AORL O3

1. WME HA JEKAPCTBEHMS IPOXYKT

62587

KOJIKTAB 0,5 mg Tabnerku
COLCTAB 0.5 mg tablets

2. KAYECTBEH A KOJIMYECTBEH CHCTAB
Bceska Tabnerka ceabpika 0,5 mg konxuuuH (colchicine).

[ToMolIHM BelLIECTBA C U3BECTHO AEHUCTBHE:!
Bcska Tabnetka cpabpika 24,5 mg nakro3a MoHoxuzapar 4 10,0 mg 3axaposa.

3a NBbJIHUS CITUCHK Ha MOMOILHUTE BelleCcTBa BHKTE TouKa 6.1.

J. JIEKAPCTBEHA ®OPMA

Tabnerka.
benw 1o moutu Genu, ABOMHOM3MIbKHAJIK, KPBIJIM TabsieTkH ¢ AuaMmeTsp 4,7 mm u aebesivHa

NpUOJIM3UTEIHO 2 mm.

4, K/IMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

JleyeHne Ha ocTpH NpUcThIM Ha nojarpa. [Ipopuiakruka Ha NpUCTBIIM HA nojarpa. JleueHue Ha
OCTBHP U peUMAUBUpALL NEPUKAPAHT.

[IpenorBparsBane Ha ocTpH npucThIIK Npu Gamuiina CpeauzeMHOMOpCKa I'pecka U BTOpHYHa

amunouao3a npu @amunna CpeauzemMmHoMopeka T pecka rnpu Bb3pacTHH M Jiela.

4.2 Jlo3upoBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKka

Jleuenue na ocmpu npucmvhu Ha nooazpa

JleueHueTo TpsOBa a 3aM0YHE BH3MOXKHO Hal-CKOpO (B paMKuTe Ha 12 yaca ot nosipara Ha
MPUCTBHITUTE).

Karo nmepBoHayaiiHa 103a ce npuemar ase tabnerky ot 0,5 mg, ¢ nocjeasall npyeM €11H 4ac 1no-
KbCHO Ha JonmbjiHUTENHA Tabnerka ot 0,5 mg. He TpsabBa na ce npuemar noseye TabjieTKH B
caenBawure 12 yaca. Ciieq To34 nepuon, rnpu HeoOXOAUMOCT, JIEYEHHETO MOKE /1a NMPOJABIDKH C
MakcumasHa 03a ot 0,5 mg (1 Tabnerka) Ha BcekH 8 yaca, 10KATO CUMITTOMHUTE U34€3HaT.

IIpogpunakmuka Ha npucmvnu Ha noodazpa

[Ipuemar ce 0,5 mg, eaAuH WK ABa MBTH AHEBHO, B MPOAB/DKEHHE HAl-MHOTr0 Ha 6 mMecela.
[IpoabmkuTEeIHOCTTA HA JIEYEHHETO TPAOBA Aa ce onpeness oT pakTopu KaTo 4ecToTa Ha
MPUCTBIIMTE HA NoJarpa, TAXHara npoAb/KHUTEIHOCT, HAJIMYUETO HAa TODH U roJIEeMHHATA UM,

Jlewenue na ocmuvp u peyuousupawy nepukapoum
[1pu BBb3pacTHM mauueHTH ¢ Terno > 70 kg ce npuemar 0,5 mg asa bt qHeBHO. [Ipn BB3p
MnalMeHTH ¢ Ter1o < 70 kg WK npy HEMOHOCUMOCT KbM BUCOKH 1034 ce npuJjarat 0,5 mg
AHeBHO. [Ipoab/DKUTETHOCTTA HA JICYEHHUETO € Hail-MaJIko 6 Mecelia NpU peLMauBUpall Il
1 Har-MaJIko 3 Mecela IpU OCTbp NEPUKAP/IUT.




Pamunna Cpeousemuomopcka ITpecka
Br3pacTHu: 1 mg oo 1,5 mg AHEBHO. AKO TIAIMEHTHT HE Ce NTOBIHABA OT JIEYEHHE C
IPENOPBUMTEIHATE CTAHAAPTHH JO3H, A03aTa Ha KOJXHIMH MOXE Jia ¢€ NMOBHIUIH MAKCUMAIHO KO 3

mg AHEBHO.

IleguaTpyuyHa NOoOyaalus

Jeua Ha BB3pacT Mexay 5 u 10 roaunu: 0,5 mg ao 1 mg axesHo. [leua Ha Be3pact Haxa 10 roguny: 1
mg 10 1,5 mg JHEBHO.

JlexapCTBEHHAT NPOAYKT Ce MPHJIAra I0J, BHUMATEIHO MEAULIMHCKO HaOMOAeHHe. AKO NALHEHTHT
He Ce MOBJIMABA OT JieueHHE C MPENOPHUUTEIIHUTE CTAHAAPTHH AO3H, N03aTa Ha KOIXHLIHH MOXE Aa
ce MOBULUIM MaKCHMMATHO 0 2 mg AHEBHO.,

[IpenopbyHTENHHATE 03H TPAOBa A2 ce afalTHpaT B 3aBHCHMOCT OT YepHoapobHara ¥ 6pbpeuHaTa
¢yukuni. [lalentiTe ¢ IeKu A0 yMepeHH 6506peuHH WM yepHoapobHM HapylueHHs Tpadra na

OBHaT BHUMAaTEeNHO HAGII0AaBaHH 3a [TOABA HA HEXKETAHU peakilHHu.
[TperoprunTenHaTa 4032 MOXKe [la CE€ MpUjiara KaTo eJUHHYHA 1032 WAH Ja Ce pas[e/id Ha IBE WK

noBeye J03H ChoOpa3HO MOHOCHMOCTTA, TEPANIEBTHYHHUA OTFOBOP M MpeLIeHKATa Ha JIEKYBalllk
nekap. JKenaTenHo e Ja ce B3eMar NpeABHI U NPeNnopbKUTE B OGHLIMATHITE PHKOBOJICTBA 34
npaBwiIHa ynorpeba Ha KOJMXHLMH.

Hauud Ha NpUa0oKEHHE
3a nepopaiHo npuwiokenue, TabneTkure ce npueMar npeiu xpaHeHe. Tabnerkure TpsadBa fa ce
NpUEMAT LM, C Yallia BOAS.

4.3 IIpoTHBONOKAIAHHA

- CBpBXYYBCTBUTETHOCT KbM AKTHBHOTO BELUECTBO WM KBM HAKOE OT MOMOILLHXTE BELISCTBA,
H30poeHH B Touka 6.1;

- Texxkn KpBEBHU JUCKPA3HH,

- TexKH ChpASHHH, TACTPOMHTECTHHAIHY, YepHOAPOOHN UK 6B0pedHH HapylHeHus;

- [TanuentH ¢ 6b0pe4HH WIM YepHOAPOOHH HapyLIEeHH, NPUEMAallH JIEKAPCTBEHU NPOAYKTH,
KOMTO ca MHXHOHTOPH HA TpaHcrnopTHua P-rnukonporeun (P-gp) win cunnu CYP3A4
HHXUOUTODPH (BXK. TOYKa 4.5);

- bpeMeHHOCT ¥ KEpPMEHE,

4.4 CrnenunajJHH NpeaynpexaeHus U OpeANa3ZHH MEPKH NIpr ynorpeda

Konxnuus TpadBa na ce npuiara ¢ NOBHILIEHO BHUMaHHe NPH NALHEHTH B CTAp4Ye€CKa BH3PacT, ¢
YBpEOEHO 001110 ChCTOAHMUE H 0cOOEHO NPH X0pa ¢be ¢hIThTCTRAIM OH0peuHH, YepHOIpOoOHH,
racTpO-HHTECTHHAIHU H CbhpAe4YHH HapyLUEeHUH,

AKO c€ MpPOSBAT CUMITTOMH Ha TOKCHYHOCT KaTo cyabocT, aHopexcHs, rajieHe, [OBPhIaHe WIH
Auapus, pUeMaHara j103a TpaOBa Ja ce peAyurpa Wid JICUHEHUETO fa Ce NMPEyCcTaHOBH B
CHOTBETCTBHE C MEAMIMHCKUTE YKa3aHUA.

CBITETCTBALLOTO NIPUAAraHe Ha KONXUHUMH ¢ P-rnukonporenH (P-gp) HHXHOHTOPH HIH CHIHH
CYP3A4 uHxubuTopy Moske a yBETUYH €KCIIO3UIIUATE Ha KONXHIIMH, KOETO B HAKOH CITyYaH MOKe
18 MPOBOKHPA NPOABH HA KOJXULHMH-HHAYHpaHa TOKCHYHOCT. IIpH HeoOX0AMMOCT OT CBITETCTBALLA
ynoTtpeba Ha xonxuluH ¢ P-rnukonporeuH (P-gp) naxuOuTopu uiM ymepeHu uid cuiiid CYP3A4
HHXHOUTOpH, NalMeHTHTe ¢ HopManHa ObOpeyHa 1 YepHOApoOHa GyHKIMS, TpabBa na 6paar
Ha0J/110JaBaHy ¢ NOBHIUCHO BHHMAHHKE 338 Pa3sBUTHE HA KIIMHHYHHM NPOSBH Ha KOJIXHIIHHOBA
TOKCHYHOCT, H 8K0 € Heobxoaumo fo3ara TpadBa na ce peayunpa Wil TepanHaTa Ja ce
NpeyCTaHOBH.

[ loMoLHY BelliecTBa

Konkrab 0,5 mg Tabnerku cpabpka Nakros3a. [laupeHT ¢ peaky HacneACTBEHU npobnemu
HEMOHOCHMOCT KBbM FajlakTo3a, ITb/ICH JIakTa3eH AeUUUT WIM MKO30-TalakTo3Ha Manabco
He TpAOBa a MpUEMaT TOBA JICKAPCTRO.




Konktab 0,5 mg TabneTku cuabpka 3axapo3a. [JlauMeHTH ¢ peku HacneACTBEHH NpodieMH Ha
HEMOHOCHMOCT KBM (ppYyKTO3a, IMI0K030-TAIaKTO3HA ManadbcopObLus HIH 3aXap030-H30MaITa3eH

neduuyT He TpAOBa a MpHEMaT TOBa JIEKAPCTBO.

4.5 BsarmoneiicTBHe ¢ ApPYrH JJEKAPCTBEHH OPOAYKTH H ApYrd GopMH Ha B3aHMOACHCTBHE

He ca u3BeCTHH NEKapCTBEHH B3aHMOZCHCTBHA NPH CHITETCTBALLA YNOTpeba Ha KONMXHLUMH C APYTH
M3BECTHH AHTHIIOOATPO3HH JIEKAPCTBEHH NIPOAYKTH, KAKTO H OKAa3BaHE Ha BIHAHHE BHPXY
NPOBEKAAHETO HA 1a0OpaTOpPHH TECTOBE.

ConercTBauiara ynorpeda Ha KoaxuuH 4 uaxuburopu Ha CYP3A4 unu P-gp nopuiuasa
MOTEHIHAIHMUSA PUCK OT KOIXHLHHOBA TOKCUYHOCT. OCHOBHHTE JICKAPCTBCHHU BEIIECTBA, 38 KOHTO €
H3BECTHO, 4e ce MeTabonuanpar oT CYP3 A4 ysoeH3uMa ca cIIeqHHTE: alnpas3oiaM, NepopaHi
aHTHKOArynaHTu (Hanp. BapdapHH), acTeMH301, kapbaMa3enuH, UMI0CTa30J1, L{H3AIIpH,
TEJIHTPOMHULIMH, MKJIIOCMIOPHH, AU30ONMPAMU], €ProaIKAIONIH, IOBACTATHH, METHINPEAHHU30JIOH,
MH/1a30]1aM, OMENPa30J1, MUMO3UK, XUHHAUH, pudabyTvH, pudaneHTHH, cuigeHadwi, CHMBACTaTHH,
TAKpONUMYcC, TepdeHaauH, TpHa30aaM, BUHOIACTHH, PUTOHABHD, aTa3aHaBHp, HHAHHABHD,
CaKBUHABUP, e(aBUPEHL, HEBUPAIHH, 3UAOBYAHUH. JIpyrH ieKkapCTBEHH BEILlECTBa, KOMTO
B3aMMOAECHCTBAT MO NMNOA00EH MEXaHU3LM C JPYFH H30€H3UMM, NPHHALICHKAIIH KbM LHTOXpoM P450
€H3MMHATa CUCTEMA ca (PEHUTOHH, TeODHIHH, Bannpoar 4 ¢peHobapbuTa.

CanbTCcTBalllaTa YNoTpeda ¢ HHXHOUTOPH Ha P-gp (kaTo aMHOZapoH, BepariaMil, XHHHIHH,
KE€TOKOHA30J1, APOHEAaPOH, HUHKIOCNOPHH, THKArpelop) € Bh3MOXHO Ja JOBEAE A0 NOBHIIABAHE Ha
[JIA3MEHHTE KOHUEHTPAUHH Ha KOJIXHLIMH.

HmMa naHHH, Ye CHITBTCTBAINATE YIIOTpeda Ha KOMXULMH NPH NaUMeHTH ¢ YepHOAPOOHH HIH
OBOpeuHH HapylUeHH, KOWTO ¢a Ha JICYEHHE C MAKPOIMAHK aHTHOMOTHIM (HAmp. KIapUTPOMMIMH,
EPUTPOMULIHH, A3UTPOMHLIMH), MOXKE [a ioBeie A0 MMOBUIIABAHE HA CEPYMHHTE KOHLEHTPAaLKH Ha
KOJIXULHH.

[Tpx HeoOxoAHUMOCT OT NMpoBEKAAaHE Ha JeueHHe ¢ HHXHOHTOpH Ha P-gp unu cunuu CYP3 A4
UHXHOUTOPH [PH NALKEHTH ¢ HOpMaJIHa YepHOoApoOHA U 6B0peuHa GyHKIMA, € NIPenOpPBhUYUTENHO
HaMaIABAHE HA J03aTa WIH NPEeYCTAHOBABAHE HA TepanuaTa ¢ KOJIXHMLHH. YoTpebaTa Ha KOJIXHIMH
npit nauMeHTy ¢ 66pedyrr WK YepHOAPOOHU HapyINEHH, NpUeMallld JISeKApCTREHH NPOAYKTH,
KOUTO ¢a HHXHOUTOPHU Ha TpaHcnopTHUa P-riukonporenH (P-gp) win cuitay CYP3 A4 uaxuburopn,
€ [POTUBONOKA3aHa (BXK. ToUKa 4.3).

Konxunuu Moxe aa npeanspuka odparuma Mmanabcopbuuns Ha BUTaMHH Bio.

KomOHuHHpaHaTa Tepanms Ha KOMXHMIMH ¢hC CTATHHHA MOXE A2 NOBHIIM PUCKA OT pabaoMHOIH3A.
[TauueHTHTE TPAOBA Na AOKAAABAT CBOEBPEMEHHO IIPH NPOABH Ha MYCKYJHA Oonka wim ciraboct mo
BpeMeE Ha JIeYEHHE ¢ KOJIXHLIHH,

4.6 DepTHIAHTET, OPeMEHHOCT H KLPMeEHE

bpeMeHHOCT
[IpeMBT Ha KOMXMIHMH € MPOTHBOIOKA3aH B nNepuoaa Ha SpemeHHoCT (BK. TOUKA 4.3). KeHu ¢

AETepOleH NoTeHUMAaN TpaA6Ba Aa U3NOa3BaT ¢eKTHRHA KOHTPALCIILHA 110 BpEME Ha JISUSHHETO.,

KepMene
[IpeMBT Ha KONIXHULMH € IPOTHBOIMOKA3aH B MIEPHOAA Ha KEpMeHe (BXK. Touka 4.3).

4.7 EdekTH BBpXY cnocobHOCTTA 32 wodHpaHe H padora ¢ MAIHEH

Konkra0 0,5 mg TabneTku He nopauaBa criocoOHOCTTA 3a WIodGHpaHe H paGoTa C MAlIHHH.




4.8 Hexeanu JeKapcTBeHH PeaKnHA

[Ipuno)keH BLB BUCOKH AO3H, KOJXHMLIHH MOXKE Ja peAU3BHKA NPOY3Ha AHapus, racTpo-
MHTECTHHATHH KPBHBOMU3IIHBH, 0OpUBH, YepHOAPOOHH K OBOpeuHH HapyeHHd. Bp3MOXHO €
pa3sBHTHETO Ha 0OpaTHMa ManabcopOuus Ha BUTaMHH B2 MocpeicTBOM noBMABaHe Ha QYyHKIMATA
Ha JIMraBHLIaTa Ha WwieyMa.

Bcuuky HexelaHH peakiliiM ca NpeJCTaBeHH B cieABalaTa Tabnula, KaTo ca H30POSHH Mo CHCTEMO-

opraHeH Kiac 4 4yecToTa. UecToTHTe ce onpenenarT KakTo caeisa: MHoro 4ectd (= 1/10); vectu (2
1/100 mo < 1/10); Heuectu (& 1/1000 no < 1/100); peaku (= 1/10 000 no < 1/1000), MHOrO peaku (<
1/10 000) 1 ¢ Hewy3BecTHa YecTOTa {(OT HAMHYHHTE JaHHH He MOXKe Aa ObAe HanpaBeHa OLieHKa).

CHcTemo- Muoro | Yecrn HeuecTn Penxn (1/10 000 | Muoro C HeHn3BecTHA
lopraHeH KJjac 9e€CTH =1/100 =1/1000 go <1/1 000) peaAKH 4eCTOTA
(1/10) | mo <1/10) no <1/100) (<1/10 000) | (OT HANUYHMTE
I8HHH He
MoOe na Opae
HarpaBeHa
OLICHKA)
Hapywexus Ha NEeBKONEeHus | TpOMOOLIUTO3],
KpBBT& U €MUCTaKCHC,
numdHara [MOTHCKAHE Ha
cHcTEMa ¢$yHKUMATA Ha
KOCTHHA MO3BK,
aracTH4YHa WIH
XEMOJIUTHYHA
aHEeMMH,
NaHUMTONEHHS,
HCYTPOINECHHA,
TPOMOOLIHTOINEHMS
HapyuieHus Ha nepudepHa
HEpBHATA HCBPOIIATHA
CUCTEMA
CromallHo- rajcHe, npoQy3Ha
YPCBHH NOBPBIIAHE, Juapus,
HapyLHEHHUA JIHapH4, racTpo-
abnoMuHaNCH HMHTECTHHANEH
JUCKOMOpT KPBBOH3/IMB
Xenaro-OWwiHapHy Xenaro-
HAPYLUCHHUS TOKCHUUYHOCT
Hapymenus Ha O61t0peunH
61nOpeunte HapyLIEHHA
MUKOYHHTE
MbTHLIA
HapyueHus Ha anoneums YpTHKApHA, o6puB
KOXKaTa H BE3HKYJI00Y03eH
NOJAKOXXHATA obpuB, mypiypa,
ThKaH | | 3auepBsBaHe, OTOK|
HapyweHus Ha MHOTOHMUA,
MYCKYJIHO- MYCKYJIHA
CKEJICTHATA CHCTEMA cnabocr,
W CbECAHHHUTENHATA MYCKYyJIHa
ThKaH OoJKa, -
padaomuo-
nu3a




HapyuieHnus sa a300CIIepMHu,
BB3IPOU3BO- OJIUTOCIIEPMHA
AUTCIIHATA

CHCTEMA H

rbplara i .

CrobuiaraHe Ha MOJO3UPAHH HEXENAHH peaKIIHH

Cpo61aBaHEeTO HA MOAO3HPAHK HEXeNaHH peakiyH clell paspelaBaHe 3a ynorpeda Ha
NEKApCTBEHHA [IPOAYKT € BaXKHO. ToBa NMO3BOJIABa Aa NPOABIDKH HabMOAEHHETO HA CHOTHOLIEHHETO
NOJI3a/PUCK 38 JIEKAPCTBEHHA NPOAYKT, OT MeAUIIMHCKUTE CIEHHATHCTH C& H3MCKBA 1a Cho0Omanar

BCAKa NNOAO3HpPaHA HCXKE/IaHa PCAKIIHA HpPC3.

H3mmenHuTENHA areHius o JjeKapcTBaTa
yn. ,,JlamsH I'pyes” Ne§, 1303 Codus
ten.: +359 2 8903417

yebcaiT: www.bda.bg
4.9 Ilpenoszupane

OTpaBAHETO ¢ KOIXHUIMH € OTHOCHTENIHO PAAKO CPeLllaHo, HO € CBhP3aHO ¢ MOTEHLIMATTHO TeXKH
[MPOABH H BUCOKA YECTOTA HA CMBPTHOCT.

ChlIecTBYBa Kopealua MEeKIY NPHIIOKEHHTE A03M H BHCOKATA Y€CTOTOTA Ha JIETANICH H3XO0J,
KOraTo npHeTaTa fo3a npeuiuara 0,5 mg/kg npu ocrpure ciyyay, ¢ NposABH Ha KOCTHOMO3BYHA
arnaszug ¥ 10% cMbpTHOCT npH nanuenTd npuenu 0,5-0,8 mg/kg, ¥ HacThBaHE HA CMBPT IPH AO3H
npesuinaBauy 0,8 mg/kg npu ocTpo orpassHe.

[IvpBaTa ¢daza Ha OcTpa TOKCHYHOCT 0OOMKHOBEHO ¢€ pa3BUBa B paMKHTE Ha 24 yaca OT IpMeMa Ha
KOJIXULIMH W BKXOYBA CNCAHUTE KIMHHYHK NMPOABH:

Tacmpo-unmecmunannu napyuerus — KopeMHa 00fKa, MOBPBIaHe ¥ AHAPHA ChC 3aryba Ha
TEYHOCTH,

Xemamonozuunu Hapyuienus — MbPBOHAYAIHO C€ Pa3BHUBA JICBKOLUTO3a C NOCIEABALIH JICBKONECHHA
H TPOMOOLIUTOMEHHH.

Yecto ce HabmonmaBa mnonumHes, KakTo W anonmeiMsa Ha 10-tes ned. IlporHosara mpu ocTpa
TOKCHYHOCT € Jlomia. JleraneHn u3xoa 0OUKHOBEHO HACTBLIIBA HA BTOPUA WIH TPETHA LEH B PE3YyJITaT Ha
KapAuO-BaCKYJIapEH KOJ1anc HWIH CEITHYEH LUIOK.

JleueHHe

HeobxoauMo € HacouyBade Ha MALMEHTa KBM HHTEH3HBHO OOJHHYHO OTAENEHHE, KBAETO €
BB3MOXKHO NMPUIAraHeTo Ha CTOMAllIHA [IPOMHBKaA U AyOACHAa/Ha aClIHpaLIHA.

JleueHneTo € CHMNTOMATHYHO H BKJIKOUBA KOPMTMPAaHE HA BOAHO-€JIEKTPOJIMTHHA GanaHc U
Ha3HayaBaHe HAa aHTHOHOTHYHA Tepanus.

5. G®APMAKOJIO'HYHM CBOHCTBA
5.1 PapmMakoaIHHAMHYHH CBOHCTBA

QapmakoTepaneBTH4Ha rpyna: CpeacTsa Cpely NoAarpa — CpeACcTBa, KOUTO HE Bb3AeHCTBAT BBPXY
mMetabonusma Ha nukouHata kucenuHa, ATC xon; MO4ACO],

AKTHBHOTO BELIECTBO KOIXHLHH NPEACTABNABA aNKaJlOHI, H3BJIe4eH OT CEMEHATa Ha PACTEHHETO
Gloriosa superba.

MexaHU3MBT Ha aHTHIOAATPO3HOTO ACHCTBHE Ha KOJIXHMLIMH HE € HAITKIHO H3gcHeH. CuHTa ce,

TOW NOTHCKA BHINAIHTETHHA OTrOBOP KbM OTJIOKEHUTE B ThKAHHTE YPATHH KPHCTAJIH NOCpe q§
nHxubupase Ha MeTaGoM3Ma, MHTPALMATA K XEMOTAKCHCA HA MONMMOP(OHYKII€apHHTE JICBKOMEA |
BbB Bh3NalieHaTa o61acT. Chluo Taka, KOJXHIHH AHPEKTHO MOBJIMABA OT/IAraHETO Ha YPATHHTE \\ 2.

o ‘. R ol ! -
KpHCTaJIKM 4Ype€3 HaMaJIsiBaHE Ha GCBOSOﬁmaBaHeTﬂ Ha MJICHHA KHCCJIHHA OT HDJIHMOp(lJOH}’KJIeap rﬁ':"f S " qg._:q" N

; * T “T:l‘ ;
NEBKOLMTH ¥ HHAHPEKTHO NOBIHABAaHE Ha (arouMTO3aTa. S T S



ITpH rpaHynoudTHTE € HabmoaaBaHo, Y€ KOJIXHLMH ¢ CBBP3Ba ¢ MHKpPOTYOyJMTe 1o BpeMe Ha
meTadasaTa Ha KIETHYHOTO JeNICHe, KaTo [0 TO3H HaYHMH BB3NPEIATCTBa QOPMHPAHETO HA
KapHOKHHETUYHOTO BPETEHO.

B pe3ynTaT Ha U3BECTHATA CIIOCOGHOCT Ha KOJIXMIMH Ja NOTHCKA AKTUBHPAHETO Ha Kacnasa-1
(eH3MMeH KOMITOHEHT Ha LMTOIa3MeH npotenHoB koMiuieke - NLRP3 uxndnamasoma) ce Snokupa
npespbllaHeTo Ha npo-IL-1P B akTheeH IL-1f, koeTo BOOH A0 BTOPHYHO NMOHWKABAHE HA HUBATA Ha
muroknHuTe (ITNF-a, I1L-6).

OnMcaHUTE NO-rOpe MEXaHU3MH ¢a YCTAHOBEHH B KIETHYHH KYJITYPH H KICTKH H30AMPAaHH OT
MALHEHTH, JIEKYBAHH C KOJIXULIHH.

KonxHuMH ce XapakTepu3upa ¢ J0303aBUCHMA TOKCHUYHOCT, Opaay KOeTo TepanuaTa Tpsbdsa aa
6bAe ananTHpaHa CIPpAMO HHAMBHIYATHATa NOHOCHMOCT, KaTo CE MpOC/IeAABa BHHMATE/IHO [1048aTa
Ha [MbPBH NPH3HALK Ha TOKCHYHOCT, KaTO Hafp. racTpO-HHTECTHHATHH HapyLICHHA, B YaCTHOCT
nuapus.

5.2 PapMAKOKHHETHIHH CBOHCTBA

KonxuumHx ce abcopbupa 06p30 cnen nepopaieH npueM. MakcMMalIHH IJTa3MEHH HUBA Ce JOCTUIAT
cinen 30 MUH. 10 2 Yyaca. AGCOpOUPAHHAT KOJXHLUHH C¢ NPERPBIIA YAaCTHYHO B OKCUKOIXHIIMH,
KOWTO CEJIeKTHBHO ce HaTpymnBa B Ob0peluTe H OTTaM ce eKCKpeTHpa cpaBHUTEIHO DasHo. Ilopany
Ta3H NPHYMHA, NNPH NalEeHTH ¢ Ob0pedHN HapyleHus MOXKe 1a HACTBIY KYMY/IMpaHe Ha KOXHLIMH
¥ HeroBus MeTaGosNT. TL1asMEHHAT NONYKMBOT € 65 &+ 15 MHHYTH, a TOTAJTHUAT KIMpbHC € 601 +
155 ml/min npu nauueHTH ¢ HopManHa 6u0peuna pyHkuua. O6eMbT Ha pasnpenesieHHe € 49+ 9 |,
KonxuuuusT ce pasnpeaend B 6n0peunTe, yepHua apo0, crne3kara, 4yepsara H e HaTpyTBa
3HAYHTETHO B JIEBKOLIMTHTE, KBACTO MOXeE Aa 6bae oTkput 10 AHH cren npHeMaHeTo.
MeTtabonu3upa ce B uepHHA Apod M Apyru ThkaHH. BpeMeTo Ha nosypasnpenesieHHe B IU1a3MaTa €
OT 3 OO 5 MHH.

BpeMero Ha nonyenMMUHHpaHe Bapupa Mexay 1,7 u 20,9 yaca npy nauyeHTH ¢ HopMalHa
On6peuna ¢pynkuua. [Tpu nmanuedTH ¢ 6p0peyHy HapylIeHHa, BpeMETO Ha MOTyeNIMMHUHHUPaHe ce
[IOBUILABA, H B TE3H CIYYaH € NPEenopbUYHTEIHO peXyLpaHe Ha 103aTa. KOJIXHULMH U HETOBHTE
MeTa0O/IMTH Ce OTAENAT OCHOBHO upe3 gekanunte, a 10-20% ce excKpeTHpaT ¢ ypUHaTa.
BrOpeuHara ekckpenus MoXke Ja ce YBEJIHYM NIPU NalMeHTH ¢ YepHOAPOOHH HapYILICHHS.

5.3 IlpeaAKMHHMYHHA XaHHHM 32 Oe3omacHOCT
PHCKBT OT OCTpPa TOKCHYHOCT € MHOTrO BHCOK. CTolHocTHTE Ha LDso ¢/lea HHTPaBeHO3HO

NPUJIOXKEHHNE NPH ILTEXOBE U MHUIIKH ca ¢boTBeTHO 1,6 mg/kg u 4,13 mg/kg.
[TpoyuBaHHA NPOBEAESHU ITPU JKUBOTHHM Ca MOKAa3aJIM TEPATOreHHH €(PEKTH HAa KOJIXHLIMH.

6. PAPMAIEBTUYHU JAHHU

6.1 CnHchk HAa NIOMOIHUTE BelllecTBA
JlakTO3a MOHOXHApAT
3axapo3a

Apabcka ryma
MarHe3unes creapar

6.2 HechbBMeCTHMOCTH
Henpunoxnmo,
6.3 Cpox nBa rogHoct

60 Mecela




6.4 ChnenualHH yC/IOBHH Ha ChXpaHeHHE

To3u NekapcTBEH NPOAYKT He H3UCKBA CTIELMaIHU TeMIIEPaTYpHH YCJIOBUs HA ChXpaHeHue. [la ce
CbXpaHABa B OPHIHHAIHATA OITAKOBKA, 34 Ja C€ NMpEeanasH OT CBET/IHHA.

6.5 Baa B cHALPKAHHE HA ONAKOBKATA

Konxra6 0,5mg ce npennara 8 Henmpoapadu#u 6nucrepu ot 6ano0 PVC/amymunueso gonuo,
ceappakamu 30 Tabnerku. baucrepuTe ca NOCTaBEHHW B KAPTOHEHA KYTHA 3a€THO C JIMCTOBKA 32
nalreHTa.

6.6 CoenuaanH npeana3HH MePKH NPH H3XBBLPJdAHE H paboTa

Hsama crieuHaiHH U3HCKBaAHHUR 32 M3XBDBPJIAHE.

Heusnon3paHUAT fIeKapCTBEH MPOXYKT WIH OTNaZbYHHMTE MaTEPHAITH OT HEro Tpadra aa ce
M3XBBPJIAT B ChOTBETCTBHE C MECTHHTE H3UCKBaHUI.

7. TIPUTEXATEJI HA PA3SPEHNIEHHUETO 3A YIIOTPEBA
Acarpia Farmaceutici S.r.l.
Viale Luigi Majno 18,

20129, Milan,
HUranus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Peructpanuonex Ne 20220213

9. JATA HA ITBPBO PAZPEIIIABAHE/TIONHOBSABAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

Jara Ha repBO paspewmaBane: 22.07.2022

10. JATA HA AKTYAJIMNZUPAHE HA TEKCTA

06/2025




