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1. UME HA JIEKAPCTBEHHUA ITPO/IYRT 710 /O ‘7 [

JTAKCAKO/JIHUJT 5 mg cromaltiiHo-yCTOMYHUBU TAaOIETKH

LAXXACODYL 5 mg gastro-resistant tablets

2 KAYECTBEH U KOJIMMECTBEH CbCTAB

Beska croMalHo-ycroiunBa tabaerka cbabpka S mg Oucakoaun (bisacodyl).
[[oMOLIIHM BeleCcTBA ¢ U3BECTHO JICHCTBHE: JIAKTO3a MOHOXMApAT 72 mg.

3a IMbJIHKUSA CIMTUCHK HA MOMOILLHHUTE BellecTBA, BUKTE TOoYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

CToMaluHO-yCTOHYHBaA TabJieTKa.

besn 10 noutu 6enu, KpbIyikM, ABOHHO H3NMBbKHAJIW (PUIIMUPAHHU CTOMAIIIHO-YCTOHYHUBH TaOJIETKH.

4. KIUMHHUYHUAU IAHHHA

4.1. TepaneBTHYHH MOKA3AHHUS

[IpoayKTBHT € nokasaH 3a KpaTKOCPOYHO JIEYEHHE HA KOHCTHUIALMSA, NTPH NOJANOTOBKA 3a AWarHOCTHYHH
MpOLIEAYPH, Tpe- H TOCTONEPAaTHBHO W MNpPH JPYIrH CbCTOAHHUSA M3MCKBALLM, YJICCHABAHE HA
nedexaumsTa (XeMOpPOMIH, aHAJTHU (PUCYPH, parajim).

4.2. J03HpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3zupoBka

KOHC’H?HE?H{{HH

Bw3pacmuu
5> — 10 mg aAHEeBHO

[IpenopbuBa ce sieyeHHETO Aa 3anovyHe ¢ Hal-HUCKaTa a03a. Ta Moxke na Obje yBejuuyeHa 0
MaKCHUMasiHaTa npernopbuMUTesIHA ¢ LieJ1 MOCTUraHe Ha pe/loBHa jledeKalius.
MakcuMasiHaTa HeBHa 103a He TpsaOBa j1a Ob/1e npeBuilaBaHa.

lleouampuuna nonviayus (oeya nao 10 coounu)
5 — 10 mg aHeBHO

JleueHuneTo ciie/iBa 1a 3anoyHe ¢ Hal-HUCKaTa eeKTUBHA /103a, KOSATO MOKe /1a Ob/1e yBe/IMYeHa C 11eJ
[MOCTUraHe Ha peloBHa JedeKauus 10 MaKCUMasiHaTa npenopbuMTe/IHa 1034,
MakcuMasiHaTa JIHeBHa 103a He TpsOBa aa Ob/ie nNpeBurilaBaHa.

[IpoaBIZKMTETHOCT HA NMpHeMa Hajl S IHW U3MCKBA TOYHO ONpE/IessiHe Ha NPUYKHATA 32 KOHCTHIIALIMA.
Exeanesnara ynorpeda Ha npoAyKTa € HeKeslaTe Ha. -
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[IpUnokeHUETO Ha JeKapCcTBEHUA MPOAYKT TPAOBA 2 ce U3BbPILBA M0 JICKAPCKO HabNKACHKE,

Buw3pacmuu
3a MOCTHIraHe Ha ITbJIHO U3Mpa3BaHe Ha YepBata, NpenopbpYUTENHATA AHEBHA 032 € 20 mg, pa3neneHa

B ABa paBHOMEPHH (10 mg) npuema (cyrpelueH M BeuepeH). Ha cineaBauiaTta ¢cyTpHH € HeoOXoauMo
NPUIOKEHUE HA CNAbUTENHO CPEACTBO C HE3aDAaBHO NEHCTBHE (HAMP. CYINIOZUTOPHH).

Heduampuuna nonyrayusn
3a nena Haa 4 rOAMHM NpenopbuYMTENHATa 03a 5 mg, npHeTa BEYepTa W NpUiarade Ha cjlabuTeNHo

CpeCTBO ¢ He3a0aBHO AeHCTBUE (Hanp. CYNO3UTOPHH) Ha clie/BalllaTa CyTpHH.

HauuH Ha NpUIOKEHHE

[IpenopbuBa ce JeKapCTBOTO Ja ce MpUeMa Beyep B YaCOBETE NPeRH ChbH ¢ Orfel NpeAH3MBHKBAHE Ha

IlE(lJBKaU,HH Ha CIACABallaTta CYTPHH.
TabneTkuTe € HEOOXOAMMO 12 ce NOTrIbILIAT LECJIH, € TOCTATBHUYHO KOJTHUCCTBO TCHRHOCT.

Tabnetkure He Tpabea Aa ce NpUeMaT €AHOBPEMEHHO ¢ NMPOAYKTH, HAMAJISBALLIM KMCEJMHHOCTTA Ha
rOpHUA CTOMALIHO-YPEBEH TpakT (Masxo, aHTHauuav, Hr-Onokepun, UHXHOUTOPU Ha NpPOTOHHATA
I0OMNAa) 3a Ja HE ¢€ pa3TBOPH MPEKIACBPEMEHHO CTOMALLHO-YCTORUMBOTO ITOKPUTHE HA TAONETKUTE.

HeobxoauMo € na ce noaabpka aJeKBaTEH MPHUEM Ha BOAA MO BpEeMe Ha JICUEHHETO, ocoOeHo npH
N€ella ¥ No-Bb3pacTHU AaLIMEHTH, KOUTO ¢a NNO-YYBCTBUTEHH KbM ePEKTHUTE Ha JeXHApaTaLui.

3a oCcTUraHe Ha TpacH e(PEeKT ce NpenophyBa INMpPHEM Ha XpaHv Ooratn HAa GuOpPH H MOAXOIALI
JIBHUraTeleH pexuM,

4.3. IIpoTHBONOKA3AHHUA

. M3BECTHA CBPBXUYYBCTBUTEHOCT KBM OHMCAKOAWN UM KBM HAKOE OT [TOMOLUHMTE BEILECTBA,
u30poeHH B Touka 6.1.;

. WJIeyC WIH Jpyr BUA YPEBHA HENPOXOAUMOCT;

. OCThP XHPYPruueH KOpeM W/ MK CHNHO OOMNe3HeH KopeM {CHIHa KopeMHa Oonka, puapyxeHa
C rajieHe U NMoBpbIIAHE U/ WIH MOBHILEHA TEMIIepaTypa);

. OCTPH BBINMANUTENHHM 3a00NIBAHUA HA YEPBATA,

. ITHArHOCTHYHO HEU3ACHEHO PEKTATHO KbPBEHE;

. TeXKa ACXUIpaTauus ¢ pa3iMueH Npousxon;

. Aela Ha Bp3pacT noa 4 roauHH.

44. ChneudHajaHH npeaynpexacHHA 4 OpeANa3HH MePKH NpH yrorTpebda

Tosa nekapcTso He TpAdBa 1a ce npHeMa eXXEIHEBHO, KAKTO U NPOIL/KUTETHO BpeMe (Han 5 guH) bea
Aa ObJe yCTaHOBeHA MPUHUHATA 33 [TOABATA M NEPCUCTUPAHETO HA KOHCTHIALIUATA.

[I[poab/okuTENHATE WKW NPEKOMEpHa ynorpeba MoO)Ke 1Ja HOBeAe 10 BOAEH U €JIEKTPOJHTEH
aucOanaHc, BKJI. XUIMOKaNueMus U aexuaparauus. Ilpd nauMeHTH, NpM KOUTO ACXHUAPATAUHATA MOXKE
Aa Ma CEpHO3HH HEraTMBHH NMOCIEACTBUA (Hanp. NaLUMERTH B CTapyecKa Bb3pacT, TakuBa ¢ 610peyHa
renocTaTb4HOCT) npueMbT Ha JIAKCAKO/JWJI cnepsa na 6mae mpekpaTeH 10 KOMNEHCHpaHe Ha
CBCTOAHHETO W BIIOCNEACTBHE BH3CTAHOBEH MO JIEKAPCKNA KOHTPOII.

MUma crolblugHMs 3a cnyyan Ha 3aMaliBaHe /MM CHMHKON MpH JeueHHe ¢ OMcakoaMil. I
ObJaT OTHECEHH 3AABDKMTETHO KBM MPWIOKEHHETO Ha IEKapCTBOTO, Thil KaTo € BB3)
0OsiCHEeHU ¢ NpuioulaBaHe, CBBLP3aHO € KOHTPAKLUMHUTE MpH H3X0XKAaHe, KaKTo
WHEPBALMOHEH OTIOBOP Ha KopeMHaTta 0oJika, ChIpoBOXKAallla KOHCTHNALMATA.




To3zu nexkapcTBEH nNPOAYKT, MOAOOHO Ha JAPYrUTe CTHMYJIMpALLUH JAKCAaTHBH, HE MoanoMara
HAMANABAHETO Ha TEJECHOTO TErJIO.

B13moxcHa e nogsara Ha XEMATOXEC3HA, KOATO OOUKHOBEHO € NeKOo H3pa3€Ha H INpEMHHAaBAa CrICHTAHHO.

[Tpu neua npoRyKTHT ce MpUnara cnel KOHCYJITaluus ¥ Ha3HaueHHe OT JeKap.

EnHa tabnerka cpabpxa 72 mg nakto3a, ¢ MaKCHMAIHATA JHEBHA A03a 32 JeveHHEe Ha KOHCTHUNALUS
ce npuemart 144 mg nakro3a, a ¢ 103aTa 3a NMOArOTOBKA HA UHCTPYMEHTAIIHM U APYTd H3clienBaHUs U
3a JICYEHHE Ha ChCTOSHUSA, H3UCKBALLIH YIIECHABAaHE HA AedeKauuaTa ce npuemar 288 mg nakrosa.

[TanyeHTH ¢ peAKH HaAcCAEACTBEHH NpobJieMHM Ha HENOHOCHMOCT KbM TallakTo3a, IThJIEH JIAKTa3eH
ACPULMT UNH [TIHOKO30-TalakTo3Ha ManabcopOLua He TpaOBa Ja npHeMaT TORa JIeKapCTRoO.

4.5. BszaumojeiicTBHE C JPYI'H JEKAPCTBEHH NPOAYKTH H APYIrH GOPMH HA B3aHMOAcHCTBHe

JAUypeTUlIM W apeHOKOPTUKOCTEPONIN
EnxHoBpeMeHHata ymnoTpeba ¢ OMcakoaun noBHIIABa pHUCKa OT €JeKTPOJMTEeH aucbanaHc U

XHUNOKaIHEMH s, 0CODEHO NMpH NPUIOKEHWE Ha BUCOKH JIO3H.

CobpaeyHy TTTHKOIUAH
EnexkponuTHUAT gucbanaHc, CBBp3aH ¢ NMpeKoMepHa ynoTpeta Ha BUCOKH J03H DHCaKoaUn MOoxe aa
[MOBHLIM YYBCTBUTETHOCTTA KbM CHPJACYHH MNHKO3UIH.

Jpvyru nakcaTueu
B13M0OXHO € MoBHILaBaHe Ha 4eCTOTATa W YCHJBAHE HA TEXKECTTA Ha HEXENAHWUTE peakilid OT CTpaHa

CTOMALLHO-4YPEBHUA TPAKT, CBBP3aHH ¢ NpUeMa Ha bucakoauI.

Anrnaunan. Hy-bnokepy, HHXHOUTOPH HA NMPOTOHHATA MOMI2

BB3MOXHO € NPeKIEeBPEMEHHO pasrpakaaHe Ha CTOMAIUHO-YCTOHUYHBOTO IMOKPHTHE Ha TabJIETKHUTE
NPH €JHOBPEMEHHO MNPUIIOKEHHE C aHTHAUWAM, WHXUOUTOPM Ha NPOTOHHATA TIOMMAa W JAPYIH
JIEKapCTBEHH NPOAYKTH, BOAELIM A0 HAMAIABAHE HA KHUCEIMHHOCTTA B FOpPHHSA OTIENl Ha CTOMAILLIHO-

YpEeBHHA TPAKT.
4.6, PeprTHaHTET, OpeMEeHHOCT H KhpMeEHe

DepTHINUTET
HsaMa naHHH OT NPOY4YBaHHUs 33 AEHCTBUETO HA OUCAKOAMI BbpPXY depTHAUTETA MPH XOpa.

bpemenHocT
JIaHHK® OT KOHTPO/JMpPaHU KJIMHMYHH U3MUTBAHUMA NpH OpeMeHHH XKEeHHU He ca HanuuHKu. Jlo MOMeHTa

He Ca YCTaHOBeHHM HeOnaronmpuiaTHH egexkTH Ha Oucakoau BBPXY MNPOTHYAHETO H XO0Ja Ha
OpeMeHHOCTTA.

[IpoayKTeT MOXe a Obae npusarad npy OPEMEHHH XEHH clie]] Ha3HaUEHHE OT JIeKap M ciiej] OLIEHKa
Ha CBOTHOUIEHHETO i10/13a 3a MalikaTa/NOTEeHLMAJICH PUCK 3a IU10Aa, NOAOCOHO HA BCHYKH OCTaHAIU

J1€KapCTBEHH NPOAYKTH.

Ktpmene

Hama ngaHHM 3a eKckpeuss Ha akTuBHUsA Metabonut BHPM Ha Oucaxoaun, HHMTO Ha HEroBHTe
MTIOKYPOHWAX B KbpMaTa NpH 3JpaBH KbPMEIUH XEHH. TO3H JIEKapCTBEH MPOAYKT MOXE Ja. ce

W3MON3Ba N0 BPEME Ha KbpMeEHe. //;‘d’%WTq;TH“
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4.7. Ed¢exTn BBpXY cnocoOHOCTTA 32 IO HpaHe B padoTa ¢ MAIIHHH

Hsama n1aHHM OT NpoBeeHy n3caearaHUA 3a edpekTH Ha OUcakoaun BbpXy ¢nocobHOC
A paboTa ¢ MallKHM. |
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HeobxoanMo e nauventute aAa 6»aaT MHPOPMUPAHH, He TOPaaAM BB3MOKHOCTTA OT pa3BUTHE Ha
ChAOBO-HHEPBALIMOHEH OTrOBOP, NPOSBABRAILI CE€ C Pa3BUTHE HAa KOpPEMEH CNa3bM/KOIHKA, € BL3MOXKHA
NosBa Ha 3aMaiBaHe W/WiK cuHkon. B Te3n caydau e HeoOXxoaumo u3bArsaHe Ha NOTEHLHATHO

ONacHH AEHHOCTH, KaTo WOGHpaHe H paboTa ¢ MAIIMHH.
4.8. Hexenanu JekapcTBeHH peaKnHH

Crneanata TepMHMHONOIMA € OWila M3NOA3BaHA NPHU KIAacUOULNPAHETO HA HEXEJaHHTE PEaKLMM Mo
OTHOWIEHHE Ha TAXHaTa 4yectoTa B CbOTBeTCTBHEe ¢ MedDRA xoHBeHuusaTa: MHoro yectu (>1/10),
yectH (>1/100 no <1/10), Heuectu (>1/1 000 po <1/100), peaxu (=1/10 000 no <1/1 000), mHoro
peakH (<1/10 000), ¢ Hen3BecTHa vecToTa (YecToTaTa He MOXe na ObJie OoMnpeneNeHa OT HATMYHUTE

JIAHHH ).

MedDRA SOC/MecToTa Hexenana jekapcTBeHa peakuud

CToMalmHO-YpeBHH HAPYLIEHHS

YectH Kopemna 60s1ka, KOpeMHHM Cra3MH, QHAPUs, FraJcHe

Heuecty KopeMeH quckoMdopT, NOBPBILUAHE, XeMaTOXe3Hs, aHO-
pPEKTANEH AUCKOMDOPT

C HeU3BeCTHa 4YecToTa Konut*, BK1. HcXeMuddeH KonuT*

Hapywennsa Ha MeTaboin3Ma H
XpaHEHETO

C Heu3BeCTHA YecToTa Jexuaparaunsa*

HapyunieHuss Ha HepBHATA CHCTEMA

Heyectn 3aMagHoOCT**

C HeM3IBEeCTHA YecToTa CHHKOn**

HapymieHA HA HMYHHATA CHCTEMA

Penxu CBpBXUYBCTBUTETHOCT

C Heu3BeCTHA YECTOTA AHruoenemM™, aHaQUJIaKTUYHH peaKLMKH*

* Tesu nexxenanu peakliMH He ca HabAOAABAHY B HATO eHO KIMHHYHO W3NMUTBaHe. OUeHSBaHETO
¢ Da3sMpaHO Ha ropHaTa rpaHvua Ha HeroBua 95% noBepUTeNEH WHTEPBAJ, H3HYUCIIEH OT 001U
Opo# leKyBaHHW nalMeHTH CbINIacHO eBpornekckuTe npenopkki 3a KXIT (3/3056, koeTo ce oTHacs

3a ,,peakH™).

**¥ 3aMaliBaHETO H CHHKOITBT BEPOATHO Ca pe3yJITaT Ha Ba30-BarajicH OTTOBOP, HAMp. BCJAEACTBHE HA
KOpeMeH cra3bM UK gedekalus.

Cho0maBaHe Ha NOX03UPAHH HeXeJIAHH peakmHH
Cro0OLaBaHETO Ha MOAO3HPAHH HEXETAHH PEAKLIMM Clie] pa3pelllaBaHe 3a ynorpeda Ha JieKapCTBEHHA
MPOAYKT € BAXXHO. ToBa M0O3BOAABA A2 MPOAB/IKU HabNOAEHUETO HA CHOTHOIIEHHUETO MON3a/pHCK 3a
NEKapCcTBEHHA TIpoAYKT. OT MEeIHUMHCKHWTE CIEeLHAaMCTH C€ H3HMCKBAa JAa cbobuiaBaT Bcsgka
MOAO3HPaHA HeXKellaHa peaxKlud ypes:
M3nsanMTenHa areHuus no nexapcreara
yn. ,.,JlamsH I'pyeB* Ne 8

1303 Codus

Ten.: +35928903417

yeOcaiiT: www.bda.bg




4.9. Ilpenozupane

KAMHHWYHA CHMIITOMATUKA
Cnex npueM Ha BUCOKH JI03H € BBL3MOXHO Ja ce HabnoaaBaT BOAHHCTH H3MpaKHEHHA, JHApHA,

KOPEMHH CIMa3MH H KJIMHUYHO 3HauKMMa 3aryba Ha TeHHOCTH, KAKi U ApYry €1eKTPOIHTH.

[Ipy XpOHHYHO Npeno3MpaHe, NOJAOOHU Ha APYruTe CIadUTENHH CPEACTBA, MOraT Aa ¢€ Habmwoaaear
XPDOHHYHA Auapud, KopeMHa Oollka, XMIOKaJTHEMHUsA, BTOPHHYEH XMINEpPANJOCTEPOHHIBM M

He(poIUTHAzA.

OnucaHn ca ciaydan Ha yBpexzaaHe Ha ObOpeuHute TyOynu, mMeTabOJIMTHA ankano3a MU BTOpPHYHA
MYCKYyJIHa ¢71a00CT, CBbp3aHa ¢ NIpeaAW3BHKaHAaTa XWUITOKAJIMEMHUSA TNPH XPOHHYHA 3710ynoTpeda Cbe

CJ1aOUTENTHH CpCACTBA.

Mepku npu Npeao3vpaHe
[Ipu npyeM Ha 103U, HaJBULUABAILM MPETIOPLYBAHUTE, MOXKE 1a ObAE NMPEAN3BUKAHO NOBPBUIAHE HIH
na Obae npeanpueTa CTOMauliHa MPOMHBKA ¢ OTJIEA NpeBaHTHpaHe Ha abcopOuumsaTa.

HeobxoauMo € npeanpueMaHe Ha MEPKHM ¢ LieJT KOPEeXLUHs Ha eJeKTPOIHTHUA aucbanaHe, ocobeHo npu
Aella ¥ NaUUHeHTH B CTapyecKa Bb3pacT.

[Toaxxomauio e INPpHJAQKCHHUCTO HA CIIa3MOJIMTHYHHA CpCHACTEA.

5. ®APMAKOJOIHYHU CBOUCTBA

5.1. PapMakoAHHAMHYHH CBOHCTBA

({apmakoTepaneBTHUHa rpyna: KoHTakTHU cnaOUTesIHU cpeacTra
ATC koa: A0O6ABO2

MexaHu3bM Ha JEHCTBUE

bucaxoaun e NoOKanHoO A€HCTBAIIO KOHTAKTHO cnabHTENHO cpeAcTBO OT AMdeHHUAMeTaHOBaTa Irpyna,
KOETO YNpaXHABa CBOETO MACHCTBHE CJlel XHAPOJH3a, KOATO NpeThprsBa B Ae0enoTo 4epBo.
CTUMyIUpa NEPUCTANTHKATA M NPEAU3BUKBA AKYMYJIMPAaHE Ha BOJA U €JIEKTPOJIUTH B UPEBHUSA JIYMEH,
KOETO BOAM 10 VJIECHsABaHe Ha AedekalnaTa, HaMallsBaHe HA BPEMETO Ha MacaXka H OMEKOTABAaHE Ha

H3IIPpAKHCHHATA.

MdapMakoaoruuHu ePeKTH

bucaxkoaun cTuMynMpa aedeKkauusaTa, HaMansgBa BPEMETO Ha npectoii Ha GeKaIHUTE Macu B UPEBHHUS
JJYMEH W BOJM A0 HaMa/liBaHe Ha TAXHATA KOHCUCTEHLHA, OKa3BaMKH CBOWTE €(EeKTH B HOJHHA
CEerMeHT Ha CTOMAaIIHO-YPEBHUA TPaKT.

He oka3pa Bb3AeHCTBHE BBPXY XpPaHOCMHMNAHETO, KAKTO U HE BOAM JI0 HATPYMBAaHE B THHKOTO YEPBO

Ha KaJlOPHH MNYW APYTU XPaHUTETHUA BEILIECTBA.

3.2. dapMaKOKHHeTHYHH CBOHCTBRA

ADcopblrivsa
Cnen nepopalHO NpUIOKEHHe, OUcakoana ZOCTHra nedenoto yepBo Oe3 3HAUUTENHA CHCTEMHA pe3opOLms,

KOATO INPpaKTHHCCKH HAMA 3HAaYCHHUEC 34 HCTrOBUA CbeKT.

B 1ymeHa Ha nebenoto 4epBo npeTbpiiasa OuoTpaHchopMaLms, KOSTO B pe3ynTaT Ha NPOLIECH Ha XMADOH3a

BHPM nenictBa noKanHO B JOAHMA CErMEHT Ha CTOMALUHO-YPEBHHA TPAakT,

*C‘BHJ}ECTB}/B&" ,
3aBUCUMOCT MEXAY NAKCATHBHUA €(EKT U TUIAZMEHMTE HUBA HA aKTHBHOTO ChCAHHEHIR
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MaKCHUMAJTHH I1a3MeHH KOHUeHTpaLwu 4-10 vaca ciiel npyuemMa, a 1akcaTHBHHA epeKT Ha Ha OHucaxoaun ce
nposBaBa 6-12 yaca cnen Hero).

Paznpenenenpe
Bucaxkoaun MMa MHOIO HUCKA ThKaHHZ HATUYHOCT.

buorpancdopMallua ¥ ERMMHHUPAHE

Mankun xonuuectea BHPM ce oTkpuBar B cTeHaTa Ha Ae0esioTO YepBO H B UepHHS JpoO, KOMTO ca MOYTH

HaNBJIHO CBBP3aHu H obOpasysaT HeakTHReH BHPM rmoxkypouna.
bucakoaua npeMHHaBa fpes NPOLECH HAa KOHIOralus B YepHUA Apod, B pe3yarar Ha KoeTo ce oOpaszyBar

dapmakosiornyHo HeakTeeH BHPM ratokypoHua.

[1na3zMeHBAT nony>xMBOT Ha exumunupaHe Ha BHPM rpiokyponnaa e npubnuzurento 16,4 yaca. Cpeaso
51,8% oT nmpunokeHaTa 1034 C€ OTKpHBA B H3NpakHeHUsTa kato cBoboaed BHPM wu cpeano 10,5% ot Hes
ce OTKpHBa B ypuHara katro BHPM rpiokyponua. B uanpaxkHeHusATa ce OTKPHBA roiIsMo KOJHMYECTBO
BHPM (90% ot obmara exckpelusa) 1 MaaKo KONHYECTBO HENPOMEHEH DUCaKOIMII.

bucakoaun v BHPM ce exckperupar B He3HaUMTENHA CTENEH B MaifuHHAaTa KbpMa.

PD/PK Bpn3Ka
He cpuiecTByBa npska Bpb3ka Mexxay cnadbuTeIHUS eeKT U MNa3MEHUTE KOHLUEHTPaUMH Ha GUCaKOAUA.

3.3, IIpeaxauHu4YH" JanHH 32 6ezomacHocT

HekMMHHYHUTE ODaHHM He MoKa3zpaT ocoDeH puUcK 3a Xopa Ha 0a3aTa Ha KOHBEHLHOHATHUTE
GapMaKkoJIOTHYHH fpoyuBaHWA 3a 0e30MacHOCT, MPOYYBaHHA 32 TOKCHUYHOCT MPH MHOMOKPATHO
npwiaraHe, reHOTOKCHYHOCT, KAHLUEPOreHeH NMOTeHLMAaN, PENPOIYKTHBHA TOKCHYHOCT U TOKCUUHOCT

332 Pa3BUTHETO.

bucakonun € BEeUIeCTBO ¢ HUCKA TOKCHYHOCT - OCTpaTa TOKCHMYHOCT HAJBHUIHIABA J030BH HHBA OT 2
mg/kg. B exkcnepuMeHTH mnpu Kkydera ¢ HabmogaBaHa no3oBa TonepaHTHoct a0 15 g/kg. B
H3CNEBAHHWA C MHOIOKPAaTHO J03HpaHe B NpPOABL/DKEHHE Ha 26 CEeIMHMLM NPH TUThXOBE, MOPCKU
CBHHYETA U MalMYHH € YCTAHOBEHO, Y€ OMCAKOIMJI MpPEeAU3BHKBA TEXKKa 1030-3aBHCHMA AUapHi IpH
BCHUKHM BHIOBE, ¢ HM3KIKUYEHHE HAa MOPCKHTE cBHHYeTa. He ca HabGmogaBaHM XMCTONMaTONOIMYHHM

[IPOMCHH B IIAPCHXHUMHHUTEC OpPraHu.
Hsama naHHHM 3a reHOTOKCHYEH MOTEHLIHAT H KAPIHTHHOTCHHA aKTHBHOCT.,

He ca ycraHoBeHu TeparoreHHHU edextu (FDA Pregnancy Risk Category B).

6. PAPMAILEBTHYHH JIAHHHA

6.1. CnHCHK HA MOMOILHHTE BEllleCTBA

Aapo Ha TabreTkara
JlakTO3a MOHOXHApAT

Llenyno3a, MUKpOKPHCTANTHA

| lapeBMYHO HHILUECTE

[TornaoH

CunmumeB JUOKCHA, KOJTOMIEH Oe3R0AEH
MarsxesueB creapar

PDHIMOBO NOKPUTHE s N
Onaapai knubp 03K 19229 (xunpomenosa, TpHalUEeTHH, TaJK) f,/ﬁ;MﬂQfg# g

Axpun-EZE White 93A18597 (cvnonuMep Ha MeTaKpHIIOBa Kuceﬂuﬂa-emna}cpunajx..z 1), Tank, e N
THTAHOB [MOKCHMJl, CHJIHLMEB JAHOKCHMA, KOJOWJEH 6e3BojeH, HaTpHeB OukapGpHaT; Ha-rpuegh ey
naypuncyndgar) AT

TpHeTnn uuTpar
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IIpeuncteHa Boja

6.2. HecsBMeCcTHMOCTH

Henpuioxumo.

6.3. Cpok Ha roaHoOCT

3 rOgUHM.

6.4, CpnenuanHu ycj10Busl HA ChXPAHEHHE

[Ipu Temneparypa noa 25°C B opMrMHanHaTa ONaKkOBKa.
6.5. Buau cbabpxkaHHe HA ONAKOBKATA

bawcrepn ot 6410, Hempospaudo PVC/PVAC u anymuHmeBo $oMo, N0CTABEHH B KAPTOHEHA KYTHUS.
Onaxkosku no 30 TabneTkn.

6.6. Crnenuananu npeAnazHH MepKH NPH H3XBbPJAAHE B pabora

He ca uzBecTHMu.

7. INPHTEXATEJ HA PASPEIIIEHHETO 3A YIIOTPEBA

HJAHCOH-bI" OO0/

yn. ,,Oren [lancui™ Ne 26
2400 Pagomup

bbarapus

8. HOMEP HA PA3PEILIEHHETO 3A YIIOTPEBA

Perucrpaupuonen Ne 20240162

9. JATA HA HbBPBO PA3PEIIABAHE/TIOONHOBABAHE HA PA3PEIIEHMETO 3A
YIIOTPEBA

Jlata Ha nmbpBoO pazpelnapade: 25.06.2024

10. JATA HA AKTYAJIN3BUPAHE HA TEKCTA

centeMBpH, 2025




