ool 0F8T

JIncroBka: nudopmanus 3a norpedurens

3uprex 10 mg/ml nepopainn Kanku, pa3TBop A é / /(1 f;/ }7/ ’?3é/ AL

Zyrtec 10 mg/ml oral drops, solution . '
Lerupusunos auxunpoxnopun (Cetirizine dihydrochloride) - 3

IIpoyereTe BHHMATENHO USAIATA JHCTOBKA, MPEAH Aa 3aN04YHeTe Aa IPHEMATE TOBA JIEKAPCTBO,

Tbil KaTO TH ChABbPKa BaxHa 3a Bac nudopmaunusn.

BuHaru npuemaiite ToBa JIeKapCTBO TOYHO KaKTO € OMKMCAHO B Ta3H JIMCTOBKA WK KakTo Bu e kazan

Bauuus nexkap uinu ¢gapmauesT.

- 3anaserte Ta3u n1MCTOBKA. MOJXKe [1a ce HAJIOXH Ja sl POYETETE OTHOBO.

- AKO ce Hy>KIaeTe OT JONMbJIHHTENHA HH(OPMALIUA KK CHBET, NONKUTAiiTE BaluKa (GapMaLesT.

- AKO NOJTy4MTe HAKAKBH HEXEJIaHH JIEKapCTBEHHU peakuMH, yBefoMeTe Bauuus nekap uim
¢apmauest. ToBa BKTIOUBA M BCHYKH Bb3MOXKHH HEKENIAHH PEAKLIWM, HEOTTMCAHH B Ta3H
nHcToBKa. Brkre Touka 4.

- AKo criet 3 IHH He ce YyBcTBaTe Nno-100pe ik cbheTosiHueTo Bu ce Bioww, Tpsabea aa
MOTBPCHTE JIEKapcKa MOMOLL.

KakBo cbabpka Ta3H JIMCTOBKA

Kakso npezcrasnsBa 3uprek M 3a KakBo ce H3M03Ba

KaxBo Tpa6sa na 3naere, npeau aa npruemere 3Uprek

Kak na npuemare 3uprex

BBb3MOXKHH HexenaHH peakiuH

Kak na cexpansBare 3uprek

CuabpikaHue Ha OMaKoBKAaTa M JOMBJIHHTENHA HHPOPMALHS

§R 50 o= (0 [ =

1.  Kaxso npeacras/isiBa 3HPTEK H 3a KAKBO c€ H3M0J13Ba

3HpTeK CbABpPHKa AKTHBHOTO BELLECTBO LETHPH3HHOB JHXHIAPOXJIOPHA.
3Hp’rex € NMPOTHBOAJIEPrHYHO JICKapCTBO.

3uprek 10 mg/ml nepopantm Kankw, pa3TBOp € MOKa3aH MpPH Bb3PaCTHH M €L Ha Bb3PacT Ha M Haj 2

FO/IHHH:

= 3a o0/ieKYeHHe Ha Ha3aJHH H OYHH CHMINITOMH CBBpP3aHH C KOHHOHKTHBHT MpPH CE30HEH H
LICJIOrOAHIUEH aJIEPriYe€H PHHHT.

- 3a 00JIEKYEHHE HA YPTHKapHs.

2.  Kakso TpsfBa 1a 3HaeTe, npean Aa npuemMere 3upTex

He npuemaiite 3uprex

- ako cre ¢ Texko OuOpedyHo yBpexknaHe (Texxka ObOpevHa HENOCTATBYHOCT M KPEATHHOB
K1dpbHC oA 10 ml/min);

- aKO CTE aJICPrH4YHH KbM LETHPH3HUHOB JHXHIPOXJIOPH], KBM HAKOS OT OCTAHAIMTE CHCTABKH
(u36poenu B Touka 6), KbM XHAPOKCH3WH WM KbM JPYrH MUNE€Pa3sMHOBH NPOM3BOAHH (MOA06HH
aKTHBHHM CBhCTAaBKH Ha OpPYTH JIEKapCTRa).

Ipeaynpexnenns u NpeAnasHu MEPKH
l'oBopete ¢ Baums nekap unu dapmanesT, npeau 1a npuemete 3upTek.

Ako cte ¢ 6b0peyHa HeOCTaTBYHOCT, MOJIA MOMOJIETE 3a ChBET Baliua neka
LIe npUeMare Mo-HKUCKa /103a. Bawuar nekap e onpenenyu HoBaTa 103a.



Axo umate npoSnemsy nps ypHHKEpPaHe (KaTo pobieMd ¢ rpLOHAYHNA MO3BK, TIPOCTATATA HIH
MUKOUHKA MEXYp), MONA nomosete Bamus nexap 3a cBer.

AKO CT€ C eMUIIENCHs WK PUCK OT KOHBYJICKH, Tps6Ba A8 [IOMO/TMTE 3a ChaeT Bamust nexap.

He ca nabmonasan#t K1MHHYHO 3HAYHMH B3aHMOZEHCTBUS MeXKY aNKOXON (IPH KOHLIEHTPAIHA HA
ankoxosn B KpeBTa oT 0,5 npomuna (g/1), choTBeTCTRANIA HA YaIla BHHO) M LETHPH3HH, YNOTpeGaBaH B
NpenopruBaHuTe N03H. HaMa HanuuHM 1aHHu 32 Ge30NaCHOCTTA IPU SJHOBPEMEHHUSA NPHEM Ha N0~
BHCOKH NO3H LETHPH3UH M aJIKOXOI. 3aTORA, KaKTO NpH BCHYKH aHTHXHCTAMMHHM, C€ NPenopLyBa Aa
ce u3barea npuema Ha 3HpTeEK ¢ ATKOXO.

AKO ¥Marte IU1aHHPaH alepruyeH TECT, NONHTaliTe Bauus nexap 3a HeoGX0AMMOCTTA a cipeTe
3MpTeK 3a HAKOIKO Y Npeid TecTa. TOBA feKapeTBO MOYE A NoBnuse Baurkme pesyaraTh ot
aJepruYHUg TECT.

Apyra nexapersa u 3uprex
HHcpopmupalite Bamms nexap iint GpapMauesT, ako pHeMaTe, HACKOPO CTe IIPHEMANH HITH €
BB3MOKHO 3 NPUEMETE W3TION3BATE APYTH JIeKapCTBa.

3HpTeK ¢ XpaHA H HAIHTKH
Xpanara He snuse abcopGmaTa Ha 3uprek.

bpemennoct n KppMene
AKo cTe OpeMeHHa HITH KbPMHTE, CMATATE, Ye MOXKe Ja ¢Te GpeMeHHa MM NaaHHpaTe GpeMeHHoCT,
nochBeTRakTe ce ¢ Bawna nekap npeau ynotpefara Ha TOBA JIEKAPCTBO.

Ynorpebara Ha 3uprek o BpeMe Ha GpeMeHHOCT TpabBa Ja ce H3GATBA.

Cayuaitnara ynotpefa ot Gpemenru sxenn He 61 TpaOBano aa BOOH N0 YBPEXNAHE HA 3aPOIMIIA, HO
BBIPEKH TOB2 JICKAPCTBOTO TPAOBA Aa ce NMpHiara caMo NpH HeOOXOAHMMOCT H Cliel, KOHCY/ITaLHA ¢
nexap.

LleTHpnauH npemuHaBa B kKbpMara. He MOke a ce M3K/IIOUM PHCKBT OT NOABA HA HEXKEIaHU peakLHu
TIPH KbpMayeTa,
He npuemaiite 3uptex no Bpeme Ha KbpMeHe, OCBEH aKO HE CTE CE IIOCHBETBANH C NIEKap.

Illopupane u paGora ¢ MaWHHK

Knunwynure u3nuranns He ca NoKasanu HapylleHHS HA BHEMaHMETO, GONPOCTTA ¥ CNOcoOHOCTTS 33
wodupane cnef MpreM Ha 3HPTeK B MpemophuBaHaTa f03a. AKO BE3HaMepaBaTe ja Ilodupare, na
H3BbPLIBATE MOTEHUHAIHO ONIACHH JEHHOCTH HAHM Aa paboTHTe ¢ MaulMHM, TPIOB2 BHHMATENHO Aa
Ha0/uoAaBaTe BIMAHHETO HAa JIEKAPCTBOTO Cneld KaTo cTe mpuen 3uprex. He npepwmapaiite
OpenopkYBaHATA A034.

3HpTeKk NEPOPATHN KANKH, PA3TBOP CHLABDKAT MeTHI mapaxmapoxcaGensoar (E 218) u nponua
napaxuapokcubenzoat (E 216), KOMTO e BL3MOKHO @ IPHYMHAT ANEPrHYHHA PEaKLH (BEPOATHO OT
3abaeeH Tun).

3.  Kak aa npuemare 3nprex
BuHare npuemaiite TOBa 1€KapcTBO TOUHO KAKTO € ONMMCAHO B Ta3H JIHCTOBKA HITH KaKT

Bauwmar nekap uiu $papMaLesT. AKO He CTE CHIYPHH B HELIO, NoNuTaiiTe Bamms
thapmanesT.

Kankure Tpa0Ba A2 ce OTCUNNAT B IBKHUNA WK pa3peAsT BbB BOAA, U A CE I
C€ H3BBPILBA pa3pexIaHe [a C€ HMa IIPeABHN, 0cO0EHO NPH MPHIOKEHHE IT



KBM KOHTO ce 106aBaT KankHre, TpAbpa fa € cho6paseH ¢ KOJHYEeCTBOTO BOAA, KOETO NAHEHTa MOXE
Aa noresane. PaspeneHuar pasteop tpabea aa ce npueme BeaHara.

Ipu otbposeaHe Ha kankuTe, GyTHikara TpaOBa Ka Ce ABPKH BEPTHKATHO (¢ TOPHATA HaCT HANOMY).
B cnyqaﬁ Y€ HE C¢ CTHYAT KalkH, HIH HBOﬁXOﬂHMOTO KONMHYCCTBO HE € AOCTUIHaTO, H3MpPaBeTe
OyTunkata ¥ OTHOBO # OOBPHETE ¢ ropHaTa 4acT HafONy, KaTo NPOABIETE C OTOpPOABAHETO Ha
KanKHTe.

BuipacTan & oHOIH HA Bb3pacT Hay 12 roanHNu:
[IpenopwuuTennarta no3a e 10 mg BeAHbK AHEBHO, KaTo 20 KamnKH.

¥Ynorpeba npu aena ua Be3pact Mexkay 6 u 12 ronann:
[IpenopbunTenHara A03a € 5 mg JBa MLTH IHEBHO, KaTo 10 Kanky aBa MbTH AHEBHO.

¥Ynorpeba npH Aena HA BLIPACT MeXAY 2 u 6 rogunn:
[Ipencpwuntenyara no3a e 2,5 mg ABa METH AHEBHO, IPHIOKEHA KaTo 5 KANKM ABa TbTH JTHEBHO.

Hannrentn ¢ 6u6peuno yBpexnage

TIpn nauuenTd ¢ ymepeno 6u0peuso yBpexaane, ce NPENOPbUBa IPHEM Ha S Mg BEIHBK JHEBHO.
Axo ctpazate ot Texko 6:6peuro 3abonapaune, Mo, cBbpKeTe ce ¢ Bamus nekap unun dapmauesr,
KOHTO MOXe Ja KOPHIHpa ChOTBETHO 103aTa,

AKo znereto Bu cTpazia oT Os6peuno 3abonsasane, Mo, CEBPXeTe ce C Baluus ekap wan dapManesT,
KOWTO MOXKE fa KODHTHpa 03aTa Copea Hy>KAWTe Ha Bawero nere.

Axo npenenuTe, 4e edekTbT Ha 3UpTeK e TBbpAE cnab Wik NpeKaneHo CHIEH, MO KOHCYITHpaiiTe
ce ¢ Bawus nexap.

IIpoALTUKATEHOCT HA TeYEeHHETO
[IponsmKHTENHOCTTa HA JIEYEHHETO 3aBHCH OT BHA4, MPOABKMTE/HOCTTA M MOBIMABAHETO Ha
oriakpanuaTa Bu. Mons nonwTaiire 3a ceser Batuus exap win apmauesr.

AKo cre npsienu noseue oT HeoGxoAMMaTa 403a 3uprex
AKo cMATaTE, Y€ CTE MPEBHILMAN A03aTa Ha 3upTek, yBenoMere Baiuns nexap.
Bausar JICKAD L€ TIPEL€HH KaKBH MCPKH Ja C€ MpEeANpHEMAT, aKo ca HeoﬁXO,LI,HMH.

Cnren npejosHpaHe ONHMCAHHTE MO-A0NMY HEXENAHMTE peakLMHd MOraT ja ce CNydYBaT ¢ MOBHIICHA
yecrota. ChoDIIEHH ©a HeenaHH peakud Kato oOBpKBaHe, AMapHs, 3amaiisame, ymopa,
rnapoGonne, HepasMoONOXKEHHe, paslIMpABAHE HA 3EHMUMTE, Chplex, GEe3NnOKOHCTBO, YCNOKOABAHE,
CBHJIUBOCT, CTYNOP, HeOOHYaHHO YCKOPESH CHPAEUSH PHTBM, TPEMOP H 3aPBXKKA Ha YPHHA.

AKo cTe nponycHaH Aa npueMere 3HpTeK
He B3emaiite ABOiiHa 1034, 32 Ja KOMNEHCHPATE NIPOMYCHATATA 103a.

AKoO cTe cnpesn npHeMa Ha 3HpTEK

Paako Morar Aa ce nosaBatT npypuTyc (cuineH chpOes) H / HIIH YpTukapHs, ako CTe CIpesy mpHeMa Ha
3upTeK

AKO ¥MaTe HAKAKBH JOITBIHUTENHH BBIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa JIeKapcTBo,
nonuraiite Baitua nexap win bapMaLEeBT.

4,  BB3MOXKHH HeXKeAaHH PeaKUHH

KakTo BCHUKH NIEKapcTBa, TOBA JIEKAPCTBO MOKE Ja NPeJH3BHKA HEKENAHH Pe
BCEKH I MONY4ara.




Caensamnre HexeTAHH PEAKIHH CA PEAKH HJIH MHOIO peakH, KO TpAGBa Ja cnpeTe Aa

DpHEMATe JeKAPCTBOTO M AA yBenomuTe Bamus nexap seaqnara wom ru 3abenexure:

- AﬂepFH‘lHH pPEeaKUHVH, BENOYHUTETHO TCXKKHA pCakUHH H aHrHOCaeEM (TB?KI(a anepruiHa p€aknus,
KOSTO NPUYHHABA NOAYBAHE HA IMLETO HIIH IbPAOTO).

Tesu p€axKuuHd MOraT ja 3anQo4yHart BeaHara, el Karo 3a NPBE OBT NMPHEMETE JIEKAPCTBO WIIH NO-

KBCHO.

YecTH HexenaHH peakmun (MOKe 1a 3acerdaT 1o | Ha 10 maumeHTH)
- CBHIHBOCT

- 3amaanocT, rnasobonue

- DapHHTHT, PHHHT (NpH neua)

- Juapus, rafexe, cyxoTa B ycTaTa

- Ymopa

HevecTn He:kenann peakunn (Moxe xa 3acerHar a0 1 Ha 100 naumeHTH)
- TperoxkuocT

- IMapecresns (neoBuuaiinn ycelaHns No KoXara)

- bonka B kopeMa

- Copbex, obpup

- AcTeHHA (ITBITHO H3TOLLEHHE), HEPASMONOKEHHE

Peaxn nexenann peakuuu (Moxke aa sacernar g0 1 Ha 1000 nauuesTH)
- AREPrHYMHH PeaKkUHH, HIKOH OT KOHTO TEXKH (MHOTO PAAKO)

- Jenpecus, XaXOUHHAIIMY, arpecHBHOCT, 06BpKaHOCT, Oe3CEHIE

- Koreyncun

- Taxukapaus (yuecreH chpAedeH MyJc)

- Hapywena uepHoapobua dyHkumus

- Ypruxapus

- Otok (monyBaHe)

- IMoeumapaxe Ha Ters0TO

MHuoro pefkH HeReNaHu peaknnn {Moxe 1a 3acerHar 1o 1 Ha 10000 nanuenTn)

- TpomboupToNeHUs {HHCKY HHBA HA TPOMOOLMTH B KPBHBTA)

- Tukose (NpHAOOHT CHA3EM)

- CusKon, OUCKWHE3WA (HEBOJNCBH NBHXEHHA), AUCTOHHA (HeoOWualHO MBIrH MYCKYITHH
KOHTPAKLHH), TPEMOP, AUCTey3Hd (IPOMEHEH BKYC)

- 3aMBriacHo 3peHHE, HapylleHHe Ha AKOMOJALHATA, OKYJIOrHPALHa (HEKOHTPOJIHPAHH KPbIOBY
JBIDKEHHST Ha OUHTE)

- AHrhHoenieM (TexKa aJleprHyiHa peakiis, KOATO TPHYHHABA NMOJYBAHEe Ha JIMLETO HIH I'bPIOTO),
{uKcHpaH nekapcTBeH obpuB.

- [NaTonoru4yHo oTAensHe Ha ypuHa (HOLIHO HAanWKaBaHe, OoJNKa W/ HIM 3aTPYAHEHHE MpH
YPHHHpAHE)

Hexenanu peakuumn ¢ HeHM3BECTHA YeCTOTA (OT HAIMYHHTE AaHHH HE MOKe Ja Oble HanpaBeHa
OLIEHKA 32 Y€CTOTATA)

- IloBHIlIEH aneTHT

- CynunzHa uaeaius (MOBTAPAIUH C€ MHC/IH HITH HIEH 3a caMOyOUHCTBO), KOLIMAapH

- AMHe3uMs, HApYUIeHHs HA IaMeTTa

- Bepruro (4yBcTBO Ha EBPTEHE WIH ABHKEHHE)

- 3anpbixka HA ypHHa (HEBB3MOXKHOCT THKOYHHA MEXYP A4 C€ H3MpPa3sHH HanbJl
- Hpypuryc (cuneH cepbek) H / HNH YpTHKApHA ClIe] CTIPHPAHE Ha npHeMa
- bBonku B cTasute

- OO6pHB ¢ MEXYPH, ChABPIKAILN FHOH

- XenatHT (Bb3MaJICHHE Ha HepHUA apob)

Cpobmapane HA HEKETAHH PeaAKIHH



AKO NoJTyuuTe HAKAKBU HEXENaHH JIEKapCTBEHH peakuuH, yBenomere Bawus siexap win apmauesr.
Tosa BKTIOYBa BCHUKH Bb3MOXKHH HEOMMCAHH B TA3H JIMCTOBKA HEXEAHHU peakuuu. MoseTe ChlIo aa
cbOOLIMTE HEIKENAHH PeakLMK JUpeKTHO upe3 M3nbiHuTeNHa areHUMs Mo JIeKapeTBara, yi. ,, JlaMsan
I'pyes” Ne 8, 1303 Codusa, ten.: +359 2 8903417, yebeaiit: www.bda.bg

Karo chobuasare HeskenaHu peakLiMH, MOXKeTe Ja JajieTe CBOA NPHHOC 3a NojlyyaBaHe Ha rnopeye
uH(opMaLHa 0THOCHO 6e30MacHOCTTa Ha TOBA JIeKapCcTBO.

5. Kak pa cexpansBare 3uprek

Hla ce cbXpaHsBa Ha MACTO, HEJOCTBITHO 3a JeLa.

He usnon3eaiite ToBa JIEKapCcTBO CJiea CpOKa Ha roaHocCT, ot0Oens3an BBbPXY KapTOHE€HAaTa OMNaKOBKa H
6)’TPUlKaTa. CPOK'BT Ha roOAHOCT OTroBapsa Ha nocjaeHHA AE€H OT NMOCOYCHHA MECELL.

I[a HE Ce HU3M0JI3Ba NnoBeye oT 3 Mecela cJiea NbpBOTO OTBapAHE Ha 6yTHJ'IKﬂTa.

Tora JIEKapCTBO HE H3HCKBA CMELMA/IHU YC/IOBHA Ha CbXpaHEHHE.

6. ChbabpikaHHe HA ONAKOBKATA H J0NBbJHHTETHA HHpOPMALHA

Kakso cbabpka 3uprex

- AKTHBHOTO BELIECTBO €: LIETHPH3HHOB AWXuapoxiopua. Eaun ml (paBHsaBsiy ce Ha 20 kankw)
ceabpxa 10 mg uerHpusuHoB nuxuapoxnopua. Enna kanka ceaspxka 0,5 mg ueTHpH3MHOB
AMXHPOXJIOPHA.

- Hpyrure  CbCTaBKM  ca:  [IJIMLEPON, MNPONHICHIJIMKON,  3aXapHH  HaTpWi, MeTHn
napaxuapokcubenzoar (E 218), nponun napaxuapokcubensoar (E 216), HatpueB auerar,
Jie[ieHa OLIETHA KMCE/IHHA, MPEYHCTEeHa BOJA.

Kak u3riexna 3HpTeKk H KAKBO ChAb KA ONAKOBKATA
3uprek e 6ucTpa v Ge3LBeTHA TEYHOCT.

Onakoskara e 6yTunka, ceabpkaia obemu 10, 15 win 20 ml.
He BcHukM BHIIOBE ONMAaKOBKH Morat Aa 6baaT mycHaTH B npojaskoa.

IIpuTexaren Ha pa3pemieHHeTO 32 yNoTpe6a H NPOH3BOANTE]

IIpuTexaren Ha paspelueHHeTo 3a ynorpeba:
UCB Pharma GmbH, Alfred-Nobel-Str. 10, 40789 Monheim, I'epmanus

I[TpousBoauTen:

Aesica Pharmaceuticals S.r.1., Via Praglia 15, 1 -10044 Pianezza, Hranus

3a ponbiaHMTeNnHa HMHQOPMAaUMA OTHOCHO TOBa JIEKAPCTBO, MOJS CBBP HUA
MpPEeACTaBHTEl Ha NMPHTEKATEN Ha pa3peLleHHeTo 3a ynotpeba: : \

1O CH BH Bvarapus EOO/, Ten.: (02) 962 30 49



To3u nekapcTEER NPORYKT € pa3pemeH 3a ynorpeda B crpaante wiekku sa EHO nop cieannre
HMEHA:

Asctpus: Zyrtec 10 mg/ml Tropfen

benrua: Zyrtec

bunrapua: Zyrtec

Yewka PenyGauxka: Zyrtec

Hauus: Zyrtec

Ectonud: Zyrtec

Ounnanoua: Zyrtec

OpaHuua: Zyrtec

Iepuma: Ziptek

Yurapusa: Zyrtec 10 mg/ml belsSleges oldatos cseppek
Hpnanpua: Zirtek oral drops 10 mg/ml

Hranua: Zirtec 10 mg/ml goccee orali soluzione
Jlareua: Zyrtec

Jlutepa: Zyrtec

Jlroxcembypr: Zyrtec

Hopserus: Zyrtec

Ilonwa: Zyrtec

Ioptyranua: Zyrtec

Pymbuua: Zyrtec

Cnosaixa PenmyOnuka: Zyrtec

Crnosenus: Zyrtec10 mg/ml peroralne kapljice, raztopina
Hcnanna: Zyrtec 10 mg/m! gotas orales en solucion
Hleeuma: Zyrlex

JlaTa Ba nocaeaHo npepasriaekaaneHa aucToskara 04/2019,




