JMCTOBKA: HHOOPMAILHASA 3A IIOTPEBHTEJINA

Xuapacex 30 mg rpaHy;iH 3a NepopaHa CyCHCH3UA
Hidrasec® 30 mg granules for oral suspension

PaniekanoTpun
(Racecadotril)

TIpoyeTere BHHMATE/NHO NSJIATA JUCTOBKA NMpeaH A JAM0vYHETE A IIpHEMATE TOBA JEKAPCTBO,

THi KATO TH ChALPAA Baxkua 3a Bac undopmanad,

_  3anasere Ta3H NHcToBKa. MOXe 1ia ce HAJIOKH [a A [MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOITHJIHHTEIHH BHIPOCH, nonuralite Bammns nexkap.

- Toga iekapcTRO ¢ MPEANHCAHO Ha Baiero Acre. He ro npeorcrsBaiTe Ha IpYTH X0pa. To mMoXxe na
MM HABpEe[M, HE3aBHCHMO OT TOBa, Y€ TNpPH3HALMTS Ha TAXHOTO safoABaHe ca CHIIATE KATO Ha
Bawero aere.

. Axo Bamero AEeTeTo Mosydd HAKAKBH HEXEJIAHW JICKAPCTBCHH PEaKIHH, yBEAOMETC Bamus nexap.
Topa BKTIOUBA H BCHUKH BE3MOKHH HEXEJIAHM PeakiLiHi, HCONUCAHH B Ta3H JINCTOBKA. Brokre TOUKA
4.

KaKB0o CHADLPAKA TA3H JIHCTOBKA!

1. KaxBo mpeAcTaBasBa XHAPaceK M 38 KAKBO CC HINO/I3kA
y) Kakgo Tpa6Ba Jia 3HaeTe, MPeIH a IpHeMeTe Xumpackfest.Po8 N ... Lot
3. Kax na npuemare Xuapacex |
4, B13MOXHH HEXKEIaHH peakiy
5 Kak aa cexpaHaBaTte XHAPAceK
6 CrABpKAHME HA ONAKOBKATA H JOMBIHHTENHA HHOOPS ?

1. Kaxeo npeacranauBa XHApPacek H 38 KAKBO e HIN0JI3BA

Xugpacek € JIeKapcTBO 32 JICUCHHE Ha AHAPHA.

Xuapacek ce W3MON3Ba 34 JIeYEHHE HAa CHMIITOMH Ha OCTpa AMapHA TIpH Jela Ha BBH3pacT Hal TpH
Mecena. Tpa6Ba fa Ce H3MON3BA 3€/IHO C TIOBHIIEH NIPHEM HA TETHOCTH H obuyalfHHUTe AUCTHIHM MEPKY,
KOT4TO Te3H MEPKH CaMH no cede CH He Ca AOCTATHYUHO edeKTHBHH 38 KOHTPOIHPAHEC HA AMAPHATA W
KOraTo He MoXke Ja 6b/ie NeKyBaHa NPpUYHHATA 33 AUADHATA.

Xuapacek MOXe Ja e MpHIara Karo AOMB/IBALIC JISHCHHS, KOTaTo € Bb3MOXKHO NPHYHHHO-CIEJCTBEHO
neveHHe.

2. Kaxso TpafBa na 3uaeTe, NPCIH A NPHEMETE Xuapacexk

He npuemaiire Xnapacex B He ramo/3BaiiTe Xnjapacexk OpH AETETO CH:

- aKko HeTeTo BH e anepruiHo KbM aKTHBHOTO BELIECTBO WIH KbM HIKOA OT OCTAHAIMTE CHCTABKH
Ha TOBa NIeKApCcTBO, H3GpoeHH B TOUKA 6.

- axo BamuaT nekap BH e xasan, ve aerero Bu MMa HEMOHOCUMOCT KbM HAKOH 3axapu, TOBOPETH
¢ HeTO Mpe/M Aa aaneTe Xuapacek Ha Bawero aere.

- aKO HAKOTA CTE MOMY4ABATH TEXBK KOKSH OGPHB HIH JIOIUEHE HA KOXKATA, MCXypH /WK paHH B

ycTaTa cliefl PHeM Ha paleKafoTpHIl.

IpenynpexneHusn H Opeina3HH MEpPKH
T'osopere ¢ Bawms nekap npean BameTo feTe Aa NpHEME Xuapacek, axko:
- Baiwero AeTe € HA BE3PacT 071 3 Mecelia;
- pMa HATHYHME HA KPBB WM THOM B H3MPAXHECHHATA M MOBHIICHA TOMNC
KOETO MOJKE [a 03HaUaBa MHBa3yBHA GakTepHaHa HHOEKLMA WIH APYTO B
- neTero Bu ¢Tpaa OT XPOHKUHA AHAPHS WIIH AHAPWA, IPHHUHCHA OT aHTH WD 1,
- nerero Bu umu 666peuHo 3a00nABaHe WK HapylicHa yepHoapoOHa ¢ LA é A
- nerero By cTpana oT NPOABHKUTEITHO WIH HEKOHTPOIHPAHO NOBPBINAHE, “{Wy’
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- neretro Bu uma quabet (BukTe « XHapacek ChIbpia OKOJI0 1 g 3axapo3a B €AHO catie™).

PauexanoTpui, aKTHBHOTO BELUECTBO B XMApPACEK, MOXE Aa NPUYHHM alleprHyHa peakldsd, HapedeHa
AHTHOESAEM, KOATO MOXKE a4 MPUYHHH MOJYBAHE Ha JIHLETO, YCTHHUTE, I'bPJIOTO HIM e3uka. Ako Bamero
IETE MONMY4YM TE3H HEXENaHH peaklMH, He3abaBHO CIIpere JICUCHHETO H ce CBhpXKETE ¢ Bammms nekap.
OTOKBET BOXE A C€ MOABH 0 BCAKO BPEME HA JICYCHHETO € TO3M MPOJAYKT.

CrrpTcTBaIaTa ynorpeda Ha TO3M NMEKapCTBEH MPOAVKT H APYTH JIeKapCcTBa MOXKE [a TOBHILH PHCKa OT
aHruoeaceM (Buxre ,,Jpyru 1ekapcTBa # XUIpaceK ).

Crobmasa ce 3a nosBsa Ha KOXKHH peaklHH npH ynotpebara Ha TO3M NPOAYKT. B MOBEUYETO Cy4au Te ca
JeKu M yMepeHH. IIpy mofgBa Ha TeXKKH KOXHH peaKLUH JedeHHeTo TpadBa ma ce cnpe HesabaBHoO.
JIeyeHueTo ¢ panekagoTpui He TpaAOBa aa ce 3ano4Ba OTHOBO.

B1B Bph3Ka ¢ iedeHne ¢ palekagoTpuil ca ChboOLIaBaHH CEPHO3HH KOXXHH PEaKLHH, BKIIOYHTEIIHO
NEKaAPCTBEHA PEaKLHA ¢ CO3HHOQHINA ¥ CHCTEMHH CHMITTOMH (JICKapCTBEHA PEaKuMs ¢ €03HHOPHIHA H
cucteMHH cuMntomu, DRESS). Cnpere ynotpebata Ha panekanoTpi 1 He3abaBHO NOThPCETE Nekapcka
MIOMOII, aKo 3a0€lIeXKUTE HAKOH OT CHMITTOMHTE, CBhP3aHU C TE3H CEPUO3HU KOXKHH PEaKLHH, OITHCAHH B
TO4YKa 4.

JApyru nexapcrBa H XHApacek
Hudopmupadite Bammsa nekap, ako aerero Bu npuHeMa, HaCKOpO € IPHEMANIO0 MIH € BB3MOXHO 1a

IIpHEeMeE OPYTH JIEKapCTRa.

[To-cnenuanHo, yBeaoMeTe Bamus gekap, ako gereTo BH M3non3sa HAKOE OT CAEAHUTE JIEKApCTBA, ThH
KaTo T€ MOrar Ja IOBHIIAT PHCKA OT ONpENeNeHN HexXelaHu peakumu (Bxk. «lIpeaynpexnenus u
npeapasHi MEPKH»):

- ACE uHxuburop (Hamp. KanTOMNpHI, EHANANpH/, JIH3UHONPHII, NEPHHIOIPHI HIK PAMHNPHI),
H3MON3BaH 3a NIOHHKABaHE Ha KPBHBHOTO HAIMATaHe WM 3a IeYeHHUE Ha ChbpACYHA HEAOCTATHbYHOCT

- auruoTeH3uH Il anTaroHucTH (Hanp. KaHAecapTaH Wi upbecapran), H3MOM3BAHHA 3a ICUCHHE HA BUCOKO
KpBBHO HAIIATaHE B CHPAETHA HENOCTATHYHOCT

- cakyOuTpuI, U3MTOI3BaH 3a JICUECHHE HA ChpJeTHA HEAOCTATBYHOCT

- HIKOH UMYHOCYTIPECOPH (Halp. CUPOIUMYC HIH EREPONIUMYC)

- €CTPaMyCTUH, H3TIOI3BAH [IPU JIEYeHUE Ha pak

- aJITeIUIa3a, W3NO03BaH NPH JIEYCHHE Ha KPHLBHHA ChCHPELIH

BpeMeRHOCT, KbpMeHe B PEPTHIHTET
Axo cTe OpeMEHHA HUIM KBPMHTE, CMATATE, 9¢ MOXE Aa cTe OpeMeHHa WIHM IUlaHHpaTe OpeMeHHOCT,
HOCBHBETBANTE ¢¢ ¢ Bammii nexap npeau ynorpebara Ha TOBA JICKapCTBO.

Ynorpebara Ha XHuapacek He ce MpermophyBa [IpH OPEMEHHOCT H KbPMEHE.

Illlogpupane u paGoTa c MAHIHHH
JlekapcTBOTO € MpeRHa3HAaYeHO 3a KbpMadeTa (Hag 3 Meceua) | aena.

Hidrasec coabpia okoJo 3 g 3aXapo3a Ha camie,

Axko Bamusat nekap Bu ¢ xazan, 1e geteto By Ma HEMOHOCHMOCT KbM HAKOM 3axapu, TOBOpeTe ¢ HEro
nmpeau aa nagere Xuapacek Ha Bamero aere.

IIpu nena c quaber KOIUYECTBOTO 3aXapo3a, NpHeTo ¢ XUapacek, TpAbBa na ce B3eMe NpeABHA B 0O1muA
QHCBCH IIPHEM Ha 3axap Ha JIETETO.

3. Kax aa npuemarte Xnapacek

ByHard npunaraiite ToBa JIEKapcTBO TOYHO KakTo Bu € kazan Bawuar nexap. Ak
Helo nonyTaiTe Bammsa nexap Win papMaleBT.

Xunpacek e moa ¢gopMara Ha IrpaHyIH.




['panynure TpsbBa 1a ce nobaBAT KBM XpaHaTa WIH Ja ¢€ CMECBAT ¢ damia BoJa unu B 6bebenrka 6yrunxa.
PazbwpkaiiTe nobpe 1 BeAHara gaite Ha Bamero nere.

[TpenopbuMTEIHaTa J03a €€ OIpPEAc/a OT TEIECHOTO Terno, ocHoBaHa Ha 1,5 mg/kg 3a eana no3a
(croTBeTcTBAIIY Ha | MK 2 camieTa), TPY MTH AHEBHO Ha paBHH MHTCPBaTH.

ITpu peua ot 13 kg no 27 kg: 1 came ot 30 mg 3 wbTH AHEBHO.
ITpu neua noseue ot 27 kg: 2 camera ot 30 mg 3 IbTH JAHEBHO.

Bammar nexap e Bu kaxe KOJIKO BpeMe Lie NPOABLIKH nedenuero ¢ Xuapacek. JleueHuetro tpabsa na
NMPOAB/DKA BOKATO HE Ca HalHlle ABE HOPMAIHM M3XOKXaHHA. [IpoanmkuTeaHOCTTa Ha NEYEHUETO HE
TpaOBa na 6vac Hax 7 gHH.

3a ma ce KoMmeHcupa 3aryfara Ha TEYHOCT mopajH AuapusTa Ha Bamero zgere, TO3M IeKapCTBEH
OpOAYKT TpaOBa Aa c€ M3MOJ3BA 3a€AHO C AJCKBATHO 3aMECTBAHE HAa TEHHOCTH H CONH (ENEKTPOSTUTH).
Haii-gobporo 3aMecTBaHe Ha TEYHOCTH ¥ CONM C€ MOCTHra ¢ Taka HapedeHHUA PA3TBOP 3a MepopalHa
pexuaparanus (Mos, nonuTaiite Bamus nekap WiH QapMaLeBT, aKo HE CTE CHTYPHH).

AKO CT€¢ H3M0A3BAJIH NMOBeYe 0T Heo0X0AHMATA 1032 XHIpaceK

AKO CTe Jand nose4e oT HeoOxoauMara ao3a Xuapacek, CBppkKeTe ¢e He3abaBHO ¢ Bamma gexap uan
oTHAeTe He3abaBHO N0 Haif-OmHM3IKOTO JleweOHO 3aBeleHHE, KATO HOCHTE ChC cebe CH oMmakoBKaTa Ha
JIEKApCTBOTO.

AKO cTe NPONYCHAJIH 12 H3NoJ3BaTe XHApaceK
AKO cTe NpoIlyCHaIY 1a AajeTe Ao3aTa Ha Bainetro nete, Npuiioxkere 1 BEAHATa cllel KaTo Ce CeTHTE 3a
ToBa. He napaiiTe 1BOHHA 03a, 32 4 KOMITCHCHpaTe MPOITyCHATaTa X03a.

IIpunaralite 1ekapcTBOTO TONKOBA ALIrQ, KOJIKOTO BU e npeanucan nexapsr.
AKO MMAaTe HAKaKBH JAOITBJIHUTEIHH BBIPOCH, CBBP3aHH ¢ ymoTpebara Ha TOBa JEKApCTBO, MOIMTANHTE
Bamms nekap.

4. Bn3MOXKHH HeXe/JaHH PeaKIHH

KaKkTo BCHYKH JIeKapCTBa, Taka M TOBA JIEKAPCTBO MOXE O3 MPEAM3BMKA HEXKEJIAHM PEaKIMH, RLIIPEKH 9¢€
HE BCEKH I't II0Ty4aBa.

TpsabBa aa cnpere mpuema Ha Xujapacek M HezabaBHO Ja moceture Bamms Jekap, ako MONYYHTE
CHMIITOMH HA aHTHOEAEM, KaTo:

* [I0JJyBaHE Ha JIMILIETO, €3HKAa WM (papHHKCA

* 3aTPYAHECHO MpErTbIiaHe

* YPTHKAPHUA U 3aTPYAHCHO JUIIAHE

CnenHuTe HEXENAaHK NEKaAPCTBEHH PEAKLIMH, OMTHCAHH NO-0Y ¢a Bh3HHKBAIH MO-4ECTO C paleKaa0TPHII
B CpaBHEHME ¢ Lnaunebo Wi ca OWIK JOK/IaIBaH!U 110 BpEME Ha MOCTMAPKETHHIOBOTO MPOCHEAABaHe.

Undexuun 1 uadectalnu

Heuecmu (moorce da 3aceznam medcdy 1 u 10 nayuenma na scexu 1 000 aexysanu) nexcenranu peaxyuu.
BB3NAJICHHE HA CIMBUUMTE (TOH3HIIHT).

H&E!ECHH& Ha KOXATa H MMOAKONHATA ThKaH

Hewecmu (moorce 0a 3aceznam mexncdy | u 10 nayuenma na scexu 1 000 nexysanu) nesxcerayipeaigyyu:
o0pusB, 3avepBaBaHe (€pUTEMA).
C neussecmna wecmoma (om HAMUMHUMe OQHHU He MOXCe 0a HvOoe HanpaseHa oyery i?"

nposeasam 8 xo0a Ha neverue): ocobed BUI 3adepBaABaHe H 0OpHUBH (epuTeMa My, “Z' hon
€3HMKa, OTOK Ha JIMLIETO, YCTHHUTE, KIIEMAaYHTe, aHTHOEAEeM (TEXKKa allcpruYHa pes

MOAYBaHE Ha JHMICTO WM THPJAOTO), YPTUKApHA, epHTEMA HOAO3YM, NamynapeH\iobr
ITBITKH), ChpOeX, MPYpHUro (KOXHH MMPOMEHH ¢ YIIOPHT ChpOex). A




Crnpere ynotpe6aTa Ha pauekagoTpul H He3a0aBHO MOTHPCETE IEKAPCKa MOMOLL, aKO 3a0enexuTe HAKOH
OT CIICTHUTE CHMITTOMH:

. [1Inpoko pa3npocTpaHeH Mo TAAOTO 06pHB, BUCOKA TENECHA TEMIIEPATypa M YBEIHYEHH TMMPHH
B8b3H (,,DRESS* cungpom)
. 3aTpy[HEHO JUIIAHE, OTTOK, CBETOBBPTEXK, yCKOPEH MyJC, H3MOTABaHE M 9yBCTBO, 4€ IIe 3arybure

Ch3HAHHUE, KOUTO Ca CUMIITOMH Ha BHEC3AIMHA, TCXKA AJICPrHdHA PCaKiiHiA

ChobiaBane HA HeXKeJTAHK peaKIHH

AKO TIOJIyUHTC HAKAKBH HEXKCJIaHHW JICKAPCTBEHHM peaklMM, yBeaoMere Bammsa nexkap. Tosa Brnoysa
BCHYKH Bb3MOXHH HEOIIMCAHH B TA3H JIMCTOBKR HEXENaHW peaklHy. Moxere cbmo Aa cnodmmTe
HEXKEINAHH peakUHH IMPEKTHO Ype3 HallMOHANHATA CHCTEMA 32 Chofl1aBaHe:

H3muaanTeHa areHius no JekapcTsara

yn. ,.,JJaman I'pyes” No &

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Karo cpoOmaBare HEXKENaHHM pPEaAKIMH, MOXKETE Ja JaJCTE CBOA IPHHOC 3a MOAYJYaBaHE Ha IOBEYE
MHPOpMALIMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak aa chxpaHgBaTe Xuapacek
Hsma cnetuanHyi yCIOBHSA Ha ChbXpaHEHHE.
Ila ce cbXpaHaBa Ha MACTO, HEAOCTBIIHO 3a ACLa.

Cpok Ha rogHocT — 2 (aBe) roauHH. He u3non3saiiTe TOBa NekapCcTBO Ciiefl CPOKa Ha rogHocT, oTbena3an
BLPXY onmakoBkaTa. CpOKBT HA FOOHOCT OTTOBaps Ha MOCICIHUS JeH OT MOCOYEeHHUA Mecell.

He u3xBuLpidiiTe nekapcTBaTa B KAHATH3AUMATA WIK B KOHTEHHEpa 3a JoMamiHH oTnaasuy. llonuraiTre
Bammist apmaileBT kak Ra H3XBBPJIATE JEKapcTBaTa, KOHTO Be4€ HE H3Noin3Barte. Te3aw Mepkd me
MOMOTHAT 3a OIa3BaHe Ha OKOJIHATA cpela.

6. CoLILpikanue Ha ONAKOBKATA H AONLJIHHTE/IHA HHPOPMALRSA

Kakspo chanpixa Xaapacek

Bcsaxo callie ChaABPXa aKTHRHOTO BelecTBO pauekanotpui 30 mg.

JpyTHTE CHCTaBKH ca: 3aXapo3a, CHIHIHEB THOKCHI KOJOULCH Oe3B0AeH, MONHAKpHIATHA JUCTIEPCHSA
30%, apomar Ha xaiicus.

Kak m3riexaa Xuapacexk H KaKBO ChALPik2 ONIAKOBKATA

Xuapacex 30 mg rpaHyIM 3a nepopasiHa CyCHeH3us ¢ O UBAT U XapakTepeH apOMaT Ha KaHCUA B
caimera OT XapTHa/aTyMIHEA/TTonHeTHaeH; o 16, 20 u 30 6pos B KyTHA.

He BcH4kH BHAOBE ONAKOBKHA MOrar ja Obaat mycHaTH B npofax6a.

IIpaTeXkaTe) HA pa3pellieNneTo 3a ynoTpeba v npou3BoAATEN
ITpumesxcamen na paspewernuemo 3a ynompeba:

BIOPROJET PHARMA
9, rue rameau 75002 Paris

Opanmus

[Ipouzeooumen:
Laboratoires Sophartex
21 Rue de Pressorr
28500 Vernoillet

Qpanuns




3a noMLIHUTEHA HHOpMAIMA OTHOCHO TOBA JIEKapCTBO TO3M JICKAPCTBEH IPOXYKT, MO CBBLPXKETE CE
C JIOKQJIHHA MPEACTABHTEN HA MMPHUTEXATENA Ha paspeIIEHHETO 3a ynoTpeda:

brarapus

Maiinan EOO/]

byn. Cutnsaxono 48, et.7

Odmuc crpana ,,.Cepauka odHcu”
1505 Codus

Ten. +359 2 44 55 400

Jdarta Ha nocieIHO Npepa3r/iex/jane Ha JHCTOBKATA
Mapt 2025




