JUCTOBKA: HHOOPMALUSA 3A MOTPEBUTEJISA

Xuapacexk 30 mg rpaHy/iu 3a nepopaiHa CyCrneH3Hs
Hidrasec® 30 mg granules for oral suspension

Pauekanotpun
(Racecadotril)

[IpoyereTe BHHMATEJHO LAJATA JTHCTOBKA MpeaH Aa 3aMovHeTe 12 TNpHEMAaTe TOBA JEKapCTBO,

Thi KaTO T ChAbPKa BaxkHa 3a Bac nndopmauns.

- 3amnaseTe Ta3H JUCTOBKA. MoXe 1a ce HanoXu J1a s npoveTeTe OTHOBO.

- AKO MMare HJAKakBH JOMBbIHUTEIHH BBIPOCH, NonuTaiite Bawuus nexap.

- Tosa nekapctBo € npeanucado Ha Bawero nere. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe aa
HM HaBpeaH, HE3aBHCHMO OT TOBA, Y€ MNPHU3HALMTE HAa TAXHOTO 3a00JiIiBAaHE Ca CBLUIWTE KAaTO Ha
Baluero nere.

- Ako Baueto neTeTo noayud HAKakBM HexeNaHW JIEKAPCTBEHW peakiuu, yeeaomere Bawus nekap.
ToBa BKJIHOYBA U BCHUYKM Bb3MOXKHH HEXENAHH PEaKLIMK, HEOMHCAHU B Ta3H JIMCTOBKA. BukTe Touka

KakBoO ¢baAbpAKA Ta3H JHCTOBKA:
Ko Poe. Ne ... 20050 (5% .
KakBo npeacrabnsaBa Xuapacek U 3a KaKBO CE U3IOJI3ET
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2. KakBo TpA0Ba na 3HaeTe, npeau Aa npuemere Xuapacs

3. Kak na npuemare Xuapacek BG/MAMEP - ........corirrrirririrnsaseses T —
4, Bb3MOXKHM HeXeNTaHH peakLMH - m{lﬂrf/fé 7 11-12- 2005
5. Kak na cbxpansiBate Xuapacek ' b e —————
6. ChbabpKaHHe Ha ONaKOBKaTa M AOMBbIHUTEHA HHPOpMALIUS

1. KakBo npeacraBasiBa Xuapacek H 3a KaKBO ce H3M0J13B4a

XUpaceK € JEeKapcTBO 3a JICYEHHE Ha IHapus.

XHWIpaceKk ce M3M0JI3Ba 3a JIEYEHHE Ha CHMIITOMHM Ha OCTpa AMapus NpH Jela Ha Bb3pacT Had TPH
mecela. TpaOsa na ce U3Mo/3Ba 3a€HO C MOBHILEH MPUEM HAa TEYHOCTH U O0MUYAHUTE AMETHYHU MEDPKH,
KOraTo Te3n MEpKM caMH Mo cebe CH He ca J0CTaThbYyHO e(PeKTHUBHHU 3a KOHTPOJIMpPAHE Ha JuapusaTa M
KOraTto He MoXKe 1a Obae JieKyBaHa MpUYHHATA 33 IHapHATA.

XHApaceK MOXKE /1a Ce Mpuiiara Karo JOIMbJBALIO JICUEHUE, KOraTo € Bb3MOMKHO NMPUYHHHO-CIIEACTBEHO
JIEYCHHE,

p Kakso TpsdBa n1a 3HaeTe, npeau aa npuemere XHApaceK

He npuemaiiTe Xuapacexk H He U3noJi3Baiite Xuapacek npH JeTeTo CH:

- aKo OeTeTo Bu € anepruyHo KbM aKTHBHOTO BELLECTBO MM KbM HAKOS OT OCTAHAIUTE ChCTaBKH
Ha TOBA JIEKapCTBO, H30POEHHU B TOUKA 6.

- ako BawusaTt nexap Bu e kasan, ye nereto B MMa HEMOHOCUMOCT KbM HSIKOM 3aXapH, FrOBOPETH
C HEeTO Npeau Aa nanere Xuapacek Ha Bawero aere.

- aKO HAKOra CTe Nnojy4aBajii TeXbK KOKEH OOpPHB WIIM JIIOLIEHE HA KOXaTa, MeXYpPH H/UIH PaHH B
ycTaTa Cliell NPHEM Ha paleKagoTpHuIL.

[IpeaynpexxaeHHs H npeanasHu MepKH

[‘oBopete ¢ Bawusa nekap npeau Baiero nere na npueme Xuapacek, ako:

- Bauiero nere € Ha Bb3pacT Nnoj 3 Mecela;

- HMa HAJIMYME HA KPbB WM THOM B U3Npa)kKHEHUATA M NOBMILEHA Temreparypa Ha jaeteto Bu,
KOETO MO’Ke J1a 03Ha4aBa HHBa3WBHA OakTepHuaiHa UHPEKLUMA UK IPYTro CEpHO3HO 3a00MsABaHE;

- AeTeTo BM cTpasa 0T XpOHUYHA JUAPUS UIIH AUAPUS, PUYHHEHA OT AHTUOHUOTHLIM;

neTeTo Bu umu 0b0peyHo 3adonsaBaHe WM HapylleHa YepHOAPOOHA (YHKLIH:




- aeteto Bu uma auadet (BUKTE « XHapacek Chabpxka 0Koso | g 3axapo3a B eaHo cauie™).

PauekanoTpui, akTUBHOTO BELUECTBO B XHMIApaceKk, MOXKE Ja NMPUYWHHM anepruyHa peakiuus, HapeyeHa
AHrHOECJIEM, KOATO MOXKE 13 MPUYHHHU NMOAYBAHE HA JIMLETO, YCTHUTE, IbPJIOTO MM €3uKa. Ako Bauiero
ICTE TMOJIy4YH T€3W HEXENaHW peakuuH, He3a0aBHO CIPETe JICHEHUETO U CE CBbPXKETe ¢ Baluusa nekap.
OTOKBT BOXE J1a C€ MOSBM M0 BCAKO BPEME Ha JICYEHHUETO ¢ TO3M MPOAYKT.

CoenpTeTBamara ynorpeda Ha TO3M JEKapCTBEH NPOAYKT M JAPYTH JeKapcTBa MOeE Ja MOBHILKM PUCKA OT
aHruvoenem (suxre ,,JIpyru nekapcra u Xuapacek™).

CboOiiasa ce 3a nosiBa Ha KOXHH peakLMu Npy ynotpedara Ha TO3M NMPOAYKT. B noseyero ciyuyau Te ca
NeKH M ymepeHu. llpu nosiBa Ha TEXKKH KOXKHU peakLUM NeYeHUETo TpsbBa na ce crpe He3adaBHO.
JleyeHueTo ¢ paliekanoTpua He TpsAOBa fa ce 3ano4sa OTHOBO.

BbB Bpb3Ka € JIEYEHHE C paLeKaaoTPHIl ca CboOLIABaHH CEPUO3HHU KOXHH pPeaKLMH, BKIFOYUTENHO
JIEKapCTBEHA PeakLUs C €O3MHODUITHA H CHCTEMHH CUMINTOMMU (JIEKapCTBEHA PEAKLIMSA C €03MHODUIINA U
cuctemuu cumnroMu, DRESS). Cnipere yrniorpedara Ha pauekanotpun U He3a0aBHO MOTbPCETE JieKapcka
MOMOLI, aKO 3a0€NTEXHUTE HAKON OT CHMIITOMMUTE, CBbP3aHH C T€3W CEPUO3HH KOXKHM peakllMK, OMTUCaHH B
TO4YKa 4.

JApyru aekapcTBa u Xuapacek

Undopmupaiite Bawus nekap, ako merero Bu mpuema, Hackopo € MpHeMano WM € Bb3MOXKHO 12
[pUeMe ApYyrH JIeKapcTBa.

[lo-cneunanyo, ysenomere Bawius nexap, ako nerero Bu u3non3Ba HAKOE OT CJIEHHTE JIEKAPCTBA, Thii
KaTo T€ MOrar jaa IOBHMIIAT pHUCKa OT OMpEeNeSieHH HexeNaHu peakuuu (BikK. «[lpenynpexneHus
MpeapasHu MEPKHU»): ‘

- ACE WHXMOWTOp (Hanp. KanTompui, eHANanpuil, JW3WHONPWI, MEPUHIAONPMI WM pPaMHUIPHI).
W3M0J13BaH 3a NOHMXKaBaHE HA KPbBHOTO HANATAHE WK 34 JICYEHHWE HA ChPAEYHA HEAOCTAThYHOCT

- aHruoTeH3uH Il aHtaroHucTH (Hanp. kaHaecapTaH WK updecapraH), U3MOJ3BAHH 3a JIEYEHHE HA BUCOKO
KPbBHO HajAraHe ¥ Cbple4yHa HEAOCTATHYHOCT

- CAKyOHMTpPHII, U3M0JI3BaH 3a IEYEHHE Ha CbPJIEYHA HEAOCTATHLYHOCT

- HAKOW MMYHOCYNPECOpH (Hamp. CUPOJIUMYC HITH €BEPOJIMMYC)

- €CTPaMYCTHH, U3ION3BaH MPH JIEYEHHUE HA PaK

- aJITeNas3a, U3Mo3BaH NpH JICYEHHE HA KPBBHH ChCUPELIU

bpemeHHOCT, KbpMeHe H GepTHIHTET
AKO CcTe OpeMeHHa MW KbPMHTE, CMATaTe, Y€ MOXKE Ja CTe OpemMeHHa WM [UlaHupare OpeMeHHOCT.
nochBeTBaNTE ce ¢ Baluus nekap rpeau ynorpedara Ha TOBa JIEKapCTBO.,

Ynorpebara Ha Xuapacek He ce npenopbyBa nMpH OpeMEHHOCT H KbPMEHE.

Lllopupane u padora ¢ MamiuHH
JIekapcTBOTO € npeAHa3Ha4YeHo 3a KbpMaueTa (HajJl 3 Mecela) 1 aeua.

Hidrasec cbabpika 0k0J10 3 g 3axapo3a Ha cae,

Axo Bawuar nexap Bu e kaszan, ye nereto B MMa HEMOHOCMMOCT KbM HAKOM 3aXapH, FOBOPETE C HErO
npeau na nagere Xuapacek Ha Bauwero nere.

[1Ipu neua ¢ nMadeT KONMYECTBOTO 3aXapo3a, NPUETO ¢ Xuapacek, TpsaOBa na ce B3eMe NpeaBH/L B O0LLKS
IIHEBEH MPUEM Ha 3axap Ha JIETETO.

. Kak n1a npuemare Xuapacek

Bunaru npunaraiite ToBa N€KapcTBO TOYHO KakTo Bu e kazan Bawmwusar nekap. AKO HE CTE CUTYPHH B
HeLo rnonuTaiTe Bauiug nekap uinu papMauesT.

Xwuapacek € noa ¢popMara Ha rpaHyJiH.




[ 'panynuTe TpAOBa 1a ce 100aBAT KbM XpaHAaTa MM 1a C& CMECBaT € Yalla BOAA WK B Oedelka OyTHIKA.
Pa3ObpkaiiTe noOpe W BenHara naiite Ha Baulero nere.

[IpenopbunTennata no3a ce onpenens OT TENECHOTO TEro, OCHOBaHa Ha 1.5 mg/kg 3a eaHa nosa
(ChOTBETCTBALLM Ha | WnK 2 callera), TpH MbTH AHEBHO HAa PaBHY MHTEPBAIH.

[1pu neua ot 13 kg no 27 kg: 1 cawe ot 30 mg 3 nbTH AHEBHO.
[1pu neua nmoseue ot 27 kg: 2 cawera ot 30 mg 3 nbTH AHEBRHO.

BawuuaT nekap we By kaxe Ko1ko Bpeme Lie npoab/akH JieueHueto ¢ Xuapacek. JleueHuero TpAOBa Ja
MPOAB/DKH 10KATO HE Ca HAJMUE NBE HOPMATHH MU3X0kOaHHUA. [TpOIBIKUTENTHOCTTA HA JIGUEHHUETO He
TpsiOBa na 6bae Han 7 aHM.

3a 1a ce KOMIEHcHpa 3aryfara Ha TEYHOCT MOpaad AMapuaTa Ha Bawero nere, TO3M JIEKApPCTBEH
NPOAYKT TpAOBA [a ce M3MOJI3BA 3aeHO C aleKBATHO 3aMECTBAaHE HA TEUYHOCTH M COJH (EIEKTPOJTUTH).
Haii-100poTo 3amecTBaHe Ha TEYHOCTH M COJIM Ce MOCTHra ¢ Taka Hape4YeHHsa pa3TBOp 3a nepopaiHa
pexuaparauus (Mo, nonuraire Bawusa nekap uiu dapmaliest, ako He CTe CHIYPHHM).

AKO CTe H3M0./13BaJIH NoBeYe OT HeoOX0AHUMATa 1032 XHApaceK

AKO CTe Ja/u noseve oT HeoOXomumara n03a Xuapacex, CBbpIKETE ce He3abaBHO ¢ Bawius nekap wiu
OTHAETE He3adaBHO N0 HaAH-ONM3KOTO NeyeOHO 3aBeNeHHE, KaTO HOCUTE CbC cebe CH OnakoBKaTa Ha
JIEKApPCTBOTO.

AKO CcTe mponycHaJH Aa H3noJi3BaTe XHApaceK
AKO CTe MpornycHalu na aajaeTe no3ara Ha Bauieto mete, npunoxkere s BeaHara cje KaTo ce ceTUTe 3a
roBa. He napaiite 1BoiiHa 103a, 32 1a KOMMEHCHPATE NPONYyCHATATA 1034.

[Tpunaraiite JiekapcTBOTO TONKOBA ABJIr0, KONKOTO BH € npeanucan nekapsr.
AKO MMaTe HAKAaKBM NOMBIHUTENHM BBIPOCH, CBbP3aHK ¢ ynoTpebaTa Ha TOBA NEKAPCTBO, MOMUTAIITE
Bawua nekap.

4. Bb3MOKHH HeKelaHH peakuHH

KakTo BCHYKH JieKapcTBa, Taka M TOBA JIEKAPCTBO MOXKE J1a MPeIM3BUKA HeXeTaHH! pPEaKUMH, BBIPEKH Ye
HE BCEKM I'M 1NoJ1yyana.

Tpsadbsa na cnpere nmpuema Ha Xuapacek WM He3abaBHO na noceTuTe Bawug JIeKap, ako TMOoJy4HuTe
CUMIITOMH Ha aHIrMoeeM, KaTo:

* MOJYBAHE Ha JIMLIETO, €31Ka UMK papuHKca

* 3aTPYJAHEHO IperabllaHe

* YPTHKApHUA U 3aTPYAHEHO AMIliaHe

CliefHUTe HeXKENaHU NIEKAPCTBEHN PeaKLIK, ONHCAHM NO-A0MYy Ca Bb3HWKBAIH MO-4Y€CTO C paLeKa 0TPHI
B CpaBHEHHE C nauedo 1K ca OWIM 10KNaABaHHU MO BPEME Ha MOCTMApPKETHHIOBOTO NpocieasBaHe.

Mudekunu u nudecranmm
Hevecmu (modxce 0a saceenam mexncoy 1 u 10 nayuenma na ecexu 1 000 nexysanu) nexcenanu peaxyuu:
Bb3MAJICHUE HA CIIMBULMTE (TOH3MIIUT).

HapyiieHus Ha KoxaTa U NnoJK0oKHATa ThKaH
Hevecmu (mooxce 0a saceznam mexcdy 1 u 10 nayuenma na ecexu 1 000 nexyeanu) Hevcenanis peaxyui.
00pHB, 3auepBsaBaHe (epuTeMa).

C neussecmna wecmoma (om manuunume dawnu He Moxce 0a Gvde HANPABEHA OYEHKA KONKO HeCmo ce
npos6ABAM 6 X00a Ha jevenue): 0COOEH BH 3a4epBsiBaHe W OOpHBH (epuTeMa MyATH(OPME), OTOK Ha
€3HMKa, OTOK Ha JIMLIETO, YCTHHUTE, KIEMA4YHTE, aHIHOEAEM (TeXKa anepruuHa pe TO MPUYUHABA
MOAYBAHE HA JIMUETO WK TBPJOTO), YPTUKAPHA, €PUTEMA HOLO3YM, Na

J"‘-
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MBIKH), CbPOEK, MPYPUTO (KOKHU MPOMEHH C YTIOPHT ChPOEK). /




Cnpere ynoTtpebara Ha paLeKkajoTpuII M He3abaBHO MOTHPCETE JeKapcKa MOMOLIL, aKo 3a0eNeKHTe HAKOI
OT CIACAHHUTC CHMIITOMM:

. [LInpoko pasnpocTpaHeH no TA10TO 00pHB, BUCOKA TeJleCHa TEMIEPAaTypa H YBEIHYEHH TUM(HH
Bb31H (,,DRESS* cunapom)
. 3aTpyIHEHO AMILAHE, OTTOK, CBETOBBPTEXK, YCKOPEH MyJIC, M3MOTABAHE W YYBCTBO, Y€ LLE 3aryouTe

Cb3HAHUE, KOUTO Ca CUMIITOMH Ha BHE3alHA, TCXKKa aJlIepruyHa peakuus

Cpro0maBaHe HA HeXKeJIAHH pPeaKUHH

AKO TONy4YuTe HAKAKBM HEKENaHW JIEKAPCTBEHM peakuuu, yBenomere Baiuus sekap. Tosa Bkarousa
BCUMKH BB3MOXXHW HEOMNMWCAHW B Ta3M JIMCTOBKA HEXENaHW peakuvu. Moxere cblIO Aa ChOOLMTE
HEXEelaHW peaKkLMH AHPEKTHO Ype3 HaLlMOHATHATA CUCTEMa 3a ChOoOLIaBaHE:;

M3nbaHATEIHA areHUMs 10 JeKkapcTBaTa

ya. ,JlamsaH ['pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcait: www.bda.bg

Kato choOliaBaTe HexenaHu peakuud, MOXETe na JAajieTe CBOS NPUHOC 3a MOJy4aBaHE Ha MoBeye
HH(pOpMALIMA OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Xuapacek
Hama cneunantiu ycnoBus Ha CbXpaHEHHE.
Jla ce cexpaHsiBa Ha MACTO, HEAOCTBITHO 3a JELa.

Cpok Ha rogHocT — 2 (1Be) roauHu. He uanon3gaiite ToBa JIeKapcTBO CJiell CPOKA HA FOAHOCT, 0TOENA3aH
BbpXY ornakoBkara. CpoKbT Ha rOQHOCT OTroBaps Ha MOCJEHHS J€H OT MOCOYEHHUA MeceLl.

He n3xBbpnsiiTe nexkapeTBaTa B KaHaIW3aLMATa WM B KOHTEHHeEpa 3a 1oMallHu otnaasuu. [lonuTtaiite
Bamus (apmaueBT Kak na M3XBbLPIATE JIEKAPCTBATA, KOMTO BEYE HE M3MOJA3BaTe. Te€3H MEPKH 1le
MOMOrHAT 3a OMna3BaHe Ha OKOJIHATA Cpela.

6. ChabpiKaHHe HA ONAKOBKATA H JONMbJIHHTENHA HHpoOpMaLHs

Kakso ¢babpka Xuapacek

Besiko calue ¢habpika aKkTUBHOTO BELLECTBO pauekanoTpus 30 mg.

JpyruTe cbCTaBKH Ca: 3aXapo3a, CUIMLMEB AMOKCH KONouaeH Ge3B0/1eH, NoJMaKpUIaTHa IUCNEepCHS
30%, apoMar Ha Kaicus.

Kak m3rjexaa Xuapacek H KAKBO CbAbpPKa ONaKoOBKaTa

Auapacek 30 mg rpaHyJiu 3a nepopasiHa CyCrneH3us ¢ 051 LUBAT U XapaKTepeH apomar Ha KalcHs B
callera oT XapTus/anyMHHU/ nonueTuned; no 16, 20 u 30 Opos B KyTus.

He BCMUYKM BHI0BE OMAKOBKM MOTaT Ja ObJaT MyCcHATH B npoaaxoa.

[IpurexarTen Ha paspemieHHeTO 32 ynoTpeda W NPOH3BOAMTE]
[Ipumesxcamen na paspewernuemo 3a ynompeba:

BIOPROJET PHARMA

9. rue rameau 75002 Paris

OpaHuus

lIpouzsooumen:
Laboratoires Sophartex
21 Rue de Pressoir

28500 Vernoillet
OpaHum




/laTa Ha mocaeaHO npepasr/iekaaHe Ha JHCTOBKATAa
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