JHCTOBKA: HHOOPMAITHA 3A IIOTPEBHTEJIA

Xuapacek 10 mg rpaHy/H 3a iepopaiHa CyCreH3ns
Hidrasec® 10 mg granules for oral suspension

PaniexkaoTpHiI
(Racecadotril)

[IpoueTere BREMATENHO OUJIATA JHCTOBKA OpPelH Aa 3aNOTHETE A3 npHEMATE TOBA JEKADPCTBO,

THil KATO TH CHAbLPXA BAKHA 38 Bac aadopmanus.

- 3amasere TA3H JIMCTOBKA. Moxe [a ce HAIOXKH Aa A NMpouCTETE OTHOBO.

- AKO MMATE HAKAKBH AOITLIHHTEIHM BBIPOCH, NonHMTaiTe Bamys neKkap.

- Tosa nexapcTBO € mpeanucano Ha Bawero zere. He ro npeoTcTHLOBalTe Ha ApyTH Xopa. To Moxke na
MM HaBpeqM, HE3aBHCHMO OT TOBA, 4¢ NMPH3HAIMTE HA TAXHOTO 3360/19BaHe Cca CHIIUTE KaTO Ha
Baumiero aere.

. Axo Bamero gere NMOnyyd HAKAKBH HEXeEJaHH JICKAPCTBEHH DPEaKLHH, yBEAOMETE Bawusa sekap.
ToBa BKMIOUBA H BCHYKH BB3MOXKHM HEXENaHH PeakiliH, HeONMMCAHH B TasH JIHCTOBKA. BipkTe TOUKA

4,

Kaxso ¢bABbpKa TA3H JIACTOBKA!
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1. Kaxso npeacrasinssa XaapaceKk H 32 KAKBO ce H3NO0A3BA

XuzpacekK € JIEKapCTBO 3a fIeYEHHE HA IHApHA.

Xuppacek ce H3MO3Ba 3a JIEWeHHe HA CHMITTOMM HAa OCTpa Auapus IpH AcHa Ha BB3pacT Haj TpH
meceiia. TpabBa 2a ce H3MO/3Ba 3a€/(HO ¢ MOBHINEH NPHEM HA TEHHOCTH H obuyaliHiTe NHETHYHH MEPKH,
KOFATO Te3H MEPKH CAMH Mo cefe CH He ca NOCTATHYHO eeKTHBHH 38 KOHTPO/IHpaHE Ha OHAPHATA H
KOraTo He MOXKe Aa 6ble nekyBaHa NPHYHHATA 38 AHAPHATA.

Xuapacek Moxe a ¢e NMPHIara KaTo JOITHIBALIO NeYeHHe, KOraro € Bb3MOXKHO NMPUYHHHO-C/IEACTBEHO
JIeveHHe.

2. Kaxso TpubBa na 30aeTe, NPeAH A2 NpHeMeTe Xnagpacex

He npremaiite Xuapacex u He H300/13BafiTe Xuapacex np JAETETO CH:

- aKO JeTeTo BM e anepruyHo KbM aKTHBHOTO BEICCTBO HIIK KBM HAKOA OT OCTaHANUTE CHCTABKH
HA TOBA JIEKapCTBO, U30POEHH B TOUKA 6.

- axo BamusT nekap Bu e kasan, ue aereto BH HMa HOTOHOCHMOCT KbM HakOH 3aXapH, ropopeie ¢
HEro npexH aa aanete Xuapacek Ha Bawero aete. - |

- aKO HAKOra CTE MOJYUaBaNM TEKbK KoxeH o6pyB WM MOLICHS HA KOXATa, MEXypH H/WIK paHH B
ycTaTa Cliell MPUeM Ha PalieKafoTpull.

IIpesynpexacada B NPEANAIHE MEPKH

ToBopere ¢ Bawms nexap npeau Bainero fiete fa npreme XHapacek aKo:

- BawieTo AeTe € Ha PBE3pacT noj, 3 Meceua;

- WMa HAJIHYME HA KPBB WIH THOH B H3NMpaXXHEHUATa M MOBHILICHA TEMTICD
MOsKe 1a 03HAYABA MHBA3HBHA GakTepHanHa HHQCKIHA WIH APYTO CEpH

- gereto BH cTpaia OT XpOHHYHA AHAPUS MITH Mapus, PHIMHEHA OT

- aerero Bu My 6u0peuso 3abonssate WM HapyIlieHa yepnoapobHa

HINLAHATENHA ATEHLWSR NO IEKAPCTBATA



- aereto By cTpaaa oT NpoaABMIKATENTHO HIH HEKOHTPOJIUPAHO NMOBPBILAHE;

- nerero Bu uma anaber (BHkTe « XHApacek ChABPXKA OKONO 1 g 3axapo3a B €HO cane™).
PauexkanoTpui, akTHBHOTO BEHMIECTBO B XHARpacek, MOXE Jla IIPHYMHHM aNCpruyHa peakuus, HapedeHa
AHTHOEZIEM, KOSTO MOXE /1 NPHYWHH TOAYBaHE Ha JIMLETO, YCTHHTE, IBPIIOTO WM e3HKa. Ako Bamero
JCTE MONYYH TE3W HEXEIaHW peakiidy, HezabaBHO cnpeTe JIEYCHHETO M Ce CBBpXKETE ¢ Banius nmekap.
OTOKLT BOXeE 12 CE IOABH 10 BCAKO BpEME Ha JIEYEHHETO C TO3M [TPOXYKT.

CwnesTcTBaImaTa ynoTpeba Ha TO3M IEKAPCTBEH MPOAYKT M APYTH JIeKapcTBa MoOXKe [1a [TOBUIIH pPHCKA OT
aHruoeneM (BUXTE ,,J[pyru nexapcTsa 1 Xuapacek™).

CnobuiaBa ce 3a nogBa Ha KOKHM PEakLHH NpH ynorpebarta Ha TO3M NPOAYKT. B MMoBe4eTo ciydan Te ca
JIEKM H HE H3UCKBAT NeucHHe. B HAKOM ciTydau MOraT Bb3HHMKHAT TEXKKH KOXKHH peakiMu. B Te3u cirydau
Ie4eHHeToO TpAOBa Ja ce cnpe He3abaBHO U JeTeTo He TpAOBa Aa ce JEKyBa ¢ paleKaloTPKa OTHOBO.

B5B Bpb3Ka ¢ N1eueHHe ¢ palekaqoTpiiI ca ChoOIaBaHH CEPHO3HH KOXHH PEaKUMHU, BKIIOUUTENHO
JeXapCTBEHa PEaKIUA C CO3HHO(MINUI H CHCTEMHH CHMITTOMHM (JIeKapCTBEHAa peaKLs ¢ o3HHOGUIUA U
cucteMHH cuMnToMH, DRESS). Cnpere ynortpedara Ha panckagoTpiil H He3a0aBHO ITOTBPCETE JICKAPCKa
TTOMOIII, aKO 3abesexuTe HAKOH OT CHMITTOMMTE, CBLP3aHU C Te3H CEPHO3HM KOXKHH pEeaKUMH, OITUCAHH B
TOUKa 4.

JApyrR nekapcersa & Xupacek
Undopmupaitte Bamus sexap, ako gerero Bu npHeMa, Hackopo € NpHEMaNno HIH € Bb3MOXHO 1a

TpHUeMe IpyTH JIEKapCTBa.
[To-cneuuanyo, yBeqoMeTe Bamumsa nekap, ako AeTeTo B U3nosn3sa Hikoe OT CIEAHHUTE JeKapcTBa, THH
Karo Te MOraT Ja MOBHINAT PHCKAa OT ONpEAencHH HexenaHu peakuuu (BX. «lIpeaynpexaenus u
IIpeapa3sHA MEPKH»):

- ACE wuuxuOurop (Hamp. KanTOMNpHJI, €HAANPHJI, IM3HHOIDHI, HEPHHAONPHUI HIH PpaMUIIPUIT),
M3NO0JI3BaH 3a MOHMKAaBaHe Ha KPLBHOTO HA/LATaHEe HJIH 32 JICUEHME Ha ChpPJCHA HEAOCTATBYHOCT

- aurvoTeH3MH 1] aHTaroHHCTH (HaIp. KaHAecapTaH WK UpbHecapTan), W3MTOM3BAHH 3a JIEICHHE Ha BHCOKO
KPBBHO HAJIATaHE U CHpJCYHA HEAOCTATBYHOCT

- CaKyOHTPH]IT, H3TIQI3BaH 3a JIeYeHHe Ha ChpAedHa HEAOCTAThIHOCT

- HEKOH HMYHOCYTIPECOPH (HAmp. CHPOIHMYC HIIH €BEPOTIHMYC)

- ECTPAMYCTHH, H3MNONI3BaH [IpK JICYEHHE Ha paK

- aJITeN1a3a, H3AMo3BaH MpPH JeteHHe Ha KPbBHH ChCHPEIH

bpeMeRHOCT, KbpMeHe H pepTHIAHTET
AKo cTe OpeMeHHA WIH KBPMHTE, CMATaTe, Y€ MOXE Ja cTe OpeMeHHa WIH IUTaHHpare OpeMeHHOCT,

NochBeTBalTe ce ¢ Bamms nexkap npeau ynotpebaTta Ha TOBa NEXapCTBO.
JIekapcTBOTO € MpeaAHa3HAYEHOo 33 KbpMadeTa (HaJ 3 Mecena) u aena.

Mlodpupane u padora ¢ MAIINHHA
JIlexapcTBOTO ¢ ItpefHa3HAUEHO 3a KbpMayeTa (Hag 3 Meceua) U Jcua.

Hidrasec ceanpixka okojio 1 g 3axapo3a Ha camne,
Ako BamuaT nexap Bu e kazan, ge qerero B MMa HEMMOHOCHMOCT KBM HAKOH 3aXapH, FOBOPETE ¢ HETO

npeau Aa painere Xuapacek Ha Bawero fere.

[Tpu xppMaveTa ¢ AHader, ako nexapaT ¢ npeanucan Ha Bamero aere nmoBede ot 5 camera XHApacek Ha
IeH (KoeTo CHOTBETCTBA Ha MOBEYE OT 5 g 3axaposa), Tora TpaOBa Aa ce B3eMe MpPEeABHA MpH odmms
I(HEBCH MPHEM Ha 3axXap Ha ACTETO.

3. Kak aa npuemMarte XHapacek

BuHarn npunaraiite ToBa I€KapcTBO TOYHO KakTO BW ¢ kazan Bammsar nexa
Helo nonuTaiTe Bamms nekap uiau gapMalesT.

Xugpacek e noa ¢opmara Ha TpaHy.IH.




[panynute TpadBa na ce 700aBAT KbM XpaHaTa WIH Ja ¢€ CMECBAT ¢ Yamia BoAa UK B Oclemka OyTuika.
Pa30Onpkaiite mob6pe u BenHara jawte Ha Bamero aere.llpenoppunrenHara go3a ce ONpenens or
TEJIECHOTO TErNo, OCHOBaHA Ha 1,5 mg/kg 3a eaHa no3a (cbOTBETCTBALM Ha | Wiy 2 carera), TpH IIbTH
JHECBHO HA PaBHHM UHTEPBAIIH.

ITpu kepMadera nox 9 kg: 1 came or 10 mg 3 nbTH AHEBHO.
ITpu kepMadeTta oT 9 kg 10 13 kg: 2 camera ot 10 mg 3 mbTH JHEBHO.

Bamusr JICKAp Htic Bu Kaxe KoJKO BpEMC IIIC INMPOADBIKH JCYCHHUCTO C XH,I[p&CE:K. JleueHuero TpHﬁBEl Aa
IPOABIXKHA JOKATO HE €4 HAJIMIEC JBC HOPDMAJIIHH H3XO0AdHHA. HpOIIBJIH{HTEHHOCTI' d Ha JICHCHHCTO HC

TpAOBA Ja Obae Hag 7 JHH.

3a na ce KoMIeHcHpa 3arybaTa Ha TEYHOCT IIOpaAM JHapudTa Ha Bamero Aete, TO3H JIEKapCTBEH
IPOJAYKT TpaOBa Ja €€ H3MOI3B2 3a€JHO € AACKBATHO 3aMECTBAHE HA TEYHOCTH U CONH (CIECKTPONHTH).
Haii-nobpoTo 3aMecTBaHe Ha TEUHOCTH W COIH Ce€ IIOCTHTa ¢ Taka HapedeHHs pa3TBOp 3a IepopalHa
pexuzparauus (Mons, nonuraire Bamus nekap unu QapMaleBT, akO HE CTE CUTYPHH).

AKO CTe H3N0JI3BAJIH MOBeYe 0T HeoOXoARMAaTa J03a XHApacek

AKoO cTe ganm noBede OT HeoOxoauMara Ao03a Xuapacek, CBbpxkere c¢e He3abaBHO ¢ Bamms nexap uiu
OTHIAETE He3abaBHO N0 HaiH-OMM3KOTO NeueOHO 3aBefeHue, KATO HOCHTE ChC cede CH OMaKoBKaTa Ha
JIEKapCcTBOTO.

AKO CcTe IPOIYCHAJIH a H3N013BaTe XHIpaceK
AKO ¢Te¢ IpoNyCHAIH Ja Aajere fo3aTa Ha Bamero aete, npuioxere s BeJHara ciej Kato e CETHTE 3a
ToBa. He naBaiiTe ABOMHA 1034, 32 1a KOMIIEHCHPATE IIPONyCHATATa A03a.

[TpunaraiiTe IeKapCTBOTO TOJIKOBA ABIrO, KOIKOTO BH e npeanucan IeKapsr.
AKO MMaTe HAKAKBH JONBIHHTCIHH BBIPOCH, CBBP3aHHU ¢ ynoTpebaTa Ha TOBa JICKapCTBO, MOIIUTANTE
Banoms nexap.

4. BuL3MOXKHM HeXeJIaHH PpeaKIHH

KakTo BcUukH JICKapPCTBa, TAKd K TOBa JICKAPCTBO MOXKC Ja IIPCANUIBHKA HOXCIAHN PCAKLIUH, BBIIPECKH HC
HC BCCKH I'H INOJIY4aBa.

Tpabsa ga cupere na xasare Xujapacek Ha Bamero gere u Heszabaeno Ja nocerure Bammus sekap, ako
JereTo BH OJIyYH CHMITOMH Ha @aHTHOECAEM, KaTo:

* IOJyBaHE Ha IMIETO, e3UKa WIM (apHHKCa

* 3aTPYAHCHO MIperabliaHe

* YPTHKApUA K 3aTPYAHCHO OUIIAHE

Cnenaure HEXETaH! JIEKapCTBEHHU PEaKIIMK, OMHCAHH 10-A0JIY ¢4 BB3HHKBAIH [10-4ECTO C paleKaJOTpHII
B CpaBHEHHE ¢ manebo wmm ca Ounm A0KIIaABaHU 110 BpeMe Ha ITOCTMaPKETHHIOBOTO IIPOCHEAIBAHE.

Hndexuun ¥ HHOECTANH
Heuecmu (mooice 0a 3aceznam mexcdy 1 u 10 nayuenma na ecexu 1 000 nexysanu) nesxcenanu peakyuu:

BBH3MNANICHHE Ha CTUBUUMTE (TOH3WIHT).

Hapyi1ieHus Ha KoXara ¥ MOJKOXHATa ThKaH

00puB, 3a4UepBABaHe (EPHTEMA).
C neuzgecmna uecmoma (om HaAAUuHumMe OAHHU He MOXCEe 0a OvOoe HanpaeeHa
nposiessam 6 xooa Ha nedeHue): ocobeH BHUI 3adepBsBaHe U 0OpHBH {(epUTe
€3HKa, OTOK Ha JIMIETO, YCTHUTE, KICIAYUTE, aHTHOECACM (TEXKKA allepruiHa p
MOAyBaHEC HA [TULICTO WU TBPIIOTO), YPTHKApUs, €PUTEMa HOJAO03YM, Ay
ITBITKH ), CBPOEXK, MPYPHUTo (KOXKHH MPOMEHH ¢ YIIOPHT ChpOex).



Cnperte ynorpebara Ha palleKkagoTPHUNI M He3a0aBHO NOTHPCETE IEKaPCKa NTOMOII, aKo 3abenexure HAKOM
OT CIETHHUTE CHMIITOMH:

. [IIupoxo pa3mpocTpaHeH 1O TAIOTO 0OpPHB, BHCOKA TENECHA TEMNEPATYpa H yBEIW4IeHH MTUMGHH
Bb3/H (,, DRESS* curapom)
. 3aTpyAHCHO QUIIAHE, OTTOK, CBETOBBPTEXK, YCKOPEH MYJIC, H3MOTABAHE M 9YBCTBO, 4€ 1I¢ 3arybure

CB3HAHHE, KOUTO Ca CUMIITOMH Ha BHE3AIIHA, TCXKKA alICPrUiyHa PCaKIIHA

CrobiaBaHe HA HeXeTaHH PeaKITHH

AKO MOMYYHTEC HAKAKBH HEXEJIAHH JIEKAPCTBEHH pEakIlHH, yBenaomere Bamma nekap. ToBa BkmouBa
BCHYKH BB3MOXHH HEOMHCAaHH B Ta3M JIMCTOBKA HEXENaHM peakuMH. Moxere chrmo jga choboiute
HeKeJIaHH peakiHi AMPEKTHO Ype3 HallHOHANHATA CHCTEMA 3a Cho0maBaHe:

H3menHUTENMHA areHuus 1o Aekapersata

yi. ,JlamsaH I'pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Karo cpoOmaBare HeXeIaHH peakLuy, MOXETE Ja AaJeTe CBOA NPHHOC 33 NONyYaBaHE Ha IOBEYE
HHPOpMaLIMA OTHOCHO 6€30I1aCHOCTTA Ha TOBA JIEKApCTBO.

S. Kak aa coxpansBaTe XHapacek
HsamMa crienMalHu yClIoBUA Ha ChXpaHEeHHeE.
Ja ce cxxpaHABa Ha MACTO, HEAOCTBITHO 32 Jella.

Cpok Ha rogHocT — 2 (aBe) roqMHH. He H3nonsBaiTe TOBa JIEKapCTBO CISA CPOKa Ha FOJHOCT, 0TOCIIA3aH
BBpXYy onakoBkata. CpOKET Ha FOTZHOCT OTTOBaps Ha IMOCHEeAHUS I¢H OT MOCOYEeHUs Mecell.

He usxpppasiite nexkapcrBaTa B KAaHATH3ALMATA WM B KOHTEHHepa 332 JOMAIIHM oTnaabUu. [lonuraitTe
Bamma ¢gapManeBT Kak Ja H3XBLPISTE JICKAapCTBaTa, KOHTQ BEYe HE K3MONM3BATE. Te3U MepKU Ui
[TIOMOT'HAT 3a Ola3BaHEe Ha OKOJIHATA cpeaa.

6. ChanpkaBne HA OMAKOBKATA M JOTLIHATEIHA HRPOPpMaAUHSA

KakBo cpabpxa Xaapacek
Bcesko came chIbpka aKTHBHOTO BEIMIECTBO pauekagorpuia 10 mg.

Jpyrure ChCTaBKM Ca: 3aXapo3a, CHIMLIHEB THOKCHA KOIOHAEH O€3BOACH, MOIHAKPHIATHA JUCTIEPCHA
30%, apoMaT Ha Kaiicus.

Kak mirnexna Xuapacex ¥ KRKBO ChAbpP>Ka ONAKOBKATA

Xuapacex 10 mg rpaHyiu 3a nepopaliHa CyCneH3us ¢ 6s1 LBAT ¥ XxapakTepeH apoMaT Ha Kalcus B
caleTa OT XapTHA/aTyMHHHI/TonneTunex; no 10 u 16 6posa B KyTHA.

He BcHuUKM BRHIOBE ONMIZKOBKH MOTraT jJa OnJ1aT mMycHaTH B npogax0da.

IpATexaTe® Ha pa3penlieHHETO 32 YNOTPe6a H MPOM3IBOIMTE]
IHpumexcamen na pazpeuienuemo 3a ynompeba:

BIOPROJET PHARMA
9, rue rameau 75002 Paris

OpaHIKUA

Ipouseodumen:
Laboratoires Sophartex
21 Rue de Pressoir
28500 Vernoillet

DpaHuuA
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