KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA
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1.  HME HA JIEKAPCTBEHMS IPOAYKT PRy N s 89 -61- M
LT AR - e e
Hydanak 67 g/100 ml nepopaien pastBop i afema /

Duphalac 67 ¢/100 m] oral solution SR T e e

2. KAUECTBEH H KOJIMYECTBEH CBCTAB

Hydanak e ponen pasreop, cbabpxail 667 g aakrynoza (lactulose) va 1000 ml.
Eano caute 15 ml coaupxa 10 g RAKTYJIO3a.

3a ITBJHUA COMCHK Ha NOMOLIHKTE BEILECTRA BHIKTE TOUKA 6.1.

Hypanak Cbabpka OCTaTHUM OT IETS HA CHHTE3aTa ¢ H3BECTER edexT, BikTe Touka 4.4,

3. JEKAPCTBEHA ®OPMA

TlepopaiieH pastsop.

bucipa BUCKO3HA TEYHOCT, OLUBETEHA B KaeHHKABO-XKbBATO.
4. KJUHUYHU JTAHHUA

4.1 TepaneBTHUYHH HOKA3AHHA

- Koucrunauus: perynauus Ha (pM3HoNOrMYHKA PUTHM Ha Ae0eNoTo YepRo.

- [lpu MeauuHuHCKa HEOOXOAMMOCT OT MEKH H3MPAXKHEHHA (XeMOPOMAU, CHACH ONEPATURHH
HHTEPBCHIIHU Ha KOJIOHA WK aHyca).

- HepuoapoOHa eHuedanonarus: e4eHue 1 MpoQUIaKTHKA Ha 9epHOAPOOHA KOMA HJIK MPEKOMA.

4.2 JA03UPOBRa U HAYHH HA NPHJIOKEHHE

JlakTynoza pa3TBOp MOJKE Aa C¢ Npusiara paspeacH Wil HepaspeieH.

EanoxpaTHaTa Zj03a Ha JIaKTyN03a cle/iBa fa Ce U3NKBa HABEANDXK M He TpsadBa Aa ce 3aabpa B YCTara 3a
MPOJBDKUTENECH NEPUOR OT BPEME.

JIHeBHaTa Ao3upoBka TpAOBa Ja € chobpa3ena ¢ HHAMBHAYAJIHUTE HYHK/IM HA MaUUMeHTa.

B ciyyai Ha npueM Ha €RHOKpPaTHa JHEBHA 103a, T4 ClEARa Aa Ce MPHEMA I10 €1HO M CBLUO BPEME, Hanp. Mo
BPEME Ha 3aKyCKaTa.

{Io BpeMe Ha neyeHHE C NAKCATUBH C€ NMPENOPHYBA Ad CE NMHE JOCTATHYHO KOJHUYECTBO TeYyHOCTH (1,5 — 2
ATPA, paBHy Ha 6-8 yamwu) fpes ens AeH.

3a Mydanak OyTUIKA MOXKE a Ce UBNOM3BA MEPUTEHATA Yalika.

3a [lydanak camera 15 ml efMHHYHa A03a, KPaAT Ha cAmICTO TPAOBA Ja €& CKbCaA U €
MpHeMe BEJIHAra.



JO3HPOBKA NpH 3arieK WK MEAHIMHCKA HEOOXOAMMOCT OT MEKH M3IPAXKHEHHUS

Jlaktynosa mMoxe fa ce npunara KaTo eAMHNAYHA 1032 UK Ha ABa npHema. 3a Jlydanak B OyTrika Moxe ja
CE H3I10/13Ba MEPHTENHATA YAllIKA.

Cne,u (TEPBHTE HAKOJIKO AHH HAYAJIHaATA /1038 MOXe Ja ce CMEeHH ¢ NoAabpKanlara B 3aBHCHMQCT OT OTIOBODA.
Moxe Aa e HeoOX0AMMO J1a MHHAT HAKOJIKO IHH (2-3 AHM), 34 1a ce MPOoSBU eeKTHT.

Qyhanax nepopaien pasmeop 8 bymuiky wiv 15 mi cawema.

Boapact Havanna no3upoBka Ha aeH | Tlogabpxaiia 103UpOBKa Ha JeH
Bb3pacTHH M IOHOIIH 15-45 ml, xoeto otrosaps | 15-30 ml, koeto otrosaps Ha 1-2
Ha 1-3 cawera cauniera
Hena (7-14 rogunn) 15 ml, koeto orroBapga Ha 1 | 10-15 ml, koeto oTrosaps Ha |
catue caie*
Heua (1-6 roguHy) 5-10 ml 5-10 ml
Kepmauera nop 1 roauna a0 5 ml o 5 ml

* AxO IOZAbpXKaIlaTa 103a e nox 15 ml, Tpabsa ma ce usnonsea dydanak 6yTuika

3a TOYHO A03HpaHe NIPH KEPMAYETa U Aeua 10 7-ToauliiHa Bh3pacT, Tpadea aa Obae winonssan Jydanak s
OyTHNKa.

Hauun Ha npuioxeHue
Iiepopanua ynotpeba

Ho3upoBKka Npu YepHonpobua eHledanonaTis

Bw3pacmnu
Havanna no3a: 3 no 4 metu AHeBHO o 20 — 30 g (2-3 cawera) wim 30-45 ml (2-3 cawera).

Tasu nosa Tpadea na ce apanTHpa A0 NOAABPIKALNA 1032 Taka, 4e Aa Ce MOCTHIHAT M3XOMAAHHA HAa MEKH
H3NPAKHEHUR 2-3 IBTH JHEBHO.

Cnenyansy nonyJJalHy

Ieduampuyuna nonynayun

bezonachocTra ¥ edukacHoCTTa NpH jAeua (HOBOPOJEHH M A0 1§-rogMiiHa BB3pacT) ¢ uepHoApobOHa
cHuedanonaTis e e ycranosera, Hama nanuvey ganfm.

Hayuenmu e cmapyecka sv3pacm u nayuenmu ¢ HeOpeuna u wepHodpobina HedocmambyHocHm

HsiMa chneuMasHy NpenoppUMTENIHH AO3HPOBKH, Thi KATO CHCTEMHATA E€KCHO3HUHA KbM JIAKTYyJIo3a €
HE3HAYUTEIHA.




4.3 IIpoTABONOKA3aAHUA

- CBPBXUYBCTBUTEIHOCT KbM JIAKTYN03a MK KbM HAKOE OT OMOUIHUTE BEIMECTBA, H3GPOeHH B TONKA
6.1.

- TanakTozemus.
. CToMaliHO-4PEBHA HENPOXOAUMOCT - Tiepdopanys WM puck ot nephopanus.

4.4 CrenHanyn npexynpexiaeHus H npeanasHd MepKH nNpH ynorpeda
boaesHeHnn kopeMHH CHMNTOMU C Heonmpeae/eHa NpHYMHa TpgOea na ObIAT H3ACAEABAHY NPEAU A 3AMQUHE
JICUYECHHETO, 3a Aa C€ H3KIOYH HeHarHoCTHUMpana nepdopalius UK 3anymBade Had HeIHarHoCTHLIMPAaHO

3a00/IBaHE/CHCTOSHHE, KOSTO NPeApasnoiara KbM nepopalis WK 3amylBaHe.

B ciyuait Ha HegocTaThueH TepaneBTHYEH €QEKT CJIe]] HAKONKO AHH, 103aTa W/HIIH JONBJIHATENHH MEPKH
TpsiOBa na Obaar npepasrieiaHH.

[Tpu nevenue Ha NaLMEHTH C JIAKTO3HA HETTOHOCHMOCT € HEOOX0AMMO NMOBULIIEHO BHUMaHHUE (BXK. TOUKA 6.1).
HM3non3Bagata npy 3anek fo3upoBka He O Tpadsano na npuuHaBa npobieM 3a aAuabetHuu. Jlosuposkara,
H3710J13BaHA 33 IcUEeHHE HA YEPHOAPOOHA eHLieanonaTHsl OBMKHOBEHO € MHOIO N0-BUCOKA M MOXe Ja TpAOBa

Jla ce UMa [IpeaBua Npy AnadeTULH.

XpoHHYHaTa ynorpeba Ha HeaJallTHpPaHH 103 W HEMpaBUJIHATA YnoTpeba MOXe Aa JoBefe 0 [uapus H
HapYLUEHKE HA ENEKTPONUTHHS DanaHc.

TpabBa na ce B3eMe noa BHHMaHHe, ye peduiekcht Ha Acdekauus Moxe Aa Obie HapyuleH o BpeMe Ha
NEYCHHETO.

HudopMaiys 3a ocTaTbUMTE OT BT HA CUHTEIATA ¢ U3BeCTel eexT

JMeKkapcTBEHHAT IPOAYKT ChAbPIKA NAKTO3a, ranakTo3a v ppyxTo3a oT TbTA Ha CHHTe3ata. [TauHeHTH ¢ psnka
HACNEACTBEHA ranakTo3Ha unu GpyKTo3Ha HENMOHOCHMOCT, 0011a TJaKTa3Ha HEOOCTATbUYHOCT HIIM TIHOKO30-
rajakro3Ha ManabcopOuusa He TpAbBa ga npHeMar TOBa JIEKAPCTBO.

JlakTyn03a TpsabBa fia ce [pHIara BHUMATEIHO MPH NALHEHTH ¢ HEMOHOCHMOCT KbM JIAKTO34,

[leauarpuysa nonynauus
H3non3saHETo HA NakCaTHBH MPH Jela TpAOBa Jla € M3KJIOYMEHHWE M JA Ce M3BbPLIBA MOA MERRLMHCKO

HalbntoeHue.
4.5 BianmonaeiicTBHE ¢ Ipyrd JeKapcTBeHH HPOAYKTH K APYrd opmi Ha B3aUMoOAeHCTBHE

He ca npoBexaaHu npoyusauus 3a 82auMogelicTeie ¢ Apyry NeKapcTBEHH HPOAYKTH,
4.6 PepTHAHTET, GPEMEHHOCT H KbPMEHE

bpeMeHHoOCT

He ce ouaxksa edexT no speme Ha OpPEMEHHOCT, ThH KaTO CHCTEMHATa €KCMO3MIHA
NpeHeSpEXRHMO MaKa.

Hybanax Moxe na Gbae npuiaral no BpeMe Ha GpeMeHHOCT.



KbpMeHe

He ce ouakBar eexTH BbpXy KbPMAueTO/JETETO, Thi KATO CHCTEMHATA EKCIIO3MLIHA HA YEHUTE M0 BPEMe
Ha KbpMeHe ¢ TIpeHedpexuMo Maka.

Hydanax Moxe aa 6bae npuiiaran no BpeMe Ha KbpMEHE.

DEepPTUIHTET

He ce ouaksar edekrH, Thil KaTO CHCTEMHATA €KCIIO3HLIMA € NPEHEOPEKHMO MATIKA.
4.7 EdexTn BLpXy cnocobHocTTa 32 mwodmpane ¥ pabora ¢ MAMKHK

JlaKTyn03a He NOBIUABA MIIH MOBJIMABA MpeHeOpexuMo CrocoOHOCTTa 3a wWwodupaHe uin pabortara ¢
MAaLIHHH.

4.8 Hexenand n1eKapcTBeHU peakKuHy

O0o0itenye HA npoduna Ha 6e30NacHOCT

Ilpe3 MbpBHTE HAKONKO JAHH OT JIEYCHUETO MOXE Ja ce NOABH (aTyneHuus. [lo npaBuno T oT38y4asa cnej
HAKOJKO AHH,

KoraTto posHpoBkaTa € no-BHCOKA OT NMPenopbyBaHATa, MOraT Ja ce moABAT KopeMmHa 6oika ¥ aHapHs. B
TaKWBa Ciay4yau Jjo3aTa Tpadsa 1a ce HaMalH.

AKO C€ M3MOA3BAT BHCOKH A03M (OOMKHOBEHO caMO NPH MALKEHTH ¢ Y€pHOApOOHA eHUedanonaTys) 3a
IPOABIKHTENECH NTEPHOA OT BPEME, MOXKE Aa HACTBNH €AEKTPONUTEH AuchanaHc BCIeACTBHE HA JUAPHA.

Criuchk Ha HeKeJIaHH NEKAPCTREHH PeaKLMy

Crensaiumute HEXENAHY JIEKAPCTBEHH PEAKLUKH €4 CHOOIUEHH C [TOCOUEHATA [T0-A0Jy YECTOTa [PU NeKyBaHH
C 1aKTO3a [TAMMEHTH B [IAUSOQ-KOHTPONHPAHY KAMHUYHA NPOYYBaHKU:

MHOro 4ectd (=1/10); wectu (>1/100 mo <1/10); Heuectn (=1/1 000 mo <1/100); peaxu (>1/10000 go
<1/1 000); MHoro peakn (<1/10000); ¢ veusBecTHa uyecTOTa (OT HAJIMYHHTC AaHHM HE MOXE Ja ObAc
HalpaBeHa OLCHKA).

MedDRA-6aza YecrToTa
AAHAN HA CHCTEMO-
oprannu kiacope | MHOro YeeTH HeuectH C neu3pectTHa YecTOTa
JecTH
CromattHo-upeBHn | Huapus @naryneHius,
HAPYIUCHMS KopeMHa DOnKa,
raacHe,
MOBPhLUIAHE
H3cnensaHns EsjtekTponuTeH
AHcOaiaHc,
ABIKAL] Ce HA
AHapUATa




MedDRA-ba3a YecToTa

AAHHY HA CHCTEMO-

oprauus kiacope | MHOTO Yectu Heueers C Hen3BecTHA 1eCcTOTA
YeCTH

Hapyiuenus Ha Peakuuu Ha

HMYHHATa CHCTEMA CBPBXYYBCTBHTEIHOCT®

Hapyuienus Ha O0pus*, cepbex*,

KOXaTa H ypTUKapus®

MOJKOXHATA ThKaH

*[locTMapKeTHHIOB ONUT

[leyaTpuyHa nomyianms
[IpodumbT Ha GezonacHoCT NMpU Aelia ce oyaksa Aa Obje MoJ00eH Ha TO3H NPH BE3PacTHH.

CrobiullaBaHe Ha MOJQ3MPAHH HEXENAHH PeaKLIMH
CrobiasaHeTo Ha NMOQO3MPAHH HEXKENAHW PEAKLMH CJe] paspeuiaBade 3a ynotpeba Ha JeKapCTBEHUA

NpOAYKT € BaxkHo. Tosa nmo3poisBa Ja NpPOABIKH HAOMIONEHMETO HAa CHOTHOLUEHHETO NON3A/PHCK 3a
NEKapCTBEHHA MPONYKT. OT MEAHUUHCKUTE CHSUMANUCTH ¢ M3NCKBa Aa cboOilaBaT BCAKa NOAO3NpaHa
HeXenaHa peakiMs Ype3 HallnoHaJlHa CUCTEMa 3a ChoOLI[aBaHe:

H3nbnHUTEHA ATEHUUA N0 NEKAPCTRATA
yn. ,,Jaman I'pyes” Ne §

1303 Codpus

Temn.: +35 928903417

yebcaiitT: www.bda.bg

4.9 IIpenosupane
AKO JO3HTE ca TBbpP/E BHCOKH MOXE JIa C€ NOSBH CAEAHOTO:
Cumntomn: auapud, 3aryba Ha elnekTpoaMTH ¥ KopeMHa 6onka.

Jleyenue: npekbCBaHe HA ACUEHHETO WM HAMANABAHE Ha J1o3aTa. CBpbX3aryfa Ha TSUHOCTH Nopany Avapus
WM NOBPBIIAHE MOXKE [d H3UCKBA KOPEKLIUA HA ENEKTPOJANTHUTE HAPYLUCHHS.

5. ®APMAKOJOTHYHH CBOHCTBA
5.4 PapMaKOIHHAMUYHA CBOHicTBA
dapmakoTepaneBTHYHA Tpylia: OCMOTHYHO aciicTBawm nakcatuen; ATC kon: AQ6ADI1 |

MexaHH3bM Ha JelicTBHE

JNaktynosza ce pasrpaxaa ot Gaxrepuansata ¢uopa B nebenoTo yepBO HAa HUCKOMOJEKYIHH OpraHHYHH
kucenuuH. Tean xucenuHu Hamaisear pH B nymeHa Ha 1e6eoTo YepBo U Upe3 0CMO3a MOBUILABAT 00eMa
Ha [NeDeNnoYpPeBHOTO CHIABPKUMO. Te3d egeKTH CTHMYIHpAT TNEpACTANTHKAaTa Ha Aebenoro 4epeo H
HOPMaM3HpaT KOHCHCTEHUHATA HAa M3MpaKHEeHHATa. KOHCTHNAUUATa NPEMHHABA U ¢
PHU3HONOTHUHHAT PUTHM Ha 2e6esloTo uepso.




dapMakoaMHAMHYHH edekTH

[Ipn yepHoApobHa eHuedanonaThs, AEHCTBHETO Ce ABIDKH HA NIOTHCKAHE HA MPOTEOIHTHUHHTE GAKTEPHH
Ype3 IOBHIIABAHE HA AUUA0QHIHHTE OakTepun (Hanp. NakTodaIuuyc), CBbP3BaHE HA AMOHAKA B HOHHHTE
(opmu upes nogkucensBane Ha 4e6enOUPEBHOTO ChALPXKUMO, TIPOYHCTBAHE, TBDKALIO C& Ha HMCKOTO pH B
AedenoTo YepBo, KaKTO H HA OCMOTHYHHA eeKT H NPOMsHA Ha BAKTepHANHMA a30TeH MeTaboIM3bM ypes
CTHMyJIHpaHe Ha 0aKTepUHUTE Ja yCBOABAT aMOHSKa 3a HakTepHaneH GeiThbYeH CHHTES.

B To3H KoHTekcT obaue TpabBa aa € ACHO, ue XHIepaMOHUEMHUATA caMa no cede cH He Moxe Aa O0ACHH
HEBPOIICUXUYHHUTE NMPOSABH Ha 4EPHOAPOOHATa eHUedanonatuid. AMOHAKLT obatde, MOXKE Aa CNYXKU KaTo
MOJIENIHO CLEJMHEHHE 34 IPYTH a30THH BEUIECTRA.

Kaunuyna eymkacHoCT H 6€30MacHOCT

Jlaktynosa kato npeGuoTHYHA cyOcTaHIMA 3acH/iBA PACTeXa Ha IMOJE3HUTE 3a 3ApaBeTo (aKTepuy, KaTo
Bifidobacterium n Lactobacillus, aoxaro ycnosno-naroreunure Gaxrepuu xato Clostridium w Escherichia
coli Morar na 651aT DOTHCHATH.

Tosa MOXKe 4a foBege A0 no-Onaronpusiten dananc na ¥pesHarta (uopa.

5.2 DapMakOKHHETHYHN CBOHCTRA

JlakTynosa ce peszopbupa cnabo cnes mepopaqHo NpUIOKeHHe. 3aToBa TA AOCTHra AebGenoTo HepBo
HenmpoMeHeHa. Tam ce Metabonusupa oT aebenoupertata Hakrepranya dopa. MeTabonu3mMeT € HAIOCTEH
npH JO3HPOBKH 10 25-50 g unu 40-75 ml; npH no-BHCOKH I03H U3BECTHO KOJHMYECTBO OT JAKTYJIO3d MOXE
Ja ce OTASTH HENPOMEHEHO.

5.3 IlpenkIMHHYIHY JaHHH 332 6e30NacHOCT

Pe3ysiraTuTe OT M3CNeHBAHMATA 3a OCTpa, MOAOCTPA M XPOHMYHA TOKCUYHOCT MpPU PA3NHUHH BWIOBE
OKa3BaT, Y€ JIaKTyJo3a € ¢ MHOIO HUCKa TokcuyHocT. HabmoaasanuTte edekTr H3rjexja ca CBbp3aHH
noBeye ¢ edeKTa Ha JIaKTYJ103a BEPXY CTOMALUHO-YPEBHHS TPAKT, OTKOJIKOTO ¢ no-cnerdduuta TOKCHUHA
aKTUBHOCT.

[Ipu ONMUTH BBPXY PENPOAYKTHBHOCTTA K TEPATOIEHHOCTTA Ha 3aMIK, ITbXOBE UM MHUILKH HE Ca OTKPHTH
HEXENAHN edeKTH.

6. CAPMAINEBTHYHHA JAHHHU

6.1 CnuchK HA IOMOLHHTE BellleCTBA

Hama.

6.2 HecnhBMecTHMOCTH

Henpunoxumo.

6.3 Cpok na rognocr

3 (Tpu) rogulH npu TeMmnepartypa noan 25°C.

Cpok Ha roAHOCT ¢IEA OTBAPSHE




bymunxa:
CpoK Ha roIHOCT CeA IBPBOTO OTBapsAHe — 148 aHH.

Cae:.
HeHanbjiHO H3MON3BaHHTE callieTa TPAOBA 11a Ce H3XBBPJIAT.

6.4 Cnennanun ycjioBHs 32 chbXpaHeHHe
Ha ce CbXpaHsiBa Ha MeCcTa, HeJOCTBIHU 33 Jeua.

6.5 BHA M ChAbPKAHHE HAa ONTIAKOBKATA H CTIEHHAJIHN NPHCNOocoG1eHHS 3a yHoTpe6a, NpHIoKeHHe
H/IN HMILIAHTHPaHE

Cawera ot PET/AI/PET/PE no 15 ml.
bytunku ot nmonuetuneH Bucoka mirsTHOCT (HDPE) ¢ noamnponuneHosy kanauky - no 200 ml, mo 300 ml #
o 500 ml; ¢ NOAUNPONUIEHOBH MEPHTEHH YaLLKH.

Jydanax cupon ce mpHeMa ¢ mMepHTenHa 4amika. [To-1ecHo ce npuema M yCBOABA C TEYHOCTH KaTo BOAA,
IJIOJOB COK, HaH, kade, KHCEIQ MISKO, KAKTO U ¢ KaLLH,

He BCHYKH BUJOBE ONAKOBKH MOTaT Ja 6bJaT MycHATH B Iipoaaxoda.
6.6 Cnennajinu npeanasHn MepKy IIPH M3XBbPJsiHe H paboTa

HsaMa cneiinajHu H3UCKBAHHA.

7. IIPUTEXATEJI HA PASPEINIEHHUETO 3A YIIOTPEBA
Maiinan EOQOGCJ]

Odwic crpaga ,,Cepauka odpucu®

oyin. CutHsakoBo Ne 48, e1. 7

1505 Codus
brnrapus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

20000353

9. JATA HA ITBPBO PASPEITABAHE/TIOJJHOBSIBAHE HA PA3ZPEILNEHHUETO 3A
YIIOTPEBA

Jara Ha nupBo paspewmwapane; 08 oHu 2000 r.

Jara Ha nocneano nogHoBsBaHe: 07 woemapu 2011 r.

10. AATA HA AKTYAJIU3IHPAHE HA TEKCTA

01/2024




