IMPUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Desloratadine Teva 5 mg ¢punmupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bcesika Tabnerka chabpika S mg necnoparaaud (desloratadine).

HomomH(u) BeniecTB(a) C U3BECTHO JICHCTBUE:
Bceska ¢punmupana tabnerka cpappika 1,2 mg nakro3a MOHOXUAPAT (BX. Touka 4.4).

3a IIBJIHUA COUCHK Ha IIOMOIIHHUTC BEUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
dunMmupana TabieTka

CuHs, KpbIIa, JBOMHO W3IbKHANIA (hrIMHUpaHa TabJIETKa — ¢ OTIeYaTaHd ¢ MacTWiIo Haamuc “D5” ot
» Kp > A p al
eJHaTa CTpaHa U riajka oT Apyrara.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS

Desloratadine Teva e mokasaH npu Bb3pacTHU U IOHOIIM Ha 12 1 moBeue roJuHHU 3a 00JeK4YaBaHe Ha
CHUMIITOMH Ha!

- ajyiepruyueH puHUT (BXK. Touka 5.1);

- ypTHKapus (BX. Touka 5.1).

4.2 /l03UpOBKA M HAYMH HA NMPUJIOKEHHE

gO?»H[}OBKa

Bwspacmuu u onowu (nao 12 2o0unu)
[Ipenopbuntennara nqo3a Desloratadine Teva 5 mg ¢puiMupanu TabaeTKH € eHa TabJeTKa BeIHBK
JTHEBHO.

WHTEpMUTECHTHHUAT alepIHYCH PUHHAT (HAJWYKME HA CUMIITOMH 3a I0-MaJIKO OT 4 JHH B CEAMMIIATa HIIH
3a MO-KpaTKo OT 4 cenMuIy) TpsiOBa Ja ce JIeKyBa B ChOTBETCTBHE C OllEHKATa Ha aHAMHe3aTa Ha
CHOTBETHUS MMAIMEHT, a JICYCHUETO TPSAOBa Ja ObJie MPEKPATSHO CIIe/ N3Ue3BaHe Ha CUMIITOMUTE, a
TP PEIUINB Ja CE BH30OHOBH.

[Ipu nepcucTupaliius ajepruiueH pUHUT (HAJIMYUE Ha CUMIITOMHU 3a 4 MJIK MI0BEYE JHHU B CEMHIIATa
WM 32 TTOBeYe OT 4 CeJIMHIIN) B ITEPHO/ia Ha SKCIO3UIINS Ha aJlepreH, Ha MAlUeHTHTEe TpIOBa aa 0b/ie
MPEIOKEHO TIPOIBIDKUTEITHO JICUCHHE,

Tleouampuuna nonyrayus
NMa orpaHnyeH ONWT OT KIMHIUYHU M3MHUTBAHUS 110 OTHOIICHHE Ha e(DUKACHOCTTA P MPUIIOKEHUETO
Ha JeclIopaTaanH Ipu oHom oT 12 1o 17 ronunau (Bx. Touku 4.8 u 5.1).

besomacHoctTa n ehukacHoctTa Ha Desloratadine Teva 5 mg ¢hunMupanu TabneTKy Npy ena Ha
BB3pacT 1oj 12 roguHu HE ca yCTaHOBEHU. JIUTCBaT JaHHM.

Hauun Ha npunoxxenue
TlepopanHo npuiioxeHue




Jlozata Mo3Ke Jia ce TIpueMa ChC HITH 0e3 XpaHa.
4.3 IIporuBomokazaHus

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO, KbM HIKOE OT IIOMOIIHUTE BEIIECTBA N30POCHU B
TO4YKa 6.1 WM KBbM JIOpaTajIiH.

4.4 CroenuajJHU NpexynpexIeHust U NpeanasHu MepKHu MpH ynorpeoda

[Ipu Texxka 6B6peuna HenocaTbuHocT Desloratadine Teva 5 mg ¢unmupanu Tabnetku TpsaOBa na ce
M3M0J13Ba MPEINa3IuBo (BX. ToUka 5.2).

I[eCJ'IOpaTaI[I/IH TpH6Ba Aa CC Mnpujiara € MOBUIICHO BHUMAHUC ITPU MAlTUCHTHU ¢ MCAUIIMHCKA NI
(l)aMI/IJ'IHa dHaMHE3a 3a I'bPY0BC U Hali-Beue IIpU MAJIKA ACHA, KOUTO Ca MPCAPA3IOJIOKCHA a pa3BUAT
HOBH I'bPYO0BC I10 BpEMC Ha JICYCHUC C A€CIOopaTaainH. MeZII/IHI/IHCKI/ITe CIICaJInCTH Morar Ja
OOMMCIIAT MMPpEyCTaHOBABAHE HA ACCIOpATaJUH IIPU MMallUCHTHU, KOUTO I10JIydaBaT I'bp4 110 BPpEME Ha
JICYCHHUCTO.

[TanuenTH ¢ peIKy HaceACTBEHU MPOOJIEMH KaTo rajakTo3Ha HEMOHOCUMOCT, Lapp-nakTa3eH
JeUIUT WK TIIF0K030-TajJaKkTo3Ha MainabcopOnus He TpsOBa J1a MpueMaT TOBa JIEKapPCTBO.

4.5 B3auMmoneiicTBHe ¢ APYTH JeKAPCTBEHH MPOAYKTH M APYTrH (pOpMH Ha B3auMoeiicTBHe
B knmuHMYHM Ipoy4YBaHUS HA JIeCiIoOpaTauH He ca OMIIM HaOMI0AaBaHU KIMHUYHO 3HAYMMU
JIEKAPCTBEHHU B3aUMOJICHCTBHS IIPU €THOBPEMEHHO NPUJIOKEHNE C EPUTPOMULIVH UM KETOKOHA30J1

(Bk. Touka 5.1).

[lennarpuyHa nomyJarus
[IpoyuBanus 3a B3anMOIESHCTBUATA Ca TIPOBEXKIAHN CaMO TP Bb3PACTHH.

B ximHUYHO apMakoIOrHIHO IPOYYBaHE Ha JACCIOpaTauH Ta0IeTKH MPUEMaH eTHOBPEMEHHO C
aJIKOXO0JI, HE € YCTAHOBEHO MOTEHIIMpaHe eeKTuTe Ha aikoxoia (Bx. Touka 5.1). [To Bpeme Ha
MMOCTMapKETHHTOBA yroTpeba obade ca ChOOIIaBaHu CIIy9ad Ha aJTKOXOITHA HETIOHOCHUMOCT U
WHTOKCHKAIHs. 3aTOBa c€ MPEMophiBa MOBUIIEHO BHUMAaHKE, aKO €THOBPEMEHHO CE IpHUeMa aTKOXOJI.

4.6 @epTUAUTET,0PEMEHHOCT M KbpPMeHe

Bbpemennoct
Tomssm 06em manHu 32 OpeMeHHHM KeHH (3a u3xonaa Ha nopede oT 1 000 cirydast Ha OpeMEHHOCT) HE

noka3Bat Ma(hopMaTUBHA WU (eTaTHa/HeoHaTaTHa TOKCUYHOCT Ha JiecinoparaiauH. [IpoyuBanusTa
MIPH KUBOTHU HE MTOKA3BaT MPEKU WIH HEMPEKH BPEIHU €PEKTH, CBhP3aHH C PEIPOAYKTHBHA
TOKCHYHOCT (BXK. Touka 5.3). 3a mpeamnodyuTane e, KaTo mpeanasHa Msapka, a ce u30srsa ymorpedara
Ha Desloratadine Teva 5 mg ¢puaMupanu TabIETKH 110 BpeMe Ha OPEMEHHOCT.

Kspmene
JleciiopaTaaH ¢ YCTAaHOBEH B HOBOPOJICHH/KbpPMaUeTa, KbPMEHHU OT JIeKyBaHH jkeHU. EQekThT Ha

JIeCIIOpaTaJivH PU HOBOPOACHU/KbpMadeTa He € U3BeCTeH. Tps0Ba /a ce B3eMe pellleHue Talu Ja ce
MIPEYCTaHOBU KBPMEHETO WU Ja ce mpeycranoBu Tepanusta ¢ Desloratadine Teva 5 mg dhunMupanu
Ta0JIETKH, KaTO C€ B3eMaT IPEIBU/I IT0J13aTa OT KbPMEHETO 3a JETETO U 0J13aTa OT TepamusITa 3a
MapKkara.

DepTunurer
Jlurceat JaHHM 10 OTHOIICHUE Ha MBIKKHUS MJIH KEHCKHUS (PEPTUIIUTET.



4.7 EdexkTu BbpPXy cIocOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

HecnoparaanH He OBIKsBA WU MTOBIUSIBA IPEHEOPEKUMO CIIOCOOHOCTTa 3a mmodupane 1 padora ¢
MalllMHY Ha 0a3aTa Ha KJIMHWYHU npoyuyBanus. [lanuentute TpaOBa na 0baaT HHPOPMUPAHH, Y€ TPU
MOBEYETO XOpa He ce HabIo/1aBa ChHIMBOCT. BBIpeku ToBa, mopaiu HHAUBHAYyAIHATA PEaKInsI Ha
opranu3Ma KbM BCHYKH JIEKAPCTBEHU MIPOAYKTH, MPETIOPHUUTEITHO € MAIMEHTUTE J]a e TOCHBETBAT Ja

HC U3BBPIIBAT HCﬁHOCTH, H3HCKBAIIXM YMCTBCHA KOHLUCHTpAUs, KaTO H_IO(I)I/IpaHe nIIn pa60Ta C
MalllHA, JOKATO HE YCTAHOBAT CBOATA coOcTBeHa PCaKknuAa KbM JICKAPpCTBCHUA MPOAYKT.

4.8 HesxeaHu JIeKapCTBeHN PeaKIuH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

B xnuanaaN MMpoy4BaHUA C PA3JIMYHU IMMOKA3aHWA, BKIIFOUUTCIIHO aJICPIrUUCH PUHUT U XpOHUYHA
UJUONaTUYHA YPTUKAPUS, B IPCTIOPHUUTCIIHATA 103a OT 5 mg JHCBHO, HCIXKCIIaHU PCAKINU C

JeciaopaTaauH ca choOIeHu npu 3 % moBede MpH MAIMEeHTH Ha JICUCHUE C IeCIIOpaTaIuH, OTKOIKOTO
IIPH MAIMSHTHU Ha JieueHue ¢ miane6o. Hail-uecTuTe He)KeNaHu peakiny, KOUTO ¢a OMJIN TOKJIa{BaHU

C TIO-TOJIIMa YeCTOTa CIpsiMo raredo ca 6mmu otnanHanoct (1,2 %), cyxora B ycrara (0,8 %) u

rmaBo6onme (0,6 %).

[lenuarpuyna nonyianus

IIpu xmuHUYHO U3NHUTBaHE ¢ 578 MalMEHTH B IOHOIIECKA BB3pacT, OT 12 1o 17 rogunu, Hali-uecTara
He)KellaHa peakius e riiaBodonune; To ce Habmonasa npu 5,9 % oT manueHTnTe, JISKyBaHu C
JieciopaTtaavH, 1 npH 6,9 % oT marueHTuTe, MolyJaBaiy mianeoo.

TabauyeH CIMCHK Ha HEXKEITaHUTE PEAKIIUN
YecToTaTa Ha HEXXETTAHUTE pe€aknuu, CT:O6H_[aBaHI/I B KIIMHUYHU ITIPOYYBaHUA B ITIOBEYC B CPABHCHHUC C

rmaue6o U ApYTH HCKCIIaHU PCAKIIUU JOKJIaABAHU 1O BpEME HAa IIOCTMAPKECTUHIOBUSA TICPHUO/ Ca
I/I36pO€HI/I B cjacaBaliaTta Ta6J'H/ILIa. Cnopez{ YCCTOTaTa pCAKIMUTE CC ONPCACIIAT KATO MHOT'O YECTHU

(> 1/10), wectu (> 1/100 1o < 1/10), newectn (> 1/1 000 10 < 1/100), pexn (> 1/10 000 z0 < 1/1 000),

mHoro penku (< 1/10 000) u ¢ Hen3BecTHa YecToTa (OT HAJTMYHUTE JJAHHU HE MOXeE J1a Obe

HallpaBCHa OLICHKa).

Cucmemo-opzauen Kiac

Yecmoma

He:xenanu peakuum,
HA0JII0IaBaH! NIPH NIPHEM Ha
JaecaopaTagiH

Hapymienns Ha meTadoau3mMa u
XpaHEeHEeTO

C HEeHn3BECTHA YECTOTA

VYBennueH aneTur

Ilcuxnynn HapyeHust

MHoro penku
C HeHW3BeCTHA YeCTOTa

XamrouHaIH
AOHOPMHO TIOBEICHHE, arPeCHs

Hapymienusi Ha HepBHaTa
cucremMa

Yectn
MHoro penku

I'naBoGoIHE

3aMasHOCT, COMHOJIEHTHOCT,
Oe3chHHE, ICHXOMOTOPHA
XHUIIEPAKTUBHOCT, I'bPUYOBE

CbpaeuHun HapylIeHHusI

MpHoro penku
C HeHn3BeCTHA YeCTOTa

Taxukapaus, maamuTaIum
Y bmxaane Ha QT uHTEpBaa

CToMamHoO-4YpeBHN HAPYIIEHHS

Uectu
MpHoro penku

Cyxora B ycrara
Kopemna 6omka, ramene,
HOBpPBILAHE, JUCHETICHS, THAPHS

XenaToOMIHAPHHU HAPYIICHHSA

MHoro penku

[oBuienne Ha YepHOIPOOHUTE
€H3UMH, IOBUILIECH OUINpPYOuH,
XEMaTuT

C HEeW3BECTHA YEeCTOTa Kbnrenuna
Hapymenus Ha KoxkaTa u C Heu3BeCTHA YeCTOTa DOTOYYBCTBUTEITHOCT
NMOJAKOKHATA ThKAaH
Hapymenus Ha MycKyJ10-
CKeJIETHATA CUCTEMA U MHoro peaku Muanrus

ChbCAMHUTEC/ITHATA TBbKAH




OO0 HapyweHus u egekt Ha | Yectu YnMmopa

MSICTOTO HA NPUJIOKeHH e MHoro penku Peaknmu Ha CBPBXIyBCTBUTEIHOCT
(xaTo aHaduUIAKCHUS, AaHTHOEAEM,
JHCTIHES], IPYPUTYC, OOpUB U

YPTHKAPHSI)
C HeHn3BECTHA YECTOTa Acrtenns
HN3caensanus C Heu3BeCTHA YECTOTA VBenIuueHo Terio

llenmarpudHa HoOMyJaIis

Jpyru He)xxenmaH! JTeKapCTBEHN PEeaklii C HEN3BECTHA YE€CTOTa, ChOOIIEHH 10 BpeMe Ha
MOCTMAPKETUHTOBHYS TIEPHO]T TIPY TTeTUATPUYHU TIAIIMEHTH, BKJIFOUBAT yab/hkaBane Ha QT uHTEepBana,
apuTMUsI, OpauKapus, aOHOPMHO TIOBEJICHHUE U arpecusl.

Cpo0111aBale Ha HOJAO3UPAHHU HEKEIAHU PEAKIIAHI

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIE]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIBIKH HAOIIOICHUETO Ha ChOTHOIICHUETO T0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICIIHAINCTH CE M3UCKBA J1a ChOOIaBaT BCAKA
MOJT03UPaHa HeXKEIaHa PeaKilys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, MOCOYCHA B

IIpunosxxenue V.

4.9 Ilpeno3upane

[IpodunbT Ha HEXeTaHUTE CHOUTHS, CBBP3aHU C MPeJ03upane, HaOIr0IaBaH 10 BpeMe Ha
MOCTMapPKETHHIOBA YIIOTpeda, € oJ00CH Ha TO3H, HAOI0JaBaH P TEPANICBTUYHU JO3H, KaTO
CTETICHTa Ha BB3JICHCTBUE MOXKE Ja ObJIe TIO-BUCOKA.

Jleuenne
B cny4aii Ha pepo3upaHe ce NpenopbyBaT CTAHAAPTHUTE MEPKH 332 OTCTPAHSBAHE HA
HeabCOpOMPaHOTO aKTUBHO BemIecTBO. [IpenopbuBa ce CHMIITOMATHIHO M TIOIBPKAIIO JICUCHIE.

I[ecnopaTa}mH HC CC CJIIMMHUHUPA Ype3 XEMOoJruain3a. He e u3BecTHO Jajini CC CJIIMMUHUDPA YPC3
IMEPUTOHCAIHA AUATIN3a.

CumnroMu
[Tpyu KIMHUYHO U3NUTBAHE C MHOTOKPATHO MpUJIaraHe, P KOETO € MPUIOKEH JAeCIopaTaiuH J10
45 mg (neBeT IHTHU TIOBEUEC OT TepPalleBTUYHATA J103a), HE Ca YCTAHOBEHH KIIMHUYHO 3HAYUMH €(PEKTH.

[lennarpuyHa nomyJarus

[IpodunbT Ha HEXETaHUTE CHOUTHS, CBBP3aHU C NIPEA03upaHe, HAaOIIoIaBaH Mo BpeMe Ha
MMOCTMapKETHHTOBA yroTpeba, € omo0eH Ha TO3H1, HabJI01aBaH MPH TEPAITEBTUYHH JI03H, KaTO
CTETICHTa Ha BB3JICHCTBUE MOXKE Ja ObJIe TIO-BUCOKA.

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 ®apmakoauHAMUYHHU CBOWCTBA
®dapmMakoTepaneBTHYHA rpyna: antuxucraMuuu — Hy antaronuct, ATC kox: RO6AX27

MexaHn3sM Ha ACHCTBHUE

JleciopaTaauH € IBJITO JACHCTBAI] XUCTAMUHOB aHTarOHUCT ChC CEeNCKTHUBHA nepudepHa H -
pelenTopHa aHTarOHUCTUYHA aKTUBHOCT, 0€3 ceaTuBHO neicTBre. Clie MepopaaTHo NMPUI0KEHHE,
JleciopaTaarH CeJICKTUBHO OJIoKkupa nepudepHnTe XucTaMruHOBH H | -penientopu, Thit KaTo He
MIPOHMKBA B IEHTPAIHATA HEPBHA CHCTEMA.

JecnoparaanH e okaszaj aHTHaJIepTUYHU CBOMCTBA B i1 Vitro poyuBaHus. Te BKIFOUBAT HHXUOUpaAHE
Ha 0CBOOOXKIABaHETO Ha MpouH(pIaMaTOpHU HUTOKUHU KaTo IL-4, IL-6, IL-8, u IL-13 oT yoBemikuTe



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

MacTOITUTH/0a30(p MK, KaKTO 1 MHXHOUpaHe Ha EKCIIPECHsITa Ha aIXe3NOHHATAa MOJIEKYJIa P-ceexkTna
BBPXY CHIOTEIHUTE KIeTKH. KITMHNYHOTO 3HaYCHNE HA Te3H HAOJFOICHHS TIPEACTON J1a Obe
MOTBBPJICHO.

Kinnuunyna edhukacHOCT ¥ 0€30IacHOCT

B eaHO KIMHUYHO MPOyYBaHE ¢ MHOTOKPATHO MPHJIAraHe, MpH KOETO eXKETHEBHO, B IPOIBIDKCHUE Ha
14 nau e Oun npwitarad aeciopaTtaauH a0 20 mg, He ca HaOII0AaBaHu CTATHCTUYCCKY WM KIIMHUYHO
3HAYMMH CHPJICYHO-CHJI0BU epekTh. B eJHO KIIMHIUYHO (apMaKoIOTUIHO MIPOYUYBAHE, IPH KOETO
JleciopaTaauH ¢ OWI mpuiiarad B 03a 45 mg MTHEBHO (JIEBET ITBTH MO-BUCOKA OT KJIMHUYHATA 7103a) B
MPOABIDKCHUE Ha JISCeT JHH, He € HaOMoJaBaHo yabnkaBaHe Ha QT-unTepBana.

B xmHWYHA TPOYyYIBaHUS 32 B3aUMOJICHCTBHS C C MHOTOKPATHO MpUJIarane ¢ KETOKOHA30J U
EPUTPOMUITUH HE Ca HAOJF0IaBaHU KIMHUYHO 3HAYMMU IPOMEHH B TUTA3MEHHUTE KOHIIGHTPAIIUU Ha
JleciaopaTaauH.

Jecnopatanyy He MpeMHHABa B IIEHTpaIHATa HEpBHA cucTeMa. B KOHTponupaHu KITHHIYHU
NPOYYBaHUs C NIPENOPBUYUTENIHA /1033 OT 5 Mg JHEBHO, HE € OMJI yCTaHOBEH MO-BUCOK Opoi cityyan Ha
COMHOJICHTHOCT B CpaBHEHHE ¢ uiane0o0. B KIMHUYHY poy4YBaHus AeCIopaTaIuH NpuiIarad KaTo
eHOKpaTHa JHEBHA J103a OT 7,5 mg, He € MOBIHT IICHXOMOTOPHHUTE XapaKTEepUCTHKHU. B enHo
NpOy4BaHE ¢ €AHOKPATHA 1032 MPOBEACHO MPU BB3PACTHH, JECIOPATAANH 5 Mg HE € TOBIHSLI
CTaHIAPTHUTE MOKA3aTEeN! 3a MIOBEICHHE N0 BpeMe Ha MOJIET, BKIIOUUTEIHO 3aCHIIBaHE Ha
CyOeKTHBHOTO yCeIllaHe 3a CHbHIMBOCT WU 3a APYTH JIEHHOCTH CBBbP3aHU C I0JIETA.

B ximmHnYHA (hapMaKoJIOTHYHU POYYBAHHUS CHBMECTHOTO MIPHUIIOKEHHE C AIKOXOJ HE € TIOBUIIIHIIO
YEeCTOTa Ha IPOBOKUPAHUTE OT AJIKOXOJI HAPYIIEHHUS B IIOBEJEHUETO, HUTO € 3aCHIIMIIO YCEIIaHEeTO 3a
CBHHJIMBOCT. MEX Iy IpyNUTE MAMEHTH Ha JICUCHHE C JAeCI0paTauH U Ianebo npuiaraHu
CaMOCTOSITEITHO WX C aJIKOXOJI, He ca OWITM YCTAaHOBEHU CHIIECTBEHU PA3IINYHSI B PE3YIATATUTE OT
TICHXOMOTOPHHUTE TECTOBE.

[Ipu nauyeHTH C ajgepruveH puHUT, JECI0PaTaANH € e()eKTHUBEH IpU 00JIeKUYaBaHEe HA CUMIITOMU KaToO
KHXaHe, CEeKpeLus OT Hoca M ChpOEkK, KAKTO U 3aUepBsIBaHE HA OUHTE, ChJI3EHE U ChpOeX Ha HeOLeTo.
Hecnoparannd eeKTUBHO KOHTPOJIUPA CHMITOMHTE B IPOABIDKEHNE Ha 24 Yaca.

Ilenuarpuyna nonyanus
EdukacHocTTa Ha teciioparaiH Ta0JIETKU HE € KATETOPHYHO JI0Ka3aHa B KIIMHUYHU MIPOYYBAHUS C
FOHOIITM Ha BB3pacT oT 12 mxo 17 rogunm.

OcBeH 10 YTBBbp/IcHATa KIACU(UKAIUA HAa AIEPTUYHISI PUHHAT KaTO CE30HCH U ISJIOTO/IUIICH, B
3aBUCUMOCT OT IIPOIBJDKUTEITHOCTTA Ha MPOsIBA HA CAMIITOMUTE TOW MOXe 1a 0b/e Kiracudumnmpan u
KaTO MHTEPMHUTEHTCH aJIePIHUYCH PUHHUT U TIEPCUCTHPAIL] ICPTUYCH PUHUT. IHTEpPMHUTEHTHHSIT
aJiepruyeH puHUT ce Ne(hMHUpa KaTo HATMYUE Ha CUMIITOMH B ITPOIBIDKCHHE HA MTO-MaJKO OT 4 JTHU
CEeIMHUYHO WJIM B TIPOABIDKEHHE HA IMO-MaJIKO OT 4 ceamuIiy. [lepcuctupamusr ajJeprudeH puHUT Ce
JnehrHUpa KaTO HATMYKE HA CUMIITOMH B IIPOIBJDKCHNE Ha 4 MK TIOBEYE THU CEIMHUYHO U B
MPOJIBKEHNE HA TTOBEYE OT 4 CeAMULIM.

Jecnopatanut eheKTUBHO 00JICKYaBa CHMITOMHUTE HA CE30HHUS aJICPTUYCH PHHUT, KAKTO CE BIK/A
OT OOIIHNS CKOP OT BBIIPOCHUKA 33 KAYECTBO HA KUBOT NPU PUHO-KOHIOHKTUBUT. Haii-romsmo
notoOpenwe e 6rIo HabIIoAaBaHO B pa3JIeNUTe 32 MPAKTUIECKH IIPOOJIEMHU 1 OTpaHHYaBaHE Ha
eKeIHEBHATA JEHHOCT OT CUMIITTOMHUTE.

XpoHUYHATA HOAUONIATUYHA YPTUKAPHUS € OMila MpoyyeHa KaTo KIMHUYEH MOJIEN Ha yPTHKAPUATIHH
3a00JIsIBaHMUS, Thi1 KATO HE3ABHCHUMO OT €THOJIOTHATA, TIOUISKAIIUTE MATOQU3NOTIOTMYHA MEXaHH3MU
ca CXOJIHU ¥ 3all0TO BKJIIFOYBAHETO HA XPOHUYHO OOJHU MAIMEHTH B MPOCIIEKTHBHU MPOYYBAHUS € T10-
necHo. Tl KaTo MPUYMHHUAT (HAKTOP 38 BCHUKH YPTUKAPHAIHU 3a00JIIBaHUS € OCBOOOX/IaBaHETO HA
XHCTaMMH, O4aKBa C€ JecIopaTaJrH J1a € epeKTUBEH 110 OTHOILIEHHE Ha 00JIeKYaBaHe CUMIITOMUTE U
Ha JIpYTH YpTUKapHaJIHU 3a00/IsIBaHNS, OCBEH Ha XpOHUYHATA UINOMAaTUYHA YPTUKAPHSL, KaKTO Ce
IPENopbYBa B KIMHUYHUTE PHKOBOJCTBA.



B nBe miane6o KOHTPOIMPaHU 6-CeIMUYHH POYYBAHUS MPH MAIIMEHTH ¢ XPOHHUYHA UINOTIATHYHA
ypTHKapusl, AecaopaTaanH ¢ 0ni epukaceH B 00JeK4aBaHe Ha ChpOeka U HaMaJsiBaHE pa3Mepa u
Opos Ha yPTHKHTE OLIE B Kpasi Ha IbPBUS JO30B HHTEPBAIL. BB BCAKO €HO OT MPOYYBAHHUATA,
e(eKThT € OWII oAb PIKaH Mpe3 Ienus 24-4acoB 1030B HHTEpBal. KakTo U B Ipyry IpOydBaHMs HA
AHTUXHMCTAMHHU 32 XPOHUYHA HJUONIATUYHA YPTUKAPHS, MATbK OpO OT MaIllUeHTHTE,
UACHTU(OUIIMPAHN KATO HEOTTOBaPSIY HAa aHTUXUCTAMUHH ca Ouinn m3KkirouBand. O0IeKYaBaHe Ha
cppbexa ¢ Hax 50 % e 6mmo HabmogaBaHo mpu 55 % OT ManMeHTUTE Ha JISYeHHE C IeCIOpaTaIrH, B
cpaBaenue ¢ 19 % ot manueHTHTE HA JeueHue ¢ tianedo. JledeHnnero ¢ aeciopaTtagna € HaMaluiIo
3HAYMTENHO HAPYLICHUETO Ha pUTHhMa Ha ChH M OOABPCTBaHE, U3MEPEHO 110 YETUPUTOUYKOBA CKaJIa,
M3M0J13BaHa 33 OLEHKA Ha Te3U IPOMEHIINBH.

5.2 ®dapMaKkoKWHeTHYHH CBONCTBa

AGcopbums
B mra3zmata mecinopaTtaauH MOXe 1a 0bae OTKpUT 30 MHHYTH CJIeI IpHeMa My.

Hecnopatagun ce abcopOupa qo0pe ¢ MoCTUraHe Ha MaKCHMalTHA KOHIICHTpAIHs CIe ] OKOJIOo 3 Jaca;
TEPMHUHAJHUST MOTY>KUBOT € MprOIM3uTenHo 27 yaca. CTeneHTa Ha KyMyJIHpaHe Ha IeCIOpaTaaiH e
B ChOTBETCTBHE C HETOBUS IJIa3MEH IMOTYXHBOT (MPUOIM3UTENHO 27 Yaca) v eJHOKPATHUS JHEBCH
npueM.. bBuoHannmyHOCTTa Ha JeCTIOpaTaiuH € MPOIOPIMOHAIHA Ha Jl03aTa B JUama3oHa OT 5 mg 110
20 mg.

BbB papmMakokuHETHYHO TIPOYYBaHE, IPH KOETO AEMOTPadCKUAT IPOQUIT Ha MAUSHTHTE € OnIT
CPaBHHM C TO3M Ha 00IIaTa MMOMyJIalys NAeHTH ChC CE30HEH ajepruyeH puHuT, npu 4 % ot
MAIMEHTHTE € OMJIa MOCTUTHATA TI0-BUCOKA KOHIIGHTPAIIHS Ha JiecopaTtajnH. To3H MPOIEHT MOXKe Jia
BapUpa B 3aBUCUMOCT OT ETHHUYECKHUS MPOU3XOJ HA MalMeHTUTe. MakcumaHaTa KOHIICHTpaIl¥s Ha
JIeCIIOpaTaJvH ¢ Oria OKoJIo 3-KpaTHO MO-BUCOKA MPUOIU3UTEITHO HA CEIMUS 4ac, PU TCPMUHAIICH
MOJY)KUBOT MpuOIM3uTeHo 89 vaca. [IpodunbT Ha 0€30MaCHOCT HA TE3W MAIIMEHTH HE CE €
pasnudaBai OT TO3U Ha 00IaTa MOmyJIalus.

PasnpeneneHue
JHecnopartanns ce cBbp3Ba B ymepeHa cteneH (83 % - 87 %) ¢ mnasmenute nporenHu. Hiama mannu 3a

KJIMHAYHO 3HAYUMO KyMYJIMpaHe Ha JIEKapCTBOTO MPU €AHOKPATCH JHEBEH MPUEM Ha JACCIOpaTaauH
(5 mg o 20 mg) B npoxbKeHue Ha 14 1HU.

Buotpanchopmanus

EH3UMBT OTrOBOpEH 32 METa0OIM3MPAHETO Ha JecIOpaTaJnH Bce OLIe HE € NASHTU(UIMPaH U
CJIEZIOBATEIHO HSKOU JICKAPCTBEHU B3aUMOJAEHCTBUSA C IPYTH JICKAPCTBEHU IIPOIYKTU HE MOXKE 12
o0paat n3kmodeHu. ecnoparanun vHe naxuodupa CYP3A4 in vivo, a B in vitro IpoydBaHHsITA €
MOKAa3aHo, Y€ JIEKapCTBEHHUAT NpoAyKT He nHxuobupa CYP2D6 u He e cyOcTpaT, HUTO MHXMOUTOP Ha
P-rnukonporeuH.

Enumunupane
B npoy4Bane ¢ enHokpaTHa 103a OT 7,5 mg AeciopaTaiuH, He ¢ Onia yCTaHOBEHA 3aBHCHMOCT Ha

pas3npeneeHueTo Ha JIeciiopaTavH OT BUla Ha XpaHaTa (0orata Ha Ma3HUMH, BUCOKOKaJOpUYHA
3aKycka). B npyro npoyuBane, IpueMbT Ha COK OT IpeHN(pyT HE € OKa3al BIUSIHUE BBPXY
pasnpenerieHueTo Ha AecIopaTa .

IanuenTu ¢ 6b0peyHO YBpeKaaHE

dapMaKOKMHETHKATa Ha JIeCIIOpaTaIiH € CpaBHEHA IIPY MallueHTH C XpOHWYHA OBOpeuHa
HenoctarbuHoCT (XBH) ¢ Tasu npu 3apaBu Xopa B MIPOyUBAHE ¢ SAUHUYIHA 1032 U TIPOYUBAHE C
MHOT'OKPaTHO Ipwiarase. B npoyusaHeTo ¢ eAMHUYHA J103a, EKCIIO3UIUATA Ha AecIopaTa il € Ouia
OpUOTU3UTETHO 2 U 2,5 MBTU MO-BUCOKA MIPH YYACTHHIIU C JIeKa CTETIeH 10 yMEpeHa U TeKKa CTEIeH
Ha XbH, cpaBHeHa ¢ Ta3u NpH 3paBu YIacTHUIM. B mpoyuBaHETO ¢ MHOIOKpaTHO IpUilarase,
CTaLlMOHAPHO CHCTOSIHUE € IOCTUTHATO ciiefl 1 1-us 1eH U eKCIOo3UIMsITa Ha AECI0paTa il € OKOJIO

1,5 mbTH NO-BUCOKA MIPU YYACTHUIM C JIEKa 10 yMepeHa crened Ha XbH, u okono 2,5 mbTu no-Bucoka
MIPH YYaCTHHIIM C TexKKa cTenieH Ha XBbH, B cpaBHeHHe cbe 3apaBuTe yuacTHHLM. M pu nBeTe




MPOYYBAHUS HE Ca YCTAHOBEHHU KIMHUYHO 3HauUMU poMeHH B ekcrosunmsita (AUC u C,y) Ha
JIecIIOpaTajuH 1 3-XUAPOKCHIECIOPATAIHH.

5.3 IlpeakJMHMYHU JaHHH 32 0€30MACHOCT

JecropaTaarH € OCHOBHUAT METa0ONUT Ha JIopaTaarH. HeKMMHNYIHUTE IPOyYBaHU Ha AecIopaTaIuH
W JIOpATa/IMH Cca MOKa3alii, 4 HAMa KauyeCTBeHA U KOJMUYECTBEHA pa3ivKa B Mpo(duia Ha TOKCHYHOCT
Ha JIeCIOpaTaiH 1 JIOPAaTaJArH IIPU CPABHUMHU HUBA HA €KCITO3UIIHS KbM JecIopaTaInH.

Hexnuananaure JaHHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha OazaTa Ha KOHBCHIIMOHAJIHUTC
(bapMaKOJ'IOFI/I‘lHI/I MMpoy4BaHUA 3a 6C3OHaCHOCT, TOKCUYHOCT IIpYU MHOT'OKPATHO IIpUJIAraHC,
TC€HOTOKCUYHOCT, KApIUUHOTI'CHECH IMOTCHIHAJI, PETIPOAYKTHBHA TOKCHUYHOCT U TOKCUYHOCT 3a
Pa3BUTUCTO. JIuncara Ha KapIIUHOICHCH MOTCHIIUAJI € ouna ACMOHCTpPHUpAHa B MIPOYUBAaHU Ha
AcCJIOpaTaAvH U JIoOpaTa/IuH.

6. DOAPMAIIEBTUYHHU JAHHU
6.1 Choucnbk Ha NOMOIIHHUTE BelIECTBA

Slnpo Ha TabneTkaTa

MukpokpurCTallHa TIeTy103a
IIpexenaTnHU3NPAHO TTAPEBUYHO HUIIICCTE
Tank

CunuuueB THOKCHU KOJOUIAEH, Oe3BOIeH

OO0BuBKa

JlakTo3a MOHOXHAPAT
Xurnpomenosa

TurtanoB nuokcun (E171)
Maxkporon 400
Wnpuroxkapmun (E132)

Mactwiio

IIenmak

Turanos guokcun (E171)

IIponuneHraukon

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

2 TOOUHA

6.4 CroenuajJHHU yCJI0OBHUSI HA ChbXpPaHEHHUe

To3u nexapcTBeH NPOAYKT HE U3MCKBA CIICIIUAHN YCIOBUS Ha ChXpaHEHHE.

6.5 Buau chabpkaHue HA OMAKOBKATAa

OPA/Alu/PVC — AnymunueBu Oiucrepu.
Omnaxkogku ot 7, 10, 14, 20, 21, 28, 30, 40, 50, 60, 90, 100 u 105 ¢punmupanu TabIETKH.

OPA/Alu/PVC — AnymunueBu neppopupanu eTHOA030BH OJIUCTEPH.
OmnakoBka ot 50 x 1 ¢punmupanu TabneTKu (€1HO030Ba).



He Bcuuky BUoBe OMakOBKU MOJKe 1a OBbAT MyCHATH B IPOAAXKOA.
6.6 CrnenuajaHu NpeanasHu MepKHU NP U3XBbPJIsIHE

Hsma crienmanHu H3UCKBaHMS.

7. HNPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

8. HOMEP(A) HA PASPEHIIEHUETO 3A YIIOTPEBA

EU/1/11/732/001
EU/1/11/732/002
EU/1/11/732/003
EU/1/11/732/004
EU/1/11/732/005
EU/1/11/732/006
EU/1/11/732/007
EU/1/11/732/008
EU/1/11/732/009
EU/1/11/732/010
EU/1/11/732/011
EU/1/11/732/012
EU/1/11/732/013
EU/1/11/732/014

9. JATA HA ITbPBO PA3PEINABAHE/IIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[Hata Ha mbpBO pa3pewmaBane: 24 HoemBpu 2011 r.
[ata Ha nmocnenHo nmoxHoBsiBaHe: 8 aBryct 2016 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIHs 32 TO3M JISKAPCTBEH MPOJYKT € IpeJocTaBeHa Ha yeOcaiita Ha EBporneiickara
areHIys 1o JieKapcTBaTa http://www.ema.europa.eu.



http://www.emea.europa.eu/

NNPUJIOXKEHMUE 11

MPOU3BOJUTEJN, OTTOBOPHU 3A OCBOBOK/IABAHE HA
MAPTUIU

YCJI0BUSA UK OT'PAHUYEHNSA 3A JOCTABKA N
YIIOTPEBA

APYI'U YCJIIOBUSA U UBNCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJ0BUA UK OT'PAHUYEHUSA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS IMTPOAYKT
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A. NPOU3BOIUTEJIH, OTTOBOPHHU 3A OCBOBOXKJIABAHE HA ITAPTHU/U

HmMe u aapec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOXKAAaBaHE HA MAPTHINTE

TEVA Pharmaceutical Works Private Limited Company
Pallagi at 13

HU-4042 Debrecen

VYHrapus

TEVA UK Ltd.

Brampton Road, Hampden Park, Eastbourne, East Sussex, BN22 9AG

ObenrHeHo KpaJcTBO

Pharmachemie B.V.

Swensweg 5, 2031 GA Haarlem

Hunepnannus

Merckle GmbH

Ludwig-Merckle-Strasse 3, D-89143 Blaubeuren

T'epmanus

[leyaTHara MTMCTOBKA Ha JIEKAPCTBEHMS MPOIYKT TPsiOBa J1a ChIbpXKa UMETO H ajipeca Ha

MMpOU3BOAUTCIIA, OTTOBOPCH 34 OCBO60)K,Z[aBaH€TO Ha CbOTBCTHATA MAapTHUAA.

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT IPOLYKT CE OTIIyCKa I10 JIEKAPCKO IPEAIUCAHUE.

B. JAPYI'M YCJIOBUS U UBUCKBAHUSA HA PASPEILIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKTyaJM3MPaHH JOKJIATU 32 0€30ACHOCT

W3uckBanusTa 3a NOAaBaHe HA MEPUOJUYHN aKTyalIn3UPaHU JTOKIAIHU 32 0€30MaCHOCT 3a TO3H
JIEKapCTBEH MPOIYKT ca MOCOYCHH B CIIMCHKA ¢ pedepeHTHUTE Aatu Ha EBponeiickus cpro3 (EURD

CIUCEHK), ipeaBuaeH B wi. 1078, an. 7 ot dupextusa 2001/83/EO, 1 BbB BCHUKH CIIEABAIIN
aKTyaJlu3alliy, MyOJUKyBaHU Ha CBPOTICHCKHSI yeOImopTall 3a JIeKapCcTRa.

I  YCJIOBUA U OI'PAHUYEHUA 3A BE3OITACHA U EOUKACHA YIIOTPEGA HA
JIEKAPCTBEHMUS TPOAYKT

. ILnan 3a ynpasienue Ha pucka (ITYP)

Henpunoxumo.
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IMPHUJIOKEHHE I1I

O3HAYEHMUSA BBPXY OITAKOBKATA U JIMCTOBKA

12



A. JAHHHU BBPXY OITAKOBKATA

13



JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTUAA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Desloratadine Teva 5 mg dbunMupanu TadbaeTKH
Hecnopatanun

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska ¢punmupana tabnetka chappika 5 mg aeciopaTaaut.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

C’LZ[’Bp)Ka OIC JIAKTO3a MOHOXHJApAT. 3a JOIIBJIHUTCIIHA I/IH(l)OpMaI_II/I}I MMpOYCTCTEC JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

7 bunMupanu TabIeTKH
10 ¢pmunmupanu TabICTKH
14 punmupanu Ta0IETKH
20 ¢pumupaHu TabIETKA
21 ¢punmupanu TabIeTKH
28 ¢pumupaHu TabIeTKA
30 ¢punmupanu TaOIECTKH
40 dbunmupaHu Ta0ICTKH
50 ¢punvupanu TabIETKH
50 x 1 punmupanu TabyeTka (€IHOI030Ba)
60 dhunMupaHu TaOJICTKH
90 dhunmupanu TaOICTKH
100 ¢hmnmupanu TabIeTKH
105 ¢pmnmMupanu TabIeTKH

‘ 5. HAYYH HA ITPUJIATAHE U ITBT(MIIIA) HA BBbBEK/IAHE

TTornwimaiite TaOIETKUTE LIEIH C BOJA.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO IPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOANMO

14



‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIHIEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

10. CIHENUAJHU NPEAITASHU MEPKU ITPU N3XBBHPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/732/001 7 ¢punvupanu TabaeTku
EU/1/11/732/002 10 ¢punmupanu TabIeTKu
EU/1/11/732/003 14 pumupanu TabneTKu
EU/1/11/732/004 20 puimupanu TabIeTKH
EU/1/11/732/005 21 ¢unmupanu TabIeTKH
EU/1/11/732/006 28 punmupanu TabIeTKu
EU/1/11/732/007 30 puimupanu TabIeTKu
EU/1/11/732/008 40 ¢punmupanu TabIeTKu
EU/1/11/732/009 50 ¢punmupanu TabaeTKu
EU/1/11/732/010 60 pumupanu TabneTKu
EU/1/11/732/011 90 ¢unmupanu TabneTKu
EU/1/11/732/012 100 ¢punmupanu TaOIeTKH
EU/1/11/732/013 50 x 1 ¢punmupana TabieTka (€1H0J030Ba)
EU/1/11/732/014 105 ¢punmupanu TabaeTKu

13. NMAPTUJIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTITYCKAHE

JlexkapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHUCAHHE.

15. YKA3AHUA 3A YIIOTPEBA

15



16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Desloratadine Teva 5 mg

‘ 17. YHUKAJIEH WIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD

‘ 18. VYHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

16



MUHUMYM JAHHHU, KOUTO TPABBA JJA CbJABPXKAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HUME HA JIEKAPCTBEHUSA INTPOAYKT

Desloratadine Teva 5 mg ¢punmupanu TabneTku
Hecnopatanun

| 2. HUME HA ITIPUTEXKATEJISA HA PASPEIIEHHMETO 3A YIIOTPEBA

Teva B.V.

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. ITAPTUJIEH HOMEP

[TapT.Ne

5.  JPYrO

17



Bb. IHUCTOBKA
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JlucroBKa: l/IH(l)OpMaIll/Iﬂ 3a manueHTa

Desloratadine Teva 5 mg punamupanu TadjieTku
Hecnopartanun (Desloratadine)

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NPeIH 12 3all0YHETeE /1a pUeMaTe TOBA JIEKAPCTBO,

Thil KaTO TS ChAbPsKa BaskHa 3a Bac nndgopmanmus.

- 3amnazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKH J1a s IPOUYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTETHA BBIIPOCH, ITonuTaiiTe Bamus nekap wiu gapmarieBT.

- ToBa nekapcTBo € npennucano JuyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To Moxke
Jla UM HaBpeIH, HE3aBUCUMO Y€ TIPU3HAIIMTE Ha TAXHOTO 3a00JIABaHe ca CHIMUTE KaTo Bamure.

- AKO MOIy4YUTe HIKAKBU HEXKEJIAHU JICKapCTBEHU peaKlny, yBeaoMeTe Bamus nekap nin
(hapmarieBT. ToBa BKITFOYBA M BCHYKH Bb3MOXHH HEXXEJIaHU PEaKI[UH, HEOIMCAaHH B Ta3U
JIMCTOBKA. BrkTe TOuka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA:

Kakso npencrasnsiBa Desloratadine Teva u 3a kKakBoO ce U3ION3Ba
Kaxkso Tps6Ba na 3Haere, npeau na npuemere Desloratadine Teva
Kaxk ma npuemare Desloratadine Teva

BB3M0XHU HEXKEaHU PEaKLIUU

Kak na cexpansBare Desloratadine Teva

ChabpikaHue Ha OTIAKOBKATA U JOMBIHUTEIIHA HHPOPMAITUS

SN AL

1. Kakso npexncrasiasiBa Desloratadine Teva u 3a kakBo ce U3110J13Ba

Kaxkso npeacrasiassa Desloratadine Teva
Desloratadine Teva cbabpika gecinopaTaauH, KOETO € aHTUXUCTAMUH.

Kak neiictBa Desloratadine Teva
Desloratadine Teva e npoTHBOANIEPTrU4HO JIEKaPCTBO, KOeTO He Bu nmpaBu chHimBu. To momara 3a
KOHTpPOJIPaHE HA AJIEPTHYHNATE PEAKIIMN 1 CHMITOMUTE HM.

Kora TpsioBa n1a ce nznoszBa Desloratadine Teva

Desloratadine Teva o0nekuaBa CHMITOMUTE Ha ajlepruieH pUHHT (Bb3MaleHNue Ha HOCHUTE XO0BE,
MPUYUHEHO OT aJeprys, HallprMep CEeHHa XpeMa WM aleprus KbM JOMAIleH pax) NPy B3paCTHU U
IOHOIIM Ha 12 1 moBeye roanHu. Te3u CUMIITOMH BKIIIOYBAT KMXaHE, ChPOEkK U CEKpeIHs OT HOCa,
cbpOex Ha HEOLETO U ChPOSIIIH, 3a4EPBEHN OYH WIIH ChJI3CHE.

OcgeH T0Ba, Desloratadine Teva ce m3non3Ba ga 00JIeKIr CUMITOMUTE HA YPTHKapHs (ChCTOSHUE Ha
KO)KaTa, KOeTO ce IbJDKH Ha aneprusi). Te3n CHMITOMH BKIIIOYBAT ChpOEX M KOMPUBHA TPecKa.

O6mexyaBaHeTO Ha TE€3W CUMIITOMH IIPOIBIIKaBa IS 1eH U Bu momara na ce cripaBute ¢
€XEeJTHEBHUTE CU aHTa)XKMMEHTH U Jia CIIUTE.

2. KaxkBo TpsoBa n1a 3Haete, mpeau n1a npuemete Desloratadine Teva

He npuemaiite Desloratadine Teva

o aKo CTe aJIEPTUYHU KbM JIECIIOPATaJINH WK KbM HAKOS OT OCTaHAIIUTE ChCTABKU HA TOBA
JIEKapCTBO (M30pOCHH B TOUKA 6), MJIM KbM JIOPATAIHH.
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IIpexynpe:kaeHust U NpeANa3sHU MePKH

I'oBopere ¢ Bamus sekap, papMaieBT Wil MeIUIIMHCKA cecTpa, npeau Aa npuemere Desloratadine
Teva

- aKo MMaTe HapyuieHa Ob0peyHa QyHKUusI.

- ako Bue unu Hakoi# ot cemeiicTBOTO BU € uman repyoBe.

Axo TOBa ce oTHacs 3a Bac nim ako He cTe CHUTYpHH, MOJISI KOHCYJITHpaiiTe ce ¢ Bamms nekap npean
na npuemete Desloratadine Teva.

Ynorpebda npu geua u IOHOINA
He naBaiite ToBa IeKapCTBO Ha JAelia HA BB3pacT o 12 roguHu.

JApyru nexapcrBa u Desloratadine Teva

He ca u3BectHu B3aumoneiictus mexay Desloratadine Teva u npyru nexapcrsa.
Wudopmupaiite Bamms nekap ninm dpapMaiieBT, ako mpreMaTe, HaCKopo CTe MpUeMali WilH €
BB3MOJKHO J1a IPUEMETE JIPYTH JIEKAPCTBA.

Desloratadine Teva ¢ xpaHa, HAMUTKH U AJKOXO0JI
Desloratadine Teva Moxe J1a ce mprueMa cbC Wik 0e3 XpaHa.
bopnere BanMatennu, B ciyyaitl ue mpuemare Desloratadine Teva u anxoxod.

BpemeHHoCT, KbpMeHe U (epTHIINTET

Axo cte OpeMeHHa WIN KbPMHUTE, CMSTATe, Y€ MOXE J1a CTe OpeMEHHA WM IUTaHUpaTe OpEMEHHOCT,
HochBeTBaliTe ce ¢ Bamumst exap niu hapmarieBT npeau yrnorpedara Ha ToBa JIEKapCTBO.

Axko cTe OpeMeHHa WM KbPMHUTE, He ce IpenopbuBa aa npuemate Desloratadine Teva.

DepTHIANTET
Jlunicar nannwm 3a hepTUINTETA IPU MBXKE/’KESHU.

Ilo¢upane u pa6oTa ¢ MAIIUHU

He ce ouakBa ToBa jIeKapcTBO, U3MOJI3BAHO B MPEMIOPHUUTEIHATA /1034, JIa TIOBNIUsABa Bammara
CIoCcOOHOCT 3a modupaHe win padoTa ¢ MaluHU. BBIIPEeKH Ye MOBEYETO X0pa HEe U3IUTBAT
CBHHJIMBOCT, MPEIIOPBUYUTEIIHO € Jd HC U3BHPIIBATC ﬂeﬁHOCTH, H3UCKBalllM KOHICHTPAUA Ha
BHUMAaHHUETO, KaTo MIodupane U paboTa ¢ MaIlluHH, JIOKATO HE YCTAHOBUTE KAKbB €()EKT UMa BBPXY
Bac nekapcTBEeHHUST NPOIYKT.

Desloratadine Teva cbabp:ka JaKkTo3a
Desloratadine Teva cpapprka makTo3a. Ako Bammusat iekap Bu e kazai, ge uMaTe HEIIOHOCUMOCT KbM
HSIKOM 3aXapH, KOHCYATHPaWTe ce C HeTOo MpeH a MPUeMeTe TOBa JIEKapCTBO.

3. Kak na npuemare Desloratadine Teva

Bunaru npuemaiite ToBa JIEKapcTBO TOYHO KakTo Bu e ka3zan BammusT rekap win GapmarneBT. AKO He
CTE CUTYPHH B HEIIO, MonuTaiite Bamms nexap win hapmareBT.

Bn3pacTHu u roHOIIM HA 12 ¥ TOBeYe rOAMHHA
IIpemoprunTenHara q03a € eaHa TabjieTka BEIHBXK JHEBHO C BO/IA, ChC WM 03 XpaHa.

ToBa JeKapcTBO € 3a MEPOPATHO IIPUIOKECHHE.
I'ireTHETE TabNIETKATA IAIA.

Bammsr sekap 1me onpezeny THIa Ha alepruYHUs PUHHUT, OT KOWTO CTPaJaTe U IIe ONPEIeNN KOJIKO
BpeMe TpsioBa ja npuemare Desloratadine Teva.

AKo umare HHTCPMUTCHTCH aJICPIrUiCH PUHUT (Ha.HI/I‘H/Ie Ha CUMIITOMH 34 IT0-MaJKo oT 4 JHHU B
CeIMHMIIATa WK 3a MO-MaJKo oT 4 ceqmuIy), Bammsr nekap me Bu npenoprya cxema Ha JieYeHUE,
chOOpa3eHa ¢ TaHHUTE 3a X07a Ha OonectTa Bu.
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AKO UMaTe MepCUCTUPAIT AICPTHUCH PUHUT (HAJTHIHE HA CHMITTOMH 3a 4 WU TIOBEYC JTHU B
CeIMUIIaTa U 3a TIoBeue oT 4 ceamuIiy) Bammsr nexap Moxe ga Bu npernopbya mo-TipoIbKATETHO
JICUCHUE.

3a ypTukapus, MpoAbLKUTEITHOCTTA Ha JIEYSHNE MOXKeE J1a € Pa3InIHO IIPY OTJEITHUTE MMallUeHTH,
mopaay KOeTo TpsOBa /ia cria3BaTe yka3aHHuATa Ha Bamms nekap.

AKO cTe mpueJu moBeye oT HeodxoaumaTa n103a Desloratadine Teva

Bsewmaiite Desloratadine Teva camo kakTo Bu e npeanucano. [Ipu ciaydaitHo npeno3upane He ce
OuaKBa IosBaTa Ha Cepruo3HM MpodiieMu. Bee mak, ako B3emere nmoseue Desloratadine Teva ot
npennucaHoTo Bu, mochBeTBaiiTe ce BemqHara ¢ Bamms jgekap, ¢papManeBT WM MEIUITUHCKA CeCTpa.

AKo cTe mponmycHaym 1a npuemere Desloratadine Teva

AKO cTe NpoITyCHaJIM Ja IpUEMETE J03aTa CH HaBpeEME, B3EMETE s IPH bPBa Bb3MOKHOCT, CIEN
KOETO NPOABIDKETE NpueMa 1o npeanucanara Bu cxema. He B3emaiite n1BoiiHa 103a, 32 1a
KOMIIEHCHpAaTe IIpoIlycHaTarTa J103a.

AKko cte cuipesn npuema Ha Desloratadine Teva
AKO UMate HAKaKBH JIOMBIHUTEITHA BBIIPOCH CBBP3aHH € yIoTpedaTa Ha TOBa JIEKAPCTBO, MOMUTATe
Bamus nexap nim ¢apmManesT.

4. Bb3MOKHH HelKeJIaHU peaKkl U

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAMN3BHUKA HEKCIAaHU pE€aKIIuH, BHIIPEKU Y€ HC
BCCKH I' ITOJTy4aBa.

ITo Bpeme Ha mocTMmapkeTuHTOBHS 1iepro Ha Desloratadine Teva, MHOTO psimKo ca chOOIaBaHU
CJIyyau Ha TEXKH aJepruiHU peakiuy (3aTpyAHEHO AUIIaHe, XPUIIOBE, ChbpOeK, yPTHKAPHS U OTOK).
Axo 3a0enexnTe HIKOS OT Te3M CEPHO3HU HEXEIaHH PEaKIny, IpeKpaTeTe NprueMa Ha JEKapCTBOTO H
HOTBPCETE CIICIICH CHBET OT JieKap He3a0aBHO.

[Ipu KIMHUYHY TPOYYBAHUS IPU B3PACTHU HEXXEJTAHUTE PEAKIUU ca MPaKTUUYECKH CHIIUTE KaTo Ipu
mpueM Ha mane6o. Bee nak, He)xeJTaHuTe peakluy, KOUTO € ChOOIAaBaT [0-9€CTO OTKOJIKOTO IIPH
npreM Ha mianedo ca oThaJHalIoCT, CyXoTa B ycTaTa U riaBobonue. [Ipu roHomM Hali-uecTo
choOIIaBaHaTa HEXKENaHa peakiys € rJ1aBo0oIue.

[Ipn xnmmanyaM poyuBanus ¢ desloratadine crieganTe HEXKETaHN peaKIMK ca ChOOIABaHH KaTo:

Uectn: ciegHUTE peakiiy MoraT 1a 3acerHat 1o 1 Ha 10 gymm
® ymMmopa

® CyxXOTa B ycTaTa

e riaBobonue

Bb3pacTHu
ITo BpeMe Ha mocTMapKeTHHroBus nepuoj Ha Desloratadine Teva ca cho0IaBaHM CIEIHUTE HEXETAHH

pCaKknuun:

MHOT0 pelKkH: CIIEAHUTE PeakIuy MoraT fa 3acerrar n1o 1 va 10 000 myrmm

® TESKKH JIEPTUYHH PEAKIMH ® 00puB; ® chpleOreHe WIK HEeMIPaBUIICH ChpleueH
PUTBM

® YCKOPEH ChPJeUeH PUTHM ® QoJIKa B CTOMaxa ® raJcHe

® TIOBpPBILAHE ® Pa3CTPOEH CTOMax ® juapus

® 3aMasHOCT ® CHHJIMBOCT ® Oe3chHUE

® MycCKyJIHa OoJka ® XaJTFOI[HALNU ® [IPHUNAbIH

® 0e3MOKOICTBO ChC 3acuiIeHa ® Bh3[IAJICHUE Ha ® OTKJIOHEHHE B YepHOAPOOHHUTE
JIBUTaTETHA aKTUBHOCT 4epHUs 1pod MOKa3aTeNn
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C Heu3BecTHA YECTOTa: OT HATMYHUTE JIAaHHU HE MOKE J1a ObJlc HallpaBeHa OIICHKA Ha 4eCcTOoTaTa

® HeoOMuaiiHa cmabocT ® TIOXKBJITSBAHE Ha KOXKATa W/WIIA OUUTE

® [TOBUINICHA YYBCTBUTEIHOCT HA KOXATa KbM CIIbHUEBA CBETIIMHA, JIOPH U B 00JIAYHO BPEMeE, U KbM
UV (yntpaBrosieToBa) cBeTIIHHA, HarpuMmep KbM UV cBeTIMHATA B COJIAPUYM

® [IPOMEHHU B ChPJICYHUS PUTHM

® HEeOOMYAHO MTOBENECHNE

® arpecust

® YBEIIMYCHO TETJI0

® YBEIIMYCH aleTUT

Heua

C Heu3BecTHA YECTOTa: OT HATMYHUTE JIAaHHU HE MOJKE J1a ObJIc HallpaBeHa OIICHKA Ha 4eCTOTaTa
® 320aBeH CHPJICUCH PUTHM ® NIPOMSIHA B ChPJICHYHUS PUTHM

® HeoOMYaitHO TIOBEICHTE ® arpecus

Cpo0maBaHe HA HEeKeJIAHU PeaKIuu

AKO TToTy4unTe HIKAKBU HEXKEJIAH! JICKAaPCTBEHH peaKIny, yBeaoMeTe Bamms nekap, papMmareBT win
MEIMIIMHCKA cecTpa. ToBa BKIIFOYBA BCHYKU BH3MOXKHH HEOMCAHU B Ta3H JIUCTOBKA HEXEIIAHU
peaknuu. Moxere ChIIo Aa ChOOIIUTE HEXKEIAHN PeaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 33
choOIaBane, mocoueHa B [Ipmiokenue V. Kato cro01aBare HexeIaH! peakivy, MOKETE Jia JaJieTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MoBeYe MH(OPMAIUsl OTHOCHO 0€30T1aCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak 1a cexpansiBate Desloratadine Teva
a ce cbxpaHsaBa Ha MSICTO, HEJOCTHITHO 32 ACIIA.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapPTOHEHATA OMaKOBKA U
onmctepa, crnen “I'ogen 10:”. CpoKbT Ha TOAHOCT OTTOBaps HA MOCIICTHUS JICH OT IIOCOYSHUS MECell.

To3u nexapcTBeH MPOAYKT HE U3UCKBA CIIELIMAJIHYU YCJIOBUS HAa ChbXPaHEHHUE.
He u3non3Baiite TOBa JIEKapCTBO, aKO 3a0eJIeKNTe KaKBATO U JIa € IPOMsIHA BbB BHA Ha TaOJIETKHTE.

He HSXBBpHﬂﬁTe JICKApCTBATa B KaHAJIM3aluATa Uin B KOHTeﬁHepa 3a JOMAIllHU OTIIaaAbIIn.
Ilonuraitte Bamms (bapMaueBT KakK 1a U3XBBPJIIATE JICKAPCTBATa, KOUTO BEYC HC M3IOJI3BATC. Te3n
MCPKH 1€ CIIOMOIrHaT 3a OIla3BaHC Ha OKOJIHATa Cpeaa.

6. CLumealme Ha OIMAaKOBKaTa U J0IIbJHUTEC/IHA mubopMaum[

Kakso ceabpixa Desloratadine Teva

- AKTHBHOTO BEIIIECTBO € 5 Mg JecIopaTanH.

- Jpyrute cbCTaBKU ca MEKPOKPHUCTAITHA 1IeITYJI03a, IPEKEIATHHIU3NPAHO [IAPESBHYHO HUIIECTE,
CHUITUIIMEB JHOKCH/I, KOJIOHIEH OC3BO/ICH, JIAKT032 MOHOXHIPAT, XUIPOMENI03a, TATAHOB
muokcun (E171), makporon 400, uaaurokapmus (E132), miennak u mpOnAIeHT KO,

Kak usraexna Desloratadine Teva u kakBo cbaIbpika 0OIaKOBKAaTa

CuHs1, KpbIUia, IBOWHO M3ITbKHANA (hrIMupaHa TabieTka ¢ Haanuc “D5” ot eqHara cTpaHa u riiagka
OT Jpyrara.

Desloratadine Teva 5 mg ¢hunMupanu TabyeTKu ce npeiara B oaucrepu o 7, 10, 14, 20, 21, 28, 30,
40, 50, 60, 90, 100 u 105 ¢unmmupanu TabdxeTku u B nephopupanu 6mmctepu ot 50 x 1 hunmupana
TabneTKa (eIHOI030Ba).

He Bcuuku BHIIOBE OMAKOBKH MOXeE Jla ObAAT B IPOAaXK0a.
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[puTexkaTes HA pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTE

[IputexxaTten Ha pa3pelIeHUETO 3a yHoTpeoda:

Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

IIpousBoauteit:

TEVA Pharmaceutical Works Private Limited Company

Pallagi 1t 13,
4042 Debrecen,
VYHrapus

TEVA UK Ltd

Brampton Road, Hampden Park, Eastbourne,

East Sussex, BN22 9AG,
OO0erHEHO KpaJICTBO

Pharmachemie B.V.
Swensweg 5,

2031 GA Haarlem,
Hunepnannus

Merckle GmbH
Ludwig-Merckle-Strasse 3
D-89143 Blaubeuren

T'epmanus

3a momreTHATETHA WHPOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JTOKATTHHS
TIPEJICTABUTEI Ha MIPUTEKATEIIS Ha pa3pelieHUeTo 3a ynorpeoda:

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 3 820 73 73

Bbbarapus
AxrtaBuc EAJ]
Tem: +359 2 489 95 85

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251 007 111

Danmark
Bluefish Pharmaceuticals AB, Sverige
TIf: +46 8 51 91 16 00

Deutschland
Teva GmbH
Tel: +49 731 402 08

Eesti

Teva Eesti esindus

UAB Sicor Biotech Eesti filiaal
Tel: +372 661 0801
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Lietuva
UAB “Sicor Biotech”
Tel: +370 5 266 02 03

Luxembourg/Luxemburg
Teva Pharma Belgium S.A./AG, Belgique/Belgien
Tél/Tel: +32 3 820 73 73

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel.: +36 1 288 64 00

Malta
Teva Pharmaceuticals Ireland, L-Irlanda
Tel: +353 51 321 740

Nederland
Teva Nederland B.V.
Tel: +31 (0) 800 0228400

Norge
Teva Norway AS
TIf: +47 66 77 55 90



EArada
Teva EAMGG ALE.
TnA: +30 210 72 79 099

Espaiia
Teva Pharma, S.L.U.
Tél: +34 91 387 32 80

France
Teva Santé
Tél: +33 1 5591 7800

Hrvatska
Pliva Hrvatska d.o.o
Tel: +3851 37 20 000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 (0)51 321 740

Island
Alvogen ehf.
Simi: +354 522 2900

Ttalia
Teva Italia S.r.l.
Tel: +39 02 8917981

Kvmpog
Teva EAMGG ALE., EALdda
TnA: +30 210 72 79 099

Latvija
UAB Sicor Biotech filiale Latvija
Tel: +371 673 23 666

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43(0)1 97 007 0

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 22 345 93 00

Portugal
Teva Pharma - Produtos Farmacéuticos Lda
Tel: +351 214 76 75 50

Romaénia
Teva Pharmaceuticals S.R.L
Tel: +4021 230 65 24

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 1 58 90 390

Slovenska republika
Teva Pharmaceuticals Slovakia s.r.0.
Tel: +421 2 5726 7911

Suomi/Finland
GxMed Nordic lvs
Puh/Tel: +45 39 77 50 13

Sverige
Teva Sweden AB
Tel: +46 4212 11 00

United Kingdom
Teva UK Limited
Tel: +44 1977 628500

I[ara Ha MOCJICAHO MpepasrjaciKaaHe Ha JUCTOBKaTa

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA Ha ye6ca171Ta Ha EBpOHGﬁCKaTa arCHIus

10 JIeKapcTBaTa http://www.ema.europa.eu.
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