KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
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1. HMME HA JEKAPCTBEHHUSA NPOXYKT e .
Vpcoren 250 mg TBbpAM Kancyiu AN P é_?;gl'(-— 01 '03"_ 2[]25___ |
Ursogep 250 mg capsules, hard |

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska kancyna cbabpixka 250 mg ypcojaeokcuxoieBa kucenuHa (ursodeoxycholic acid)

3a MBJIHKA CMIMCHK HA MOMOILHUTE BelllecTBa, BUXXTe Touka 6.1.

.2 JIEKAPCTBEHA ®OPMA

Kadseu npo3payHu TBRBPAH XeTaTHHOBH Karncyid, pazmep 0, ¢ po3oBa Henpo3payHa Karnavka.
CbabpxaHHETO UM € 041 npax.

4. KJIMHAYHUA JAHHHA
4.1 TepaneBTHYHH NOKA3aAHHA

Ypcoren e noka3aH 3a Jie4eHHe Ha nbpBHYHa OnimapHa uuposa (I1bL]) u 3a pasTBapsHe Ha
NMPOHHUIIAEMH 3a PEHI€HOBUTE JIbYH XOJIECTEPOJIOBH XKIIbYHHU KAMbHHU IPH NMALMEHTH ChC 3ana3eHa
(YHKLMA Ha KIbYHHUA MEXYP.

Ieouampuyna nonynrayus
YepHoapoOum 3ab011BaHUs B pe3ynTar Ha KUCTO3Ha (pubpo3a npH Aeua U FOHOLIM Ha Bb3pacT OT 6 10
18 roguHu.

4.2 JIo3HpOBKAa H HAYHH HA NMPHJI0KEHHE

HsaMma BB3pacTOBH OrpaHMYeHHUs 3a ynoTpedara Ha Ypcoren 3a JieYeHHe Ha MbpBUYHA OMJIHapHa
uupo3sa (I1BL1) u 3a pasTBapsiHE Ha NPOHULIAEMH 32 PEHN€HOBHUTE JIbYH XO0JIECTEPOJIOBH KIIBYHH
KdaMBbHH.

CnenHaTa IHeBHA J03a Ce NMpenopbyBa 3a pa3IMYHUTE MTOKA3aHHA:

Jlevenue na nvpeuyna bunuapna yuposa (1151])

203[4 POBK4

JIHeBHaTa J103a 3aBUCH OT TEJIECHOTO TerJio U Bapupa ot 12-16 mg/kg TenecHo terio
YPCOJIEOKCHXO0JIeBA KHCENIMHA (3-7 KarncyJiu).

[Tpe3 nbpBuTE 3 Mecela Ha JieueHUe TO3H JIEKapCTBEH NMPOAYKT TpsAOBa /ia ce npuemMa pas/eseH B
OTJIeJIHU JI03M Npe3 Leus JeH. Ako yepHoapoOHaTa GpyHKIuMs ce 1moodpu, oduiaTa JHEBHA /1034
MOKE J1a ce NpUeMa BeHBXK JHEBHO Beuep.



TenecHo JAHeBHA 1033 TBLPAH KANCYJIH
TerJo (mg/kg IIpe3 nupBETE 3 Mecena BnocaeacTeue
(kg) TENECHO CyTpuH Cnenoben Beuep Beuep
TEIr0) (BegHBXK
' JHEBHO
47-62 12-16

63-78 13-16

79-93 l 13-16___|
94-109 14-16
Hag 110

Pasmeapane Ha JHc1vyHu KamMvHu

Bespactau: Ob6uvalinata fo3a e 8~12 mg/kg/nen, kosTo ce nprueMa pedyep, Hanp. 750 mg AHEeBHO
BeYep.

BpeMeto, HeoOX0AMMO 3a pa3TBApAHE Ha KAMBbHH B XThYKaTa, BEPOATHO LUE Bapupa ot & o 24
Mecella B 3aBUCHMOCT OT pa3sMepa H ChCTaBa Ha KAMBHHTE,

INocneasaly XoneMCTONPaAMH MITH YJITPa3BYKOBO HicjieaBane Morar aa OpJaar nojue3Hu Ha
HHTEPBAIIH OT 6 Mecella, JOKATO KAMBHHTE B JXKITbUKaTa M3YC3IHAT.

Jleuennero TpaGBa Na MPOABLIDKH, JOKATO 2 NOCACAOBATENIHH XONELCTOrPaAMH H/ITH YATPa3BYKOBH
H3cneABaHHA ¢ HHTEPBal OT 4-12 ceAMHLIH HE YCIIEAT 1a NOKaXaT KAMbHH B KTbuKaTta. ToBRa € Taka,
3AIIOTO Te3M TeXHUKH He I03BONMABAT HAJCK/AHA BHIYATH3AIUA HA KAMBHH C JIHAMETHP NMO-MAarbK OT 2
mim. BepoaTHOCTTa OT NOBTOPHA MOABA HA KAMBHH B XKITHYKATA CJIE/] pa3TBapaHe dpe3 IeYeHHe C
XITBYHA KHCENIHHA ce olleHaBa Ha A0 50% Ha 5 roguHu. EdexTHBHOCTTA Ha Ypcoren NpH JedeHHe Ha
PEHTTeHOKOHTPACTHH WIH YaCTHYHO PEHTIeHOKORTPACTHU KAMBHH B XKIIEYKaTa He € TeéCTBaHA, HO
OONKHOBEHO C& CMATA, Y€ T€ Ca 10-MAJIKO pa3TBOPUMH OT PAAHONPO3pAYHHTE KAMbHH.
Hexonecreponnnre kamban npeacrapngsat 10-15% or paanonpospadyHuTe KaMbHH U MOXKE A4 HE ce
PA3TBAPAT OT XKITBUHUTE KUCEMHHHU,

Iayuenwmu 6 cmapuecxa évspacm
Hsama fokasaTesicTRa, KOMTO Ja Mpeanonarar, 4e ¢ HeofxoauMa NpoMAHa B 103aTa 3a Bb3PacTHH, HO
TpaOBa fla ce B3¢MaT NpeABH] CHOTBETHHTE NpPEANa3sHH MEPKH.

ITeouampuuna nonyaayus

BoraTuTe Ha XOIecTepoa KaMbHH B #Tbukata # [161] ca MHOIO peaikH IIpH Aelia, HO KOIaTo C€ [NOABAT,
no3ara TpabBa na 6bae crobpaseHa ¢ TenecHOTO Teryo. HaMa focTaTeuHO JaHHM 33 ePUXACHOCTTA H
6e30nacHOCTTa IMPH T3y NOMyNaLKg.

Yeprodpobru 3abonseanus 8 pesyimam Ha xucmosna gubposa

ITeduampuyna nonynayus

YeproapobHu 3abonsapaHua B pe3yNTaT Ha KHCTO3HA pubposa npu gena U IOHOIIH Ha BB3IPACT OT 6 JI0
18 roguan: 20 mg/kg/mHeBHO YPCOACOKCHXONERBA KMCEIMHA, pa3zeNieHa Ra 2 WIH 3 Z03H, C
yrenu4dasane 10 30 mg/kg/nueBnHo, ako ¢ HeoOXOAHUMO.

TenecHo Terao IneBHA 1034 Ypcoren 250 mg TBLpAH KANCYAR
(kg) (mg/kg Tenecno Cyrpun Caenolen
TerJao
20-29 I 17-25 | --
30-39 19-25 1 1 |
40-49 1 1
50-59 | 2125 1_ 2 _




T

 60-69 _ 22-25 2 2 2
| 70-79 22-25 2 _ 2 3
[ 80-89 [ 22-25 2 ] 3 3
C 90-99 2325 3 3 3
3 3 3

4 4

100-109 | 23-25 |
i >110 3 ‘

Ha4yHH Ha NPUNOKEHHE

[TepopanHo MpHIIOXKEHHUE,
Kancynure TpaGBa 1a ce NOMNTHINAT LIEAH ¢ MAIKO TEYHOCT. JlekapcTBOTO TpAOBA 21a ce H3INnon3Ba

peAOBHO.

3a naluyesTH ¢ TeeCHO TerNo nox 47 kg WM TakuBa, KOMTO He Ca B CbCTOSHUE J]a NpermblaT

KallcyJIHTe, MOTaT Ja ObAaT U3N0/I3BaHN APYTH HANHIHHE JIeKapcTBeRH GOpMH CHIbPXKAILH
YPCOASOKCHXOJIEBA KHCEJIHHA.

4.3 IIpoTHBONOKA3IRHHS

Ynorpebara Ha Ypcoren ¢ npoTHBOnoKa3aHa B ClIydaH Ha:

® CBPBXYYBCTBATENHOCT KBM AKTHBHOTO BELIECTBO MM HAKOE OT TNOMOIIHHTE BELNECTHA,
u3bpoeHH B TouKa 6.1;

¢ OCTPO Bb3NaJCHHE Ha XKTLYHHA MEXYP WM XKITBYHHTE T THILA;

e 3aNMyIIBaHe Ha >KTHYHHTE ThTHINA (3amyllBaHe Ha OOLIMA XTBYEH KaHAT WIH Ha ductus
cysticus);

® MOBTAPAMIM CE JKTHYHH KOJIMKH;

® paJHO-HeNpo3paqyHH KATLUMGHUUMPAHH KITbYHH KaMbHH;

¢ HapylleHa KOHTPAKTHIHOCT Ha AUTHYHHA MEXYp.

Koraro ce n3nonssa nmpn deproapoOHu 3a0onaBaHMA B pe3ynaTaT Ha KuctosHa ¢dubposa npu neua u
IOHOIIIH Ha BB3pacT oT 6 Ao 18 roaunn:
¢ HeyclellHA NOPTOCHTEPOCTOMEA WM 6€3 Bb3CTAHOBABAHE Ha JOOBDP AITBUEH MOTOK NpPH Aela ¢
OHnHapHa aTpe3us

4.4 ChnenHanH¥ NpeayNpeXAeHAS H NMPEANAZHA MePKH IIPH ynioTpeba

VPpCOAeOKCHXONEBATa KMCeTMHA TpA0Ba fa ce NNpHeMa [oJ IeKkapeko HabmoaeHue.

Yepuoapobuure dynkunonanuu napametpu (AST (SGOT), ALT (SGPT), ALP u y-GT) 1psabBa fa ce
NMPOCNENABAT OT JIEKap Ha BCexH 4 ceaAMUIM mpe3 MbpBHTE 3 Mecella Ha JIEUCHHETO, a Cle/l ToBa
BEOHBK Ha Bceky 3 Mecena. OceeH npaBeiiki Pp3MOKHO HACHTH(OHULMPAHETO HA MORIKABALIUTE CE U
HEMNOBIMUABAIINTE CE cpel NalMeHTHTe, JeKyeaHnu 3a I1bLI, ToBa npocnedeaHe NOANOMAra 4 paHHOTO
OTKpHBaHE HAa IIOTEHIHANHO RJIOIIaBaHe Ha uepHOApoOHATa (YHKIMS, ocoOEHO NMpH NALHEHTH C
HanpeRHan ctaguii Ha I1B11,

3a JeqeHHe Ha MalMEHTH ¢ HanpeaHana da3a Ha TbpBHYHA OunuapHa uuposa (T16LI)

B MHoro penxu ciydad ce Habmoaasa ACKOMICHCAIMA HA 4YepHOAPOOHA LHPO3a, KOATO YACTUUHO
ThPNH OOPATHO Pa3BHTHE CNEN NPEKpaTABAHE Ha JIEUEHHETO.

Ilpu nauwenTH ¢ JIbL] KIMHHYHHUTE CHMIITOMH MOTAT Jja C¢ BIOINAT B PEIKH C/IY9aH B HAYAJIOTO HA
Jie4eHHeTo, HAMpUMEp NpPYPUTYCHT MOXKe Aa ce ycunn. B To3H cnydall go3upoBkata Ha T —
JieKapCTBEH MPOAYKT MOXe Jla Ob2ie HaManeHa A0 €AHAa Kancynaa oT 250 mg Ha eH ¥ B Noce WL}\

TpAOGBA NOCTENEHHO 3 ¢ YBEINIH 0 NPENopbYMTE/IHATA 1033, KAaKTO € ONKCAHO B TOYKa 4.2, ‘ﬁ‘ T




AKO BB3HHKHe Auapus Aozara Tpsbpa Ja Opa¢ HamancHa, a B cjiydyali Ha NepCHCTHpalla AHApHS
nedeHreTo Tpa0Ba a ce NpeKparTH.

3a JieueHHe HA NAIIMEHTH 32 PAZTBAPAHE HA XONECTEPONOBH XIIHYHH KAMBHH

C orneq na ce npeleHH TepaneBTHYHENA YCIIEX Ha PA3TBAPAHETO Ha MIThYHH KAMBHH M 32 HABpEMEHHO
OTKpHBAHE Ha BCAKA KAMHPUKALMA Ha XITBYHHTE KAaMbHH, B 3aBMCHMOCT OT pa3Mepa Ha KaMbKa,
KITBYHHA MeXyp TpsOBa Aa ce BuU3lyanu3Hpa (mepopanHa xoneunucrorpagmua) 6-10 meceua cnen
HAYaJIOTO Ha JIedeHHeTo ¢ 0030pHa B NpHIeaHa peHTTeHoTpad K B H3NPaBEHO M JIEXKAINO MOJIOXKCHHE
(nox yATpa3sByKOB KORTPON).

AKO XUTBYHHAT MeXyp He Moxe Ja Obje BHU3YaJH3HpaH HA PEHITEHOBH CHHMKH WIH B CIYYaM Ha
KaJHPaHH XIThYHH KAMBbHH, HapylIeH KOHTPAKTHJIHTET Ha XIbYHHA MEXyp WIH YeCcTH €IIM30AM Ha
OUITHapHa KOJIHKA, IEYEHHETO ¢ TOZH JIEKAPCTBEH MPOAYKT TpAOBa na ce Ipekpary.

XKenure, npHeMamM TO3M NEKapPCTBEH NPOAYKT 3a pasTBapaHe Ha MUTBYHH KaMbBHH, TpaOBa Ia
H3NO3BAT HEXOPMOHANIEE METOJ Ha KOHTpalleNuA, Thi KaTo XOPMOHAIIHHTE KOHTpPALlENITHBH MOXe
Ia CTAMYIHpaT 00pa3yBaHeTO Ha XIbYHHM KAaMBHH (BX. TOUKH 4.5 U 4.6).

4.5. B3aumoaeHcTBHE ¢ APYIH JIEKAPCTBEHH NMPOAYKTH H APYTH POPMH Ha B3aHMOJeHCTBHE

Topa nexapcTBO He TPAOBA 4 Ce& HAMOI3BA EAHOBPEMEHHO C KOJIECTUPAMHH, KOJNECTHIION HITH
AHTHALIMAM, CbIBPXKAIM ATYMHHHEB XHAPOKCHA H/HIH CMEKTHT (QIIYMMHHEB OKCUA), ThH KaTO TE3H
BEIIECTBA MOTAT Jia C€ CBBPKAT ¢ YPCOrell B YepBaTa, KaTo 10 TO3H Ha4dKH HaMalssaT abcopOLuara u
eduxacHOCTTA. AKO ¢ HEOOXOAMMO H3NO/IBAHETO HA TAKOBa IeKApCTBO, TO TPAORA na ce npueMa
MOHE 2 Jaca Ipean WK cnell Y pcorenl.

Ypcoren Moxe Aa moBnuae abcopSuuaTa Ha HUKIOCMIOPHH OT YepsaTa. CneJOBATENHO ITPH NALMEHTH,
NeKyBaHH ¢ LIHKIOCTIOPHH, KPbBHHTE HHBa Ha LMKJIOCHOPHH TpaOBa fa 6baaT npocneasBaHM OT ieKap
H NpH HeoOXOIKMOCT A4 ¢€ KOPHIHpa A03aTa Ha LHKIOCIIOpHH.

B n3onupaHu cnyvuan Ypcoren Moxe Aa HaManH abcopbunsta Ha unnpoQroKkcaiuH.

B KMTMHUYHO MPOYYBaHe ChC 3ApaBM JoOpoBoniM egHOBpeMeHHaTa yrioTpeba Ha TO3H JieKapCcTBeH
npoayxT (500 mg/nHerHo) ¥ pozyBacTaTHH (20 mg/IHEBHO) € AoBeNa J0 JIEKO NOBKRILABAHH TUTA3MCHH
HHBA Ha po3yBacTaTHH. KIIMHUYHOTO 3HAYEHHE HA TOBA B3auMoaeHCcTBHE 110 OTHOLICHME U Ha JPYyTIH
CTATHHH HE € H3BECTHO.

To3H JeKapCcTBEH NPOAYKT HAMAa/IBA NMKOBAaTa Mla3MeHa KoHIeHTpauusa (Cmax) ¥ IUonrra noj
kpnBara (AUC) Ba KamHesns aHTATOHHCT HUTPSHAHITHH IIPH 34paBu A0OposoiM. [Ipenopraea ce
BHUMATENIHO Ha0NMoeHKe Ha pe3yJITaTa OT AHOBpEMEHHATA ynoTpeba Ha HUTPEHAUNUH U Ypcorel.
Moxe na e Heo6XOAHMO Za ce YBENUTH 103aTa Ha HUTpeHunHH. Chobiasa ce H 3a B3aHMoZeHCTRHE
¢ IATICOH ¢ HaMAalIABaHe Ha TepaleBTHIHHA My edekT. Tesu HabmoacHRA, 3a¢AHO ¢ in vifro JaHHH,
MOraT Ja ¢& MHHAMKATOp, 4e Ypcoren Moxe Ja UHIyLHpa nutoxpoM P450 3 A ensumid. MHaykuusaTa
obaqe He ¢ HabmoaasaHa npu Aodpe pa3paboTeHO NpoyyuBaHe 3a B3auMoelicTeue ¢ 6yae3oHN],
H3BeCTEH cyGeTpat Ha nuroxpoM P450 3A.

EcTporeHHUTE XOpPMOHANTHH CPEACTRA H JICKAPCTBATA 3a [IOHMXKaBAHE HA XONECTEPOJIa B KPBHRTA, KaTO
knopuOpaT, MOBHIIABAT YEPHORPOOHATA CeKpelMa Ha XOJeCTEpO M MO TO3H HAYHH MOraT fia
CTUMY/IMpaT o6pa3yBaHeTo Ha KaMbHH B XUTHUKATA. TO3H edeKT € mpoTuBoaehcTRAIN NpH ynorpebara
HA TO3H JIEKApCTBEeH NMPOAYKT 38 PA3TBAPAHE HA XKIIb4YEH KAMDK.

4.6. PepTHANTET, 6peMEeHHOCT H KbpMeHe

BpemenHocT

Hsama unu ¥Ma orpaHHYeHn JaHHK oT ynoTpebara Ha Ypcoren 250 mg TREpAH KANCYNH IpH = -...\
O6peMeHHH xkeHH. [IpoydBaHAATA IPH XKHBOTHH MTOKA3ZBAT PENPOAYKTHBHA TOKCHUHOCT IO M"W

paHHaTa rectTalfHoHHa ¢asa (Bx. Touka 5.3). [lopagn ToBa TO3H NEKAPCTBEH NMPOAYKT He m;lﬁ'na ,ua ce
H310J13Ba 10 BpeMe Ha OpeMEHHOCT, OCBEH aKO He € ABHO HeoOX0aUMO. i -
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XeHu ¢ aeTepoaeH NOTEHUHAN
JKenu B ReTepORHA Bh3pacT MOTaT Jia ce JIEKYBAT ¢ Ypcoren 250 mg TELPAY Kancynan caMo ako

H3TI0JI3BAT HaZeXKAHa KOHTpauenmius. [Ipenopripa ce HEXOPMOHAIHA KOHTpALCTIIHA WIIH NEpopanHa
KOHTpaLelLHA ¢ HUCKa J03a eCTpOoreH. Baipeku ToBa, npH NarMeHTKH, KOUTO U3IMOI3BAT TO3H
JIEKapCTBEH NIPOAYKT 3a pa3TBapaHe Ha XIThYHH KAMBHH, TpAOBa Aa ce H3No3Ba ePeKTHBHA
HEXOPMOHA/IHA KOHTpAaLeilis, ThHl KATO XOPMOHANHHUTE NNEPOPAIIHM KOHTpaLleNNTHBH MOTAT 4a
yBenuuaT o6pa3yBaReTO Ha KAMBHH B XIThYKaTa (BXK. ToUka 4.4).

B1n3MoxHOCTTa 38 GpeMeHHOCT TpalRa fa Obe H3KMIOYeHa MpeJd HAYaloTo Ha JIEYSHHETO,

KnpMmeHne
Cnopez HAKOJIKO JOKYMEHTHPAaHH CiTy4Yas Ha KbpMEIH )XeHH KOMHYeCTBOTO Ypcoren 250 mg TBBpAH

KAIlCyJH B MIMKOTO € MHOI'O HHCKO H HE €€ OYaKBaT HEXKCJIAHH PEaAKIIMH IIPH KBEpMatcTa.

DEPTHAUTET
[TpoyyBaHUATA NPH XKHUBOTHH HE MTOKA3BaT HUKAKEB e)eKT HA TO3H JICKAPCTBEH IIPOAYKT BBPXY

¢epriunuTeTa (BX. Touka 5.3). Hama nanny 3a eexTuTe BHpXY (PepTHIIATETA NPH XOpa ClIEA JeUeHHE
C TO3M JICKAPCTBEH MPOAYKT.

4.7. EdexTn BBHpXY cnocobnocTTa 38 IoPpHpaHe ¥ paboTa ¢ MATIIHHH

Ypcoren HAMa HUKAKbB MJIH MMa NpeHeOpexuM edekT BbpXy cnocoOHOCTTA 3a WodupaHe ¥ paboTa ¢
MaInyHH,

4.8. Hexenann NeKapCTBEHH PeAKLIAH
OteHKkaTa Ha HeXeJTaHUTE peakluH ce Ha3npa Ha cneaHaTa KIacHQHKaAIMA Ha Y¢CTOTa HM:

MHoro dectu (1/10)

Yectu (1/100 no <1/10)

Hewect (>1/1000 no <1/100)

Penxu (>1/10 000 mo <1/1000)

Mzoro penku (<1/10 000)

C HenspecTHa JecToTa (OT HATHIHHUTE JaHHH He MOXe fa 0be HanpaBeHa OleHKa)

Cmomawuino-upeeru nHapyuienur
YecTH: KallaBH U3MpaXHEHUA HIH OHAPHA
MHoro peaku: cnnHa abzoMuaanHa 6onka B ropHaTa JiACHA YacT ¢e NposBABa Nnpu neyeHue Ha [1BL].

Xenamobunuapru Hapyuienus

MHOTO peaKku: KanudHkama Ha XITbYHH KaMBbHH; JeKOMIIEHCALMA Ha 9epHoApobHa nupo3a (1o
BpeMe Ha IEYCHHUETO Ha HanmpeaHanu craaun Ha [1BLI), KoATO YacTHYHO perpecHpa cnen
NpeKpaTaBaHe Ha JIeYeHHETO.

Hapywernun Ha xoscama u noOKONCHAMA myvKaH
MHOro peiki: yprukapus

woO0ljaBaHe Ha NOJO3IMPAHM HEXEaHy PEaKI[y

Cro01aBaHeTo Ha NOAO3MPAaHM HeXeNaHH PeaklMU Cliell pa3pellaBaHe 3a ynorpeba Ha 1IeKapCTBEHUA
NPOAYKT € BaXXHO. ToBa No3BOJIABA Aa MPOAB/DKH HAGMOAEHHETO Ha CHOTHOLIEHHETO ITONI3a/PHCK 38
NeKapCcTBERHA MPOAYKT. OT MEAMLIMHCKHMTE CIICLIHAIACTH Ce H3MCKBA Jia ChoOIaBarT BCAKA
NOoAO3HpaHa HeXeNaHa PeakLika upes: |

H3mrenHuTENHA areHima 1o aekapceteara (MAJI): /"’N

yi. ,,JlamMad I'pyes* Ne 8 Rt Mﬂw%' ,

rp. Codua 1303 ST T R,

Ten. +359 2 8903417 SN
Mooy CEREE T L LT
e




en. noma: bda@bda.bg
yebcafiT: www.bda.bg

4.9. Ilpepozupane

B ciyuali Ha npeno3upaHe MOXe 11a ce MOABH auapui. OGHKHOBEHO € MEUIKO BEPOATHO A3 C€ IIPOABAT
APYI'H CHMIIPOMH Ha NpeAo3upaHe, 3al[0TO ¢ YReJIHIaBaHEe Ha fo3ata abcopOlus Ha TO3M NieKapCTBEH
NPOAYKT HAMANABA H CIIEJOBATEIIHO EKCKPELUATA ¢ PEKATHHTE C€ YBENHMYaRa,

He e neobxoauMo npunarale Ha crelupUIHM MEpKH, HO NOCIEACTBUATA OT qUapuaTa TpAOBa 1a ce
NeKyBaT CHMITTOMATHYHO ¢ BE3CTAHOBABaHE Ha 6anaHca Ha TeNECHUTE TEYHOCTH U €IEKTPOJINTHTE.,

0 a nudopm cpe M IONY ALY
JBMrocpoYHOTO BUCOKOA030B0 {28-30 mg/kg/nHeBHO) NedeHHe C TO3M JEKaApCTBEH NPOAYKT NPH
NAaIHEHTH ¢ IbPBHYEH CKIEPO3Hpalll XOMaHrUT (ynotpeba H3BbH OROOPEHUTE MOKA3aHNU) € CBBP3aHO
C MO-BHCOKA YECTOTA Ha CEPHO3HUTE HEXKEJIAHH peaklHH.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1. PapMakoIHHAMHIHH CBOHCTBA

dapMakoTepaneBTH4HA rpyIna: JledeHne Ha XUThYKATa, ChbAbPXKAIIH XKITHYHA KUCENHHA NeKapCTBCHH
Cpe/ICTBa H MPOHU3BOAHH.

ATC xon: AGSAAQ2

X ThYAKTE KHCENHUHHA ca Halil-BaKHUTE KOMIIOHEHTH Ha KThYKATA ¥ HIPadT pois 3a CTUMYJIHpaHe Ha
NPOH3BOACTBOTO Ha XIrbuxaTa. JXNbUHHTE KHCENMHHH CHINO CA BaXKHH 3a NOAXLPAKAHE HA XONecTepoa
pa3sTBOPEH B XJThbukaTa. [IpH 3apaBy HHANBHIHA CHOTHOIMEHHETO MEXIY KOHIICHTPAMHTE HA
XONECTEPONA H KITHYHHTE KHCETHHN B HUTHYKATA € TAaKOBA, Y€ XOJNECTEPOITET C€ NOAAbLPXA pasTBOPEH
npe3 Nno-rojiaMata 49acT ot AceHA. [1o To3u HauHH He MOTaT Aa ce obpa3syBar XTHUHH KAMbHH
(3XTBUKATa € HENTUTOTeHHA). [IpH nalMeHTH ¢ XONeCTEPONHN KaMbHH B XKITHYHHA MEXYDP TOBA
CBHOTHOLLCHHUE Ce IIPOMEHA B XKITHUKATA € [IPEHACHTEHa ¢ X0NecTepon (KThUKATa € NUTOreHHa). Cnen
H3BECTHO BpeMe TOBA MOXKe Ja NMPUYMHM YTadBaHE Ha XOJIECTePOJTHH KPHCTANIH U ofpasyBane Ha
)KITBYHH KaMBHU. TO3M NeKapCTBEH MPOAYKT MOXe Aa npeobpa3yRa JIHTOICHHA XIThYKA B
HEJIHTOTEHHA XTHYKA H CHHIO TAaKA MOCTENEHHO Aa PasTBOPH XONECTEPOIHUTE KaMBHH B JUTBYKATA.

[IpoyuBanuaTa 3a epeKkTa Ha TO3H JIEKAPCTBEH NPOAYKT BLPXY XONEeCTA3aTa NPH NalHEHTH C HapYIIeH
XKITHYEH JPeHAK W KIHHWYHH CUMITTOMH TIpH NalMeHT!H ¢ OHNHapHa LiEpo3a H KUCTo3Ha Prbpo3a
nokKaspar Opp3 Cliax Ha XOJIECTATHMHHTE CHMITTOMH B KPBBTa (M3MEpEH 4pe3 NOBHIIEHH HUBA Ha
ankanHa pocharasza (AP), rama-GT u 6GunupyOuH) H NpypHTYC, KAKTO H HaMaNneHa yMopa NnpH
MOBEUYETO MalHeHTH.

Kucto3na ¢pubposa

OT KNTMHAYHATE CHOOINEHNA € HANMH9eH ABITOCPOUEH OMMUT OT nokede OT 10 roaHHH 3a IeYeHHe ¢

TO3H JIEKAPCTBEH NPOAYKT HpH NeAUATPHYHH NALMSHTH ¢ KHCTO3HA rOpo3a, cBpp3aHa ¢
xenarodounuapHu HapyueHus (CFAHD). loka3aHo €, 4e JICYCHHETO C TO3M JICKAPCTBEH IIPOAYKT

MOXKe Ja HaMalH npojndepaumsaTa Ha XITbYHMTE ITLTHINA, A CIIpe NPOrpecHpaHeTo Ha
XHCTOJIOTHYHOTO YBpeXKIaHe H I0pH Jia foBeze A0 obpaTHO pa3BHTHE Ha XemaToORNHapHuTe

NpOMEHH, Korato ce npuiara B padeH craanit Ha CFAHD. JledeHuneTo ¢ TO3H NICKApCTBEH MPOAYKT
Tpa6Ba Aa 3anouHe BeHara ciex nocrasaHeTo Ha aAuarHosara CFAHD, 3a na ce onTHMM3Hpa eexTsT |

OT NIE4eHHETO. m
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5.2. dapMakoOKHHETHUYHH CBOHCTBA

AGcopbuns
Oxono 60-80% oT mepopanHo NprIaraHaTa ypcoZeoKCHXolleBa Kucenuna ce abcopbupa omp3o B

feIOHYMa H B FrOpHHS WJIeYM upe3 MacuBHa AHdY3Ha H B TEPMHHAIHHA WiIEYyM 4pe3 aKTHBEH
TPRHCIIOPT.

Pasnpenenenue
Cnen abcopbumaTa ypcoieOKCHX0IeBaTa KHCEIHHA NIPEMHHABA B YepHHA Apob (MMa 3HaYHTENCH

-e(DEXT Ha ITBEPBO NIPEeMUHABAHE™), KBACTO C€ KOHIOTHpPA ¢ [MHLHMH HIH TAYPHH H B [TOCIIEACTBHE ce
eKCKPEeTHPa B XXIBYHHTE rbTHITA. CaMo Manka 9acT OT YPCOACOKCHXO0/EBaTa XKHCEIHHA € OTKPHBA B
CHCTEMHOTO KpBBoOoDpBIIcHHE H T4 ce oTaeNs ypes 6nbpennure.

Cnea npunara#e Ha MHOTOKPATHH 103, KOHIEHTPAUMATA Ha YPCOACOKCHXONEBATA KUCENMHA B
AITHYKATA JOCTHI'A CTAabIWIHO ChCTOAHME cliel] OkoJio 3 ceaMuun. Obinara KOHIEHTpaLUs Ha
ypcOAeOKCHXOJIEBaTa KMCEIHHA HHKOra HE € Mo-BUcoKa OT okono 60% ot of1uaTa KOHIEHTpALMUS Ha
AKITHIHA KUCETHHA B XThYKATA, ROPH NPHU BHCOKH JO3H.

b cOOpMAaITH

C H3KIIOYEHHE HAa KOHIOTHPaHeTo, YPCOACOKCHXO0NEBAaTa KHCENNHA He ce MeTabonusupa. Bonpexku
TOBA MANKQ KOAHYECTBO NMEPOPAIIHO NPHIOKEHA YPCOACOKCHXOJICBATa KACCTHHA NPETHPIABA
faxTepHanHa KOHBEPCHA A0 7-KeTO-IUTOXO0JIEBA KHCETMHA MIIH JIMTOX0/IEBa KHCEIINHA CIe]] BCAKA
EHTepOXeNnaTalHa [MPKYyNalua, JOKATO B ABAHAJECETONPHCTHHKA Ce OCBIECTBARA H DakTepHanHa
REeKOHIOTalHA.

T xaTo ypcOACOKCHXO0NIEBATa KHCETHHA, 7-KEeTO-JIMTOXO/NEBAa KHCEIHHA HITH THTOXONEBA KHCEJIHHA
¢a CpaBHHTE/HO ¢1abo pa3TROPHMM BBB BOJA4, I'OJISIMO KONKYECTBO C€ OTACIA Ypes :KITbYKATA BHB
dexanunre. AGcopOupanara ypcoaeoKCHX0eBaTa KUCEIHHA ¢e Bb3CTAHOBABA OT uepHHus Apob; 80%
OT JIHTOXOJIEBATA KHCENIKHA, TPOH3BEICHa B ABAHANCCETONPHCTHHKA, C& eKCKPEeTHpa ¢ PeKaNIMuTE, HO
octananute 20% ce cyndarupar cien abcopObuua ot yepHus Apod A0 HEPAITBOPUMH JUTOXOIHIIOBH
KOHIOTaTH, KOHTO CJIeZ TOBA € EKCKPETHPAT Ipe3 KIThUKaTa ¥ pekanuure. [Toremarara 7-kero-
JIHTOXOJIERA KHCENMHA C€ peAYLHPa N0 XEHOACOKCHXOJIEBa KHCETHHA B YepHHEA Apob.

JInToxosieBaTa KHCENHMHA MOXE 1a IPHYMHH XOJNECTATHYHO YBPEXKAaHEe Ha JepHus Zpob, koraTto
qepHMAT Apob He € B ChCTOAHKE Aa Cy/ipaTHpa INTOXONeBa KHCeNHHA, Brapexy de, pU HAKOH
NALACHTH € YCTaHOBEH HaMaJIeH Kamal[UTeT 3a Cy/N¢aTHpaHe Ha TUTOXO0/IeBa KHCEIHHA B YePHHUA

apob, 10 MOMEHTa HAMA KIHHHYHHM KOKa3aTEICTBa, KOUTO Jia IPEANoNarar, 3¢ XoJleCTarnTHOTO
yBpexXJaHe Ha YepHuA Apod Moxe aa 6'bae CRBP3aHO C TEpPaus ¢ YPCOACOKCHXONIEBATA KHCENHHA.

Cael npekpaTiBaHe Ha TEPAIUATA ¢ YPCOACOKCHXONEBATA KHCE/IHHA KOHLICHTPALMATA HA
YPCOACOKCHXOJIeBa KHCEJIHHA B XK rbukarta ciel 1 cenMuiia 6bp3o Hamangapa no 5-10% ot
KOHLCHTpaLMATA B CTaOHITHO CHCTOAHHE.

BHONOrHYIHKAT IOMYKKEBOT Ha YPCOACOKCHXONIEBATA KHCENHHA € IIpubau3nTenHo 3,5-5,8 quu.
53. IIpeaxsaru<ann gaHHR 3a 6e3omacHOCT

HexmmHHYHNMTE A3HHH HE MOKA3BaT 0COOEH PUCK 3a XOpa Ha 6a3aTa Ha KOHBCHIIHOKATHUTE
thapMaKOoIOrHIHU NpoydBaHUA 3a 6€30MacHOCT, MPOYYBAHHA 38 TOKCHYHOCT NMPH MHOTOKPATHO

OpUnarade, rcHOTOKCHYHOCT H KAHIIEPpOICHCH NTOTCHLHAL

Ocmpa moxcunnocm
HscneapaHHATA 3a OCTPa TOKCHYHOCT MPH XKHUBOTHH HE Ca PasKpPIWIH TOKCHYHH yBPENMAAHHA.




ApOHUYHG moKCuNHocm

HscneasannsTa Ha cyOXpoHHYHATA TOKCHYHOCT NpH MalAMyHH pa3KpHBAT XENaTOTOKCHIHH e(eKTH B
rpynuTe, 1EKYBAHH ¢ NO-BHCOKH 103U. Te3u edexTH 3acaraT KakTo QyHKUHOHAIHH NPOMEHH (KaTo
MPOMEHH B 4ePHOAPOOHHUTE eH3UMH), Taka H MOPONOrHYHH NPOMEHH, KaTo npomdepais Ha
XThYHHTE THTHINA, TOPTATHO BH3NAICHHE U XeIaToleny/apHa HeKpo3a. Te3n TOKCHYHH edekTH Haii-
BEPOATHO C€ ABbJDKAT Ha JIMTOXOJIEBATA KHCEIIMHA, MeTabONUT Ha YPCOREOKCHXONEBATa KHCEHHA,
Ko¥TO NpH MaliMyHHTE (38 PA3HKa OT XOpaTa) He ce pasrpaxaa. KNMHHYHHAT ONMHUT MOTBLPXKAABA, Y€
OITHCAHNTE XEMaTOTOKCHIHH e(peKTH HAMAT H3ABEHO 3HAYEHHE NPH XOpa.

Kapyunozenen u Mmymazesen nomenyuan

HBIroCpOYHATE NMPOYYBAHMA NMPH MHIIKH H ILTEXOBE HE OTKPHBAT JOKA3ATENCTBA 32 KaHLIEPON¢HEH
NOTEHLHAN HA YPCOACOKCHXONCBATA KUCENIMHA. In vifro M in vivo NPOYYBAHUATA 38 TeHOTOKCHYHOCT €
YPCOACOKCHXONECBATA KHCEIHHA ca OMIH HEraTHBHH.

Penpodyxmugrna moxcuxonozus

[Ipu mpoy4BaHHA € IUTBXOBE MangopMalMUTe Ha OTAIKATA Ce MOABABAT IIPH BHCOKa fo03a ot 2000
mg/Kg ypCOASOKCHX0NEeBa KHCeHHA.

I[Tpu 3aliuy He ca OTKPHTH TEPaTOreHHH e(eKTH, BhIpekH 9e ca HabmonapaHH eMOPHOTOKCHYIHH
edextn npu gosu ot 100 mg/kg TenecHo Terno. To3u nekapcTBEH NPOAYKT HAMa €eKT BbpXy
bepTHAHOCTTA NPH IUTEXOBE H HE OKa3Ba BIMAHHE BLPXY NEPH- M MOCTHATATHOTO Pa3sBUTHE Ha
MOTOMCTROTO.

6. PAPMAIEBTHYHHA 1AHHH
6.1. CHcLK HA2 NIOMOINHHTE BEeMIeCTBA

[TpexenaTHHU3HPAHO HUIUECTE
MukpoxkpuctanHa nemynosa PH 101
Konouaen CHIIHLHEB AMOKCH]
Maruesues creapar

Tevpoa oicenamunoea xancyna
Cwvcmas na manomo:

Kapamen (E150)

Bonaa (14,5%)

XenatvH

Cwvcmas na xanauxama.
TuranoB auokcHa (E171)
CuHso nareHroBaHo V (E131)
Aszopyoun (E122)

Bona (14,5%)

Kenaten

6.2. HecrBMECTHMOCTH
Henponoxumo

6.3. Cpox Ha rogHocT

2 TOAMHH

6.4. CoenuaiHu ycAOBHY HA ChXpaHeHHe

I
Jla ce chXpaHABa B OPHIHHANHATA ONAKOBKA, TO3H EKapCTBEH NPOAYKT HE H3KHCKBA cneunam/- 1“
YCHAOBHA Ha ChXpaHeHune. [la ce ChXxpaHiaBa Janed oT Aena. RN




6.5. B H CLILPAAHHE HA ONAKOBKATA

Kancysire ¢ca onakopanu B HenpospauHn PVC/PE/PVDC-AI 6nucrepu.
10 TeBpau xancyau B Haucrep.

Bunose ONnakoBKH:

20 TBBLPAN Kancynu

50 TBBEpAN KaNCyaH

He BcHUKH BUJOBE ONMAKOBKH MOraT ja ObAaT MyCHAaTH Ha nasapa.

6.6. ChoenHanum Npeaza3HE MEPKH MPH HIXBLPJIAHE

Hama cnieManan H3KCKBAKRMA.

7. IIPHATEXATEJI HA PASPEIHEHHETO 3A YIIOTPEBA

HOBEJI ®PAPMA EOO]]

6yn. “benrapusa” Nel(09

Codus 1404, bearapus

8. HOMEP HA PA3PEINEHHETO 3A YIIOTPEBA
Per. Ne 20240327

9. JATA HA ITBPBO PA3PEILIABAHE

Hara na mepso paspemanane:05.12,2024

JlaTa H& MOCNERHO NMOJHOBABAHE:!

10. JATA HA AKTYANHA3HPAHE HA TEKCTA

06/2025




