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HH®OPMAIS 3A MAITAEHTA

Monsi, BHEMATEIHO OPOYCTETE Ta3y JICTOBKA, HPEIH Jia 3all09HeTe [a IpHeMare
TORa JiekapcTBo. 11azeTe Task JmacTOBKA, B ciydail 3¢ Bu ce Hanoxm fa g npodereTe
0THOBO. AKO BE3HHAKHAT JONBJIHHATEIHA BBIPOCH, MO 00phInaiite ce xbm Bamus
nexap wima (GapManesT.

3anomneme: Tosa IlexapcTBO € mpennKcaHo camo 3a Bac 1 e Tpsabsa xa ro
IIpefocTaBATe Ha APYIH mna. To Moxxe [a MM HaBpelH, JOPM aKo UMAT CHINHTES
OINaKBaHMg KaTo Bamure.

Egirizin® Oral Drops Selution
Ermpisug nepopaisy Kalke, pasTBop

Cetirizine
Ilpom3BoanATe H APUTEKATE HA pa3pelieHACTO 33 yHoTpeda::

EGIS PHARMACEUTICALS LTD.
Kereszturi ut 30-38.

1106 BUDAPEST, HUNGARY
Ten: (36-1) 265 5555

®axke: (36-1) 265 5529

1. Kakso npencrasasea Egirizin i 32 xakBo ce H3H0a3Ba

Cetirizine, nexapcTBEHOTO BemecTeo Ha Egirizin, € aHTHXACTAMUHOBO JIEKAPCTBO.
Qceen AeKapCTBEHOTO BEINECTBO HEPOPATHUTE KallKe CHALPIKAT: TIHIEPOI,
[POIANEH THHKOM, 3aXapiH HATPHii, HATPHEB ateTaT, MEeTHI
[rapaxuapokcHOen30aT, PO TapaxuAPOKCHOeH30aT, JISAcHa OIETHA
KHCEeJHHA, JeCTHIMPaHa BO&a.

Cetirizine ce H3M0J3BAa 3a 0bJIeKIaBaHe Ha AePIHIHM IPOSBH, KaTo CEHHA XpeMa
WK TIEIOTOUNTHA XpeMa, CbpOek B 3adepBsiBaHe Ha oInTe. MOoXKe Ja ce Ipuiara
¥ TIpH KOXKHU aJIepIhH, XapakTepU3Hpanli ce ¢ 00pHB, ChpOex Uy YPTAKAPH.

2. Ilpemwm pa zanoynere 1a mpuemare Egirizin xanku

He npuemaiite Egirizin:

- @Ko CTe HMaNu alepraYHa PeaKuys CIeH IpreMaHe Ha TO3H JeKapcTBeH
IPOXYKT

- aKo KEPMHATE

- @Ko CTpafiare OT TexKa OEOpeuHa HemoCTaTEYHOCT

Axo cTe OpeMMEHHA HIH BcKaTe Ja 3adpeMeHeeTe, Hockeersaiite ce ¢ Bamuis
TeKap IIPe/y 13 3aI09HeTe Aa IpreMare TOBA IEKapeTBo. Maxap Jia HAMa .- "'T":::’ =
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JIOKa3aTeNCTRa, 9€ TO YBpejkia NIoAa, He ¢ IPENOPHFIATENHO A I'o npaema"re 1 {0 S
BpeMe Ha HpeMeHHOCT. . Lo



He paraiiTe TOBa JIEKAPCTBO HA Jelia MoK 2 TOAMIIHA BEIDACT.

IIpn npremaneTo Ha Egirizin

Axo nonyuuTe aeprudHa peaKiys OpH IPHEMaHETO Ha TO3H JEKapCTBEH
IIPOAYKT 3a OpEB BT, CIpETe BieMarero Ha nexkapcrsoTo HESABABHO u ce
KOHCYJTHpaliTe ¢ Barins mekap.

Henpemenso 1o BEdopMEpaiiTe 332 BCHIKH 3a00JBaHNS OT KOMTO CTPajare B
MOMEHTA IJTH CTE MMATH B MAHATOTO. AKo HMare 650pegHo 3abosaBaHe, TOkR
Moke Jia IIpelieEy Ja Hamanu fosarta ¥a Egirizin, Hempemenno ce mocsBeTBalTe ¢
HETO 3a CHCTOSHHUETO CH Ipef N4 3al0YHeTe JeYeHUeTo (BIDK T. 3).

Axo BamusaT nexap BE3HaMepaBa Oa HampasH T. Hap. “Prick-tect”, T.€. KOXHO-
aneprudeH TecT, Toi Moxe Aa B Kake fa cripeTe JEYEHUETO 34 OHE TPX J(HE
TIpeaH [eHs Ha TeCTa, 3a Ja ce u3bernar (anmuBo OTPUIATSIIHE PE3yNTaTH.
Koncynrupaiite ce ¢ IeKaps ako ¢Te HMAany HIKOe OT TE3H FOPEOIHCaHnuTe B
MUHAIOTO.

Kanxate ChABPKAT IIHIEPOIL, KOHTO BEB BHCOKM JO3H MOXKE JIa IIPHIAHE
riIaro00IEie, CTOMANTHO JpasHeHe | JHapHS.

Kanxure caabpiKar Olie mapaxuipoKcnOeH30aTH, 32 KOUTO EM3BECTHO, Ye MOXKE
1A IIPAIHHAT KOXKHY 00pHBH H/HIH PAIKO — 3aTPYIHEHO AUIIAHE,

OcBeH TORA KalKATE ChABPIKAT IPOIHICH IJHAKOJ.

HudopMupaiite JCKyBalys JEKap aKo ¢ HOSBAT HONOOHM OIIaKBaHus.

Ipuemane Ba Egirizin ¢ Xxpana u HanugTKy

KOHCYM&H'HXT& H4 aIKoX0J € BGCOJIEOTHO 3a6paHeHa o BpEMeE HAa JICYSHHCTO C
Egirizin.

BpeMeraHoCT H KbpMeHe

Axo cme 6pementa, onumeame da 3abpemeneeme Ry KepMume, nocvemeaume
ce ¢ Bawus nexap npedu da sanouneme Oa npuemMame KaKeomo 1 0a e
JleKapcmeo.

Makap fa He e CUT'YPHO, e TOBa JIeKapCTRO MOXKE JIa IPHIHHE YBPEKAAHE Ha
HI0Ja, He ce HpelopEIBa IPAEeMaHeTo My 110 BpeMe Ha GpeMerHOCT. Matiin,
KOHTO KBPMAT, He 6uBa ma B3emar Egirizin.

IModnpane n padoTa ¢ MAIIAHHA

Egirizin Mozxe Ja IpHYUEYE CHEIHEBOCT. B HAYaN0TO HA NEYEHHETO He
mogmupaiiTe, 3amoTo Oe3oacHoCTTa B MOXKe [Ia € 3acTpammera. Crmo He
paGoTere ¢ ONIAaCHH HHCTPYMEHTH M ManTuHH. [10-KHCHO MOXKE J1a ce nocmeg:a‘aﬁéf‘\ .
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¢ Bammig nexap pami e 6e30mnacHo a MPOABIDKATE € TE3H aKTHBHOCTH. [55 ,—lm\f AN



Hpﬁemane Ha APYTH JICKaPCTBEHH HPOAYKTH

Hanenata mo-gony we(opMalis MOXKE Jia Ce OTHACS 34 IeKapcTRa, H3NOI3BaHK

IIpead BpeME, a ChIHO H 3a TAKHBA, KOHTO INE C€ H3HOI3BAT B 6’1:}18]1[8.

Crobmere Ha Bamus nekap ninu GapMaleBT 32 BCHUKH JICKAPCTBa, KOUTO

HpHEMAaTe Wi CTE B3EMaIH HaCKOpo, HOPK ¥ TaKKBa, Oe3 peuenta.

Br3MmoxkHo e 3aeaH0 ¢ Egirizin qa ce manara ga B3eMare HAKOE OT CHETHUTE

HACKapCTBa:

mrasenaM (3a TPEBOYKHY CHCTOSHHS), MUMETHANH (32 YBEIHICHA CTOMAITHA
CeKpeiust ¥ A2Ba), a3UTPOMUIIH (BHTROHOTHK), ceBAoedeaApHH (HOCHH KanKH),

KETOK0Ha30J (aHTArE0AYHO CPEACTRO), EpUTPOMINAH (aHTHOHOTHK).

O6uKHOBEHO € Ge30TacHo fa ¢e IpHeMar roper3opoernTe JeKapeTea ¢ Egirizin.

Axo p3eMate TeopUNHH (CPEICTBO, OTIIYCKAI0 OpOHXHANHATA FIa/Ka

MYCKyJIaTypa IpH HayedTH, CTpajalny o GpoHXuanHa actMa), o-0e301acHo &

aKO B3EMATE IIO-HECKH JO3¥ TeoQniH JoKaro IpEeMare Egirizin.

IToceBeTRaiiTe ce ¢ Bamus JICKap, ak0 HE CTC CHI'ypHHE KaKBO IIpHEMare.

Kax na npuemare Egirizin xankn

Egirizin xanxe Tps6Ba Jla ce IPHEMAT IPpHOIH3UTENHO MO €HO ¥ CHINO BPEME Ha
neps. Torapa To# e HPOSBH BE3MOXHO Hail-1o0pra cH edexT 1 me Bu 651e 1o-

JIECHO A TOMHHKTC KOTr'a Ja IPHCMAaTe KallKATC.

Axo e Br e npemnucano fpyro, Egirizin xamxu TpsOBa Aa ce IpHeMAaT XKaKTo

cIienBa;

Bo3pacTHE H nogpacTeamu Baj 12 roguam:

O6mkHOBEHO HATATHATA K032 33 BB3PACTHH U TO[(pAcTBAINH Ha Be3pacT Haj 12

romaay e 10 mg (20 xanxu) BeAHEBXK JHEBHO, 33 IPEATIOUYHTaHE BEIEP.

Jena mexxxy 6 1 12 rogunm:

OOuKHOBEHO ce Ha3HadaBa JHEBHa 7032 oT 5 mg (10 Kanku) BeOHBXK HEBHO, 32

TPEAOYHTAHE Bedep aKo ToBa BOKH J0 FOOEp IeueOeH pesyirar.

AKoO NeyefHANT pe3yNTaT He € 3a/I0BOJMTEIICH, THEBHATA 1032 CTaBa UIiH 2 X 5
mg (10 xanxw) cyTprs 1 Beuep, Wi 10 mg (20 xamxu) Beyep.

Jena mexxy 2 1 6 rognHA:

B meTcka BB3pACT € IPEIOPBYNTENHO fla Ce AaBa 032, B 3aBHCHAMOCT OT

TCIHCCHOTO TETIIO.

TenecHo Terno JIHeBHa /1032
10 kg (cpemro Terno 3a feTe Ha 2 TORAHN) 3 mg
15kg 5mg
20 kg (cpemso Terno 3a Aere Ha 6 TOOHHM) 6 mg

s

SN

TIpy NauEeHTH ¢ YepHOAPOGHA HEIOCTATHYHOCT Ce IPENopHYBa 032 OT 5.mg .

BEeOHEX HHCBHO.
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IanmenTH ¢ ¢ yBpegera 0x0peuna pyaxknns:

HPH TC3H NanyucHTH ¢€ HPENOopPRIBa JO3APAHETO Oa CTaBa CIIOPEH

KpEaTHHEHHOBHA KIIAPEHHC:
I'pynia KpetunuHOR KIIpEHC Jo3a u gecTota Ha
(ml/min) pHeMaHe

Hopmanaa >80 10 mg BeHEBK THEBHO
Jiexa 50-79 10 mg BeHEK THEBHO
YMmepena 30-45 5 mg BeIHBXK FHEBHO
Texxa <30 5 mg BenEEX Ha 2 AHH
Jmammzen nampesta | <10 NPOTHBOMOKA3AHO

Hangenrn B Haiipexnanaa Bs3pact:
HPH TE3H NHARCHTH CC MIPCHOPEYBa HAMAIICHHUE Ha Jo3arta.

BaprsaT nexap me ofpe/ieTH KOJKO IBJIre Aa IPOIBIDKY NedeHneTo ¢ Egirizin.
CrenpaiiTe CTPHKTHO HErOBHTE HHCTPYKHEH.

Axo Bu ce cmpyea, ue epexmvim na Egirizin e MHOZ0 cunen unu npexanerno caab,
unpopmupaiime Bauius nexap wiu papmayesm.

Axo cme npuenu no-zonama 003a Egirizin omxonkomo Bu e npednucano wiu axo
HAKOUl Opye NOZbIHE O M06a IEKAPCINEO NO HAKAKEA NPUYUHA, KOHCYImuUpaime
ce gednaza ¢ Bawwus nexap unu papmayesm.

Axo cme 3abpasunu da npuememe Egirizin, He e3emaiime 080tiHa 003a 3a 0a
KOMREHCUpame NpONyCHAMUS NIPUEM.

BBb3mMoxuy HeReJaHH JERAPCTBCHHU pearkinn

TTono6ro Ha BCHYKH JieXapCTBEHH TIponyk Ty Egirizin MOXe fa IpeA3BHKa
HEXENAHK PEeakiTHu.

Morart f12 ce IpOsABaT CIEHHATE JIEKH HEXENaHy PeaKkidh: OTIyCHATOCT B
CHHIIMBOCT, KOHTO 3ABHCAT OT TONEMANATA Ha J103aTa, YMOPSIEMOCT, TliaBoboiae,
3aMAastHOCT, CYXOTa B YCTaTa, TaficHe B CTOMAIIHO-IPEBEH AUCKOM(OPT,
OesnokoiicTBO (yBeNmdeHa JTBATATEIHA AKTHBHOCT).

Tlo-psaxo MOXe Aa ce EaMald OposiT Ha KpBBHATE INIOYHIHM, A € TIOSBH
YCKOpeHa ChpAedHa NeHH0CT, 3aMBIIICHO BIDKIAHE, AUAPKs, OTOIW, Haj(laBaHe Ha
TErJI0, TPEROKHOCT, 00BPKaHOCT, Henpecus, fescrane, chpOex 1o Koxara.

AXO HAKOS OT rOpeOIHCaHnTE 3atouHe Jia Bu Oe3noxon, nHGopMupaiite Bammms
srexap. Moxxe fa ce HaIOXKH Ja pasfieNuTe JHEBHATA 034 B JIka npueMa. Toba 1me
HaMailH HeXENIaHuTe PeaKiiyy. *

Psimko ce pa3BuBar peakiiuy Ha CBPBXYIyBCTBUTENHOCT (AIEPIHIHA éP
Karo aHTHOEZIEM U 3ayepBsRane. AKO C€ pa3BUiAT, CIIPETE IpuemMageT
AEKapcIBO U MHbopMupaiTe Bamig nexap.



5.

AKo ce pazeue HAKAKER Opy2a HeIfceNANA PEAKYIA, KOAMO HE € ONUCANA 8 HaA3H
aucmoska, ungopmupaiime Bautun nexap unu apmaneem.

CoexpaneHnne HAa JIEKAPCTBEHUS NIPOAYKT
CrxpangBaiite BCHIKH JIEKapCTBa Ha HEAOCTHITHO 32 JAeiia MscTo!

Crxpansgsa ce IpH TeMIiepaTypa o 25°C, B opurmmaNRaTa oMaxoska. Ja ce
[a3E OT CBETIIHHA.

He ynoTpe6saBaiiTe KanKuTe CIIe[ faTaTa Ha CpOKa Ha FOJHOCT, M3ITUcaHa Ha
OITaKOBKATA.

Iocrenna pesu3ns Ha Tazu puctorxa: Hoemspn 2002.




