KPATKA XAPAKTEPUCTHKA HA ITPOIYKTA

1. AME HA JIEKAPCTBEHHA ITPOAYKT

Jlakrynoza-MIP 65 g/100 ml cupon
Lactulose-MIP 65 g/100 ml syrup

2. KAYECTBEH 1 KOJIMYECTBEH CLCTAB

100 ml cupon cpaBpxart 65 g akTynosa.
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3a MBJIHHA CIHCHK HA [TOMOILIHHTE BELIECTBA BIDKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Cuponn.

4. KJIMHWYHH JAHAU

4.1. TepaneBpTHYHHE HOKa3anun

- JleueHue Ha 3anek, KOWTO He ce NOBJIHABA OT AMETA H/YUTH IPYT NPENOPbYaH XUTHEHHO-THETHYEH PeXHM
W perynHpaHe Ha (PH3HONOTHYHHA PUTHM Ha 1eGenoTo Yepso.

- Ilpn eobxomumocT oT MeKH H3TIpAKHEHHA (XeMOPOHaAIHA GonecT, OICpaLHy Ha qedeno uepBo).

- IIpodunaktHka u neuenre Ha YepHOAPOGHa eHLUeATONATH NPH YePHOAPOGHA HEAOCTATEYHOCT

(mopranHa cHcTeMHa eHuedanonaTus).

4.2 Jlo3upoBKa H HAYHH HA IPHIOKEHHE

IIpH 3anex:

Jlo3upoBKaTa ce onpeaend MHAHBUAYATHO W 3aBHCH IJIABHO OT TEXKECTTa Ha 3aneka. O6HuaiiHO IHEBHATA
2034, nOCOYCHaTa B CiaeaHaTa TabiaKua, ce pasnpeaens Ha 1-2 npuema.

Hauaaga rosuposxa (3-4 qum) Hoazppxama go3uposka
Be3pacTHH 10 — 45 ml 10 -25ml
Hena 7-14 r. 15 ml 10 — 15 ml
Hena 1-6 . 5—10ml 3 —-10ml
Kspmauera Sml S ml

AKO cneq WbpPBUTE ABA JHH HE HACTHIIM NoxobpeHne, MOXe 4a ce OIHTA ¢ MTO-BHCOKA nosupoBka! ITo
MPABIIO OIHPOBKATA MOXKE A2 CC HAMAIH CJIe]| MBPBHTE HAKOJNKO JHU B 3aBHCHMOCT OT HHAHBHAYATHHTE
HYXIH Ha nanmenTal [IpoasmkurennocTTa Ra nevenne ¢ Lactulose-MIP e vHaMBHIYaiHA!

Ilpu wepnoapotHa HeAOCTATBYIHOCT

Ho3zara Tpa6Ba f1a ce YReNIMYABA [IOCTENEHHO.

Bwi3pacTHu:

Ciien Havansa nosa ot 5-10 g naxrynosa mosara Tpabea na ce yeenwuu 10 20-30 g NaKTYNno3a,

10 4 ITBTH JTHEBHO.,

Ho3ara TpsGra aa ce npeuHsupa Taka, Ye Ja e NOCTHTHE ABYKPATHO HIH TPUKPATHO

H3NpaXKHEHHUs THEBHO.

Heua:

He ce npenopbusa yrnorpeba npu aeua ¢ yepaoapobHu 3a600aBaHuA.




Baxno!
Jlaxtynosa-MIP 65 g/100 mil cupon He Boau A0 npuBHkBane!

HauuH Ha NpUIO)KeHHE M MPOABLITKHTENHOCT Ha JICYCHUETO"

Jlaktynosa-MIP 65 g/100 ml cupon ce npuema IHUPeKTHO, WIH CMECEH ¢ BOJIa MJIH JPYTH TEYHOCTH.
Jlakrynoza-MIP 65 g/100 ml cupon Moxke Aa ce npreMa o BCAKO BpPEME, HE3ABHCHMO QT XPaHEHETO.

JlakcaTHBHUAT edekT HacThNBa 2 K0 10 yaca cnies npHeMa Ha NICKApCTBOTO. AKO J03aTa € HeAOCTAThYHA,
OBpBaTa AceKanua MOXKe A4 HacThIM ciien 24 -48 uaca.

HpO,II’bJ'DKHTBJ]HOGT& Ha JICYCHHETO 3aBHCH OT PAa3BHTHCTO Ha KMTHHHYHHUTE CHMNTOMH IIPH NMalHEHTAa.

4.3 IIpoTuBonoKazanas

- CBPBXHYBCTBHTEIHOCT KbM aKTHBHOTO BEIIECTBO WM KbM HAKOE OT ITOMOIIHHTE BEINECCTBA, H30pOCHH B
TOuka 6.1 ;

UperHa HENPOXOAHMOCT;

HenoHocHMOCT KEM ranakrosa;

OBocTpens pB3MaNHTENNHH CTOMALIHO-YPEBHH 3a60NSBAHMS (Yiueposen komnur, 6onect Ha Crohn);
Hapywmeuuns BpE BOAHO-CASKTPOANTHYA DanaHe.

4.4 CoenuanEy NpexynpexAcHAA H OpeANA3HH MEPKH IPH ynorpeGa

B 15 ml Jlaktynosa-MIP 65 g/100 m! cupon ce chabpxar 5o 1,5 g ranaxrosa u g0 1 2 JIaKTO34.
Ilopanu ceaBbpKaHHeTo Ha PPYKTO3a M rajlakTo3a, IEKAPCTBOTO He TPAGBA 14 ce M3N0M38a OT MALMEHTH C
JIaKTa3eH AePUUMT, ratakTo3eMHA H [JII0K030-/TaNlaKT030-ManaGcopGLUMOHeH CHHAPOM.

4.5 BsaumoaeiicTBHE ¢ APYTH JeKAPCTBEHE NPOAYKTH U ApPYru GopMu Ha B3auMoJeHeTEHE

JlaxTynosara Moxe a orpaHH4M eeKTa Ha JIEKApCTBA, YHETO NeHCTBHE 3ABHCH OT TOYHO ONpEIENCHO HHBO
Ha upeBHa KUCEJMHHOCT (HAIp. NPOM3BOMHHTE Ha 5 ASA kato cyngacanasuu, Mecalasnn).

JlakTyno3ara Moxke la yBeIHYH 3ary6arta HA KaNMii, IPEAM3BUKAHA OT APYTH AeKapcTBa (AMYpeTHI,
KOPTHKOCTEPOHAH, aMpoTepuumH B). IIpu exHOBpeMeHHO NPUNarake ¢he ChPACYHH [IMKO3UAN MOXKE 1A Ce
MPEAH3BHKA YCHIBAaHE Ha (eKTa HA IIMKO3HAUTE TIOPaAM KAJIHEB NetHIIHT.

4.6 bpemennoct H KLpMene

Jlakrynosa-MIP 65 g/100 ml cupon Moxe za ce u3nonssa 6€30TacHO MO BpeMe Ha OpPEeMEeHHOCT H KbpMEHE,
AKO Ce MpHara Crope; yKasaHusaTa.

4.7 EdexTn BopXYy criocoGHOCTTA 33 miogupane H paGoTa ¢ MANIBERH
Jlaktynosa-MIP 65 g/100 ml cHpon He noBMHABA CIOCOGHOCTTA 32 WODHPaHE ¥ paboTa c MalHHHY,

4.8 Hexenann JeKapcTBeHH peaknuy

Hesxenanure nekapcTBeHH peaKiiH, JOKIAABAHH NIPH yrioTpebaTa Ha JIAKTYJ1032, Ca OLICHEHH Ype3 ClleqHaTa
KTaCH(HKALMA 32 YSCTOTAa:

Mnoro yect# (21/10); yectn (>1/100 g0 <1/10); Hewectn (=1/1 000 mo <1/ 100); penxu

(=1/10 000 mo <1/1 000); Muoro peakn (<1/10 000), ¢ HeH3BeCTHA YecTOTa (OT HATHYHHTE
Oblie HaNpapeHa OLESHKa).

e R g

b o -

L.,

de T

v

P - Z
)
[

HpH BCAKO TPYIIMPAHC B 3aBHUCHMOCT OT YECTOTATA HEXKEJIAHUTE JIEKAPCTBCHH peaklHH
HH3XOJA1ll pea IO OTHOLUCHHUE HA TIXHATA CCPHO3HOCT.

L A ] -.\"‘ ..
SR T ]

T w0
!‘ff?lh,.,',' et K

E ; T S

bt
"
Hi Do
1~ )
T



HexxenaHu nexkapcTBeHH peakuMy NpH MPHACKEHHETO Ha JAKTYI03a:

Hapywenua na umynnama cucmema
C HeH3BecTHA HecToTa: Peakunu Ha CBPHLXUYRCTBUTENHOCT.

Cmomano-upesnu napyuenus:

MHoro JecTu: 0pu NpunaraHe Ha CPEAHH A03H B HAYAIOTO Ha JICYCHHETO MOKE 12 HACTBIIAT ciaba KOpeMHa
Oonka, MeTeopH3bM WK QnaTyneHuma. Tlo-BHCOKH 103H MOXKe 1a NPEANU3BHKAT raicHe, NOBPBILIAHE, AHAPHS,
BOJIELLA A0 BOAHO-EIEKTPONIHTEH aUcOananc.

Hapywenwus na memabomema u xpanenemo:

Penxn: 1o BpeMe Ha neueHHe Ha MO3BYHO yBpEXIaHe, CBBP3AHO ¢ XPOHHYHO YyepHOApOoOHO 3abonABane, e
AOKNABAHO 332 XHHCPHATPHEMA.

C nenisectna yecrora: Ilponswkurenta ynotpeba na Jlaktynoza-MIP 65 g/100 ml cupon BBB BHCOKH N03H

MOX€E 1 NOBEAC O HapYIICHMA BbB BOAHO-SNCKTPONMTHUS OanaHe, XapaKTepHH 3a nexkapCTeata ¢
JAKCATUBHO NeHCTBHE.

Hapywenua na kosxcama u nooxoxcnama moxan
C neussecrna uecrora: OOpus, crpbex, ypTHKapH4.

Crobmapane Ha NOJO3HPAHH HEXKEJIAHH pPeaKIHH

CroblnaBaHeTo Ha NOAOIKPAHH HENEIAHH PEAKIMH ClIe]] pa3pelliaBaHe 3a yroTpeba Ha NIeKAPCTBEHUS
MPOAYKT € BaxkHO. TOBA NO3BO/IABA Aa TPOJBILKH HAGMOICHHUETO Ha CHOTHOLIEHHETO MO3a/PHCK 34
NICKapCTBEHHA MPOAYKT. OT MEAHUMHCKHTE CTISUMATIACTH CE M3HCKBA J1a CHOOIIABAT BCAKa TTON03UPaHA
HEXeaHa peakitiA Ypes HalMOHAHA CHCTeMa 38 ¢ho6maBane, H3ITbIHUTeHA areHL 110 JIEKapCTBATA, Y.
wilaman I'pyes” Ne 8, 1303 Codus . Ten.: +359 2 8903417, yeBeaitr: www.bda.bg..

4.9 Iipeposupane

Hsawma nanuu 3a ciTyyau Ha npeaosupane. IIpn no-BHCoOKH OT NpenopbYaHUTe JO3HPOBKH MOTAT Aa CE TIOABAT
kopeMHH 0OJIKH M AHapHA. B TakuBa cyyuau e 4OCTaTHYHO NpEKpaTdBaHe Ha JEUEHHETO.

5. PAPMAKOJOI'HYHHA CBOMCTBA
3.1 ®apMakoxHHAMHYHHE CBOHCTBA

dapmakoTepansTU4HA rpyna: JlakcaTvey,
ATC xox: A0OGADI11

Naxrynosa-MIP 65 g/100 ml cupon chaspaxa naKTyn03a (AM3AX2PHT), KOATO HE ce pasrpaXxia OT eH3HMHTE B
TBHKHTE YepBa H IOCTHra HepasrpaziéHa B icbennte Yeppa. Upesuure 6akrepun npepaGoTeart JaKTyno3aTa
A0 HHCKOMOJICKYJIHH OPraHHYHH KHCEIMHHU, KOUTO NOAKHUCENSBAT CpeAaTa H yBeardyaBaT obeMa Ha YPEeRHOTO
CBABPHHUMO. TOBA BOAN A0 CTHMYJIHPaHE HA EPHCTATTHKATA H OOPMAHE Ha MEKH H3TIPAKHEHH.

OtHOCHO eekTa Ha HAMAIIIBAHE HHBOTO HA AMOHAKA B KPBBTa C& HCKYTHPAT PAsTHUHH MEXAHH3MH.

. PairpaxkgaHeTo Ha JTaKTy;103aTa NpeIM3BHKEA HaMa/iBaKe Ha PH KoeTo NoBNHABa HOHH3MpaHEeTO Ha
aMoHsAKa. Taka abCOPOHPALLAAT ce M TOKCHUEH AMOHAK CH IPEBPLINA B HeaGeopOupain ce 1 He TOKCAYCH
amoHKeB HoH. [1o To31 HauuH pasop6umaTa Ha aMOHIAK B KOJIOHA ce pedyLHpa.

. [opany nanmmrska Ha kapGOXMAPATH H B Pe3yNITAT Ha NOHWKeHoTo pH MpoTeonuTHYHATA UpeBHa
¢iopa ce penyuHpa 3a CMETKA HA 3aXapOIMTHIHATA YpeBHa (UIOpa H NMOPAJH TOBA Ce NPOLYLRBATTDS
KOMHYECTBO AMOHSK. /

. Ilonmxenoto pH B yepBaTa BOOH 10 NpeMHHABAHE HA aMOHAKA AHPEKTHO OT KPLAZS BA GO
YPEBHO ChABPIKHMO. )

. IlpHnoxeHHETO Ha JTAKTYN103a BOJH N0 M3JHITBK HA KapOoXHApaTH B KOJIOHA,




[Ipu nopransa cuctemua eHuedanonaTHs JaKTyno3ara peanusHpa oT 25 no 50% peaykuua Ha HHBOTO Ha
AMOHAKA B KPBHBTA, KATO TEPANICBTHYHHA eeKT MOXE 1a CE O4aKBa CMej] HAKOIKO Yaca A0 HAKOIKO JTHH.

5.2 ®apmakoxkHHeTHYHH cBolicTBa

B THKHTE "epBa ce pezopOupar camo 0,4 a0 2 % oT 1aKTY/03aTa, KOMTO ¢€ OTACIIAT HENPOMEHEHH C
ypuHaTa. Ilomyyasaiure ce B ne6e0TO YepBO KUCETHHHU ce pe3opGupar u MeTabOoIH3upaT CaMoO YaCTHUHO.

5.3 IlpeaxnAHUYEE JAHHH 33 (e30MaCHOCT

OcTpa TOKCHYHOCT
IipoBenenure BbpPXY XKHBOTHH H3C/I€AIBAHHA HA OCTpaTa TOKCHYHOCT HE [TOKA3RAT HATHYHETO HA OCOOeHa

YYBCTBHTENHOCT,

XPOHHYHA TOKCHYHOCT

lIpy npoBeaeHu BEPXY PATHYHH JKHBOTHHCKH BUIOBE H3CIEIBAHMS HA XPOHHYHATA TOKCHYHOCT HE Ca.
YCTGHOBEHHM TOKCHYHH eheKTH.

TyMoponpeaH3BHKBAI H MYTArEHEH NOTEHITHAT

[IpoAs/DKHTEAHN H3CIeABAHHA BEPXY KHBOTHH HE MOKA33aXa HATHYHE Ha TYMOPONPEAN3BHKBALL MTOTEHIHAT.
He ca npoBenienn uicnensatns BbPXyY HATHYHETO HA MYTAreHSH MOTEHUHAL.

Pen BHA TOKCHYHOCT

[1pu npoBeacHH BBPXyY TPH KHBOTHHCKH BH/IA H3CNEABAHHA HE € YCTAHOBEHO HATMMHETO HA TEPaTOreHeH

e(eKT WK HapyLIeHHa BEB (epTrnuTeTa.
He ca n3BeCTHH BpeaAHW BB3ACHCTBHA Ha NAKTY/I03aTa NIPH IPHEM 110 BPEME Ha OpeMeHHOCT HITH TAKTALHA,

6. PAPMAINEBTHYHA JTAHHU

6.1 Colcbk HA MOMOIHATE BemecTBa

Hawma.

3abenerxxka: MeToqsT Ha NoNy4aBaHe 00ycNaBd HAJIHYHETO Ha PPYKTO34, rANaKTO3a M JaKTO3a.
6.2 HecneMecTEMOCTH

He ca ycranopenn.

6.3 Cpok na roanocr

3 rouHA.

6.4 CoenHaaHE ycJIOBHS HA ChXpaHEHHE

Jla ce cexpanssa npH Temnepatypa ao 25° C, Jla ce masu oT NpsAka CIbHYEBA CBET/IHHA!

Ha He ce ynotpebaBa clieA U3THYaHe CPOKA Ha NOAHOCT, 0TOE/M3aH BBPXY OMAKOBKATA.

Cpok Ha roqHOCT ciien oTBapsaHe 12 Mecena.

6.5 BHA H ¢HLCTAB HA OHNAKOBKATA

OnakoBka: OyTHWIKH OT MOJHETHIICH TepeTANAT C Kamayky Ha BHHT OT NOJMETIIEH.
MepHrensa yallika oT noJHeTHIeH ¢ AeneHus S - 30 mi.



Pa3MepH Ha oNTAKOBKUTE:
200, 500 u 1000 m].

He BcHuky BHAOBE OMakOBKH MOTAT a HbaaT MyCHATH B npoaaxoa.
6.6 CoenuanHu npenasHH MepKH NPH H3XBLPASHE

HsamMa cnenyanHe H3UCKBAHUA.,

7. IPHTEXATEJ HA PA3PEIIEHUETO 3A YIIOTPEEA
MIP Pharma GmbH

Kirkeler Str. 41, D-66440 Blieskastel, I'epmarusa

Ten. +49 (0) 6842/9609-0; daxc +49 (0) 6842/9609-355

8. HOMEP HA PA3SPENNIEHHETO 3A YIIOTPEBA

20060025

9. JATA HA ITEPBO PASPEMIABAHE/TIOJHOBSIBAHE HA PASPEIIEHUETO 3A YIIOTPEEA

25.01.2006 / 23.02.2011

10. IATA HA AKTYAJIMIHPAHE HA TEKCTA

06/2024




