JIucroBka: nHpopmauus 3a norpedHTe IS

byasun 0,33 mg/ml nepopaJien pa3srsop
Bulzine 0.33 mg/ml oral solution

OKCOMEeMAa3uH/oxomemazine

[IpoyereTre BHHMATEIHO HAJIATA JIHCTOBKA, NPEIH 1A 3aN04YHETE 12 NpHeMaTe TOBA JIEKAPCTBO

ThbH KaTO T8 CHABbPKA BakHA 3a Bac nundopmauus.

BuHaru npuemaiite TOBa J1€EKapCTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA MK KakTO BH e ka3an

Bawus nekap wnu papmaueBT.

- 3anasere Ta3u JUCTOBKA. MOXe a ce HalloXKH Aa A NpoYeTeTe OTHOBO.

- AKO ce Hy)KaaeTe OT AONMbJHUTENHA HHPOPMALIMA WK CbBET, NnonuTaiTe Bawua papmauesT.

- AKO MOJIYYUTE HAKAKBHU HEXKEAHHU IEKapCTBEHHU peakLKH, yBeaomMerTe Bawuusa nekap unu
¢apmatiesT. ToBa BK/HOUYBA H BCHUKH Bb3MOXHH HEXKEJTAHW peaKLiMU, HEONMHUCAHU B Ta3u
nucToBKa. BuxxTe TOuKa 4.

- Axo cnea 10 aHHM He ce yyBCTBaTe NO-100pe UK ChCTOAHHUETO BH ce Biowu, Tpsabea na

OTHPEHTE Jekapeia MOMOtL. M3MBAHUTENHA ATEHUMS MO NEXKAPCTBATA

KakBo cbabpika Ta3H JIHCTOBKA: Nuemobka - Mpuaowerue 2
KakBo npeacrasnsBa bya13uH U 3a KakBO C€ U3M0.J13Ba

l.

2. KakBo TpsaOBa ana 3Haere, npeau na npuemere bynsun

3 Kak na npuemare byn3uH

4 Bb3MOXXHU HEXeNnaHW peaKUUH

. Kak na cbxpaHsaBare byn3uH

6. CbabprxkaHUe Ha ONaKOBKaTa M AOMbJIAHUTENHA HH(pOpMaLL
1. Kakso npeacrasiisisa by, 13uH H 32 KAaKBO ce H3M0./13BA

To3u JICKAPCTBCH MPOAYKT CbAbpiKd AHTHXHCTAMHUHOBO BCLLECTBO, OKCOMCMA3HH.
B}"J’ISHH CC H3M0JiI3Ba 3a CHMIITOMATHYHO JICHCHHUC HAa MDBHYHTCIIHA, CyXa KallllJlHla H Kauliuhula OT

pa3pa3HeHO r'bpJo, NposBsABaLla ce NMpeAMMHO BEeUYep WK Mpe3 HOLLTA,
Byn3uH e nokasaH npy Bb3PacTHH M J€Lla Ha Bb3PacT HaJ 2 FOAHUHH.

y KakBo TpsOBa aa 3HaeTe, npeaH Aa npuemMere by3un

He npuemaiite bya3un:

- aKO CT€ aJleprH4HH KbM OKCOMEMA3HH HJIH KbM HAKOS OT OCTAHAJIMTE CbCTABKH HA TOBA
nekapcTBo (M30poeHH B TOUKA 6);

- aKo CT€ UMAJIM arpaHyJIOLHUTO3a (3HAYUTEHO NMOHHKABAHE HA OENTUTE KPbBHHU KJIETKH);

- aKO UMare 3aTpPyAHEHHUS NMPH YPUHUPAHETO, NOPaaH NpodaeMH ¢ npocTaTaTa UiH ApYyry
[MPUYHHH;

- aKo MMaTe HAKakBa hopMa Ha riaykoma (MoBULLEHO BbTPEOYHO HaNsAraHe);

B nocoueHuTe cnyyau He TpaOBa aa npyemare byn3uH, ocBeH ako siekapAT Bu He ro e npeanucan:

- [lpe3 nbpBHTE TPHU MeceLa Ha OPEMEHHOCTTTA WUJIH MPH KbPMEHE;

- B koMOuHauusa cbe cynronpua (JIeKapcTBoO, AEHCTBALLO BbPXY LEHTpasiHaTa HEPBHaA CUCTEMA).

[IpeaynpexaeHnss H NpeANa3HH MEPKH

["'oBopeTe ¢ Baiuusa nekap npeau aa npuemere bynsuH.

To3u nekapcTBeH NPOAYKT KaTo U0 He TpsabBa aa 6bae ynoTpedsBaH, OCBEH aKko
npeanucan:

® [ipe3 MbpPBUTE TPH Mecela OT OPEMEHHOCTTa WUJIU NPH KbPMEHE;

® B KOMOMHALMA CbC CYATONPHUA (J1€KapCTBO, ACMCTBALLO BbPXY LIEHTpaHaTa
bbaere BHUMATEHHU C TO3M JIEKAPCTBEH MPOAYKT: o
Kawinuuara e CHMNTOM, KOHTO MOXKE J1a MMa pa3jiMueH NPor3xXoa: HHPEKLMH Ha 1 ) MTE Mk .‘D‘o@ﬁ,

OpOHXHTH, FPUII, aNeprus, acTMa, Kokmou (MHPEKLHO3HO 3a00/1IBaHe), paaﬂpazneﬁww,

-‘“' e amy —ir'."‘.
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TroToOHONYLWEHETO 3aCHIBa MM NOAABbPAKA KallLJIMLATA.

KoHcyaTupaiTte ce ¢ Bauius siekap npy nosiBata WM Npoab/IXKaBaHETO HAa TeMMepaTypa, NpuapyKeHa
WM HE C NMPU3HALUM Ha UHeKuusa (aHruHa), 6J1e10CT UM U3MOTABAHE.

He nexyBaiiTe BjakHa Kalwlivua ¢ TO3M JIEKAPCTBEH MPOAYKT, 3allOTO B TO3M cllyyai KauuiMuara e
€CTECTBEHO 3aLMTHO CPEACTBO, HEOOXOAUMO 3a OTAE/IsIHE Ha OPOHXHUATHHUA CEKpET.

AKO KalMLara CTaHe BjlaXKHa, NPUAPYKEeHa OT XpaykH, TEMIEpaTypa, NoTbpceTe MHEHHUETO Ha JieKap.
[Ipu xponuuHo 3abonsBaHe (NMPOABLILDKUTENHO) HA OpOHXHTE UK OenuTe ApoOOBe, NPUAPYIKEHO OT
KalljiMua ¢ Xpauku, € He00OX0AMMO MHEHHETO Ha Jiekap.

YnadHo € na He ce KOMOMHMpa C OTXpayBall WM MYKOJWUTHYEH MPOAYKT (JIEKaApCTBEH MPOAYKT,
BTEUYHsABaL OpOHXHATHUS CEKpET).

[Ipy npoabKKMTENHO YepHOAPOOHO UK OBOpeyHO 3a0onsaBaHe ce KOHCYATUpaiTe ¢ Bawuusg nekap, 3a
Ja MOXKE Ja NpeLeHHu ao3ara.

[lpyemaHeTo Ha TO3HU JIEKAPCTBEH NPOAYKT C€ HY>K/a€ OT MEAMLMHCKO MHEHHE:
® [IpH Bb3PACTHH MALUEHTH:
- IPeAPa3NoJ0KEHU KbM 3anekK, CBETOBbPTENK MJIK ChbHIUBOCT;
- CTpajauu ot npodaeMH ¢ npocrarara.
® [pH TEXKH CbPACYHH 3a00ABAHUS WK €MUJIENCHSA.
[Ipenynpenere nekaps CH npeay aa npMeMeTe TO3H aHTUXHUCTAMUH.
U3bsareaiite na ynorpebaBaTe aJIkOXOJHH HaNMUTKH WM JIEKAPCTBEH NMPOAYKT, ChAbpaKalll aKOXO0 MO
BpEMe Ha TOBa JICYEHHE.
M3nosn3BaHeTo Ha TO3M JIEKAPCTBEH TMPOAYKT HE C€ InpenopbyBa MNpH MALUMEHTH, MPOSABIABALILM
HENMOHOCHUMOCT KbM (ppyKTO3a (pAAKO HAcNeACTBEHO 3abonsBaHe).
He ce u3naraiite Ha CrbHUE, HATO Ha YJTPABHOJIETOBO JbYEHHUE M0 BPEME Ha JIEYEHHUETO.

Jlena

Ynorpebara Ha TO3HM JIEKapCTBEH NMPOAYKT HE Ce MPEenopbyBa NpM AeLia Ha Bb3pacT NoJ 2 roAuHH.
[IpyeMaHeTo Ha TO3H JIEKAPCTBEH MPOAYKT C€ HYX/J1ae OT MEAULIMHCKO MHEHHWE MNMpHU Aeua B Cly4ai Ha
acTMa MUJM ractpoe3odareaneH pedayke (napeHe U KHCEJTHHM).

Apyru Jekapcrsa H byj3un

HUndopmupaiite Baluus nexap unu gapmaueBT, ako npuemare, HAaCKOpPO CTe NMpUeMaid HIIH €
Bb3MOXHO J1a NpUEMETE JAPYrH JieKapcTaa.

To3u nekapcTBeH NPOAYKT CbAbp>Ka aHTUXHCTAMHWHOBO BELLIECTBO, OKCOMEMA3HH. [lpyru MeAMKaMeHTH
CbLLUO ro cbabpkKart. He ru koMmOuHMpanTe, 3a 1a He HAABULIUTE NPEnopbYMTE/IHATA JHEBHA 103a (BXK.
TouKa ,,JIo3upoBka™).

by/3uH ¢ XpaHa, HANMHTKH H aJIK0X0J1
He ynoTpebsaBaiTe aIkOXOJHU HAaNUTKH WK JIEKAPCTBEHU NMPOAYKTH, CbAbPXKALLHU aJIKOXO0J MO Bpeme

Ha TOBa JICYHCHHE.

bpeMeHHOCT, KbpMeHe H PpepTHIHTET
AKO cTe OpeMEHHA UJIH KbPMHUTE, CMATATE, Y€ MOXE Ja CTE OpeMEHHa WK NjlaHUpaTe OpPEMEHHOCT,
nochBeTBaiTe ce ¢ Bawuus nekap wiu gapmauesT npeaum ynorpedara Ha TOBa JI€KapCcTBO.

To3u nekapcTBeH NPOAYKT KaTo LsAl0 He TpabBa aa 6bae ynorpedsBaH, OCBEH ako nekapaTt Bu He ro e
npeanucasl, npe3 MbpBUTE TPU Meceua oT OpeMEHHOCTTA.

AKO YCTaHOBHUTE, Y€ CTe OpeMEeHHa M0 BpeMe Ha JIEYEHHETO, CE KOHCYJTHpPAHTE C JeKaps CHu:
€MHCTBEHO TOM MOXE [a afanTupa JIEYEHUETO KbM CbCTOSHHETO BH.

B kpas Ha OpemMeHHOCTTa HenpaBuiHaTa ynorpebda Ha TO34 JIEKapCTBEH NMPOAYKT MQXKE
HeOnaronpuaTHHU nocjeauuu y HoopoaeHoTo. Ilopaau ToBa BUHaru Tpsadbsa aa |
neKkaps CH, Mpead Ja ro u3noJi3pate, MU HUKOra [a He HaJBWluaBaTe
MPOAB/HKUTENHOCT Ha JIEYEHHETO.

To3u nekapcTBeH NPOAYKT MPEMHMHAaBa B MaW4YMHOTO MJISKO. 3apaad M3pg
(YCNOKOMWTE/IHH) CBOMCTBA NPHEMBT MY TpAOBa Aa ce H304Area rnpH KbpMeHe.




[llopupane u padoTa ¢ MALLIHHH

OOpbla ce BHUMaHWE, 0COOEHO Ha BOJAYMTE HAa aBTOMOOWJIM MU ONEpaToOpuTE Ha MALUUHH, BBPXY
Bb3MOXKHaTa CbHJIMBOCT, CBbp3aHa ¢ ynorpedbara Ha TOBa JIEKapCTBO, OCODEHO B HAy4aJlOTO Ha
JICYEHHETO.

ToBa cbcTOsIHHME c€ 3acHJIBa OT ynoTpedara Ha alKOXOJHH HANUTKH WJIH Ha JIEKAPCTBEHU MPOAYKTH,
CbAbpKaLLH aJIKOXOJ1.

bya3zun ceabpxa maaTuroa (E965).

3. Kak 1a npuemare by/13uH

BuHaru npuemaiiTe TOBa JIeKapcTBO TOYHO KakTO Bu e ka3zan Bawuar nekap wau papmauesT. AKO He
CT€ CUT'YPHHU B HELWO, nonuTainTe Bawus nekap uau ¢papmauesrT.

[lepopaJiHo.

3a Bb3pacTHU M JieLla Ha Bb3pacT Hal 2 rOAHHH.

HU3non3eaiTe go3Mpallara yaiika.

[IpenopbunTenHara A03a NpH Bb3pacTHHU U Aeua Haa 40 kr (uam 12-roamwinu) e: 10 ml Ha npuem, 4
MbTH AHEBHO.

To3u JIEKAPCTBEH TMPOAYKT MOXE 1a NpE€AU3BHKa CBHJIMBOCT. CnenoBaTeslIHO ce npenopb4Ba HaH-
roacMHMTE 103K Ja CC NMPpHUEMAT BCHCPTA.

YecToTa HA NPHIIOKEHHE
[TpuembT TpsOBa na ce NOAHOBH NMPH HYKAA U B Pa3CTOSHUE OT MUHUMYM 4 yaca.

IIpoaAb/IKHTETHOCT HA JICHEHHETO
JleueHueTo TpsAOBa Aa € KpaTKOTPaAHHO (HAKOJIKO AHH) H OrPaHUYEHO J10 MPUCTBLIUTE Ha KalllJIMLa.
AKO KaluiMuara npoab/kasa, NnocbBeTBanTe ¢ Baluusa nekap.

¥Ynorpeba npu aena
[Tpu neua exxenHeBHATa J03UPOBKA 3aBMCH OT TErJIOTO HA JETETO UJIM KaTo NMPUMED:

e Jlere ot 10 no 20 kr (vamn Mexay 2 U 6 roauHu): S ml Ha npuem, 2 10 3 NBTH AHEBHO, CHIIIACHO
npeanHCaHHUETO Ha JieKaps.

e Jlere ot 20 no 30 kr (vam mexay 6 ¥ 10 roauun): 10 ml Ha npuem, 2 10 3 NBTH AHEBHO
o Jlere or 30 10 40 kr (wam mexay 10 1 12 roannun): 10 ml Ha npuem, 3 10 4 MbTH AHEBHO.

AKO cTe NpHeJIH noBeyYe oT HeoOxoaumaTta 103a by, 13HH
[TocbBeTBakTe ce He3abaBHO ¢ Baluus jiekap UM papMaLesT.

AKO cTe NponycHAaJIM Aa npueMere by/3uH
He B3emaiiTe aBOiHA 1034, 32 1a KOMIIEHCHpATE NponycHarara 03a.

AKO MMaTe HAKAKBH JOMbJIHUTEHHU BbIIPOCH, CBBP3aHH C yrnoTpedara Ha TOBa JIEKApCTBO, NOMUTANHTE
Baiwuus nexap unu gapmauesr.

4. Bb3MOKHH HeXeJIaHH peakKlHH

KakTo BcHukH JieKapcTBa, TOBA JIEKAPCTBO MOXE A NPEAH3BHUKA HEXKEJIaHH P
BCEKH I'M NMOJ1y4aBa.

Cnpere He3a0aBHO JieYeHHETO H yBeoMeTe Bamus jekap B ciiyyaH Ha:

e AJepruyHH peakLHH Karo:
- KOXXeH oOpuB (epuTeMa, ek3ema, Mmypnypa, yprukapus),




- 0oTOoK Ha KBHHKe (YypTUKapHUs C BHE3aINHO NOAYyBaHE Ha JIMLETO W BpaTa, KOETO MOXE 1a AOBeAE 10
3aTPY/AHEHO JHLIAHE);
- aHa()MIaKTHYEH LUOK.

e JSlBneHus Ha ceHCHOMNM3ALMA HA KOXaTa NoJa Bb3J1€HCTBUE HA CIIBHLIETO.

e [onaMO HamasisiBaHe Ha OesuTe KPBbBHH TE€J1Ua B KPbBTA, KOETO MOXKE a C€ MNMPOABH C BL3HHUKBAHETO
HJIK HA 34CHJIBAHETO HA TPECKaA, NpUApPY>KE€Ha UJIK HE C IMPU3HALIK Ha HH(])EKU,HH.

¢ HeobuualiHO HamansgBaHe HA TPOMOOLIUTHTE B KPbBTa, KOETO MOXE J1a Ce€ MPOSABH C KPbBOTEUYEHHE
OT HOCAa UJ/IKH BEHLIHUTE.

Yecru:

CBbHIMBOCT, HAMaJIeHO BHUMAaHHKE, NO-CUJIHO U3PA3€HHU B HAYAJIOTO Ha JIEYEHHETO;
HapyuieHus Ha naMeTTa M Ha KOHUEHTPALMATA, CBETOBbLPTEXK;
Hapyuiena aBurarenHa KOOpAHHaLMs, TpernepeHe;
OO0BbpKaHOCT, XaTKOLUHWHALIUH;

Cyxora B ycrara;

3pUTENHU CMYLUEHHS,

3aQbprKaHe Ha YPHUHa;

KoHcTHnauus;

Cbpuebuene;

[ToHu>kxaBaHe Ha apTEPHAIHOTO HAJIAraHe.

Penkn:

e [Ipu3Hauu Ha Bb30yaa (Bb/IHEHHE, HEPBHOCT, O€3CHHHUE).

CrhobmaBaHne HA HeXeJIAaHH pPeaKlHH

AKO NMOAy4YUTE HIKAKBH HEXEJIAHH JIEKApCTBEHH peakuUuH, yBeaomere Bawuus nekap wiu ¢apmauesr.
Tosa BKJIHOYBA BCHYKH Bb3MOXXHH HEOMUCAHU B Ta3W JIMCTOBKA HEXEJaHU peakuuu. MoxeTe Cbllo aa
CHOOLUHUTE HEKENAHHU peaKLIMH AMpeKTHO B M3nbaHUTENHAaTa areHUMA no nekapereara ya. .. Jlamas
['pyeB” Ne 8, 1303 Copms, Ten.: +3528903417, yebcait: www.bda.bg. Kato cbobuiaBare HexxenaHu
peakLuH, MOXKeTe Ja AajJeTe CBOS MPUHOC 3a NnojslyyaBaHe Ha noBeye HHGOpMaLUs OTHOCHO
0e30nacHOCTTa Ha TOBA JIEKapCTBO.

-3 Kak na cbxpansasare by/3un

Jla ce cbxpaHsaBa Ha MACTO, HEAOCTBITHO 3a AeLa.

Jla ce cbxpaHdaBa B OpUrMHajaHaTa OrnakoBKa, 3a J1a Ce npeanasM OoT CBeT/IMHA.

Cpok Ha roaHocCT ¢jieq NbpBO OTBapsHe Ha OyTunkaTa — 6 Meceua.

He u3non3eaiite TOBa J1€KapCTBO Clie]l CPOKA HAa rOAHOCT, OTOE/IA3aH BbpXY KapTOHEHaTa ONnaKoBKa
cnen ,,l'oneH 10”. CpoKbT Ha rOAHOCT OTroBaps Ha NMOCNAEAHUA JEH OT NMOCOYEHHUS MECELL.

He u3xBbpisdiiTe iekapcTBaTa B KaHAJIM3aUMATa MW B KOHTEHHEpa 3a JOMAallHU OTNaabLH.
[MonuTaiiTe Bawiua ¢papmaueBT Kak 1a H3XBBPJIATE JIEKApPCTBAaTa, KOUTO BEYE HE U3MN0.J13BaTe. Te3u
MEPKH LUE CITOMOrHAT 3a OMa3BaHe Ha OKOJIHaTa cpeja.

6. Chabp:kaHHe HA ONMAKOBKATA H IONBbJAHHTEIHA HHpOpMALIHA

KakBo chabpxa byasun

- AkTUBHOTO BeuecTBo € 0,33 mg/ml okcomemasuH.
- Jlpyrure cbecTaBkM ca: ravuepos, maaruton (E965), kanues auecyiadam
MOHOXMH/IpaT, HaTpHUEB LUMTpaT, HaTpueB OeH3oar (E211), apomaT kapamen™, npg
*cbabpxka manto (E636), BaHUAUH NPONUIEHITTUKON aueTal, MpornuJIeHNTHKQ

Kak n3riexaa byJI3HH H KAKBO ChbABbPKa ONMAKOBKATA



150 ml nepopaneH pa3TBop B OyTH/IKA OT TBMHO CTBKJIO, C Kana4yka, CbCTaBeHa OT YIUIbTHEHHE OT
LDPE 1 kancyna c¢bce 3amuuTeH npbeTeH oT HDPE, nocraBeHa B kapTOHEHa KyTHA, 3a€1HO C A034palla

yaiwuka ot PP.
[IpuTexare.1 HA pa3pelIeHHETO 32 ynoTpeoda

byarepmen BE EOO/]

ya. ,,buctpuko woce* Ne 7
1756 Codus

bbarapus

[Iponssoauren
H2 PHARMA

ZAC la Croix bonnet
21 rue Jacques Tati
78390 Bois d’Arcy
OpaHuus

JlaTa Ha nocJ1eJHO npepasrjexiane Ha JucToBkara: mapt 2024 r.




