KPATKA XAPAKTEPHCTHKA HA IIPOIYKTA

1. MME HA JEKAPCTBEHHSI TPOAYKT V3NMBLIAHUTERHA ATEHUURA 1O REKAPC i SATA
Kparxa xapakmeplcmuna Ha NpOgyKma - Npuaoxenue 1
Jlaktynosa-MIP 65 g/100 ml capon /0 & DA
Lactulose-MIP 65 g/100 ml syrup KoM P2 NF e e iricveriasinnes )Jsi
VEY o) i
Fa3spewerua Ne 86'/,’7/
2. KAYECTBEH M KOJIMYECTBEH CHCTAB 17 -08-
QOgotiperie Ne w/ ...............................

100 ml cupon cpaspikar 65 g naktynosa.
3a MHIHMA CITHCBK Ha IOMOLIHATE BELIECTRA BHXKTE TOUXA 6.1.

3. JEKAPCTBEHA ®OPMA

Cuponm.
[Ipospauna, GeaupeTHa 0 CBETNIO KaEHUKABO-HCBITA, BUCKO3HA TEYHOCT

4, KJIMHAYHA JAHHA
4.1, TepanesTH4HN nOKA3AMHH

Jleuenue Ha 3arek, KOHTO He Ce NOBNUABA OT NMETA H/WIH APYT IPENOPBYAH XHIMEHHO-THETHISH pexUM
M perynupaHe Ha GUIHONOTHYHIA PHTEM Ha fefenoro 9epso.

Ipu neobxonUMOCT OT MeKH M3NpaXkHeHNs (XxeMoponaanta Gonecr, onepauuy Ha neGeno 4epso).
- Ilpodunaxrixa v Jievenne Ha YeproApoOHa eHeDATONATAs IPH YePHOAPOSHA HEAOCTATHIHOCT
(nopranda cucreMHa eHuedaTonaTH).

4.2 l03npoBKa H HAYHAM HA NPUIOKEHHE

IIps 3apex:
Jo3uposxara ce onpenens HRAMBUAYANHO H 3aBHCH TIABHO OT TEXECTTA Ha 3ameka. O6uyaiito JOHEeBHATA

1033, fTOCOYeHATa B CliefHaTa Tabuua, ce pasnpesiens Ha 1-2 npueMa.

Hawanna nosuposka (3-4 npuu) Hoagbpxama 103UpoBKa
Biapacthu 10~-45ml 10-25ml
Heria 7-14 r. 15 ml 10—15ml
{Jena 1-6T. 5~10ml 5—10ml
Knpmadera 5 ml 5 mi

AKo crell mepsHTE ABa AHU He HACTLNH NONOBpeHue, MOXKe 1A ce OIIMTA C TIo-BHCOKA Jpozuporka! Tlo
MIPABAIIO NOSHPOBKATA MOKE A& C& HAMATH CE MbPBHUTE HAKOIKO AHH B 3aBUCHMOCT OT HAIAHBHIYAHUTE
Hy>KIH Ha naudeHTa! [IpoasiskurentoctTa Ha nevenye ¢ Lactulose-MIP e HHAMBUAYaTHA!

Ilpn yepnonpoGua HeAOLCTATLYHOCT

Hozara Tpsa6sa na ce yBeiHuaBa NOCTENEHHO.
BwapactHu:

Crnen navansa nosa ot 5-10 g nakrynosa nosata TpaGea Na ce yBenusn a0 20-30 g MaKTYN03a, IpuaaraHa 3
10 4 TBTH JHEBHO.

Mozara TpaGBa Na ce TpeLU3HPa TaKa, 4¢ Ja C¢ NOCTHTHE JBYKPATHO WM TPHKPATHO H3XO
H3NP&KHCHHA JHEBHO.,

,ﬂegaz

~He ce npenopsusa yrorpeba npu aena ¢ YepronpobHu 3a60sBaHUS.
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Bawxro!
Jaktynosza-MIP 65 g/100 ml cupon #e BoaH a0 NpHBHKBaRE!

Hawig Ha TPUIKEHHUE Y NPOTLIDKHTENHOCT Ha Je4eHHETO:

Jlaktynosa-MIP 65 g/100 ml cupor ¢e npuema THpeKTHO, WIH CMeCeH ¢ BOAA WIH APYIH TEYHOCTH,
Jlaktynosza-MIP 65 g/100 ml cipon Moxe 1a ce npHema No BCAKO BpeMe, HE3ABACHMO OT XpaHeHeTo.

JlaxcatuBrHAT edekT HacTrnpRa 2 Ao 10 yaca cnex npUeMa Ha JIEKapeTBOTO. AKO [i03aTa € HeloCTaThuHd,
mhpBaTa AedekalHa MOKe 12 HacTbiy cnel 24 -48 yaca.

[TPORBIKHMTENHOCTA HA JIEYEHHETO 3aBHCH OT PASBHTHETO HA KIMHUYHHTE CHMITOMH NPH NALMEHTa.
4.3 TlpoTusonoKasaHns

- CBpBXIYBCTBUTENHOCT KbM AKTHBHOTO BEIECTRO WM KEM HAKOE OT (IOMOLIHUTE BEWIECTRA, H3GPOCHH B
TOoYyKa 6.1 ;

- YpepHa HENMpPOXOAUMOCT;

- HeneHocuMocT KBM ranakrosa;

- OBoctpenn ph3naNUTeNHH CTOMANIHO-4peBHN 3abomapanud (YnneposeH konut, Gonect Ha Crohn);

- Hapyiuenus BbB BOAHO-€NEKTPONHTHHA Sananc.

4.4 Cnenuanny npegynpexneHus H NpeANasHH MEPKH NpR yaoTpeba

B 15 ml Jlaktynosa-MIP 65 g/100 ml cupor ce craspiar no 1,5 g ranakTosa g a0 1 g gakroza.
TMopajm cpaABPKAHMETO Ha GPYKTO3d M ranakTo3a, IEKAPCTBOTO He TpA6Ba Aa ce HINO/I38a 0T NALUEHTH C
NIaKTa3eH AehHUMT, TAIAKTO3EMHA H IIIOK030-/TaNaKkTo30-ManabcopOLyoHeH CHIIPOM.

4.5 BaanmonelicTBHe ¢ APYrH JICKapCTBEHH NPOAYKTH # ApyTH $opMH Ha B3aumonelicTBre

Jlakrynosara Moxe Aa OrpaHuyH e)ekTa Ha ACKapCTBa, 4HETO NeHiCTBHE 3aBHCH OT TOYHO ONPEAENieHO HIBO
HA YPEBHA KMCETUHMHOCT (HATp. IPOH3BOAHUTE HA 5 ASA KaTo cyn(acana3vy, Mecanasun).

JlakTynozara MOXe ]2 yBeNln4n 3ary0ara Ha Kajliit, TpeAH3BHKaHA OT DY JIEKapCTBa (RUypeTnim,
KOpTHROCTEpOMAH, aMpoTepuuH B). TIpy easoBpemMeHHo npunarate CbC ChPAEYHH DIHKOIUIN MOXE 14 c8
TIPEAHM3BHKA YCUIBAHE HA ediekTa HA TTIMKO3MANTE [OPAAH KANHEeR AedHIMT.

4.6 BpeMeHHOCT M KEpMeEne

Jaxrynosa-MIP 65 g/100 ml cupon moxe 4a ce w3non3ea Ge30macko Mo Bpeme Ha GPEMEHHOCT B KbpMEHe,
8KO Ce NIPHNara CTopeX yKa3aHusTa,

4.7 Edextn BHpXY ciocolHocTTa 32 mogupane u pabora ¢ Mammnm

Jlaktynosa-MIP 65 g/100 ml cupon He noBmMsBa crocoGHoCTTa 32 wodupase 1 paboTa ¢ MamMHY.

4.8 Hexkenanm NeKapcTBeHH PeAKIHH

Hesxenaunte nekapcTBeHd peakiiy, AOKIaABAHN TIPH ynoTpebaTa Ha JIAKTY03a, Ca OLEHEHU Ypes clienHara
KnacH(pUKanMs 33 YecToTa:

Muoro gects (21/10); vects (21/100 no <1/10); seuectu (21/1 000 ao <1/100); penku

(=1/10 600 go <1/1 000); MHOTO peaxu {<1/10 000), c HeH3BeCTHA YeCTOTa (OT HANHYHUTE JA3HHH HE MOXKe Ia

Gb/ie HANIPABEHA OLIGHKA).

TpH BCAKO rPYMIMPAHE B 3ABMCHUMOCT OT YECTOTATA HEXETAHNTE JeKapCTBENH PeakLliy ce H30posBaT
HHRXOJAL pell O OTHOWICHYUE HA TAXHATA CEPHOZHOCT.




Hexenasu aeKapcTBEHR peakuiy NPH NPRIOKEHHETO HA IAKTY/I034:

Hapyutenua na umynHama cucmema
C Hen3secTHa YecToTa: Peak1inn Ha CBPBXUYBCTBUTENHOCT.

Cmomauino-ypeenu Hapyuenua:

Muoro ecTs; npu npunarane Ha cpe/lHi 1034 B HAYANOTO HA IEYEHHETO MOXKE 13 HACTHIAT cnaba xopemHa
Gonka, MeTeOpu3bM HIH (naTyneHuus. TTo-BHCOKY J03H MOXe 13 NPEIU3BHKAT raneHe, NOBPbUIAHE, IHAPU,
BOJSIIA 10 BOJHO-SIEKTPOIHTEH AHcHanauc.

Hapywenun na memaboniama u xpaneremo:

Penxn: Tlo Bpeme Ha nevenne Ha MOIBYHO YBPEXIAHE, CBBP3AHO C XPOHHUHO YEPHOAPOOHO 3afonaBane, e
JOKITaNBaHO 33 XUNepHATpHeMs,

C nen3pecTHa qecTora: [pogsmxnrensa ynorpeba Ha Jlakrynosa-MIP 65 g/100 ml chpon BEB BICOKH 03
MOXe A3 10BeRe RO HapylIeHHs BbB BONHO-eEKTPONUTHIA GanaHe, XapaKkTepHH 3a IEKapCTBaTa ¢
JIAKCATHRHO AcHCTRHE,

Hapywenua na xoxcama u nodkoxcHama mexan
C nenssecrna yecrora: O6puB, cupbex, yprukapys.

Crofuiapane Ha NONOINPAHA HEXKETAHY DEAKIIHH

CrobinasaneTo Ha NONO3MPARK HEXEIAHH PEAKLMH clell paspeliasane 3a yroTpeGa Ha NeKapcTReHUs
npoaykT € BaxHo. Tosa no3Bonsgsa a NPoTLIKE HaOMOICHUETO Ha ChOTHOMIEHAETO MON3a/PACK 34
NeKapCTREHHAA MPOAYKT. OT MEAUIHHCKHTE CTIEHUATHCTH O H3HCKBA 12 choDLIARAT BCAKA TIOKO3HPaHa
HeXeNaHa peakLus Ypes HAlHOHAIHA CHCTEMa 33 chobmasane, M3IbTHITEAA areHIus No NeKapCTBara, yi.
»damsu ['pyes” Ne 8, 1303 Codus . Ten.: +359 2 8903417, yeGeaiit: www.bda.bg..

4.9 TIpenosupane

Hama ganny 32 cnyyad Ha npenosupaye. [Ipy no-BHCOKH OT MPenopbyanyTe JO3MPOBKA MOTAT /1A Ce NOKBAT
kopemuH Goaku 4 AuapHA. B Takuba ciy4an e J0CTarb4HO MPEKPATABAHE HA NIEYEHUETO.

5, PAPMAKOJION' TMHA CBOHCTBA
5.1 @apMaxoIHHAMHYHH CBOICTBA

DPapMaKoTepalBTHIHA rpyna: JIakcaTHeH.
ATC kon: AOSADI11

Jlaktynoza-MIP 65 g/100 ml cupor ceabpika NaKTY/I034 (TH3aXAPUT), KOATO HE CE PAsTPaxaa OT EH3UMHATE B
TBHKMTE YepBa 1 IOCTHIa HepasrpaleHa B AeGennte yepsa. Upesrure faxrepuu nipepaloTEaT MaKTy03aTa
J0 HUCKOMONEKY/THH OPraHHYHM KICENIHHH, KOHTO TIONKNCENABAT cpefiata H yBeTnyasaT ofeMa Ha UPeBHOTO
ChABPKEMO. TOBA BOAH A0 CTUMYIUPAHE Ha NEPHCTANTUKATA M 0OPMAHE Ha MEXH HM3MPAKHEHNS.

OtHOCHO eeKTa Ha HAMATABAHE HHBOTO Ha aMOHAKA B KPBBTA Ce IUCKYTUPAT PA3HYHK MEXAHHIMH.

. Pasrpaknanero Ha faKTyno3aTa peAn3BUKBA HaMaABaHe Ha pH koeTo NoB/MgBa HOHU3HPAHETO Ha
amoHsika. Taxa aGcopOupauaT ce ¥ TOKCHYEH aMOHAK CU TpeBphilia B Heabcopbupalll ce H He TOKCHYEH
aMOHHeB HoM. 110 To31 Ha4HH pa3opOLMATa HA AMOHAK B KOJ0HA Ce PeIyLHpa.

. Topany M3MHINLKa Ha KapbOXMApaTH U B pe3ynTaT Ha MoHMkeHoTo pH npoTeouTudsara Ypessa
pnopa ce penyupa 3a cMeTKa Ha 3aXapoNMTHIHATA YpeBHa (GIopa M NIOPAZH TOBA CE TIPOAYIMPA OrpaHuHeHo
KOJTHHECTBO aMORIK,

. TMNonmxenoto pH B weppara BoaH 1o NpeMUHABAHE HA AMOHAKA JUPEKTHO OT KPBBTA B KHCENUHOTO
YPEBHO CHALPAUMO.

. TIpuAOXKEHNETO HA NAKTYI03a BOJM A0 MARKUILK Ha KAPOOXUAPATH B KOAOHA, MPEH3
penaTupeH NedUuAT Ha a30T 3a GaxTepuandara (ropa, koiTo T4 3aNaupa NA KOMMEHCUpa
AMOHAK,




ITpu nopransa cHcTeMHa eHuedANONaTHA NAKTYNO3aTa peann3upa ot 25 fo 50% pexykuMa Ha HHBOTO Ha
aMOH/KA B KPBBETA, KATO TePANCBTHYHUA eEKT MOXKe 8 CE OUAKBA ClIE HAKOIKO Yaca A0 HAKOJKO JHH.

5.2 GapMakoKRHETHYEH CBOliCTRA

B thHKHTe Yepsa ce pesopGupar camo 0,4 10 2 % ot i T034T4, KOHTO Ce OTACHAT HEMMPOMEHEHHY ¢
P Pe3opGHp aKTy. 4a,
ypunara. [Tonyqasampre ce B 1eGex0TO YePBO KHCSITMHM C@ pesopbupaT H MeTaGONH3HPAT caMO YaCTHYHO.

5.3 Hpeaxnannaug gaugn 3a GeonacHocy

OcTpa TOKCHMHOCT
IipoBenenuTe BBPXY JKUBOTHH H3CNEABaHAS HA OCTPATA TOKCHHHOCT He TOKA3BAT HATTHMHETO HA OCOBEHa
YYBCTBHTEIHOCT,

XPOHHYHA TOKCHIHOCT
Tlpu nposeneHy BHPXY PasTHUHMU KHBOTHHCKH BUAOBE W3CTCARAHMS HA XPOHHUHATA TOKCHYHOCT HE Cd
YCTaHOBEHH TOKCHYHH e(eKTH.

TyMoponpeansBHKBALT # MYTSTCHEH TIOTeHLHAN

TIpoabmbkureny H3CIEABARK BHPXY KHBOTHY HeE [IOKA3aXa HATHYHE HA TyMOPONPeAW3BHKBAL OTEHIHAT.
He ca npoBeneHn nacyieBaHia BbPXY HATHUYMETO Ha MyTAareHEH TIOTeHIMAT,

Penponyxrupna ToxcHyHoOCT

Tlpu nipoBenenH BLPXY TPH JKHBOTHHCKH BHIa H3CREABAHMA HE € YCTRHOBEHO HANHUHETO HA TepaToreHeR
edekT MK HapyweHus BLB depTHIHTETA.
He ca u3sBecTHH BpeHU BE3NCHCTBAA Ha NAKTYNO3ATA IIPH MPHEM II0 BPEMe Ha OPeMEHHOCT HITH JIAKTas.

6. PAPMAINEBTHYAU JAHHHI

| 6.1 CnHchk Ha NOMOIHATE BENIECTBA
Hsama.
3abenexxa: MeroabT Ha noMydaBane 06ycnasd HATHYUETO Ha dpykro3a, ranakTo3a H 1aKTO34.
6.2 HechBMecTHMOCTH
He ca ycranoBeHH.
6.3 Cpok Ha roguoct
3 rogMHu.
6.4 Cuenmannu yeioBus Ha cuxpanenne

- Ha ce chxpandBa npd remnepaTypa 1o 25° C. Jla ce a3n OT NpAKa CTEHYEBA CBETIHAA!
HAa He ce ynoTpeGapa clie[l MITHYAHE CPOKA Ha OJHOCT, OTOeNA3aH BBPXY OlAKOBKATA.
Cpok Ha ropHocT cnep oTeapaHe 12 mecena.

6.5 Bua 0 cheTaB Ha onaxoBKaTa

OnakoBka: SyTHIKH OT NIOMHETHIICH TEPEPTANAT C KATIAYKY HA BUET OT MOTHETHIEH.
Meputenna yamka or HOMMIPONHNEH ¢ AeneHAN 5 - 30 ml,




PasMepy Ha onaKoBKWTE:
100, 200, 500 u 1000 ml.

He BCHYKYM BUNOBE ONAKOBKH MOTAT Aa GBAaT MycHATH B npoaaxta.
6.6 CnennaHH NpeanasHi MEPKH NPH H3XBLPAAHE

Hama cnensanig H3HCKBaHHA.

7. NIPUTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
MIP Pharma GmbH

Kirkeler Str. 41, D-66440 Blieskastel, l'epmauns

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

8. HOMEP HA PAZPEINEHHETO 3A YIIOTPEBA

20060023

9. JATA HA IHPBO PA3PEINABAHE/TIOAHOBSABAHE HA PASPEJEHHETO 3A YIIOTPEGA

25.01.2006/ 23.02.2011

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

06/2022




