOBaHH B
KapTOHEHH KYTHH.

Bpoii na TabnerkuTe B efHa onaxoska: x 10;x 30,

6.6. CriennuanHM MHCTPYKIHE 32 ynorpeda

Hama cnenuanHy WHCTPYKIMH,

7. IPUTEXATEJI HA PASPEINEHUETO 3A YIIOTPEBA
SANOFI-AVENTIS Deutschland GmbH,D-65926 Frankfurt am Main

8. HOMEP HA PA3PEIIEHHETO 3A YIIOTPEBA
20010553

9. IATA HA ITEPBOTO PA3PENIABAHE 3A YIIOTPEBA (IIOJHOBSBAHE
HA PA3PEIIEHHETO)
12 06 2001

10. TATA HA NOCJIEAHATA PENJAKIOY A HA TEKCTA
MAPT 2006




