Cetiristad — 1HcTOBKA 32 MALKEHTA

JIICTOBKA 3A TTATTMEHTA.
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Cetiristad, 10 mg film-coated tablets L0 P
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JlexapcrBeno BemecTBo: cetirizine dihydrochioride

CBHCTAB

Jexapcreeno semectno: 1 (M Tabnerxka 10 mg cefirizine dihydrochloride
IToMomAm BemecTBAa: JAKT03a MOHOXHAPAT, MAKPOKPUCTAIHA [ENYJI032, KONOHAEH
Ge3BoJcH CHUIMIMEB IHOKCHA, MarHesHeB creapar, Opadry Y-1-7000 (cpappxa
tutanoB puoxcup (E171)), xaapomenosa (464), MaKporoim.

BUA U CHABPKAHUE HA OITAKOBKATA

Opuraransa onaxoeka ¢ 7 u 20 ¢umv TaQueTxd. ..

DapMaKkoTepaneBTHIHA Ipyna:

AHTHANEPIHIHO/aHTHXHCTAMHHOBO HeKapC'I‘BO. Cctmzm e 0 mpa‘ e@elcm're Ha

XHCTaMEHA, BEIIECTBO, KOETO CE CPEINa eCTeCTBEHO B TEECHATE THKANH 1 MOWKE Tia -
YIpEXM3BHAKA XPEMa ¥ OTACIAHE Ha CEKPET 0T HOca KAKTO i CHpOek, 3aUepBsiBane K

CBH3CHE Ha OYHTC AN C'BpﬁEH{ Ha KoXKara.

Hpou3soqaTes ¥ NPATEARATE] HA PA3PeIICHNETO 32 yorpeda :
STADA Arzneimittel AG

Stadastrape 2-18

D 61118 Bad Vilbel, Germany

Tenedon: ++49 6101 603-0

dakc: ++49 6101 603-259

WinTepHeT caliT: www.stada.de

TTorkazauns

BE3pacTHA A HOApacTBAIIN:
CHMIOTOMATHYHO JEYCHME Ha anepryded pUHuT (CE30HEH K WENOTOAMINEH), Ha

CBBp3aHHS ¢ HEr0 aJePIHYeH KOHIOHKTHBHT H Ha XPOHHYHA HAHONATHYHA YPTHKAPHS
(xoTIpHEHA TpECKa).

Hlenia Ha BR3pacT MeXHY 6 ¥ 12 roauHA
CaAMOTOMATHIHO JIedeHHe Ha ajepriueH pHHAT (CE30HEH H IENOrOAMLIEH), U Ha
XPOHHYIHA HAHONATHIHA YPTAKApHS (KOXPHBHA TPECKA).

ITpoTRBONOKA3aAHHARA

Kora ne Tpg6ra ja mpuemare Cetmstad‘?

- Axo cTe cBpBXuyBCTBATENHHE KM cetirizine dihydrochloride umn xeM BEaKOE
OT HOMOINHMTE BemECTBA

- Heta no 6 rogumHa BE3pacT

- AKo cTpapaTe OT TEXKa 61,6peqHa HEAOCTaTBEIHOCT

Kakgo Tpsifea xa HMare npe;umn axo cTe ﬁpemeaua n.sm Kbpmnre‘?
OnETHT OT OrpaEEveHnd Opoii ciyJau Ha ynorpeﬁa Ha Hezcapc'rnom no BpeMe Ha




Cetiristad — qucTOBKA 32 HalHEeHTA .

OpeMEHHOCTTA WIH IUIOJ/HOBOPOJAEHOTO. JTlocera HaMa HPYTH HPEACTABHTCIHH
eIAIEMHACNOTAYIHYA JAHHH.
Cetiristad TpsOBa ja ce H3HOJI3Ba BHUMATEHO 110 BpEME Ha OpeMEHHOCT.

He e u3sectro mamz Cetiristad ce o1/iend B K5pMaTa IpH 40BEKa. Tlo Ta3m npuaHHa
nprnaranerd sa Cetiristad o BpeMe Ha KbpMEHe Tp0Ba J(a ce H30srBa.

Kakso Tps6Ba Ja MMaT¢ NPEABHA OTHOCHO NPHIOMKEHHETO HA JIEKADPCTBEHAUS
HpOAYKT OpH Aena?

KbpMadera i MaJIKy Ziela Ha BE3pacT HoA 6 TofuHy He Tpadsa na ObpIatT NexyBaHH C
Cetiristad.

Kakgo Tpalsa ga uMaTe OpPeABH/ OPH NANHCHIH B crapiecka BB3pacT?
He cobixecTBYBAT AaHHH, 4e¢ € HeoOxoxHMo Momu(UIWMpaHe Ha N033TA TIPH 3ApaBH
TMANKEHTH B CTap9ecKa BB3PacT.

Ks‘;RBo TpaGBa A2 MMAT NpEABUA NALBCHTATE ¢ YBPEACHA 6n0pedra dpyHxnua?
Cetiristad e IpOTHBOMOKa34H IPH NAITHEHTH € TEXKA GBOpetTHa HEROCTATEIHOCT. ITpu
TalAeHTH ¢ yMEpeHO H3paseHa On0pedHa HEZOCTAaTEIHOCT AO3aTa Tps0Ba Ha OBAe
HAMATEHA HAMONORMHA. IlandeHTTe ¢ Jieka RO YMEpeHO. u3pasera OwnOpewHa
* HeJlOCTATHUHOCT KAKTO ¥ Te3H ¢ HapylleHa YepHoapoOHa (QYHKUHS TpsOsa fa OBHaT
Habmomasapy BHEMaTeHo (Bmx “CoendanHd MPefyHPeXNCHWT H TpPCAnasHH
MEPKH”). .

Cuenpajian npeayIpexaeHHs i NPeANasHH MEPKH

YIpH HSIKOH TANMEHTH NpomsmimTenHoro nederue ¢ Cetiristad Moxe ma nosene 1o
IOBMIIEH PHCK OT Kapuec, HOpay IPeIASBUKAHATa OT JIEKapCTBOTO CYXOCT B yCTata.
3aTOBA CTPHKTHOTO TOMAGDIKAHE HA XHUTWEHATA HA YCTHATA KYyXHMHA € OT BaXHO
sgadenyne NpH jedenne ¢ Cetiristad.

Ilpn HaumuMe Ha yBpefieHa depHOApoOHa B GHOpedHa GyHKIMI € BB3MOXHO
emmvuanpaneto (oTHeismero) Ha Cetiristad oT opraHmsMa Xa Orfe HapymeHOo.
Ilpmnaramero Ha Cetiristad TpE Taxusa NaMHECHIN TpabBa Ha Ce H3BBLPIIBA
BHEMaTeHo (Bmk “Jlo3apaHe K JIPHNOKEHHE™ A “TIpoTHBOIOKA3aHMA").

[lpemopbuBa ce BHEMaHHE IIpH ETHOBPEMCHHO TNPHIONEHME HA JIEKapeTBa
notuckau ITHC.

Cetiristad cpappxka JakToza. AKO Bammar jekap Bu e yBemoMmmu, 4e HMaTe
HACTENCTBEHA HEHOHOCHMOCT KbM HSKOH 3axaph  (BbIiexufpard), Mot
KOHCYNITHpaiiTe ce ¢ HETO IPE/IH Ja HpUeMeTe TOBA JIeKapCIBO.

Kaxeo TpsaGpa Jla HMare IPEHBHA KOTATO mogupare, paboTHTE C MAIIHHE HIH
paboTHTe Ha roNsIMa BECOIHHA?

Cetirizine dihydrochloride uMa cnabo f0 yMepeHO BIMAHHME BLPXY Ballara peaKiii.
Wmaifte npenBHrz, obade, ge cetirizine dihydrochloride Moske fia 3achmu edeKTHTE Ha
anmkoxona ¥ Ha Jekapersa noTnckamu [THC.

JiexapcreeHH U ApYrH B3aHMOAeliCTBHA emrEtIIo. :
’fi:’a;w“_ .. 4 I ??\*\‘\\\ .
HscnemBane 3a CBPBXYYBCTBHTENHOCT: IPHEMET };a'lcgt}pzme“d;hxi}rgchlondc TpsbBa
Jia OnJe TpeycTaHoReH 3 JHH Ipend HPOBEKAAHETO He HICIEABAHI 32
ié LR L EARS

|
i
¢




Cetiristad — EHCTOBKA 3a nauHeHTa

CBPBLXUYBCTBUTENHOCT. IIpenoppuBa c¢ BHUMAHHKE IIPH €AHOBPEMEHHO IIPHIIOXKCHHE
Ha jexapcrBa motackamy ITHC.

Kaxsu Xpanu ¥ HailuTKY TpaOBa Ja B3bareare?
Cetirizine dihydrochloride Moxe pa 3acumu edexTute Ha ankoxona. CiefosaTenHo
TpsOBa Ja ¢€ BHHMAaBA IPH eJJHOBPEMEHEA YNOTpeba Ha alnkoXol.

gosn[;ane ¥ HA9HH Ha NPUITOKEHAE, NDOABIAKHTENHOCT Ha JACUEHHETO

[punspsxaiite ce KbM HOCOUYEHHTE NO-0NY HHCTPYKIRH, OCBEH aKo Bammar JieKap
He ¢ NIpenHcan npunarage Aa Cetiristad mo apyr sayun. Mo, cso6passsaiite ce ¢
HHCTIPYKIMHATE 3a JO3HpAaHe 3a Ja OCHTYPHTE e(eKTHBHO ¥ 0€30ImacHO JEYeHHE C .
Cetiristad.

Br3pacTHH ¥ NOAPAcTRANTH:
TIpmemaiite 1. ¢mwm taGnerka Cefiristad (expmBanmemtna Ha 10 mg cetirizine

dihydrochloride) seuEK Ha AeH.

HpHeMaHT - UICHI]
dlhydrochlorlde) KaTo C,U,I-IOKpaTHa JIOSa, Be,uHmK o ,IIGH VI~ 72'“
Cefiristad (expupaneHTHa Ha 5 mg cetirizine dihydrochloride) mpa meTE Ha ,ueH

(cyTpHH H Begep). ]

Jlexa Ha BB3pacT Mexay 6 u 12 rommny Texamm mox 30 kg
IlpEemaiite /» ¢umv Tabnetka Cetiristad (expuBanenTHa Ha 5 mg cetirizine

dihydrochloride) BemHEX Ha JEH.

Kakso Tps0Ba Aa HMAT IPENBHA NAIMEBTHTE ¢ yBpenena 6p6peana Qpymruus?
Cetiristad e IPOTHBONOKA3AH PH ITAITACHTH C TEXKa OBOpetHa He/I0CTaTHIHOCT. Tipr
TAIHeHTH ¢ YMepeHo H3paseHa GLOpedHa HEeJOCTATHUHOCT Ho3aTa TpiAbsa Ma Onhe
HaMaleHa HANOJOBHHA. IlalMEHTHTE ¢ JeKa J0 yMepeHo H3paszeHa 6nOpeuna
HEJOCTATEYHOCT KAKTO M TE3H ¢ HapyileHa depHonpobra dynxnwus Tpsabsa na Opxar
HaOmomasarr BHEMarenHo (Bmx “Cpenuamis IOpeAynpeXIeHnd ¥ IpefuasHe
MEpKH™).

Kax u xora Tpstopa Aa npaemare Cetiristad?
Axo ce Habmozana cormEBocT Cetiristad Moxxe fa ce mpuema Bedep.

IpuemsT Ha Cetiristad He 3aBHCH OT BpeMETO Ha XpaHEHE.
Konaxe npogbrkaTenHo Tpsaea na npnemare Cetiristad?
TIpoab/DKHTEHOCTTA Ha JIEYEHHETO Bapupa B 3aBHCHMOCT OT CHMIITOMETE. AKO HE

cTe CHrYpHH, 00ChAeTe ToBa ¢ Barmis nexap Wik ¢papManesT.

Hapymesnsa HA 1030BHSA peXHM H NpefolupaHe

Cetiristad? .




Cetiristad — THCTOBKA 38 HallMeHTa -

KIIMHUYHEAST ONUT OTHOCHO Hpefo3MpaHeTo Ha JEKApCTBoTO € orpammdeH. Ipu
3HAYUTENHO mpenosnpane (Ranp. mpHeM Ha 5 dumv tabnetku Cetiristad HaBemaei) €
BE3MOIKHO Ja CE TIPOSIBAT OIMCAHUTE II0-JOJYy HEXKETaHH PEaKIHH , HO ¢ HO-ToAaMa
WHTEH3HBHOCT. AKO' IION03Hpare npemosupane Ha Cetiristad mrdopmupajite Bamma
HeKap He3aGaBHO H TOH e NPENeHH KakBH MEPKH ¢a HEOOXOMHME.

Kakeo TpaGea fa HaOpaBHTe K0 CTe IPHEAH N0-HACKA 0T OpeAnmAcaHaTa fAo3a
Cetiristad HiIH cTe MPOIMYCHAJM HPHEM HA JEKapCTBOTO?

Hpo,u:wx{ere JeueHHeTo ChoOpasHoO HHCIPYKUHHIE B paszena “'I[OSHpa.He u
TOpHICKESHHE”

Hexerana peaknpnu
Kaxmo ecaxo dpyzo nexapemeo Cetiristad mooice 0a npedussuxa HeJxCenany peaxyu.
3a da ce oyenu uecmomama HA HedCenaHume peakyult e u3NON6aHa CAeCHAmA -

Knacugurayus:
_ MHuoro 4ecrH: YecTH
" ITpu moege ot 1 Ha 10 TEKyBatH [pu mo Manko oT 1 Ha 10, 5o mpA noBege
- TIaumeHTH 70 1 Ha 100 NeKxyBaHH NANHEHTH
Heugecrn : Penxn

ITpz mo-mMamko oT 1 ma 100, Ho mpm Ilpwm mo-Manko ot 1 ya 1000, xo mpa
moBeue ot 1 Ha 1000 nexysBanu nanpenTsd  mogede oT 1 Ha 10 000 mexysann

- [AECHTH
Muoro peaxku
1 cirygaif a 10 000 nexyBaNH TaNWEHTH ¥IiH 1T0-PEIKH

Obwu pascmpoticmea
YecTH: CyXOCT B ycrara

Cmomauino-ypesnit pascmpoiicmed
He gectn.: Kopemen auckoMbopT B XpaHOCMUIIATENIHE Pa3CTPOHCTBA

Pascmpoiicmea om cmpand HA YyeHmpaniama Hepena cucmema
Yecrr: CHHIMBOCT IpH Acla H BB3PacTHH, COMHOJIEHTHOCT
Hewectu: I'nasoGomue, 3amatiBane, 8630yna

Pascmpoiicmea om cmpana Ha UMYHHAMA cucmema
Muoro peaxu (<1/10 000)
Peaxnvy Ha CBPHXIYBCTBHTENHOCT KaTo KOXHH peaxius ¥ 0ToK Ha Quincke.

Ax0 HaOIOAABATe HEXENAHW peakliy HEeoNHCaHy B HACTOMINATA JIICTOBKA, MOJA
yBefoMmere Bainms gexap EH (hapMalesT.

Kakspo TpabBa na ce mpeanpueMe NPH IPosBAa HA HEKEIAHY peakinuu?
B chnyuait Ha HexenaHd peaxWd BamusT jexap Ime IPENeHHM KakBH MEpKH ca
HeoOXompuMH.

IMpr nbpBHTE NpPH3HALM Ha CBp'BX‘iYBcTBHTCJIHOCT ’npeyc*raﬂ > TIpHeMa Ha

Cetiristad o
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Cetiristad — nucTOBKA 3a NalMenTa .

Cpok Ha roiHOCT B cTA0MIHOCT H2 JEeKAPCTBEHH  POAYKT

CpoKsT Ha TONHOCT Ha JIEKApCTBEHMS IPORYKT e OTOelf3aH Ha KapTOHEHATA
OIIAKOBKa M Ha eTHKeTa. He u3nonzpaiiTe TO3H JEKApCTBEH NPOAYKT Cliel H3THURHE
Ha CPOKA Ha roJHOCT.

X
Kax Tpatea xa ce coxpanasa Cetiristad?
CrxpanssaiiTe BCHUKH JleKapcTBA Ha HEAOCTEHIIHH 32 JIEla MECTA.

Jara Ha mocaeqHA PENAKIIHI Ha TeKeTa:
Hoemspr 2004

Pexxnm Ha oTIVCKAHE

Ormycka ce caMmo 10 JIeKapeko IpeHCaHAe




