KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



W3NBIIMNTENHA ATEHUMA NO NEKAPCTBATA
1. UME HA JIEKAPCTBEHHUA NPOAYKT

Hydanak 67 g/100 ml nepopanex paszrsop
Duphalac 67 g/100 ml oral solution

2. KAYECTBEH 1 KOJIMYECTBEH CBbCTAB
Hydanax e BoaeH pa3TBop, chbaAbpKauy 667 g naktynosa (lactulose) Ha 1000 ml.

Enuno cawe 15 ml coabpxa 10 g naktynosa.
3a NBJAHKUA CNHCEK HA TOMOUIHHTE BELUECTBA BUXKTE TO4KA 6.1.

Hyipanak ceabpka OCTAaTbLUM OT TbTA Ha CHHTE3aTa C M3BeCTeH e(eKT, BUXKTE ToukKa 4.4.

3. JIEKAPCTBEHA ®OPMA

[lepopaneH pa3TBop.
bucTpa BUCKO3HA TEYHOCT, OUBETEHA B KadeHHKABO-)KbATO.

4. KJMHAYHHA JAHHHA

4.1 TepaneBTHYHH MoKa3aHud

- KoHcTHnauus: perynaiua Ha GUIMONOFrHYHUSA PHTHEM Ha AeDenoTO YEpBO.

- [Ipn MenMuUMHCKAE HEOOXOAMMOCT OT MEKH H3MPAXKHEHUA (XeMOpPOUAHM, CIEA OnepaTUBHU
HHTEPBEHLIMK HA KOJIOHA MJTH aHycCa).

- UepHoapobHa exuedanonaTua: JeHeHUe N NpogUNaKTHKA Ha YepHOApoOHa KOMa UK TPEKoMa.

4.2 J03HpOBKA H HAYHH HA NPHJIOXKEHUE
JlakTyn03a pasTBOp MOXE fa CE€ BpUaara paspeicH WM HepaspeecH.

EJIHOKPB,THEIT& H03d Ha JaKTyno03a CJICABa Ja CC N3IMHBa HABCIHDbX H HC Tpﬂﬁﬂa AJd CC 3anbpia B yCTaTad 3a
NPpOAB/IKHUTCIICH NEPHOR OT BPEMC.

,H,HE‘BHHT& RO3HPOBKA TpHﬁBa Ada € C'bDﬁpﬂBﬂHa C HHAUBHAYAJIHUTC HYXKAH Ha NALHCHTA.

B CJ]}"-IEi:! Ha NMTpHEM Ha €NHOKpAaTHa JHCBHA 0034, T CNEABa Ra C€ NpHEMaA N0 CAHO ¥ ChUO BPEME, HAMNP. MO
BpEMEC Ha 3aKyCKarTa.

[lo BpeMe HA NeYveHHE C NAKCATHBHY CE MPENnopbyBa Aa C€ MHe JOCTATBbYHO KOJIHUYECTBO TEYHOCTH (1,5 — 2
JINTPa, paBHU Ha 6-8 yally) npe3 uenusa ZEH.

3a [lydanak OyTrnka MOXKe Za ce U3MOA3Ba MEPUTENHATA YallKa,

3a Jlydanak caurera 15 ml eauHnyHa fo3a, KpasT Ha caiieto TpadBa Na ce ¢kbca M Ch
npUeMe BeaHara.




HOBHPOBK& Nnpy 3ancxK Wi MEAHLUHHCKA HEOOXO0AUMOCT OT MEKH H3NpaKHCHUA

JIakTyno3a MOXe Aa ce npujara Kato €JMHK4YHA 103a UK Ha nBa npueMa. 3a Jlydanax B 6yTHIKa MOXe na
ce M3MO0/3Ba MEepHTETHATA HalllKa.

Cnen mbpBHTE HAKOJIKO JHU HAYa/IHATA /1032 MOXKE 1a C€ CMEHH € NOJIBbPIKALLATE B 3aBUCUMOCT OT OTMOBOpA.
Moxe fa e HeoDXoauMo Aa MUHAT HAKONIKO AHu (2-3 nHU), 32 Aa ce nposiBH €GEKTDHT.

Lvoanax nepopanen pasmeaop & bymurxyu wau 15 ml cawema:.

Bw3pact HayanHa no3upoBka Ha aeH | [loaabpixaiia A03UpoBKa Ha AeH
Bb3pacTHH U IOHOLLIN 15-45 ml, koeto otroeapa | 15-30 ml, koeto otroBaps Ha 1-2
Ha 1-3 cauiera caulera
Heua (7-14 ropuun) 15 ml, koeto otropapa a1 | 10-15 ml, koeto oTroBaps Ha |
calue cawe*
Hena (1-6 roanHu) 5-10 ml 5-10 m
Kspmauera nog | roauHa 10 5 ml A0 5 m

*AKO nopabpaxawnara no3a € noa 15 ml, rpabsa na ce n3moassa Jydanak OyTHKa

3a TOYHO J03UpaHE [IPH KbpMAYETa U Aeua 10 7-rofniiHa Bb3pact, Tpadpa aa 6bvae usnonisan Hydanak s
OyTunKa.

HayuH Ha NpUIOKEHUE

[lepopanua ynotpeba
Jlo3upoBka npy yepHoapobHa eHuedanonaTus
Bvipacmuu

Hauanua ao3a: 3 10 4 nb1y gHeBHO no 20 — 30 g (2-3 cawera) namn 30-45 ml (2-3 cawera).
Tazu no3a Tpabea aa ce ajanTypa 40 NOAXbPXKALLA H03a Taka, 4Ye Ja C&€ MOCTHUrHAT H3X0XKAAaHHA Ha MEKM
U3NPaKHEHHUS 2-3 ITbTH AHEBHO.

CHeuyManHy nonyJJaaluu

Heouampuuna nonyaayus

besomacHocTTa M epUMKaCHOCTTa NMpH Jella (HOBOpoOAeHH U R0 18-rojMitHa BB3pACT) ¢ 4epHOIpoOHa
eHledanonaTus He € yeraHoseHa. Hama HanuyHu AaHHH.

Hayuenmu 6 cmapuecka gv3pacm u nayuenmu ¢ 6vbpeuna u ueproopobHa HedocmambuHocm

Hsama cneuuanHu MPENOPBHYUHTCIIHH AO3HPOBKH, TbH KaTo CHCTEMHATA EKCNO3HLUHS KbM JJAKTYNO3a €
HC3HAYUTCIIHA.




4.3 IIpoTusonoOKazanus

- CBpBXUYBCTBHTENHOCT KbM JIAKTYJI03a HIIH KbM HAKOE OT NOMOLLHHTE BEIIECTBA, H30pOEeHH B TO4KA
6.1.

- ["anakTozeMus.

- CTOMaLIHO-UpEBHA HENPOXOAUMOCT - NIep@opaLuA AN PUCK OT nepdopanus.

4.4 Cneunannu npeaynpexicHud B IpeanasHd MepkH npu ynorpeba

bonesHeHn KopeMHU CUMMTOMY € HeEoMNpeaeneHa npuduHa Tpadsa aa ObAaT H3CHEIBaHH Npeay Ja 3a0UHE
JIEUEHHETO, 34 [a C& U3KIIIOUM HEAHArHOCTHUHpaHa nepdopauus WM 3alyUIBaHe UM HeAWarHOCTHUHPaHO
3a00/15BaHe/CbCTOAHME, KOCTO NIpeapasnonara KkbM nepdopalna UM 3anylBaHe.

B cnyuali Ha HeROCTAThUEH TepaneBTUYECH €hEeKT clel HAKOIKO AHM, 003ATA H/HIK ZONMBIHHTEIHH MEPKH
TpsabBa Ja 6BaaT npepasrieaaHH.

pu neyenue Ha NALMEHTH C JIAKTO3IHA HEMOHOCHMOCT € HeOo6X0AUMO NOBHILIEHO BHUMAaHue (BXK. Touka 6.1).

M3non3BaHata npu 3anek fo3upoBka He Ou Tpabsano aa npuyunHaba npobneM 3a anabetnuu. JJosnposkara,
“3NoJ3BaHa 3a JeUeHHe Ha yepHoApobHa eHUuedanonatus 0OHKHOBEHO € MHOTO NO-BHCOKA M MOXe Ja TpAOBa
fla ce UMa NpeaBuA Mpy AnadeTuLiu.

XpoHuyHaTa ynorpeba Ha HeaJanTHpaHud OO3M M HenpaBMiHaTa ynotpeba MOXe Aa AOBeAe AO AHApHA H
HApYLUEHUE Ha €NEKTPONUTHHUA OanaHc,

Tpabsa na ce B3eMe noja BHUMaHHE, ye pedlieKchbT Ha Aedekauus Moxe Aa ObAe HapylleH NO BpeMe Ha
JICYEHUETO.

HUudopMalinsg 3a OCTATBUKUTE OT MbTA HA CHHTE3aTa ¢ H3BECTEH edeKT

JIeKapCTBEHUAT NPOAYKT ChABPAA JAKTO34a, MaakTo3a U PPYKTO3a OT ITLTA Ha CUHTe3aTa. [lauueHTH ¢ paaka
HacneACTBEHA rajlakTo3Ha WaH (PPyKTO3HA HENOHOCHMOCT, 001La TaKTa3Ha HEAOCTaTbUHOCT MIIH TNHOKO030-
ranakTosHa Manabcopbuusa He TpsabBa fa NpUEMAT TOBa 1EKapCTRBO.

JlakTynosa TpaGBa Aa ce npusara BHUHMATENRHO NPH NALUNEHTH ¢ HENOHOCUMOCT KbM JIAKTO34.

[leauaTpuyHa OoOyaaUus
HM3non3eaHeTo HAa NAaKCATHBH NpH feua TpAadBa jJa e U3KMOUeHMEe M [a Ce H3BLPLUBA NMOJ MEIHMILHHCKO

HaGmoneHue.

4.5 BzauMogeiicTBHe ¢ APYIH JICKAPCTBEHH NPOAYKTH M Apyrd GOpMH HA B3auMoaeicTBHe
He ca npoBexxaHi NpoyuyBaHus 3a B3aUMOAECHCTBHE C APYIH NEKAPCTBEHU NPOAYKTH.

4.6 PepTHABTET, OPEMEHHOCT B KbPMEHe

bpeMeHHOCT

npeHeSpexuMo Majka.

Hydanak Moxe na 6bje npunaratd no BpeMe Ha 6peMeHHOCT.




KipMmeHe

He ce ouakBat ef)ekTH BbPXY KbpMAUETO/IETETO, Thif KATO CHCTEMHATA €KCIMO3NLHS Ha XEHUTE 10 BpEME
Ha KbpMEHE e npeHedpexuMo Malka.

Hydanak moxe na 6pae npunaraH no BpeMe Ha KbpMeEHe.

DepTHauTeT
He ce ouakBaT eeKTH, Thil KATO CHCTEMHATA EKCITO3HIIUA € IPeHeOPeNMO MAJIKa.

4.7 EdexTH BHpXY cnocobHocTTa 32 l10gupaHe 1 padora ¢ MalliHHH

JlaxTyno3a He MoOBAMSABA WM NOBAMABA npeHebpexnmo cnocobHocTTa 32 wWwodupaHe und paborara ¢
MaLLIYHH,

4.8 HexenaHu JeKapcTBeHH peakiiHy

Qbobuienye Ha npoduia Ha GezonacHOCT
[Ipe3 nbpBHTE HAKOAKO AHH OT IEYEHHETO MOXKe Aa ce NosABH ¢uaTyNeHUmA. [To mpaBuio T8 0T3ByYaBa ciel

HAKOJKO AHH.

Korato n03MpoBKaTa € No-BHCOKA OT MPENOpbYBAHATA, MOTAT Aa Ce NOABAT KOpeMHa 6onka 4 auapus. B
TaKMBa CIy4aM fo3ara TpsOBa na ce HaMalu.

AKO C€€ HU3MOJ3BaT BUCOKH 103U (DﬁHKHOBEHD CaMO [MIpH NAUHCHTH C HEPHOHPDGH& enue¢anona'run) 34
NpOABJLKHTENCH NMEPHOA OT BPEME, MOXKE I1a HACTBNH CNEKTPOIUTEH aucbananc BClEACTBHE Ha AHADHA.

CnHCBK HA HEXEIAHH JICKAPCTBCHH DCaKIIHH
CheaBalivTe HEXESIIAHH JICKApCTBCHH PCAKLHH C4 ¢CbOOWIEHH € MMocoUeHAaTa Mno-a0.1y 4HECTOTA MPH ACKYBAaHH

¢ JIAKTO3a NALMEHTH B MIaleS0-KOHTPOIUPAHH KIHHHYHUA NPOYYBAHUA:

mMHOro uectd (=1/10); qecrn (=1/100 go <1/10); Hesectu (=1/1 000 mo <1/100); peaku (=1/10 000 po
<1/1 000); mHoro peaxu (<1/10000); ¢ HeuszBecTHa 4yecTOoTa (OT HANMUHMTE AaHHU He MOxe aa Owae
HanpaBeHa OLEHKA).

MedDRA-(aza YecToTa
AAHHH HA CHCTEMO-
OpPraHHM KI1acoBe Muoro YecTH HeuecTH C HeH3BEeCTHA 4YeCTOTA
4ecTH
CtomauiHo-upeBHH | Jluapus dnatyneHLus,
HapyLIeHUs KopeMHa 00Jika,
rajgcHe,
MOBpbillaHe
H3cnensanuns EnekTponnted
aAucbanaHc,
AbJKALL CE Ha
ANAPUATE




MedDRA-ba3a YecToTa

AAHHHU HA CHCTEMO-

oprannu Kiacose | MHoro Yecrn Heuecrn C HeH3BeCTHA YeCTOTA
YecTH

Hapytuenns Ha Peakuun Ha

HMYHHATa CUCTEMA CBPbXYYBCTBUTEIHOCT™

HapyuieHus Ha Obpus*, cvpbex*,

KOXaTa J yprukapus*

NOAKOXHATA ThKaH

*ITocTMApKETHHIOB ONUT

[lepaTpyvna nonynauus
[TpodmreT Ha Be30nacHOCT NpU Aela ce oyaksa aa 6bae nonobeH Ha TO3M NpPH Bb3PacTHH.

Chobiilapane Ha [OA03UPAHN HEXENAHH peakUUU
Crvo0iiaBaHeTo Ha NONO3MPAHH HEXENaHW PeakiuuM cield paspeuwlaBaHe 3a ynorpeba Ha JekapcTBEHMUS

MPOJAYKT € BaXHO. ToBa NMO3BONSABa Ja NMPOALMKM HAOMIOACHHETO HA CBOTHOLICHHETO [ON3a/PUCK 3a
NEeKapCcTBEHUA NMPOAYKT. OT MEAMUMHCKUTE CNEUHaIMCTH CE M3NUCKBA Ja cbodlliaBar BCska NMOAO3MpaHa
HeXenaHa peaklMs Ype3 HaALUOHAMHA CUCTEMA 3a ¢bobulaBaHe:

ManbaHUTENHA areHUus no Jiekapereara
yn. ,Jaman I'pyes” Ne 8

1303 Codusn

Ten.: +35 923903417

yebcalT: www.bda.bg

4,9 Ilpeno3npane

AKO 03UTE ca TBbpOE BACOKH MOXKE Ad €€ NTOABH CIENHOTO:!
CHUMINTOMM: AUAPHA, 331"}’53 Ha CNREKTPOJIMTH H KOpEMHA fonka.
JleyeHue: NPEKbCBAHS HA JICUCHHCTO HIIH HAaMaNABAHC Ha A034aTa. CEp'bXBE.I‘YﬁEt Hd TCHHOCTH MTopaiAHn AHAPHA

HJIH MOBPBLUAHE MOXKE J1a H3UCKBA KOPEKLIUS HA €MEKTPOJUTHHTE HAPYIUEHHUS.

S. ®APMAKOJIOTHYHH CBOUCTBA
5.1 PDapMAKOAHHAMUYHH CBOHCTBA
dapMakoTepanesTUyHa rpyna: ocMoTH4Ho aedcTeatyu nakcatusu, ATC kon: AO6ADI1 1

MexaHK3bM Ha ASHCTBUE

JlakTyno3za ce pasrpaxza oT OaxktepuanHarta ¢gnaopa B AebenoTo uepBO HA HUCKOMOJIEKYJIHH OpraHH4YHH
KucenuHu. Te3n KUCENHHHU HaManseaT pH B nyMeHa Ha Ae0esoTO 4epBO U Upe3 OcMO3a noBHILaBaT 0dema
Ha Je0eNoUupeBHOTO ChABPXKMMO. Te3d eEKTH CTHUMYJ/UpAT MNEpUCTANTHKATA Ha A€
HOPMATH3NPAT KOHCHUCTEHLUATA Ha uH3npaxHeHusTa, KoHcTUnmanuATa npeMuHaBa
(U3HOSOTHYHHAT PUTHM Ha 1eDEeN0TO YeEPBO.




dapMakonHHAMHYHU edeKTH

[Tpn yepuonpobHa eHuedanonarTus, NEHCTBUETO CE€ ABIIXNH Ha MOTHCKAHE Ha MPOTEONUTHUHUTE OaKTEpHU
ype3 NOoBHIIABaHe Ha aunaopUIHUTE DakTepun (Hanp, naxTobaunnyc), CBbp3BaHE Ha aMOHAKA B liOHHUTE
GopMH upe3 noAKHCeNIABaHe Ha Ae0ENOUPEBHOTO ChABPKUMO, TPOUUCTBAHE, ABLIKAIO ce Ha HUCckoTO pH B
1e0eN0TO YepBO, KaKTO U Ha OCMOTHYHHUA edeKT U npoMsiHa Ha bakTepuanHus azoreH meTaboin3nM ypes
CTUMYAUpaHe HA ODaKTepHUTE Aa YCBOSABAT aMOHAKA 3a DakTepuaneH OENThYeH CHHTES.

B 1034 KOHTEKCT 0Daue TpsOBa Aa € ACHO, Y€ XUIEpaMOHUEMHATa caMa 1o cebe cH He Moxe na obsacHu
HEeBPONMCUXHWYHUTE MpOsABH HA vepHoApoOHaTa eHuedanonaTHa. AMOHAKBT obaue, MOXxe Ja CIYXKH KaTo
MOJENHO CheJHHEeHHe 32 APYTH a30THH BELUECTBA.

KinHuuHa edukacHOCT U 6€300acCHOCT

JlakTynosa karo npebuoTHyuHa cyOCTaHLIMA 3aCHNIBA PACTEXA Ha MOME3HKUTE 3a 3ApaBeTO OAKTEpPHH, KATO
Bifidobacterium n Lactobacillus, nokato ycnoBHo-naToréeHHuTe Oaktepuyu kato Clostridium w Escherichia
coli morar na 6baT NOTHCHATH.

Tosa moxe fa noseae Ao no-OnaronpusaTeH OanaHc Ha ypesHara gaopa.

3.2 OapMaAKOKHHETHYHH CBOHCTBA

Jlaktynosa ce pesopbupa cnabo cnen nepopanHo npuiaokeHde. 3aroBa Ta Aoctura AebenoTo 4epso
HenpoMeHeHa, TaM ce Metaboausnpa ot nedesoupennara 6akrepuantia pnopa. MetabonuiMbtT e LAROCTEH
MpH AO3UPOBKH N0 25-50 g unu 40-75 ml; npd no-BUCOKHK A03H H3BECTHO KOJMYECTBO OT JIAKTY 1032 MOXKE
Ja Ce OTAENH HENPOMEHEHO.

5.3 [Mpeakanununyu naHHHK 3a 6e3onacHoCT

PES)’HT&THT& OT H3CACABAHHATA 3a OCTpPd, NOAOCTpPa H XpOHHYHA TOKCHYHOCT TIpH pa3/iM4HH BUAOBC
[MoKaiBart, 4€ AaKTyJ103a € € MHOro HHCKa TOKCHYHOCT. HabaionapaHuTe ECDEKTH H3rICAKOa Ca CBLP3aHH

MnoBEHE C etben'ra Ha NaKTylio3a 8bDXy CTOMALHO-YPEBHHUA TPaKT, OTKONKOTO C HD-CHEHH(bHHH& TOKCHYHa
aKTHBHOCT.

[IpU OMUTH BBLPXY PEMPOAYKTHBHOCTTA M TEPATOrEHHOCTTA HA 3aiHy, TUIbXOBE UJH MULUKH HE €A OTKPUTH
HEXEaHK ePEKTH.

6. OAPMAIIEBTHYHH JAHHHA

6.1 CrnHCBK HA MOMOILHNMTE BELIECTBA
Hama.

6.2 HecnBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocT

3 (TpH) rOAMHH MIpKH Temnepatypa noa 25°C,

CpoOK Ha rOAHOCT cliel OTBApsiHE




bymuxa:
Cpok Ha rOAHOCT ¢nen NbPBOTO OTBApsHe — 148 AHHU.

Cawe:
HeHanbaHO U3NON3BaHUTE callieTa TpROBa Aa ¢& H3XBbLPJAT.

6.4 Cnenunanun yciioBust 3a chXpaHeHHe
Jla ce cbxpaHsABa Ha MeCTa, HEJOCTBHITHH 3a Jeua.

6.5 Bua 4 cbhAbpxKaHHE HA ONAKOBKATA H CIEHAJHA NpHcnocobnenns 3a ynorpeba, npuiioxenne
HJIH MMILIAHTHpaHe

Cateta oT PET/AVPET/PE no 15 ml.
byTunku ot nonuetuned sucoka nabTHOCT (HDPE) ¢ noaunponunexdosu kanavks - no 200 ml, no 300 ml u
no 500 ml; ¢ MORKUMPONMUAEHOBH MEPUTEHHU HallIKH,

Hyd¢anak cupon ce npueMa ¢ MepuTenHa vaiuka. [1o-necHo ce npHeMa U yCBOABA ¢ TEYHOCTH KaTO BOJIa,
[JIOAOB COK, Ral, kade, KHCENO MIISKO, KAKTO U C Kally.

He BCHYKH BHAOBE OMaKoBKY MoraT aa 6baat nycHaTtH B npoaaxoba.
6.6 CnennajHu npeana3Hy Mepkn NpH H3XBbpJAasHe H paboTa

Hama cneuuantHy H3MCKBaHUA.

7. IMPUTEXATEJ HA PA3BPEHIEHHUETO 3A YIIOTPEBA

Cooper Consumer Health B.V.

Verrijn Stuartweg 60

1112AX Diemen

Huaepnanaus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

20000353

0. HAATA HA ITBPBO PA3PEILIABAHE/TIOJJHOBABAHE HA PAZPEILIEHUETO 3A
YIIOTPEBA

Harta Ha nmppeo paspernasane: 08 touu 2000 T,
JlaTta Ha nocneaHo noaHosspaHe: 07 HoemBpn 2011 r.
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