JIncroBka: unpopmMauus 3a norpeduTe s / W 4V i O Y d

®aunnz 0,5 mg/ml nepopaien pa3TBop ;-3 D23~  01-10- 2026

Flynise 0,5 mg/ml oral solution
necaoparaauH (desloratadine)

[IpoyeTeTe BHHMATE/IHO USJIATA JIACTOBKA, NPeIH /12 3aN04YHeTe A2 NPHEMATEe TOBA JIEKAPCTBO,

ThH KaTO TH CbAbPAKA BaxxHa 3a Bac nndopmanus.

- 3anasere Ta3u JUCTOBKA. Moke /1a ce HAJIOKH J1a 1 MPOYETEeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOIBbJIHUTEJIHH BBIIPOCH, nonuTanTe Bawus nekap win papmanesr.

- Tosa nekapcTBo € npeanucano aMyHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
J1a UM HaBped, HE3aBUCUMO Y€ NMPU3HALIMTE HA TAXHOTO 3a00J1sBaHe ca chluMTe KaTo Baiure.

- AKO NnONyuyHTe HAKAKBU HEXKEJIaHU peakuuH, yBeaomere Bawus nekap uiau ¢papmauent. Tosa
BKJIFOUBA U BCHYKH Bb3MOXHH HEXKEJIAHH PeaKLiMK, HEONMUCAHHU B Ta3H JIMCTOBKA. Buxkre
TOYKa 4.

KakBo cbABbpAKa Ta3H JHCTOBKA

KakBo npeacraeissa OIMHK3 U 3a KaKBO C€ M3M0JI13Ba
KakBo Tps0Ba na 3naere, npeau aa npuemere OauHU3

Kak na npuemare OiuHU3

BBb3MOXKHH HEXKeJIaHH peakLUH

Kak na cbxpansaBare OavHU3

CbabpKaHHe Ha OMAKOBKATa M JOITbJIHUTEIHA HHPOPMALUS

O A LB e

1. Kakso npeacrasisBa @JHHH3 H 32 KAKBO €€ H310J13Ba

Kakso npeacrasiasaBa ©®jnHU3
DUHU3 ChAbPAKA AecIopaTaiH, KOWTO € aHTUXMCTAMMH.

Kak nesicrsa @auHu3
DMHU3 nepopasieH pa3TBop € NPOTHBOAJIEPruyHO JeKkapcTBo. To nomara 3a KOHTPOJIMpPaHE Ha

aJIEPrUYHUTE PEaKLIMU U CHMITTOMHTE HM.

Kora Tpsa6Ba aa ce n3noJissa ®aHHH3

®nuHK3 nepopalieH pasTBop 00JieKyaBa CUMIITOMMUTE, CBbP3aHM C ajlepruiyeH pUHUT (BBb3NaJieHHe Ha
HOCHHUTE MBTHLLA, IPHYUHEHO OT ajJieprus, HanpyuMep CEHHa XpeMa WJIH aJleprus KbM J0MallleH npax)
MPH Bb3PACTHH, IOHOLIK M iela Ha | ¥ noBeye roqgMHU. CUMITTOMHMTE ca: KUXaHe, CbpOex WM
CEeKpeLHs OT Hoca, CbpOex Ha HeOLeTO U chpOex, 3auepBABAHE HITH ChJI3EHE HA OYMTE.

dnuHU3 nepopalieH pa3TBoOp ce U3MOA3Ba U 3a o0JieK4aBaHe HA CUMIITOMHM, CBbP3aHH C YPTHKapHs
(CbCTOSIHME Ha KOXaTa, MPHYUHEHO OT aneprus). Te3n CHMITOMH BKIIOYBAT ChpOek W KOMPHBHA
TpeckKa.

CumnromuTe ce o0siek4aBar npes uejius JAeH M ToBa Bu nomara na Bb300HOBHTE OOMUYAHHHUTE CH
€XKEAHEBHH JIEHHOCTH H CbHA CH.

2. Kakso Tpn6Ba 1a 3naere, npean aa npuemere ®anan3

L ;} .
He npuemaiite ®uHu3 /| _
s aKo CTe aJIEpruYHH KbM JIEC/IOPATA/IMH, JIOPATaHH WIH KBM HAKOS OT OCTaHAJIUTE ChCTABKH Ha

TOBA JieKapcTBO (M30poeHH B TOUKa 6). \\ ¢
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IIpeaynpexaeHHs H OPEANIA3HH MEPKH

Fosopere ¢ Bawins nexap unu ¢apmaneBT npeau Aa npdeMere MIHHHN3!
. aKo HMare yBpeacHa Ob0pedHa QyHKUHS;

° ako Bue wiH HAKO# OT cemedicTBoTO BH € HMan repuoBe. .

Jdet1a H w0HOIMNA
He napaiiTe ToBa NeKapcTBO Ha AeLa Ha Bb3pacT NoJ | roaxHa.

JApyra nexapcrea k ©InHA

Tpabea na xaxere Ha Bains nexkap win ¢apMauesT, ako NPHEMaTe, HACKOPO CTE NMPHEMATH WIH €
BBh3MOJXKHO JIa MPUEMETE JPYTH JIEKApCTBa

He ca w3BecTHH B3apMoaciicTeus Ha MAMHHK3 C ApYIrH JIEKApCTBA.

®JIAHA3 ¢ XPAHA, HANHATKH H AJIKO0X0]
dauHKM3 MOKe a ce NpHeMa Che WU Oe3 xpaHa.
Bnaete BHUMAaTENHH, B CiTy4al ye npuemate MIUHK3 €THOBPEMEHHO C ANTKOXOI.

BpemMeHHOCT, KbpMeHe H QepTHIANTeT

Axo cTe OpeMeHHa WIH KbPMHTE, CMATATe, Ye MOXKeE J1a cTe OpeMeHHa WiH IulaHHpaTe HpeMEeHHOCT,
nochBeTRalTe ce ¢ Bainua nexap wnn ¢gapManeBT npead ynorpedbara Ha TOBa JIEKAPCTBO.

AKo cTe OpeMeHHa WK KbPMHTE HE c€ Nnpenopbysa nprueM Ha OIWHK3 nepopaneH pasTBop.
JIunceaT naHHM 3a GEepTHINTETA NPH MBKE/KEHHU.

lllodupane u pabora ¢ MamMBNHN

He ce ouakBa TOBa JIEKapCTBO, H3MOA3BAHO B NpenopbYMTENHATA 1034, /1a nosnusBa Bainata
cnoco0HOCT 3a wodHpaHe uny pabora ¢ MallIMHH. BeNpeky ye noseyeTo Xopa He H3MHTBAT
CBHJIUBOCT, NPENOPBYHTENHO € 1a He U3BbPLIBATE JEHHOCTH, H3HCKBAIIY KOHLIEHTpALHMs Ha
BHHMAHHETO KaTo wodnpane u padora ¢ MallIHHH, IOKATO HE YCTAHOBUTE KaKbB €()eKT HMa BbpXY
Bac nekapcTBEHUAT NMPOOYKT.

@OIHHH3 CHABPKA COpOHTON

Tosa nekapcTBo cuabpka 1472 mg copburon B go3a ot 10 ml, kouTO Ca eKBHBaNEHTHH Ha

21 mg/kg/neH (u3uncaeHo Ha 6a3a JHEBHA A03a 3a Bb3pacTeH ¢ Teryo 70 kg).

CopbHTonsT € H3TOUHHK Ha PpykTO3a. AkO BamuaT siekap Bu € ka3an, ue Bue unu Baiero aere
MMaTe HEMOHOCHMOCT KbM HAKOH 3axapy wiv Bu e nocraBeHa AMarHo3a HacjieACTBEHa HEMOHOCHUMOCT
KbM PPyKTO3a, PAIKO reHeTHYHO 3a60M11BaHe, MPH KOETO XOpaTa HE MOTaT Ja pasrpaxjaar
¢pykTo3aTa, ropopere ¢ Bainsa nexkap npeau Bue unu Bawero gere fa npueMeTe TOBa JIEKapCTBO.

OAHHH3 CHAbLPKA HATPHH
ToBa fekapcTBO ChbaAbPKa 38,4 mg HaTpuii (OCHOBHA CHCTABKA HA FOTBAPCKATA/TPATNIC3HATa COJT) BLE
BcAka f03a ot 10 ml. Toea KonuuecTRO € eKBHBAJICHTHO HA 1,92% OT NpenopbYHTENHNA MAKCUMAJIEH

ITHEBEH XPaHMTENEH ITPHEM HA HATPHii 3a Bb3pacTeH.

PaHAA3 CHALPKE NPONHIECRIIHKON
Tosa nekapctro cpabpxka 1023 mg nponuneHrnvkon BB BCgKa qo3a ot 10 ml, kouro ca
eKBHBaJICHTHH Ha 14,16 mg/kg/nen (u3uncneHo Ha 6a3a AREBHA A03a 3a Bb3pacTeH ¢ terno 70 kg).

3. Kak na npaemate ©IHHHA3 T T
1“"“ ..l'o;::'. !'.'I Lih{f'- .II I-'. .rl‘lrI I."‘\-.H‘.
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Brnaru npremalite TOBA IEKApCTBO TOYHO KakTO Bu e kasan BawmsT nekap wim fpapMafiest! AKOHEL. "
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CTe CHTYPHH B HELLO, noryTakire Batina nekap WiK papMaLesT.
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Ynorpeba npna aena

Jleua ot 1 10 5 rogunm:

[NpenopruKTenHara no3a e no 2,5 ml (/2 MeputenHa TmKH4YKa OT 5 ml) mepopasieH pa3TBOpP BEAHbXK
IHEBHO.

Jlena or 6 g0 11 roauHu:
[IpenoprurTenHara A03a € no 5 ml (1 mepuTenHa nbKkHYKa OT 5 ml) nepopaneH pa3TBop BEAHBXK
IHEBHO.

Ynorpeba npu Bh3pacTHH ¥ I0HOIH (HAa 12 H NoBeYe roAHHH)

HpenoptunTenHara n03a e no 10 ml (2 mepureniHu MpxHuky ot 5 ml) nepopanex pasTeop BeHBXK
IJHEBHO.

AKO KbM OYTHIIKATA ¢ NEpopasieH Pa3TBOP HMa MEpPHTENIHA CIIPUHLIOBKA 3a IPUEM NPe3 yCTaTa, MOXKE
I3 8 H3NOJ3BaTe ATTEPHATHBHO, 38 J1a MpHEMETE HEOOX0AUMOTO KOJIMYECTBO NEPOPAIEH Pa3TBop.

Tora nekapcTBO € NPEeAHA3HAYECHO 3a NEPOPATHO NMPUIOKEHHE.

[IpernbTHETE N0O3aTa MEPOpPASIEH Pa3TBOP, CJied TOBA U3MHITE MajIKo Boaa. Moxere na npueMare ToBa
NeKapcTBO CbC WK Oe3 XpaHa.

OTHOCHO NPOTB/DKMTENHOCTTa HA JIEYEHUETO - BauuaT nekap e onpeaeiv BHAA Ha AJIEPrHYHHUA
PMHMT OT KOHTO CTpaaarte W we Bu npenopbya KONKo ALATO fia MPHEMATE TEKapCTBOTO.

AKo cTpazaTe OT MHHTEpMHMTEHTEH alleprudeH PHHUT (C HATHYHAE HA CHMITTOMH B MPOABLILKECHHUE HA NO-
MaNIKo OT 4 AHH CEAMAYHO HJIH B NPOAB/DKEHME Ha NO-MaJIKo OT 4 ceaMuud) Baumat nekap e Bu
npenopbpUa cXeMa Ha JICHCHHE, CboOpa3cHa ¢ JaHHUTE 3a XoJa Ha 3abongBaHero Bu.

AKO cTpazaTe OT NepCcUCTUpAll alepruyeH PHHHUT (C HaJIHYMHE Ha CHMITTOMH B NPOABJDKEHHKE Ha 4 U
MOBeY€e AHH CEAMUUYHO H B NMPOABL/DKEHUE HA noBeue oT 4 ceaMuum) Bawusar nekap moxe 1a Bu

Npenopbya No-npoabLKUTEHO JICUCHHE.

[Tpyn ypTHKapHsa NPOAL/DKHTENHOCT Ha IEYEHHETO MOXKE Aa BAPHpA IPH pPa3IMYHUTE MALKHEHTH,
nopaau koero TpaOBa Aa cra3BaTe NPENOPLKUTE HA JieKaps CH.

A KO cTe HpHEJH NoBe9¢ 0T HeobxoanmaTa 7032 PIAHHH3

[Ipuemaitre PuBHM3 NEpopalicH pa3TBOp TO4HO KakTo Bu e npeanucad. He ce oyakpaT cepHo3HH
npodieMH NMpH cryvanHo npeao3rpane. Bee nak, ako npuemere nopeye ot HeoOxoauMara 103a
Dnuuu3, 0ObpHETE ce KbM Bauiud nekap WiH ¢papMalesT.

AKO cTe nponycHAIH Aa npuemete OPannu3

AKO cTe NpoMycHallN Ja IIPHEMETE HaBpEMe 103aTa CH, NPHEMETE A Bb3MOXXHO HaH-CKOPO H CEN TOBA
NpOABHKETE NPHEMA M0 OTNpeae/IEHATa CXeMa.

He B3eMaifre ABO#HA 034, 38 A3 KOMIIEHCHpaTe NPOIycHATaTa 03a.

AKO MMATe HAKAKBH JOITBIHHUTENIHHM BBITPOCH, CBBP3AHHU ¢ ynoTpebara Ha TOBa J1€KapCTBO, NONUTATE
Bawua nexap win ¢papMauesT.

4. BL3MOXKHH HEXKEJARH peaAKIHH e e
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KakTo BCHUKH JieKapCTBa, TOBA JIEKAPCTBO MOXe Ja IPpeIH3BHKA HE)KeIaHH peakilm
BCEKH I'H ITOJTy4aBa.
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[To BpeMe Ha NOCTMAaPKETHHIOBHA MEPHOL Ha AECIOPaTaAMH, MHOTO PAKO ¢a ChoOIIaBaHH Ciy4al Ha
TEXKH aJIeprudHu peakumu (3aTpyAHEHO JHllaHe, XPHIIOBE, CbpOeK, ypTHKapus H 0TOK). AKO
3a0eNexKUTE HAKOA OT TE3H CEPHO3HH HEXENaHH PEaKIMH, MPEKPATETE NPHEME Ha JIEKAPCTBOTO H
NOThPCETE CIIELIEH CHBET OT JieKap He3abaBHo. |

ITpu noBeveTo Aeua ¥ BL3PACTHH HEXKENAHUTE JIEKAPCTBEHH PEAKLIMH €A NPAKTHYECKH CBILMTE, KATO
MpH NpHeM Ha mnaunedo nox popmMata Ha pasTBOP HIH TAONETKH.

Brnpeku ToBa npu Aeua nojg 2-roAUiHa Bb3pacT I10-4eCTOo, OTKOJIKOTO NpH Iutauebo ce Habmoaapar
C/IeIHHATE HEXKENAHM JICKAPCTBCHH PeakLMH; fHapHd, IIOBHULICHA TEMNEPATYpa U Oe3CHHHE, JOKATO
NPH BLE3PACTHH CE CHOOLIABA NO-4ECTO 38 YMOpa, CYXOTa B YCTATa H r1aBobonse.

ITpy KIHHUYHE NPOYYBAHHA C ACCNIOPATAAHH Cca ChOOLIABAHH CIEOTHHTE HEXKEJIAHHU PEaKIIMH:

Bb3pacTHu

YecTH: cnegHuTe peakLiMu Morat aa 3acersar ao 1 Ha 10 aywmu
* yMOpa |
° CYXOTa B YCTaTa

. rnaBoGonue

Heua

YecTH npH Aela Ha BB3PACT NoJA 2 FOAKWHH: CIICAHHTE PeakilMi MorarT Aa 3acerHar 1o 1 Ha 10 neua
. IHapus

. MOBHLIEHAa TEMNEpaTypa

. Oe3CcbHHE

Cnen nmyckaHeTo Ha na3apa Ha [ec/iopaTaZHH c€ ChoOLIABa 3a CNIEAHUTE HEXETaHU JIeKapCTBEHM
peakLMH:

Bon3pacTHu

MHoro peakii: cneaHiTe peakumn Morar fa 3acerHat ao | Ha 10 000 gywu
TEXKH aJICPruYHU peakuum

obpus

ChpuUcOHEHE WU HETIPABUIICH ChpAeUeH PUTHM
YCKOPEH CbpACUYEH PUTHM

Oonka B ctoMaxa

raaeHe

NOBpbIIIAHE

pa3CcTpOCH CTOMax

AHAPHSA

3aMasgHOCT

CHHJIMBOCT

be3cpHue

MYCKYJHa fonka

XamoLUHaLHH

npunagbLx

0e3noKOICTBO CBC 3aCHICHa ABUFaTEIHA AKTUBHOCT
Bb3IAJICHKUE Ha YEPHHUSA ApoO

OTKJIIOHEHHUE B YePHOAPOOHHTE MOKA3AaTENH

C HeH3BecTHa 4YeCcTOTa: OT HANKYHHTE JJaHHH He MOXKe Ja Obae HalfpapcHa OLICHKa Ha YECTOIATR - -

s rf._r'E_'.",--i': A ",
e  HeoOMuaiiHa ciadocT /F i

. MOXKWITABAHE HA KOXKATA H/MAH OUMTE

o MOBHILEHA YYBCTBUTE/THOCT HA KOXATAa KbM C/ILHUCBA CBET/IHHA, 10PH H B
kbM UV (yarpaBroneTora) CBETAHHA, HanpuMep kbM UV cBeTiHHATA B CON

. NpOMAHA B CHPACHHHUA PHTHM
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HeoOMUaliHO TIOBERAECHHE

arpecus
NOBHLIIABAHE HA TErJIOTO, MOBHILEH aANETUT

NeNpecUBHO HACTPOCHHE
CYXOTa B OYHTE

HEM3BECTHA YECTOTa: OT HAJTHYHHUTE JAaHHH He MOXKe Ja Obe HanpaBeHa OLCHKA Ha YeCToTaTa
3a0aBeH CHPIACUYEH PHTHM
NpOMAHA B CHPACYHHA PHTHEM
HeobHyaliHo noBeaeHHE

arpecus

o o ¢ o

Crno0maBaBe HA HEXKEJIAHE pPeaKIBH

AKO MOJIyYHTE HIKAKBH HEXeNaHH JICKAPCTBEHU peakliuH, yeenomeTe Bating nexkap wnu ¢gapmalienT.
ToBa BKIIOYBA BCHUKH Bbh3IMOKHH HEOMHCAHH B TA3M JIMCTOBKA HEXENAaHH peakliMi. Moxere chillo Aa
cHOOLINTE HEXENIAHH PEeaKtMH JHUPEKTHO Hdpe3 M3mbaHUTENHA areHIMA NO NeKapCTeaTa, ya. , Jlamax
I'pyer” Ne 8, 1303 Codmn, ten.: 02 8903417, yebeaiit: www.bda.bg. Karo chobiiaBare Hexenanu

PE€aKIiHHA, MOXETE Ia AAACTC CBOA NMPHHOC 34 MNOTyHaBaHE HA ITOBECYEC th]}opMauua OTHOCHO
6e30nacHOCTTA HA TOBA JACKApPCTBO.

3. Kak na cpxpanaBate Panun3

Hla ce coxpanABa B OpUrHHAIHATA ONAKOBKA.
Jla ce cbxpansaBa Ha MACTO, HEOCTBITHO 34 JiELia.

He u3non3eaiite TOBa JIEKAPCTBO CJIEA CPOKa Ha rOJHOCT, 0TOE/A3aH BLPXY KapTOHEHAaTa ONaKOBKa
WNH BBPXY OyTWiKaTa cien ,,l'onen 10:". CpoKbT Ha TORHOCT OTIOBapA Ha NOCNEAHHUA JEH OT

NOCOYCHHA MCCCLL

Cpok Ha roAHOCT el ITbPBO OTBapsAHE Ha ONAKOBKATA 2 MECELA.

He u3non3eaiite TOBA JieKapcTBO, ako 330enexkure mpomMsaHa BbB BLHILHHSA BHA Ha NEPOPATHHA
pa3TBOP. |

He u3xpbpigifTe nekapcTBaTa B KAHAMHM3ALMATA WIH B KOHTEHHEPA 3a NOMAILIHH OTNAABLIM.
Monuraitre Baiung ¢papManeBT kak 1a U3XBBPJIATE JIEKAPCTBATA, KOUTO Be4e He U3Mon3Barte. Tesn
MEPKH LIE CIOMOTHAT 32 Ona3BaHe Ha OKOJIHATA Cpeaa

6. CrappxaiHe HA ONAKOBKATA H JONBJIHATE/IHR HHPOpMAIHS

KakBo ¢babpxa OJIHHA3

- AKTHBHO BELUECTB: AecnoparaauH 0,5 mg/ml.

- Ipyru ChCTABKH: TeueH, HeKpHCTaIu3upaty copouron (E420), nponuieHraIukon, THMOHEHa
KHCETHHA MOHOXHMpAT, HATPHEB LIMTPAT, XunpoMmenosa 2910, cykpanosa, AHHATPHEB eAeTaT,
apoMaT Ha ILT0Z0BE, NPEYHCTEHA BOA.

Kak marnexana ©OIRHHE3 H KAKBO ChALPiKA ONAKOBKATA
OauHU3 nepopaneH pa3Teop € OUcThp Oe3uBeTeH pa3TBOP, 0€3 ChLAbPIKAHHUE HA YYXKIAH

byTunka OT THbMHO CTBKJIO € IUTACTMACOBA Kanayka Ha BHHT, 3alliHTEHa OT AeLia. ( AT IR \
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Bcsika GyTHaKaTa € IOCTABEHA B KAPTOHEHa KYTHS, ChABPKALIA MEPHTE/HA ThXKHUYKA ¢ MAPKUPOBKa 34
no3u ot 2,5 ml 1 5 m! wnu cnpanLoBKa 32 nepopannH dopmu ¢ kpaeH obem 5 ml, rpagyupaHa npes
0,5 ml.

Buooee onaxoexu

60 ml, 100 ml, 120 ml 1 150 ml nepopaner pasrsop

60 mi nepopanen pasreop 8 OyTrwiku ot 60 ml

100 ml nepopanen pazreop B OyTiiks ot 100 ml wim or 115 mi
120 ml nepopanen pa3Teop B OyTHIKH 0T 125 ml

150 ml nepopaneH pasrsop B OyTunxu ot 150 ml

He BcHuKM BHAOBE ONaKOBKH MOrar ia obaar I[IYCHATH Ha 1asapa.

I[IpaTekaTe HA pa3pellenHeTO 32 ynoTpeba
Teva B.V.
Swensweg S

2031 GA Haarlem
Hugepnanaus

IIpou3BoanTeJ
bankasdapma - Tpoau AJ]
yi. “Kpafipeuna” Ne |
5600 Tposan

buarapns

HJarTa HA DOCJIEAHO Ipepas3rijckaaHe HA JHCTOBKATA
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