KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA

VI3NbIHWTENHA AFEHLNA N0 NEKAPCTBATA

1.  MME HA JIEKAPCTBEHHA IIPOAYKT TR KRR AR SR CRp o < IR neon 1

JJAKCAKOIHMJI 5 mg cTomMaliHo-yCTOHYHEBH TaONeTKH

N«? Ly} N € )
Pazpewehue % m 3 ?_ ? b -06- 2024
LAXXACODYL 5 mg gastro-resistant tablets BG/MA/MP = oorsesircvrcrsssasnninnn 1 RO

CXQOBDENIG W siivivissnsseaimssiid st neana e

2. KAYECTBEH 1 KOJIMYECTBEH CHECTAB
Besika cromaruno-ycroiiunsa tabierka cpabpika 5 mg Gucakoqun (bisacodyl).
ITomorHm BellecTBa ¢ M3BECTHO JeHCTBHE: TaKTO3a MOHOXHApAT 72 mg.

3a MBJIHKS CIIMCHK HA MMOMOIIHUTE BEIeCTBa, BIKTE TouKa 6. 1.

3. JEKAPCTBEHA ®OPMA
CromaluHo-ycToifurea TablieTka.

benu 10 nouru 6enu, KpbIiM, ABOHHO U3ITBEKHATH (HIMHUPAHH CTOMAINHO-YCTOHYMBH TAOTETKH.

4, KIMHAYHA TAHHA
4.1.  TepaneBTHYHH MOKAZAHUA

[poyKTHT ¢ nokasan 3a KPaTKOCPOUHO JIeYeHNHe HA KOHCTHIIALMSA, TIPH TOITOTOBKA 3a JMarHOCTHYHH
nponenypH, Mnpe- MW IOCTONEPAaTHBHO H TPH APpYrd CBCTOSHHA HW3HMCKBALIH, VJIECHABAHE Ha
nedexamaTa (XeMOPOUIH, aHATHH (QUCYPH, paraau).

4.2.  [lo3HpoBKa M HAYHH HA MPUIONKEHHE

Jo3upoBrka
Konemunayus

Buzpacmnu
5 —10 mg nHEeRHO

IlperopbuBa ce JieueHHETO Ja 3amo¥He ¢ Hab-HMCKaTa no3a. Ta Moxke ga Gble yBelTWUeHa JI0
MaKCHMAaJTHaTa MpenopbhYHTesIHa ¢ Lesl IOCTUIaHe Ha PeJoBHA AedeKallus.
MakcumanHata iHeBHa 1032 He Tps1OBa aa Oble NpeBUIaBaHa.

Heouampuyna nonyaayus (Oeya nao 10 200unu)
5 —10 mg nHeBHO

Jlewenuero cjeBa jia 3arovHe ¢ Hal-HHUCKaTa Cq)SKTHBHa A03a, KOATO MOXKE J1a 6]:,[!,6 YBEJIMYEHA C LIEN
NOCTHIaHe Ha pefoBHa Aedekalis 10 MaKCHMaTHATa MPerophYUTENHA 103a.
Maxkcumannara AHeBHa 1034 He TpAOBa na Obae NpeBuIaBaHa,

w%‘.
[IpoabizkHTEIHOCT Ha TpHeMa HaJl 5 AHHM H3MCKBA TOUHO OMNPEesIiHe Ha NPUYMHATA 3a KOHCTHIALMA.
ExenneBnara ynorpe0a Ha NpOJyKTa € He)KesaTesTHa.

Ipn BB3cTaHOBsABaHE Ha penoBHATa Aedekalus, Jo3aTa Tpabea na Oble HaMaleH
MpEKpaTH NOCTEMCHHO,

yiecnussane na degexayuama




TTpunosKeHHeTo Ha JIeKapCTBEHU NMPOLYKT TpAOBaA 1a ce W3BBPIIBA MO/ JIeKapcko HabioIeHue.

Bwspacmmu

3a mocTuraHe Ha MBLJIHO M3MPa3BaHe HA YepBaTa, IIPelopbYMTENHATA JHeBHA 1034 e 20 mg, pasjeneHa
B 1Ba pasHOMepHH (10 mg) npuema (cyTpeweH M BedepeH). Ha cienpaimara cyTpuH € HeOGX0IHMO
NPUIIOYKEHHE Ha CNabUTENHO CPelICTBO ¢ He3abaBHO JeHCTBHe (HAMp. CYTIO3HTOPHH).

Heouampuuna nonynayusa
3a mena Haz 4 roJMHM NPENopbUMTEIHATA J03a 5 mg, TIPUETa BeYepTa W NpHUIaraHe Ha criabuTeNnHo

CpefcTRO ¢ He3abaBHO JelicTBre (HaNp. CYNO3UTOPHH) Ha CIeBAIIATA CYTPHH.

HauuH Ha nmpunoxkenne

llpenopbuBa ce JeKapeTBOTO Jla ce MPUEMa Beuep B YacOBEeTe [peH ChbH C OrJIe/ Npe/IM3MBHKBAHe HA
nedexalus Ha cleBaniaTa CyTpHH.
Tabnerkure e HeOOXOIUMO [a Ce MOMIBIIAT LIEJH, ¢ JOCTATHYHO KOMHYECTBO TEUHOCT.

Tabnerkure He TpaGBa ja ce nMpUeMaT eTHOBPEMEHHO ¢ NPOLYKTH, HAMANABAIH KHCEIHHHOCTTA Ha
FOPHHA CTOMAMIHO-YPEBEH TPaKT (MAAKO, aHTHaiyad, Hp-Gnokepu, MHXUGWTOPH Ha NPOTOHHATA
TIOMIT2) 32 JIa He C& Pa3TBOPH NPeKIEeBPEMEHHO CTOMAIIHO-YCTOMUMEOTO MOKPUTHE Ha TabIeTKHTe.

HGOGXOHHMO ¢ Ja ce moanbpika aJeKBaTeH MNPHEM Ha BOAA IO BpeMe Ha JICUESHHETO, ocobeHo Inpu
Aella ¥ MO-BBh3pacTHH MallMEHTH, KOUTO ca MO-YYBCTBUTE/IHU KbM GQ)CKTHTQ Ha aexupparainus.

3a nocruraHe Ha TpaeH edeKT ce NPENnopbYBA MPHeM Ha XpaHu GoraTd Ha GUOPH M MOIXOMSLL
JBHTaTEJICH PENCHM.

4.3. Ilporuponokazanns

. M3BECTHA CBPBXYYBCTBUTENHOCT KbM OHCAKOOHI WIIH KBM HAKOE OT TMOMOLIHHTE BElIecTBa,
u3bpoeHu B Touka 6.1.;

. WJIEYC MM JIPYT BHJ| YPEBHA HETIPOXOIHMOCT;

. OCTBP XMPYPrUYeH KOPeM H/HITK CHITHO Gose3HeH KopeM (CHIIHA KopeMHa GoKa, TIpHApy/KeHa
C raJieHe ¥ NOBPBIIAHE W/HITH MOBHIICHA TeMIlepaTypa);

. OCTPH BB3NAJIMTEIHH 300 BaHHs HA UepBaTa;

. JIMarHOCTHYHO HEU3SCHEHO PEKTAIHO KbPBEHE;

. TEKKa JAeXHApaTalus ¢ pasInyueH POU3XO;

o IEela Ha BB3pacT 1104 4 roAnHmu.

44.  Cuoenuamnu npexynpexaeHus H NpeANasHH MepKH NpPH yHoTpe6a

Topa nexaperso He TpsbBa fa ce MpueMa eXeIHEBHO, KAKTO M NIPOIBIKMTENHO BpeMe (Haj 5 THu) Ge3
fa 6bie ycTaHOBEHA NPUYMHATA 33 [0ABATA M MEPCHCTUPAHETO Ha KOHCTUIALIUATA.

Hpoxpmxurennara wid npexomepHa ynoTpeba Moke [a J0Befe JO BOAEH M eTeKTPONUTEH
nucbanane, BRI XMNOKAIMEMHUs U Aexuaparaius. [Ipy NalHeHTH, TIPH KOMTO JAeXHAPATALHATA MOJKE
Jla IMa CCPHO3HM HEraTHMBHH MOCJICACTBUA (Hanp. MALUMEHTH B CTapyecka BB3PacT, Takuea ¢ 6x6peuna
HefocTaThuHoCT) npuemsT Ha JJAKCAKOIWII cnenpa a Gbae mpekpaTeH 710 KOMIEHCHpaHe Ha
CLCTOSHMETO H BIIOCIISACTBHE BB3CTAHOBEH MOJ JIEKAPCKH KOHTPOJI. ——
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HMma crobuienus 3a cirydan Ha 3aMaiiBaHe M/WIM CHHKOTI TIPH JICUEHHE C Bucakg
ObJaT OTHECEHH 3aABIKUTEIIHO KBM NPHIOKEHUETO Ha IEKAPCTBOTO, THIl KATO
OOSICHEHM C MNpHIIOIIABAHE, CBHP3aHO C KOHTPAKIMHMTE IpPH H3XOKIAHE,
HHEPBAIMOHEH OTIOBOP Ha KopeMHara 00JIKa, ChIPOBOYMK/IALIA KOHCTHUTTALIHSTA, |




Tosu nekapcrseH npoaykT, TOAOGHO HA APYrHTe CTHMYJIMPAIGH JaKcaTMBM, He TONIOMAra
HaMaJABaHEeTO Ha TENECHOTO TErIo.

Bb3MoskHa e noseara Ha XEMAaToXe3HsA, KOATO O0MKHOBEHO € JIEKO M3pa3eHa M NpeMHHaBa CIOHTAHHO.

HPH HCIla IMPOAYKTHT C€ Mnpujlara cienp, KOHCYJITAllMA 1 Ha3HAYEHHE OT JIEKap.

Enna tabnerka cbabpika 72 mg nakTosa, ¢ MAKCHMMATHATA AHEBHA [1034 34 JIeYeHHEe Ha KOHCTHIIAIIMS
ce mpuemar 144 mg naxrosa, a ¢ 103aTa 3a MOJTOTOBKA Ha HHCTPYMEHTANHH H APYTH M3CIAECABAHHS U
38 JIeYCHHE Ha CBCTOSHUSA, M3MCKBAIIH yJleCHsBaHe Ha NedeKallusTa ce npueMaT 288 mg nakrosa.

Ilaunentu ¢ penxu HacnefcTBEHM NPOGIEMH Ha HEMOHOCHMOCT KbM rajlaKTo3a, IBJICH JIaKTa3eH
ICQULIAT HITH TTIOKO30-TaNakTo3Ha Manabeopbims He TpAGBA Ja PHEMAT TOBa JIEKapCTRO.

4.5. BsammopeficTBHe ¢ APYrH JIeKAPCTBENH NPOAYKTH H APYTH (opmu Ha B3auMogeiicTBHe

HrypeTnii 1 anpeHOKOPTHKOCTEPOHIH
EnnoBpeMennara ynotpefa ¢ Gucakomwn mMOBHMIIABA pHCKAa OT eNIEKTPOJIMTEH aucOananc u
XHUIIOKATHEMHU, 0COOEHO NPH NPHIIOKEHHE HA BUCOKH J03H.

ChpaeYyHH TITHKO3HIH
Enexpomutnusar nucbaname, ceupsaH ¢ NpeKoMepHa yrnotpeba Ha BUCOKH JI03H GHCAKOIUI MOYKe J1a
TMMOBHIUH '-]yBCTBHTBJ]HOCTTa KBM CLp,[l,@‘-IHH TIIMKO3HUOH.

Jpyru nakcatHen

BB3MOKHO € NoBUIIABAHE HA YECTOTATA M YCHIIBAHE HA TEKECTTA HA HEKETAHHTe peaklMu OT cTpaHa
CTOMAIIHO-UPEBHUS TPAKT, CBBP3aHHM C TIPHEMa Ha GHCaKOIuIL

AHTHAIMH, H>-6nokepu, mHXHOHTOPH Ha [IPOTOHHATA TOMIIA

Bb3MOXHO € npesneBpeMeHHo pasrpakaane Ha CTOMATIHO-YCTOHUHBOTO NOKPHUTHE Ha TabmeTkuTe
TP C/IHOBPEMEHHO  TIPUJIOXKEHHE C AHTHALMIHM, MHXMOWTOPH Ha NPOTOHHATA IOMNA W JPYru
JIEKAPCTBEHH TIPOJYKTH, BONCIIH /10 HAMAa/ABaHE HA KMCETMHHOCTTA B FOPHHUS OTHEN HA CTOMALLIHO-
YPEBHHUS TPAKT.,

4.6. @eprHaNTET, GPEMEHHOCT H KbpMEHe

DepTHiinTeT

Hama pannm ot npoyusamus 3a neHcTBHETO HA GHcakommn BBPXY (hepTHIINTETA NPH XOpa.

Bpemennoct
JaHHK OT KOHTPONMpPAaHH KIMHUYHH W3MTHTBAHHMS 1py OpeMEeHHH XeHU He ca HATHUHH. Jo mMomeHTa

HC Ca yCTaHOBEHM HeOmarompusTHu ebekTH Ha OHCAKOMMA BBPXY NPOTMYAHETO M XO0ua Ha
OpemenHoCTTA.

HponykTsT Movke na Obae Mpuiaran npu GpeMeHHH JKeHH Cliell Ha3HAYeHHe OT JIeKap H ciel OLeHKa
Ha CHOTHOLICHHETO T0NI3a 3a MaiKaTa/lOTeHLMANIEH PUCK 3a MII0MA, NMOA06HO HA BCHYKH OCTAHAIM
JIEKapCTBEHH TIPOTYKTH.

Kepmene
Hsama naHHM 3a eKcKpeuus Ha aKTHUBHHS MertaGonut BHPM ma OMCcaKkomMI, HMTO HA HErOBHTE
[HOKYPOHHIIM B KbpMAaTa NpH 31paBH KBPMELIH KeHH. To3M 7eKapcTBeH MpoAyKT MOXKe Jia Ce
e
H3II0JI3BA 110 BPEME Ha KBEPMEHE, WA 1 ‘”*‘q::
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4.7.  EdexTn BbpXy ciocofHocTTa 32 modupane n pafoTa ¢ MAIIHHH

=
Hsama nannm ot npoBenenu usciensanus 3a edektn Ha GUcaKOTUT BBPXY criochofo

d
u pabota ¢ MalMHH. 3t




Heobxonnmo e manwenture na 6baaT uHGOPMHUpaHH, 4e NOpamd BL3MOKHOCTTA OT PasBHTHE HA
CBIIOBO-HHEPBALMOHEH OTIOBOP, TPOSIBSBALL CE C PA3BUTHE Ha KOPEMEH CIAa3bM/KONHKA, ¢ Bh3MOMKHA
nosiBa Ha 3amaiiBaHe W/HIM CHHKOM. B Te3n ciyuau e HeoOXOAMMO M30ArBaHe Ha MOTEHLIMATHO
OIMAcHH JIEWHOCTH, KaTo WodHpaHe H paboTa ¢ MalllMHH,

4.8. HexenaHH JeKapCTBEHH peaKIuH

Crnennara TepmuHonorus e Guiia M3NOI3BAHA TMPH KINACH(PUUMPAHETO HA HEKENAHMTE PeakuyH 1o
OTHOLUEHHE Ha TAXHATa 4ecToTa B chorBercrBue ¢ MedDRA xoHBeHuusTa: MHOro wectu (>1/10),
uect (>1/100 no <1/10), newectn (=1/1 000 no <1/100), pemxu (>1/10 000 mo <1/1 000), mHoro
penku (<1/10 000), ¢ HeusBecTHa yecToTa (YecTOTaTa He MOXKe 1a Obae OMpeeNieHa OT HATHYHMUTE
JAHHH),

MedDRA SOC/YectoTa He:xenlana iexapcTBeHa peakuus

CroMamHo-YpeBHH HAPYIICHHS

Yectu Kopemna 6oska, KOpeMHH Cria3MH, AHAPHS, rajeHe

Heuecru Kopemen nuckoMdopT, MOBphLIAHE, XEMATOXE3HS, AHO-
peKTanen AHcKoMGopT

C HeH3BECTHA YecTOoTa Konur*, Bk, HexemuueH KonuT*

Hapymenns Ha meraGoa3ma
XpaHeHeTo

C HeM3BeCTHA YecToTa Hexuaparanus™®

Hapymenns na nepBHaTa cucrema
Heuectn 3amasHocT**

C HeM3BeCcTHA UecToTa CHHKom* *

HapymreHus Ha HMYHHATA cHCTeMAa

Penxu CBpBXYyBCTBUTEIIHOCT

C Hew3BecTHaA yecTOTA Anruoegem*, anadguiakTuuam peakiuu*

*  Tesu HexesTaHW PeaKLMK He ca HAbJIOABAHH B HUTO €JIHO KIMHUYHO H3NMTBaHe. OIeHIBAHETO
¢ GasupaHo Ha ropHaTa IpaHMLA Ha HeroBHs 95% NOBepHTENEH HHTepBal, H3YMCIIEH OT OGLIHS
Opoii nekyBaHu NalMEHTH CRITIACHO eBponeiickuTe npenopbku 3a KXIT (3/3056, xoeto ce oTHacs
3a ,,penku’).

** 3amaifBaHeTO M CHHKOMBT BEPOATHO Ca Pe3YNITAT Ha Ba30-BarajieH OTrOBOP, HAIIp. BCAEACTBHE Ha
KOpPEMEH CMazsM HITH AedeKarys.

CrobmaBaHe HA MOJO3HPAHH HEKeTAHH peaknun
CpobIaBaHeTo Ha MOXO3HPAHH HeIKENaHH PeaKIUH Clel paspelagade 3a ynorpeba Ha JIeKapCTBEHHUS
OpoAyKT e BaxkHo. Tora 1MO3BOMABA A NPOLIKH HAOTIOAEHHETO HA CHOTHOLICHHETO nomsa/puck 3a
NeKapcTBeHUs NpoAyKT. OT MEIMUMHCKUTE CTelHalMCTH Ceé M3MCKBA Ha ChOOLIABAT BCAKA
MOA03MpPaHa HeKeNaHa PeakIys upes:
HsnbanuTenHa arenuus o gekapereara
yi. ,,Jlamsn ['pyes Ne 8

1303 Codhua

Tena.: +35928903417

yebcaiT: www.bda.bg




4.9. Ilpenosupaue

Kannnuyea cuMnroMaTuka
Cnen mpuemM Ha BMCOKHM JIO3M € BB3MOXKHO Ja ce HaGII[aBaT BOIHHCTH H3NPAKHEHHS, THAPHA,
KOPEMHH CTIa3MH M KIMHHYHO 3Ha4MMa 3aryba Ha TeUHOCTH, Kaluil ¥ IPYTH eNeKTPOTHTH.

Hpu XpoHHYHO TIpeso3upate, MOAOGHH HA APYrUTe cIaGUTEHU CPEiCTBA, MOTAT /A cé HAGMIOIABAT
XpOHHYHA Auapud, Kopemua OoJka, XMIOKAHEMHsA, BTOPHYEH XMIEPAIOCTEPOHH3BM |
He(poIMTHA3A.

Ornmcany ca cilyyaum Ha yBpeskaHe Ha GbOpeuHHTe TyGyiH, MeTabOIMTHA amKkanosa M BTOPHYHA
MyCKynHa cyabocT, CBbp3aHa © IpejM3BMKAHATA XMIIOKAIMEMHS MPH XPOHMYHA 370YNOTpeda Che
ClIabMUTEIHY Cpe/cTBa.

MepKku npu npenosupaHe
Ipy npreM Ha 1034, HAJBHILABALLM IPEMOPBYBAHHTE, MOXKe 1a Ohie IPeIH3BUKAHO MOBPBINAHE HITH
na Ob/e NpeanpreTa cTOMaLIHA TPOMHBKA C OTJIEN npeBaHTUpaHe Ha abcopOiusara.

Heobxoanmo e npejnpuemane Ha MepKH ¢ Lies KOPEKIMs Ha eNEKTPONHTHHS AMchanane, 0cofeHo npH
Jella ¥ alMeHTH B CTapuecKa Bh3pacT.

oaxomsiiio e mpHiIoKkeHHEeTo Ha Cra3MOIMTHYHH CPEICTEA.
5. PAPMAKOJOTHYHA CBOMCTBA
5.1. ®PapmaxkogHHAMHYHE CBOiicTBa

(apmakoTepanesTHuHa rpyna: KoHTakTHu cnabutensu cpejcrea
ATC xon: AOGAB02

MexaHHu3bM Ha IeHCTBHE

Bucakomun e jiokanHo neiicTBAIN0 KOHTAKTHO CIaBGUTeTHO CPEACTBO OT AM(EHUIMETAHOBATA TPYIIa,
KOCTO yYNpPaXKHABA CBOETO NEHCTBHE Clle]| XWIPOIH3a, KOATO TpPEeThpnABa B AeGenoro 4epEo.
Crumynupa nepucrantHkara u npeIu3BHKBA aKyMmyJiMpaHe Ha BO/IA M eJIEKTPOJIUTH B YPEBHHS JIyMEH,
KOETO BOJIM 110 yIeCHsBaHe Ha NedeKalusaTa, HaMalsBaHe Ha BPEMETO Ha Macaka ¥ OMEKOTSBaHe Ha
M3IIPasKHEHHSITA.

Papmakogoruunu edextH

bucakoann crumynupa nedexanysta, HaMasBa BpEMETO Ha NpecToi Ha (PeKaIHUTEe MaCH B YPEBHUA
JYMEH M BOJM /0 HAMaliBaHe Ha TAXHATA KOHCHCTEHLMsA, OKa3BallK¥ CBOMTe e(heKTH B AOJHMSA
CEIMEHT Ha CTOMALIHO-YPEBHUS TPaKT.

He oxasea Bb3nelicTere BbpXy XpaHOCMHIIAHETO, KAKTO M HE BOAM 110 HaTpyIBaHe B THBHKOTO YEPBO
Ha KaJTOPHH WIH JPYTH XPAaHUTEIIHM ReleCTRA.

5.2. ®apmMaKOKHHETHYHH CBOIicTBA

Abcopbuus
Cren mepopanuo npuioenue, GHCaKOIMI 0CTHrA Ae6ENT0TO YepBo Ge3 3HAUNTETHA CHCTEMHA pezopbis,

KOATO NPAKTHYECCKH HAMA 3HAYEHHE 34 HEMOBUS CCIJEI{T.

B JIYME€Ha Ha lleGe.HOTO YEpBO MPETEPIIABA 6HOTpaHCd)0pMaLlHH, KOATO B pe3ynraT Ha €CH Ha XUapoau3a
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Mupuaun-2-metan (BHPM), koiito e otrosopeH 3a dpapmakonoruuunus egext




MaKCHMAIHH TIasMent KoHLeHTpatiH 4-10 vaca cries npuema, a nakcaTHEHHA eeKT Ha Ha GUCAKOIUN ce
nposesea 6-12 yaca crnen Hero).

Paznpenenenne

Bucaxkomun uma MHOTO HHCcKa TbKaHHa HAJUYHOCT.

buotpancdopmanus 1 eTMMUHHpane

Maiku konnuectea BHPM ce oTkpuBaT B cTeHata Ha 1e6e1oTo YEPBO H B YepHUs Opob, KOHUTO ¢4 MOYTH
HaITbJIHO CBBP3aHK M 00pasysat HeakTuBeH BHPM rarokyponms.

bucakoui npemunaBa npes npouecy Ha KOHIOTALMA B YepHUS npod, B pesynTar Ha KoeTo ce o6pasysar
{papmaronornuno Heakrusen BHPM romroxypoHuz.

[InasmeHuaT Mosy)KUBOT Ha enMMUHKMpane Ha BHPM TPIOKYPOHK/IA e npubausuTento 16,4 yaca. Cpeano
51,8% ot npusokenaTa 103a ce OTKPHBA B H3NPAKHEHHATA KaTo cBoboner BHPM u cpenHo 10,5% ot nes
CC OTKpHBa B ypHHaTa kato BHPM rprokyponun. B m3npaxueHusiTa ce OTKpHBA TOJSMO KOTMYECTBO
BHPM (90% ot obuara ekckperys) 1 Majako KOMHUECTEO HEeIpoMeHeH OCHCaKOIHII.

bucakonun u BHPM ce ekckpeTupar B He3HaUYHMTe/HA CTENeH B MaiYHHATA KbpMa.

PD/PK Bp®3ka

He cbiuectByra npsika Bpb3ka Mekay crabuTeTHus eeKT 1 MIasMeHnTe KOHLIEHTPAaLHH Ha OHCAKOIHII.

5.3. Ilpeaknunu4yHu TaHHH 32 He30MACHOCT

Hewnmunuunure fanum we mokasear ocobeH pHCK 3a Xopa Ha 6a3aTa Ha KOHBEHIHOHAIHHTE
(hapMaxonorMuHM MpoyuBaHuUsL 3a GE30MACHOCT, TPOYYBAHHA 32 TOKCHYHOCT IIPY  MHOTOKPATHO
NpUjIarate, reHOTOKCUIHOCT, KaHLIEPOTreHEH MOTEHLHAN, PETPOIYKTHBHA TOKCHYHOCT M TOKCHYHOCT
34 Pa3BHTHETO.

Brcakonui e BewlecTBo ¢ HUCKA TOKCHYHOCT - OCTPAaTa TOKCHYHOCT HA/BMINABRA TO30BH HUBA OT 2
mg/kg. B ekcnepumeHTH NpH KyueTa e HaGiojaBaHa J1030Ba TonepanTHocT 1o 15 g/kg. B
MSCJICABAHU C MHOIOKPATHO NO3MpaHe B MPOJBKEHME HA 26 CeAMHLM IIPH MITBXOBE, MOPCKH
CBMHYETA ¥ MalMyHH € YCTAHOBEHO, 4Ye OHCAKOIMII NIPEIU3BHKBA TEMHKKA 1030-3aBHCHMA IHapus Tpu
BCHYKH BHIOBE, C M3KIIOYEHHE HAa MOPCKMTE CBHHYeTa. He ca HaGIIIOZaBaHM XHCTOMATONIOMMYHH
MPOMEHH B MapeHXUMHHTE OPTaHu,

Hama HaHHHU 34 FTeHOTOKCHYEH MOTCHUHAT H KapuHHOreHHa aKTHBHOCT.

He ca ycranosenu tepatorennu eexru (FDA Pregnancy Risk Category B).

6. ®APMAIEBTHYHU JAHHH

6.1. ChHchbK HA NOMOIIHMTE BellecTBA

Anpo Ha Tabnerkara
Jlakroza MoHOXUApaT
Ienynoza, MUKpoKpHcTaTHA
IlapeBuyHO HuLIECTE

TTorugon
CHIIMLMER TUOKCHII, KONOHACH Ge3BoeH
Marnesues creapar s,
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Onazpait kinbp 03K19229 (xunpomenosa, TpHaneTyy, TalK) X
Axpun-EZE White 93A18597 (chnonumep Ha METaKPHIIOBa KHCEIMHA-ETHIAK
TUTAHOB JIMOKCUA, CHIIMLMEB JHOKCH]I, KONMOMIAeH Oe3BOjeH, HaTpHeB
naypuncyndar)
Tpuerun umurpar
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6.2. HecnBmecTumocTH

Henpunoxumo.

6.3. Cpoxk Ha roguocr

2 FOAMHH.

6.4. Cnenna/jHH yc/J10BHsI HA CbXpPaHEeHHe

IIpu Temneparypa nox 25°C B OpuriHaIHaTa ONMaKoBKa.
6.5. Buau chbabpkaHHe HA ONAKOBKATA

brncrepu ot 6510, Henpospauno PVC/PVAC u anymunreBo ¢ouo, MocTaBeHH B KapTOHeHa KyTHSI.
Onakoku 1o 30 TabieTKH.

6.6. CuennajHu NpeANA3HH MEPKH NPH H3XBLPJIsiHE H paboTa

He ca u3zBecTHu.

T IPUTEKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
JAHCOH-BI" OO/1
ya. ,,Oren [Mancuii* Ne 26
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8. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA

Perucrpanmonen Ne

0. AATA HA IIbPBO PA3PEHIABAHE/IIOJAHOBSIBAHE HA PA3PEHIEHUETO 3A
YIIOTPEBA

]_IaTa Ha ITbPBO pa3peliaBaHe:

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA
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