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HUME HA JJEKAPCTBEHHS ITPOAYKT

Luknocnopu- Anxanonzn® 50 mg MekM Karcysn

Ciclosporin Alkaloid® 50 mg soft capsules

KAYECTBEH U KOJIMUECTBEH CHCTAB
LMKa0CcmopyH Askanona® 50 mg MEKH KancyJi
Bedka MeKa Karcyia cbabpka S0 mg uMKIOCTIOpHH

Besika Meka karncyna 50 mg chaspxa 50.00 mg eranon u 190.00 mg
MaKpOTrOJIITHIEPON XHAPOKCHETeapar.

34 ITHJTHMSA CIMCHK HA TIOMOLIHATE BEINECTRA BHXK 6.1.

JEKAPCTBEHA ®OPMA

Mexka kancyna

Bana sxenaTuHoBa Kancyna

KJIAHAYHU JAHHH

TepaneBTHYHH MOKAIAHHA

B KOMGHHALMA ¢ APYI'H HMYHOCYTIPECHBHH CPE/ICTBA 38 NPE/IOTBPATABAHE Ha OCTPO H
XPOHHYHO OTXBBPIIAHE Ha MPUCAIKATA CIIS/L ANOTEHHA TPAHCTIAHTAIMS Ha OuOpexk,
uepen Apob, cbpiie, chpue-6a1 1pob, 64n Japo0 WK maHKpeac.

JleueHue Ha OTXBBPAAHE HA PHCAAKATA [IPU NAUHEHTH, MPAEMAIH NPeH TOBa ApYTH
UMYHOCYTIPECAHTH.

TIpenoTBpaTABaHE W IEYCHNE Ha PeaKUMsTa HA IPHCAIKATA CPEllly FOCTONPHEMHIKA
(graft-versus-host-disease (GVHD) cnen anoretHa TpaHCTIIAHTALUA Ha KOCTEH
MO3BK.

Jleuenue Ha TeXKH (OPMU HA MICOPHA3HC, OCOOEHO ITAKOB THII, KOMTO HE CC
HOBNUSBAT 3a0BOIUTENIHO OT KOHBEHIIMOHAIHATA CHCTEMHA Tepanusl.

HeueHne Ha TEXKBK aTOMUHYEH JCPMATHT Y [MALIHCHTH, IIPH KOHTO KOHBEHIfHOHA/THATa
Tepamnmus ¢ HeMmoAXoJA1a 663YCH€IIIH&.

JleyeHue Ha CTEPOUIHO-3aBHCHM M CTEPOHNIHO-PE3HCTEHTEH HedpOTHUEH CHHAPOM
rnopajM TTyMepy.IHA YBPEXK/AaHUsA KaTo (hokanHa CerMeHTHa Iy MepyJioct
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HuxtocnopuH Ankanoun® 50 mg MeKH Karncyu
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HHKHOCHOPPIH MOXe /a Ce Ha3HA4H 34 JOCTUTaHE MITH NMOJABPIKAHE HA PEMHCHA.
Jlexapcmo*ro MOKE 14 ¢¢ W3ITION3BA H 33 NoJALPKAHE Ha CTCPOHA-HHAYLIHpaHa
PEMHCHA, KOETO Ja MO3BOIH MOHMKABAHE HA KOPTHKOCTEPOHIHATA 4034,

JleueHHe Ha TEKBbK aKTHBEH PEBMATOMICH apTPUT IIPH BB3PACTHH, KOraTo
KOHBEHLHOHAJTHATA TEpanus, BIJTIOYBALIA TOHE ¢IHO BUCOKO €)eKTHBHO
OBNHABAILO GONECTTa aHTHPEBMATOMAHO NekapeTeeHo cpecTBo (DMARD) (Hanp.
HHCKH 1034 METOTPEKCAT), ce e 0Ka3ana besycneiHa,

Jd03HpOBKA H HAYHH HA MPHJIOKEHHE
IMpuemM npe3 ycTara

JneBHara no3a Ha LiMKmocnopuH AJIKaJIOHJ:L® BHMHACH C¢ pa3jena Ha [[Ba IpueMa.
Kancynara ce MorbLia Lisna.

IIpH TPaHCNIAAHTHPAHH ALIMEHTH HHBOTO Ha LIMKJIOCTIOPHH B KPBHBTA Ce Cileln
PE/IOBHO, 32 /1 Ce W30erne PHCKBT OT HEXKEJIAHH IEKAPCTBEHN PEaKiMH (nipu TBBpIIE
BHCOKO HHBO B KPBBTa) HJIM OTXBLDJIAHE HA OPraHa (ako HHEOTO e TBbP/IE HHCKO).

[lopaav BB3MOXKHKITE PAXTHHKS B OMOHATMYHOCTTA NALMEHTHTE He Ouea na
NPEMUHABAT OT €Ha Ha Apyra popmyna Ha UHKIOCTIOPHH [1pe3 yeTaTa Oe3
CHOTBETHOTO CTPOrO ClIeeHE HA KOHLEHTPALMATA Ha LMKITOCIIOPHH B KPBBTA, Ha
HHBOTO Ha KPEaTHHHMH H Ha KPEBHOTO Hansraue. [Topamm Tasu nmpuanHa Moxe GH ¢
NOAXOAANI0 choOpasABaHe HA MPEANMUCBAHETO U ¢ ThProOBCKATa MapKa.

3a npociesBaHe HA HHBOTO HA MEMKAMEHTA B KPBBTA C€ NPE/INOYUTa R3EMAHE Ha
LEAOCTHA KPBB H H3TIOI3BaHE HA CHIeludueH aHaTATHYeH METOA. ChIecTBYBaT
HAKOJIKO METO/IA, KOMTO M3MEpBAT HenmpoMeHeHHs uuknocnopun (HPLC,
PaIMOMMYHOMETOA ChC CTIELMPHYHH MOHOKIIOHATTHH aHTHTENa), KaKTO U
HecneLnpHIHH METOAH, KOUTO H3MePBaT HAKOH MeTa0oIHTH. PesyTature 0T
PA3IMYHHTE METO/IH 3a OTIpeJiENiiHe He €a B3aHMO3aMCHACMH. 3a npeanoyuTaHe €
HHBOTO Ha [UKIOCMOPHH A2 CE OMpeens upes creluuaHY MOHOKIOHATHHA
anthTena Wik upe3 HPLC. TapreTHaTa KOHLEHTpPALWs 3aBHCH OT TUIA OpraH,
BpEMETO ¢JIeH TPAHCIUIAHTALIMATA H HMYHOCYNPECHBHYS PCHKHM.

TpabBa aa ce oTOeNEXKH, Y€ U APYTH GAKTOPH OCBEH HUBOTO HA LIMKJIOCIIOPHH B
KPBBTA MOTAT 1a TIOBHAST KITHHHYHOTO CHCTOSHUE Ha TALKeHTa. 3aToBa
Pe3yNTaTHTE CE CHMTAT CAMO KATO OPMEHTHP 32 103MPAHE W C& MHTepIpeTHPAT
BMHAIM B KOMOHHALIMA ¢ APYTHTE KIHHWYHHM H TaGOpaTOPHH MapaMeTpH.

[Mo-BUCOKa 5033 IPe3 YCTATa WM MHTPAaBEHO3HO MHKEKTHPaHe MOTAT [ia ce HaJloXkar,
ako abGcopOLMMaATa € HAPYIIEHA [I0PaAH CTOMAIIHO-YPEBHH HapyIEHHUS.

Opragra TPARCILIAHTAIIHEA:

TIpueMBT Ha IMKIOCTIOPHH 3amoYBa A0 12 Jaca NpeAn XnpypruHaTa HHICPBEHLINA ¢
nosa 10-15 mg/kg, pasoenena B gpa npuema. C Ta3H JHEBHA 103a Ce NPOALIKABA 1-2
CeMHLIM ¢TI OTNEPALIMATA, CIIEX KOSTO IHEBHATA 1032 NOCTEIICHHO Ce NOHHKABA B
CHOTBETCTBHE ¢ KOHLIEHTPALMATA B KPBBTa 10 JIOCTUraHe Ha MOAIbpKalla 1032 OT
npubnusuTtenHo 2-6 mg/kg, pasfeneHa B 1Ba MpHEMA.

Korarto LMKIOCMOPHH Ce NPHEMa eJHOBPEMEHHO ¢ APYTH HMYHOCYTIPECOpH (Harp.
KOPTHKOCTEPOUIH WIH TIONMTEPANHs) Ce Ha3HaYaBa Nno-HHCkKa 1033 (1anp.
IbpBOHAYaTHA f03a 3-6 mg/kg, pasfe/eHa B 1Ba npreMa).

Tpaucnﬂanranun HA KXOCTE¢H MO3BK:

3a npe/IOTBpaTABAHE Ha GONECTTa Ha peakuus Ha MPHCA/IKaTa Cpelily
rocronpueMnnka (graft-versus-host-disease (GVHD) obuxHopeHO 1n
Ha3HA4aBa NPBOHAYAIHO 32 KPATHK [IEPHOT B KOMOHHALMA ¢ METOTPE
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ITuK10CcIOpHH Anxanoun® 50 mg MeKH Karcyis

OnNTHMATHATA 1033 C& PErYIHpa HHAMBHYaTHO. Hail-061w0 neueHueTo 3an09Ba 1-2
JIHH TIPE/IH KOCTHO-MO3BYHATA TPAHCIUIAHTALIHA ¢ BRTPEBEHO3HO HHMEKTHPAHE Ha
nMKIocopH (103a 2.5 1o 5 mg/kg aueBHo). To ce 3aMeCTsa ¢ NPEopaNIeH MPHEM
Be/Hara ciejl KaTo NauMeHTET € B CBCTOSHHE A TIPHEMA NIpes yCTaTa (0OMKHOBEHO
12.5 mg/kg aueBHo). IIpueMbT pe3 ycTara NpoAB/IKaBa Haii-manxo 3-6 Mecena
TIpe/IM /1a 3aM04He MOCTENIEHHOTO PejlyliHpaHe Ha 103aTa M ¢BCHTYAHOTO
npeycTaHOBABaHE Ha MpHEMa.

AnTepHaTHBeH JieuebeH peAHM € MHTPaBEHO3HO HIKEKTHPaHS Ha LIMIJIOCTIOPHH
KaTo MoHoTepanus ¢ 5 mg/kg nuesHo (oT AeH 1 1o Aex 3) u 3 mg/kg nHeBHO (OT AeH
4 1o nen 14) Wi kOMOMHHpPaHa Tepamua ¢ HHTPABEHO3¢H LIMKIOCTIOPHH C 1032 3-5
mg/kg THEBHO M KOPTHKOCTEPOUTIH. B Te3H cayyaH ICYEHHETO ¢ LMKI0CTIOPHH ChIllo
TpaGBa 112 MPEMHHE KbM NPHEM Npe3 YCTaTa BE3MOKHO Ha-0BP30, 3a A3 MPOABIKH
Ape3 No-ABIbI MEPHOL OT BPEME.

AKO LMKIOCTIOPHH ¢ H3NOM3Ba KaTO HHHUI{MUpAla Teparlis, IPEnopbbanaTa 103a ¢
12.5 g0 15 mg/kg AHeBHO, pa3/ieNieHa B /1B TIPHEMA, KATO C¢ 3an0HBa B JICHA npeaM
TPAHCTUIAHTALMATA.

HsKko} NALAESHTH MOTAT Aa Pa3sBHAT PeaKiiisd Ha MPUCAJIKaTa CPelly rocTONpPUEMHHKA
(graft-versus-host-disease (GVHD) npu npeksCBase Ha NEYCHUETO ¢ LIRKJIOCTOPHH,
HO OGHKHOREHO OTFOBAPAT 0BPE NIPH BL3CTAHOBABAHE Ha mpUeMa. LIpu sieko
NPOTHYAIA XPOHHYHA PEaKI|s Ha NPHCaKaTa CPelly rocTonpHeMHUKA (graft-
versus-host-disease (GVHD) Moxe Jia ce Ha3HauH HMCKA 1033 LUKJIOCTIOPHH.

HedpoTn4eH CHEIpOM:

3a undyyupare Ha pemucis TIPENIOPHLUBAHATA /1034 TIPE3 YCTaTa 32 Bh3pacTHH © 5
mg/kg NHeBHO, pa3/eliecHa B JiBa NIpHeMa, H 6 mg/kg THEBHO 3a Nelia NPH HOpMaiHa
6n6peuna ¢pyHKupA. [IpH MaLKHEHTH ¢ HAManeHa 61Opeyna GykiMa [IHPBOHAYATHATA
n03a He GyBa Ja HajBulIaBa 2.5 mg/kg AHEBHO.

TIperopsuBa ce NPeABAPUTENTHO ONPE/ieIAHE HA HABOTO HA LIMKIIOCTIOPHH B KPBBTA
MpH Jela, 3a Ja ce u3berue nmpeao3upaxe.

Tpu doKanHa CErMEHTHA IOMEPYJIOCKIIEPO3a KOMOHHAIMATA MEXKAY LMKJIOCNIOPUH
1 KOPTHKOCTEPOYIH MOXKE JIa C& OKaxe ONaronpuaATHa.

Ipu nunica Ha eheKT ciell 3-MecedeH NpueM Npi MHHMMANHa [JIyMepyJIHA TIPOMSIHA
1 QOKaTHA CETMEHTHA [ITyMepy/I0CKIepo3a Wi Ciiel H-MecevHo NeYeH e 3a
MeMOpaHO3eH [IyMepYJIOHEGPHT TepanuaTa ¢ LHKIOCNOPHH TpAORa Aa c¢
MPEYCTAHOBH.

Jlozata ce pery/iupa HHIHBHAY AITHO cboOpasHo edexra (MPOTEUHYpUs) H
fe30nacHOCTTa (OCHOBHO CEpYMHHA KPEATHHUH), HO HE GHBa Ja HanBMiaga 5 mg/kg
JIHEBHO 3a BB3pAcTHH H 6 mg/kg JHEBHO 3a fela.

Tpu noddvpacawo Aekenue 103aTa BaBHO ce peaylupa 10 Bb3MOXKHO HAH-HUCKOTO
TepaneBTHIHO eeKTHBHO HHBO.

PepmaToHIeH apTPHT:

3a IMBPBUTE IWECT CEAIMHIIM OT TEPAMMsiITa NPENophiBaHaTa 103a e 2.5 mg/kg nHeBHO,
pasjeneHa B ABa npuema. Jlo3aTa MOXE /1a €€ HAMAJIH B 3aBHCHMOCT OT TONEPaHCa.
JIHeBHaTa 1033 MOIKE a C€ YBEJIMYH TNOCTENEHHO, aKO ¢ CHUTE, 1e KIUHWYHHAT
edekT He € mocTaTbyeH. OGMKHOBEHO JHEBHATA /1034 HC H/IBHIIIABA 4 mg/kg IHEBHO,
B oTnennd ciy4ad 403aTa MOKE a ¢ YBeIdHu 10 5 mg/kg AHEBHO. AKO noszarae- .
yBennuasa 6bp30, IMa PHCK OT IIPE03HPaHe. -

[Ipu nauueHTH ¢ Ter1o nox 80 kg xamycauTe oT 100 mg He ca NOAXOAAUIH 38
IIPELIU3HO J03UpaHe. R
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[TuxnocnopuH Anxanoun® 50 mg MEKH KaIcyd

Ilpy noddvparcawyo nevente 103aTa Ce YCTAHOBABA HHOMBHIYAIHO /10 BH3MOKHO
Hali-HMCKATa, ¢ KOATO C¢ TIOCTHTa edeKT.

Hucky 1036 KOPTHKOCTEPOHIM H/WIH HECTEPOUIHH NPOTHBORBINAIMTETHH CPEIICTBA
MOTaT J1a ce KOMOHHHpAT ¢ LIHKIOCTIPHH (BIXK chbulo 4.5. B3aumoaeHcTBHE C APYTH
JIEKapCTBEHH CPECTBA M APYTH GOPMY HA B3aUMOJIEACTBHE).

Tcopnasuc:

JleueHHETO [IPU TOBA CHCTOAHHE CE PEry/Upa HHAMBATYANHO MOpajH roaMara
papHaGHIIHOCT Ha GolMecTTa. 3a nocmuzcane Ha pemucus NPETIOpLHBAHATa THCBHA
Aoza e 2.5 mg/kg IHEBHO Mpe3 yCTara, Pa3fcieHa B IBa [IPHEMA. AKO 10 eIHH Mecel
He ce HaOmOaasa nofoOpeHHe, THEBHATA 1032 IOCTENMEHHO CC yBEIHYaBa 110
MaxcuMyM 5 mg/kg. JleueHHETO ce NpeyCTaHOBSABA MPH MALHEHTH ¢ NCOPHATHIHH
JIE31M, KOMTO He ca ce TIOBIMAIH CJIe], 6 CeAMHLIM MpH 1032 5 mg/kg THEBHO WK TIPH
KOMTO KJIMHHYHO e(peKTHBHATA 033 € HECHBMECTHMA ¢ DE30NacHOCTTA.

I[TspBoHayanHa 103a oT 5 mg/kg JHERHO € OMNpaB/aHa MU NALUEHTH, qMETO
ChCTOSHHE H3KCKBA Obp30 nogo6penyue. Korato ce MOCTUIHE 3aR0BOJIMTEIEH
KIHHMYEH OTFOBOP, JIEYEHHETO ¢ LIHKIOCHOPHH MOXE J1a Ce NpeyCTaHOBH KaTo
BB3MOMKHOTO Rb3BpBINAHE Ha $OJIECTTA C& TPETHPA C YCTAHOBCHATA IIPCIH TOBA
KIMHMYHO edeKTHRHA Jo3a. HAKOM MauMeHTH Ce HYXKAAAT OT HeNMpekbCHaTa
NOABPKALNA TEPANHA.

{Ipw noOOBPXCAU4O Hexenie RO3ATA C& PEryIMpa RHANBAITYATHO 10 BBIMOKHO Hai-
HUCKOTO KIMHU4HO eeKTHBHO HUBO KaTo He OHBa [ia HalBHIIaBA 5 mg/kg AHEBHO,
pasjeneHa B 1Ba npHeMa.

ATONHY€H ZePMATHT:

JleueHKETO HA TOBA CHCTOAHHE CE HA3HAYABA HHIHBHIYAIHO NOpall roiaMara
BaprabuiHocT Ha Gonectra. [IpenopryBaHara 103a ¢ 2.5 — 5 mg/kg AHEBHO TIpe3
ycTara, pas/Jenena B 1Ba MPHeMa 3a MEPHO/L OT MAKCHMYM 8 ceaMuuM. AKO
ThpBOHAYATHA 032 OT 2.5 mg/Kg IHEBHO He [ia/1¢ 3I0BONHTRNICH PE3YITAT 10 ABE
ce/IMML, IHEBHATA [03a CE YBenu4asa 10 MakcuMyM 5 mg/kg. B MHOTO TeKKH
CIIydaH MOXe Jia ce 3anouse ¢ 5 mg/kg AHEBHO. KoraTo ¢e MOCTHIHE 3a10BOITUTEIEH
OTroBop, J03aTa ce HAMANABa MOCTENEHHO H MPHEMBT Ce NPEYCTaHOBABA.

Haune Ba OpRIOKEAHE!

JIO30BHAT AMAITA30H € MOCOYEH EAHHCTBEHO KATO OPHEHTHP. H3ucKBa ce peOBHO
npoce iABaHe HA HUBOTO Ha [MKIIOCMOPHH B KPbETA, 32 14 ¢& MOCTHIHE OMTTUMAJTHA
TepaNeBTHYHA KOHIETPALVs 32 BCEKH OT/JECIIEH MALKEHT. [MpociieAIBaHETO MOXE /14
¢e H3BPIIBA Ype3 PATHOUMYHHH METOAU (RIA) ¢ nmomMolTa Ha MOHOKITOHAIHH
aHTHTEA.

O6maTa JHeBHA 1034 TPAORA BUHATH [a ce pa3Ae/ia Ha Ba [IpHEMA. JlBeTe NHEBHY
JI03M Ce IPAVIATaT BUHATH 110 €HO H CHIIO BPEMe KATO MHTCPBATET MEKIY TAX
Tpabea 1a Gbae NpuOIH3MTETHO enHakeB. [penopbusa ce ABETE ZI034 1A ce B3eMaT
CHOTBETHO CYTPHH M BEYEp.

LlukiocnopuH ce nprema 6e3 croGpassBaHe ¢ MPUEMA HA XPAHA.
LIMKJIOCTIOPMH CE IPHEMa C TIOMOITA Ha TEUHOCT KATO Kancyiara ¢e MOTIIBIIA A=
/ -,
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[{uK10CIOpHH Ankanons® 50 mg MeKH KaIncy s

B KPBBTa, HA CEPYMHUA KpeaTHHMH K HA KPBBHOTO HallATaHe (T.e. DOKATO BCE OLLE
Tpae MPHEMET Ha PYIHA LIHIJIOCTIOPHHOB NPenapar). 3anoyga ce CbC ChlllaTa
JHeBHa go3a (mg 3a mg). Cnen 4-7 AHu Ce MpenopbyBa HORA NPOBEPKA HA HHBOTO Ha
UAKNOCTIOPHH B KPBBTA, Ha CePYMHHUA KPEaTHHHH M Ha KPHBHOTO HATATAHE. Akoe
He0BXOIHMO, C& TIPABH KOpeKLMA Ha Jo3aTa. [1pe3 nbpBHTE /182 MECELA LA
cMsAHATA Ha Npenapara (Hanp. Ha ceaMuila 2, 4 1 8) ce Hayarar IOTIBIHHTETHH
NPOBEPKH ¢ Lie YTOYHABaHE Ha J103aTa.

Io3upaHe ipH 6L0peYHa HEAOCTATLYHOCT:

He ca npaBeHu CTELUATIHH H3¢/Ie/IBaHMA Ha PapMaKOKHHETHKATa Ha LMKJIOCTIOpHH
[P TPAHCIUIAHTHPAHH IALCHTH C HapylWeHu OpOpetHu dyukuun. Heobxoamumo e
CTIELHATHO BHUMaHKE B CTyuail Ha GBP30 MOKA4BAHE HA CEPYMHHA KPeaTHHMH (110pU
KOTaTO € B PAMKHMTE HA HOPMAJIHHTE CTOHHOCTH) CJIE]L 3aN04BaHE Ha JICHCHHE ChC
LUKTOCTIOpHH. TToKa4BaHETO HA CEepyMHHUS KPeaTHHHH HJIH MOHIKABAHETO Ha
KpeaTMHHHOBHS KIIMPBHC MOraT a Ob/aT H3pas M Ha OCTpa peakilid Ha OTXBBPIAHE
ocobeHo cien 6nOpedna TpaHcIUlaHTalk. JICYeHHE ¢ LMKITOCTIOPHH MPH HANTH'IHA
6BOpeuHa MIchYHKIMA | OCNIEABALIO NIPHTKAAHE Ha 103aTa TpaAGBa Aa ce 3amovHe
€IMHCTBEHO CJie/] BHMMATEJTHA NPELeHKa Ha M0/13aTa M PUCKA, HMAkKH npell BHA
LAMOCTHATA KITMHUYHA KAPTHHA U HHBOTO HA HUKCIOCTIOPHH B KPBBTA.

Ilpy nauueHTH ¢ HEHPOTOKCHYEH CHHAPOM H YMEPEHO yBpeaeHa OrOpeuHa byHKIHA
(643080 HMBO Ha CEPYMHUS KPEATHHHH IPH BB3PacTHH <200 pmol/L u np# neua
<140 umol/L) He 6uBa 1a ce HaABUIIABA HauaIHaTa 1032 OT 2.5 mg/kg TenecHa maca
OHEBHO KATO MalMeHTHTe ce HabmoaaBaT BHHMATEHO.

o3MpaHe MDY YBpeaeHa 4epHoapodHa HyHK

B HSKOM Ci1ydaH YBpeeHaTa YepHOAPOOHa dYHKUMA MOXKE 3HAYNTENHO Na
BHOM3MEHN DapMAKOKHHETHKATA Ha TMKTIocnoprH, KoHLUEHTpauusTa Ha
LMKJIOCTIOPHH B KPBBTA (Cmin) C€ KOHTPOJIMPA BHUMATEHO MPY NAIMEHTHTE C
yBpeZeHa uepHOApoOHa QYHKIUA U 103aTa Ce KOPETHpa cvoOpasHo.

[pu nicopuasyc NPHIATAHETO Ha LMKIIOCTIOPUH CE NPEy CTAHOBABA, aKO CTOHOCTHTE
Ha 4epHOAPOOHHTE eH3VMHU U GuHpyOHHa Ce MOBMIIAT ABYKPATHO Hal HazoBoTO
HHBO.

Tlpu nmauxeHTH ¢ HePOTHUEH CHHAPOM C TEXKKH yepHOAPOOHH CMYIIEHHS HaYaTHaTa
n03a ce Hamasgea ¢ 25 % no 50 %.

,Ilo:mpane NpH DallHeHTH B HANpeAHAIA BB3pacT:

ONUTHT ¢ NPUIOKEHUETO Ha LIMKIOCTIOPHH NPH MALMEHTH B HanpeHala Be3pact €
orpaasves. He ca orGenzanu npoGaemu npy MPUIAraHe Ha NpenopryBanaTa 103a.
Brnpeku ToBa (PaKTOPHTE, CBbP3aHH ChC CTAPECHETO KATO yBpeacHa OBOpeuna
dYHKLNA, HAIAraT BHAMATENHO HabMoAEHHE H CROTBETHO KOPETHPAHE Ha 103aTa.

Joszapane np# gena:

OnUTHT MpH Aena € orpasndeH. Bee mak MHIIOCTIOPHH e pUnarat B
npenopbUATENHATA 032 IPH Aena Hax 1 rofl, 6e3 1a ca Bh3HUKHAIH npobnemu. B

HAKOM OT MPOYUBAHHMSATA JELATA Ca ce HyXK/aeln OT NMO-BUCOKa 11032 LIMKIOCTIOpHH Ha
KWJIOTPaM TEJIECHA Maca, B CPABHEHHE ¢ JI03aTa 32 Bb3PacTHH. Te ca noHecnH no-
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IMpoTHBONOKAZAHHSA

. CBp’bX‘-I)’BCTBHTCJ'[HOCT KBbM AKTHBHOTO BEILECTBO HIIH KbM HAKOC OT MOMOLIHHTE
BCIECTRA.

o LIMKIOCTIOPHH € APOTHBONOKA3AH TIPH MALMEHTH C ICOPHATHYEH W ATONHHCH
AEPMATHT H HapyLeHH 6B0peuri GyHKIMH, HEKOHTPONHPAHA XHIIEPTOHMA,
HEKOHTPOMVPAHH HH(EKLHHM HTH MATTHEHOCT OT BCAKAKDB BUJL, PALTHIHA OT TasH
Ha koxara (Bik 4.4, CielMaHV MpeayIpexKICHHA)

¢  LMKIOCTOPHH ¢ MPOTHBONOKA3aH NPH MAHEHTH ¢ PCBMATONIEH apTPHT C
Hapymenn 6b0pedHy GyYHKLMH, HEKOHTPOJUPAHA XUIICPTOHNA, HEKOHTPOJIHPAaHH
MHPEKLMH 1 BCAKAKBB BUJl MATHTHEHOCT.

e Hapymenus Ha 6b0peunaTa QYHKIHA OCBEH NPH MALHEHTH C He(ppoTHYEH
CHHIPOM M Neka 10 yMepeHa Op0petuHa HeOCTATEHHOCT.

o I[MKIOCMIOPHH € IPOTHBOTIOKA33H TIPH MALWEHTH ¢ TICOPHA3UC, MoJIyJaBallH
tepanus ¢ PUVA, UVB, kaTpaH, Teueieuenue Hiu 1pyr UMYHOCYIIPECOPH.

s  [[HKNOCNOpPHH € IIPOTHBOIOKA3AH MPH NAUMEHTH © HepOTHHEH CHHIIPOM C
HEKOHTPOIHPaHA XHIEPTOHHS, HEKOHTPOIHPaHH HHEKIMK M BCAKAKDE BHL
MATMTHEHOCTH.

o [IMKNOCIIOPHH He ce TpHilara 3a Jie4eHUe Ha PeBMATOMACH apTPUT NMPH Aclia H
TOHOIM TIOPAJH OTPAHKYEHHNS OIHUT B TA3H BH3pacToBa rpyna.

e EnuoBpeMeHHaTa ynorpe6a ¢ TAKPOIUMYC ¢ M3PHYHO MPOTHBOMNOKA3AHA.

o Exnnospemennara ynotpeSa na Hypericum perforatun (bIT KAHTAPHOH)
ApPACTHMHO MOHIDKABA ILTA3MEHATA KOHLCHTPAUHSA Ha HUKIOCIIOPHH. ToBa MOXE
J1a oBexe 10 2ary6a Ha TepaneBTHueH edexT (BIXK pasaen 4.5.
BzaumopeicTBuA).

Crienna.THH NpeayupexieHHs i NPeAnatHH MEPKH NpH ynotpeda

LIMK/IOCTIOPHH ce MpEAIHCEa CaMo OT JIeKap, CIELMATHCT 110 Opraktia
TPaHCIUTAHTALMA, IEPMATONOTHS, He(pPOIOTHA WK PEBMATOI0M . TMaupeHTHTE CE
HabK0aBaT B NedeGHH 3aBEICHNS C AOCTATHUEH 1ab0OpaTOPEH KalAlUTET U
[IOUTHPIKAIIY MEIWITHHCKH PECYpPCH. JICKyBALIMAT JCKap TpaOBa Aa ApUTEKABA
Ls/1Ta HATMYHA HHGOPMALWA H TIOATOTOBKA 32 IPOCTIENABAHE HA NAIMEHTHTE CH.

LIMKI0CTIOpHH HE Ce IIPEANUCBA B KOMOMHAINSA ¢ APYTH HHXMOUTOPH Ha
KA/IMHEBPKH KATO TAKPORMMYC, Thi KAaTO TOBA MOKE 14 IOBENE 110 3aCHIBAHE HA
HexenaHuTe epekTH (BIK ChIIO paaen 4.5. B3auMoaeicTBHE ¢ APYITH JICKApCTBEHH
TNIPOYKTH H IpYTH GOpMH HA siapMoeticTBie) Ge3 MofobpaBaHe Ha jievebHaTa
e(hEKTHBHOCT.

TIpy naLueHTH, JIEKyBallH ce ¢ LHKTOCTIOPHH, ynorpebaTa Ha Kanui-ChXpaHABally
JMYPETHIH, MEAUIIHHCKH NPENapaTH, ChIbPKalH kanuii, AKE-HHXHOHTODH,
AHTAOHHCTH Ha auruotensu-ll-peuenTopa, KaKTo W TIOBUIIEH NPHEM Ha Kauii upes
xpaHaTa TpAOBa /la ce H3bArBar.

CoK®T OT FpelinbpyT MOXKe 12 TIOBHIIM HHBOTO Ha LMKIIOCTIOPHH B KPBETA O BT
Ha B3aUMOJEHCTBHE ChC CHoTEMaTa Ha uToxpoM-P450. CreneHTa Ha MOBIHABE
HHBOTO Ha LIMK/IOCTIOPHH B KPBBTA € MHIWNBHIYaTHa M HE MOXE 1a ce 1T R
3aTOBa HE C€ MPErNopbUBa NMPHEM HA COK OT rpeiindpyT No BpeMe Ha Jif ‘g\a‘i;e-c’
LHKJIOCTIOPHH. iy
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I{uknocniopuH Ankaiona® 50 mg MeKH KalcCyJiu

FHHIMBATHA poTHdepaLys 10 BPeMe Ha JISUeHHe C IMKIOCTIOPHH (BIK pasaen 4.8.
HesxenaHH JIEKAPCTBEHH PEaKLMH).

IIpu npunarase Ha HHAKTHBMPAHWA HTH TOKCOWIHH BAKCHHHM UMY HHUAT OTTCBOD
TpaGBa BHHATH 3 C€ KOHTPOJIHPA Mpe3 ONPENenane Ha THTHpa (Bk pagen 4.5.
BsaiMoZAeHCTBHE ¢ JPYTH eKapcTBeHH NPOAYKTH H ApYTY dbopMu Ha
B3aUMOneHCTBHE).

Heo6X0auMo e BHHMAHHE NPH NALMEHTH ¢ XHIEPYPHKEMHUS, TBH KaTO LHKIOCHOPHH
MO3Ke JOMBIHHMTEIHO Aa OBHIIH HHBOTO Ha NMUKOYHATA KHCETHHA.

LIMKNOCTIOpHH MO3KeE 13 YBpeau 6b0pedHuTe dyuxuym. [Nopaau Tazn NPHIHHA NPEAH
anOYBAHE HA JCUSHHE C LMKIOCTIOPHH TPAOBa J0CTOBEPHO TPA0Ba Ja ce YCTaHOBH
$a30B0TO HMBO Ha KpeaTHHHHA. [Ipes MBPBHTE TPH Meceila Ha JICYEHNETO CePYMHUAT
KPEaTHHEH H CEpYMHATa ypes Ce MPOCIe/BAT Ha BCCKY BE CeIMHLIM.

B cry4auTe, korato GhOpedHO TPAHCILIAHTHPAHH NAIMEHTH ¢ MHOTO BUCOKH HHBA Ha
LIMKJIOCTIOPMH B KPBBTA MOCTOSHHO BIOLIABAT GBGPEHHHUTE CH ¢byHKIHYT U TOBA HE ce
ITOBJIMSBA OT CHOTBETHOTO PEAYLIMPAHE Ha 103aTa, €& Hajlarat no-00CToHHM
JMATHOCTHYHM TecToBe, Hanp. G16peuHa Guoncus.

LIMKIOCTIOPHE MOXE CHLIO 14 YBPEIH YepHOpoOHaTa dyukups. Tlopaan rasu
TIpMYHHA NapaMeTpuTe Ha YepHoapobHaTa hYHKIMS CBILO €& MPOCIICABAT PEOBHO.

Toil KATO WMKIOCTIOPHH B HAKOM CITy4aH MOXe 12 MPeIH3BHKA XHIIEPKATHEMUA HITH
XHIIOMATHE3eMHS HITH ITBK Ja H30CTPH NMPeIX0KIALlH eNeKTPOITMTHH CMYIUEHHS OT
TO3H THIL, [IPENOPBYBA CE POCIeABAHE HA CCPYMHUA Kanuii ¥ Marde3uii ocobeno
11py NALMEHTHTE C K3pa3seHa GrOpeuna mychyHKIHA.

B x01a Ha JIe4eHHE ¢ IMKJIOCTIOPHH € HEOOXOAMMO PEIOBHO NPOC/IEIABAHE HA
KPBBHOTO HanaraHe (Bix pages 4.8. Hexenanu nexapeTBeHU peakuuH). JleueHHeTo ¢
MKIOCTIOPHH ¢e TIPEYCTAHOBABA, aKO XHIIEPTOHHATA HE MOKeE Ja C¢ KOHTPO/1Apa ¢
OOJXOAAILA AHTHXHIIEPTEH3KBHA TEPATHA.

Korato ce npHeMa IHKIOCIIOPHH, MOXKE 12 Bb3HHKHE oOpaTHMO I1OBHINABAHE Ha
MHMUAKTE B KpbBTa. [lopamy Tasd NpHYMHA C€ MPENOPBYBa NPE/H 3aN04BaHe Ha
Jie4EHHETO, KAaKTO H C7Ie]L ITbPBMS MECELL OT TepalMATa, ia ¢& ONpe AL/ HUBOTO Ha
JIMMUANTE B KPBBTa. B ciiyyaif, 4e HHBOTO Ha JMTMIUTE CE MOBHLIH, TPHEMBT Ha
MA3HUWHM B XpaHaTa ce OTPaHN4aBa /U 03aTa UHKIOCTIOPHH & pellyltupa.

IIpenopbuBaT ce peAOBHHM CTOMATONIOTMYHY TIPErIeaH (Ha BCEKH TP Mecela). 32 1a
ce MpeIRHAM MOABATA HIH Ja e PelylMpa IMHIHBaNHaTa XUIepILasui, 30UTe
Tpa6Ba Aa ce MOYHCTBAT NPOdeCHOHATHO H MALHEHTET 1a ObJie HHCTPYKTHPAH
OTHOCHO HEOBXOMHMHUTE MEpKH 3a IHYHa 3b0Ha XHTHEeHA.

TIpy nedeHre ¢ UMKIOCTIOPUH MMa NOBHIIEHA YECTOTA Ha NOABA HA KOXKHH TYMOPH.
Topanu Tasu IPHYHHA NANMEHTHTE Ce IPEAYNpexaBar 13 n3BArBaT HEHYKHO
wanarade Ha cibHuUe. [TpermopryBa ce peoBeH APerie/] Ha KOXaTa, KakTo 1
XMCTOJIOTMYHA NPOBEPKA HA CYCMEKTHUTE MPOMEHH.

CrieuasIHO BHUMaHHe ce NPENopbaBa NPy NaldeHTH ¢ HeTeKyBaHH OCTpH
HHGERIHH.

PYTHHHOTO OHpE/ENAHE Ha MHHHMAJTHATA KOHLEHTPAlHA Ha LHKIOCNIOpHH B
LAJIOCTHA KPBR € BaXKHa MPeNasHa MApPKa 32 KOHTPOIMPAHE HA JICUCHHETO IIPH
TPAHCIIAHTHPaHH NALMEHTH (BIDK Pajes 4.2, To3upoBKa H Ha4KH Ha rlpn.l'longeff-ﬁ'ié;; e
MpH OpPraHHA TPAHCTIAAHTALIHS). N '5‘\,,
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Tpab6Ba Aa ce nMa Npejl BHJ, Y€ ONpe/ISNIAHETO Ha HHBOTO Ha unmocnoprr}és, sl
LANIOCTHATA KPBB, B [1/1a3MaTa WK CEpyMa € CaMo eUH OT (aKTOpUTE, J;{I gp:fiﬁ 2
3a KJIMHWYHATA TPEIICHKA HA CTATYCA HA NalMeHTa. 3aT0Ba HUBOTO Ha ik Tob
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[uxriocnopuH Anxanonn® 50 mg MeXH KallCcyIH

B KPLBTA TPAOEA a CITyXKH KaTO YKa3aHHKE 32 JeUSHUeTO KaTo Ce MOAKPend H oT
ApYrUTe KWIHHUYHH H 1a00paTOpPHH MapaMeTpH.

LiMKTOCTIOpHMH MOJKe A2 YBeJIHYH PHcKa oF fo0poKayecTBEHa BRTPEHCPETHA
xuneprensus. [lalMeHTHTe, NpeACTaBALIH CE ¢BC CHMITOMH Ha MOBHIIEHO
BBTPEUEpENIHO HanAraHe, TpAOBa Ja C& M3C/IEIBAT U aKO C& YCTAHOBH
10GpOKaYeCcTBEHA BHTPEUEPETIHA XMITEPTEHIUA, JIEISHHETO ¢ UMKIIONOPHH Ce
MpeyCcTaHOBSBA IOPAAH PHCK OT NepMaHeHTHa 3aryba Ha 3PEHHETO.

JlonbIHATEIHE Gpelynpexienns npa HeGppoTHIEH CHHAPOM

Toit KaTo LUKIOCTIOPHH MOXE J1a HaMan# Gb0pedHnTe (yHKINH, HEOOXOMHMO ©
YeCTO KOHTPOIHPAHE H aKO Ce YCTAHOBH, Y€ CTOMHOCTATE HAa KPEaTHHHH Ca MoBeye
ot 30 % Hax 6a30BOTO HHBO B MOBEYE OT eAHO H3MEPBaHMs, [03aTa Ha LMKIIOCNOPHH
ce peayuupa ¢ 25-50%. IMaupeHTnTe ¢ NaTONOrHYHO 5a30B0 HHBO HA OnbOpeunara
(yHKLHMs ILPBOHAYATHO 3amo4Bar npueM ¢ 2.5 mg/kg THEBHO H Ce Habmoaasar
BHUMATEJIHO.

3acityxaBa Ja ce OTOENENkKH, Y€ B HAKOH ClTyuaH CAMUST HEPPOTHICH CHAPOM
npeM3BUKBA IPOMiAHa B 6n0peuHaTa GyHkuua. Taka ca ycTaHOBEHH CTPYKTYPHH
6LOpEYHH NPOMEHH BbB BPb3ka C IEYeHHETO ¢ LMKIOCToprH Ges fa ce Habnofara
MOBMIIEHHE HA HUBOTO HA CEPYMHMA KpeaTHHHH. IIpH nalHeHTH, IEKyBaHH ¢
LMKJIOCTIOPHH B MPOABKEHHE HA TIOBEYe OT e/[HA FOIMHA, € TIoKasaHa OrOpeyHa
GHONCHS, 32 /1 CE MPELIeHH IPorpecksTa Ha GpOpeuHoTO 3a00IABAHE H CTENEHTA Ha
LHKIOCIIOPHH ACHLIMMPAHUTE TPOMEHH B GpOpeunaTa MOPGOTOrns, KOMTO MOFaT a
ChINECBYBAT.

I1py MAIHEHTH ¢ HePOTHIEH CHHAPOM, JIEKYBAHH ¢ HMYHOCYTIPECOPH (BII.
[MKJIOCTIOPHH), € ChOOIIABAHO 38 MAIINTHEHH HOBOOOPa3yBaHHA (BKIL. XOMKKHHOB
numbomM).

,u’b.HFOCpO‘IHHTC JaHHK 33 pOJsATa HAa HMKJIOCTIOPHH B JICYCHUHETO HA ch)pOTH'-lHPUl
CHHApPOM ca OrpaHH4YcHH. Bce nak B KIHHHYHHA U3IHTAHHA NaL#CHTHTE Ca 6unu
JIeKYBaHH B NMPOIBIDKEHHE HA €AHa A0 OBC TrOJHHH. Moxe na ce o0crKkaa
JBITOCPOYHO JICMCHHE, aKO HMA JaHHH 34 3HAYMTEIHO NOHWAKEHHE Ha
NPOTCHHYPHATA CBC 3aT1a3BAHC Ha KpeaTHHUHOBHA KIHPBHC H OQCHTYpPABaHE Ha
MOOXOALLHTE Tpeana3sHil MEPKH.

JlonbAHATEHA HPeAYNPEKACHEA NPH PeBMATOHACH APTPHT

Thil KaTO LHKIOCTIOPME MOXKe 12 HOHWKH OBOpeuHaTa QYHKLMS, NPEIA 3an04BaHe
Ha JIeYeHHe € HeOGX0aMMO HaIeAIHO YCTAHOBsBaHe Ha 0a30BOTO HHBO HA CCPYMHHUA
KPeaTHHHH B TOHE [Be HaMepBaHud. Cnell ToBa HHBOTO Ha CEPYMHIA KPEATHHUH CC
KOHTPOJINPA EXeCeIMUMHO B NIPOIBLIKEHHE Ha eIHH MECEL, CEM KOCTO B
TIPO/IbIKEHHE HA TPY MeCElia —~ Ha BCEKH /1Be CeMHIIH, @ CIIEl TOBA — €REMECEUHO.
TTo-4ecT KOHTPO ¢& Hayiara, KoraTo 103aTa ¢¢ yBe/IiYaBa KT KOoraTo ce 3amno4sa
CHITBTCTRALLO CUSHHE C HECTEPOMAHH NPOTHBOBB3NMATUTEIHY CPEACTBA HITH TTEK €€
yBeJIMYaRa 403aTa HM.

AKO HEBOTO Ha CEPYMHHA KPEaTHHHH e noseue oT 30 % nan 6a30BOTO HHBO B
HAKOJIKO H3MEPBAHMS, 103aTa MKIOCTIOPHH Ce peyLHpa. AKO HHBOTO Ha CEPYMHHA
KpEeaTHHHH ce NOBHINK ¢ MOBeYe OT 50 %, no3ata ce Hamaiapa ¢ 50 %. Tezu
MpEropPBKH CE OTHACAT JOPH 1 32 CITY4AHTe, KOraTo CTOMHOCTHTE ¢4 B HOPMATHHA

3
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IMana3od. AKO HUBOTO HAa CEPYMHHA KPEaTHHUH HE ¢C MIOHMKABA B pamxnrej@%?‘\
Mecell, JIEUeHHeTO ¢ LHKIOCTIOPHH C¢ NpeyCTAHOBARA. ,,;/Q(.g\ T
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JleueHHETO Ce MpeyCTAHOBABA H B CIYTaUTe, KOTATO NOABU/IATA CE B pesyfé'g;r 13
npHeMa XHNEPTOHHA HE MOXe ]2 C& KOHTPO/IUpA C MOAX01AIa aﬂmxnne{l)ﬁ}{m
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[uxnocnopun Anxanon® 50 mg MEKH Kalcyiu

KaxTo npH BeAka IBJIrOTPaiHa MMYHOCYIIPECHBHA TEpanks ChLeCTBYBa NOBHIICH
pHCK 0T JTuMbonponnbepaTHBaH 3abonasatus. IIpenopbyba ce BHUMAHHE, Ko
LMKTOCTIOPUH C€ MpHIara ¢JHOBPEMEHHO ¢ METOTPEKCAT,

{TpH NedeHne HA PeBMATOMICH apTPHUT, UMaHKH Npea BH 6e30n0acHOCTTA 33
mauMeHTa, TpAGBA 12 ce H3BBPLIBAT JOIBIHUTEIHH KOHTPOJIHA NPerie/in ChIIacHo
clleiHaTa BpEMeBa CXeMa:

- XeMaTOJIOTU4EH TIPOGHLT (EPHTPOLIUTH, ICBKOLIHTH H TPOMGOLMTH): ITLPBUYHO, CTIEL
KOETO Ha BCEKH 4 CeIMHLIM,

- 4epHOIPOOHH EH3NMH: ITbPBHMHO, CleJ] KOETO Ha BCCKH 4 ceaMuLY;
- YpUHa: [TbPBUYHO, c/Ie] KOETO Ha BCEKH 4 CeIMHIIH,

- KPBEBHO HATATaHC! ITBPBHYHO, CII¢] KOCTO Ha BCEKH 2 C&JIMHALH B IPOJBIKEHHE HA 3
Mecela, a ¢Jiell TOBa Ha BCEKH 4 cenMuLH;

- Kamuii, TMmMIH: ITEPBUYHO, ClI€l KOETO Ha BCCKH 4 ceIMHLH.

ChIIECTBYBAT AAHHY OT KIMHAYHY W3NATBAHAA 32 NEPHOI 10 12 meceua. OnuTeT 3a
110-IBBT CPOK Ha fIEdeHHe TTIOHACTOAIIEM € OTPaHHYeH. AKO JI0 TPH MeCelia He obne
YCTaHOBEH 3a6€1eKHM eeKT OT JIEUSHHETO, TIPHEMBT Ha IIMKJIOCTIOPHH C€
TIpeyCTaHOBABA.

JTonLIBNTENEH Opejynpexiedasd NP NCOPH3AC

Thil KATO LMKICCTIOPHH MOMKeE /18 MIOHIKK Gb0peuHaTa QyHKLpA, He0OX0IUMO €
JIOCTOBEpHO YCTAHOBABAHE Ha GA30BOTO HUBO HA CEPYMHNA KpEATHHKH B 10HE /IBE
U3IMepBAHHMS TIPENIH 3ano4Bate Ha JeueHueTo. CepyMHHAT KPEATHHUH C¢ KOHTPOTHpa
Ha BCCKH JBE CeIMHMLIM Npe3 MbPBUTE TPH Mecela Ha ICYEHHETO, Cle/l KOCTO €€
clIeNIh eKeMECeHO. AKO HMBOTO HA CEPYMHHs KPEaTHHHUH Ce [OBHILN ¢ TIOBEHE OT 30
% Haj 6a30BOTC HUBO H NPOABKABA A3 CC MOBHIIABA B NIOBEYE OT €AHO H3IMEPBAHE,
103aTa Ha LKKJIOCTIOPHH ce peayLupa ¢ 25-50 %, AKo cepyMHHs KpEaTHHHH CE
[OBKIIM ¢ NIoBeue oT 50 %, Ho3aTa ce peayuupa ¢ 50 %. Te3n NPEnopuKy ce OTHACAT
JODH H 32 CITy4YaHTe, KOTaTO CTOMHOCTHTE ¢a B HOPMATHHIA AHATIA30H. AKO HHBOTO HA
cepyMHHA KPEaTHHHH HE CE€ MOHUKK B PAMKHTE Ha EH MeCell, JICUCHUETO ©
LMKJIOCTIOPHH C€ NPEYCTaHOBABA.

TleueHHETO C€ IPEKBCBA M B CNyManTe, KOTaTo ¢e YCTaHOBH JICKApCTBEHO
[peIM3BUKAHA XUIIEPTOHHS, KOSTO HE CE OBNIAAABA OT CHOTBETHATA
AHTHXHIICPTEH3UBHA TEPATIHSL.

TTarueHTHTE B HaNpeAHaIA Bh3pacT TpAOBa Aa ce JIEKYBaT ¢ HHKIOCNIOPHH, CaMo B
c/yuait Ha OCTEHD NCOPHA3HC, KaTo GhOpeHaTa UM (yHKIMA ce CIIEIH BHUMATETHO.

TIpoAB/LKHTENTHOCTTA Ha ITPHEMA 061KHOBEHO € 12 ceamuLH. ONHUTHT € Kype Ha
JeUeHHe NO-ABIBr 0T 24 ceMuLM € orpaHiyeH. [IperiopbyBa C€ MPEYCTAHOBABAHE
Ha NpHEMa, KO B X0a Ha JICUEHHETO ¢ LIMKIIOCTIOPMH C€ YCTAHOBH M0ABa Ha TPYOHO
KOHTPOAMPYEMa XHIICPTOHNA.

Cro61IaBaHo ¢ 3a NOABa HA MATMIeHH HOBOOOPa3yBaHH: (ocoBeHo Ha Koxara) MpH
MALMEHTH CBC MICOPHAIMC, TEKYBaHH CBC LIMKJIOCIOPHH, KAKTO U ITPH TE3H, JICKYBahH
¢ TPaaMLHOHHY UMYHOCYnpecoph. [IpenopbyBa ce NpeABapUTENCH MpeTyiel 3a
BCAKAKBH (JOPMH HA CHILECTRYBAIIM TYMOPH, BITIOUMTETHO Ha KOXKATA K Hd -
[HiikaTa Ha MaTkata. [Ipeau 3amoMBaHe Ha JIEHEeHHUETO € UHKIICCTIOPHH € /,{/';’TT' -
Heobxoauma GHOTICHA OT KOXHHTE JI€3HH, KOUTO He ¢a THIHYHH 34 NCOpH

ce M3KITIOUAT PaK Ha KoxKara, mycosis fungoides Wi ApyrH NPeMaTHIHEH, / S
pazcTpoiictea. [TaMEHTHTE ¢ MAJMTHEHH WITH NPEMANHIHEHH TPOMEHH '
JTEKYBAT ¢ IMKJIOCIIOPHH CaMO C/1EJl ChOTBETHO TPETHPAHE Ha TE3H JIE3UH
AMIICA HA ANTEPHATHBHO JIEYCHHE. ’
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[uxnocnopuH Anxanonx® 50 mg MEKH KalCy.in

OrpaHngen Gpoii MauMeHTH ¢ MCOPHA3KC, TEKYBaHH C [IMKIOCTIOPHH, pa3BHBAT
nuMbonponndepaTHBHH pa3cTpONHCTBA, KOUTO Ca obpaTUMH cnesl He3abaBHO
npeycTaHoBABaHe Ha nipuema. [TauenTH, KOHTO Ce JIEKYBAT C LMKIOCTIOPHH, HE OuBa
eAHOBpEMEHHO Ja ce ¢ obmeusat ¢ UV-B nnu na nomydasar PUVA-
(OTOXMMHOTEPAITHA.

IIpen BUA NOTEHUMATHYA PHCK OT KOKHH MATHTHEHOCTH TIALHCHTHTE, MPUEMAIlH
LIMKJIOCTIOPHH, TPAOBA Ja 6baar npeaynpeneHH 1a U3barsaT IpeKOMEpPHOTO Ges
npeAnasHA CPEACTBA H3IAraHe Ha CITBHEE.

JlonbIHATENHN NPeXyupekIenns NPH aTonnIeH 1epMATAT

Thit KaTO LMKIOCTIOPMH MOXe Aa NOHWKH GpOpednara GyHKIm, HeoOX0AHMO €
[OCTOBEPHO YCTAHOBABaHE Ha 0a30BOTO HUBO HA CEPYMHHs KPEATHHUH B IOHE 1BC
¥3MEPBAHMA MIPE/IH 3AM04BAHE Ha JieueHHeTo. CepyMHUAT KPEATHHIH CC KOHTPOIMpa
Ha BCEKM JBe CEAMMLIM [IPE3 [IBPBUTE TPU MeCella Ha JIEUEHHETO, CIie]l KOETO CE
CIeM eXEeMecedHO. AKO HUBOTO Ha CepYMHHA KPEaTHHHH C€ IIOBHIIH C MOBLHE OT 30
% Haz Ga30BOTO HHBO M IPOALDKARA /1A CE TIOBHILIABA B MOBEYE OT €HO U3MEPBAHE,
[03aTa Ha LMKIOCTIOPHH ce peayuupa ¢ 25-50 %. Te3u npenopekH ¢e OTHACAT A0pH
H 3a ClTy4auTe, KOTaTo CTOHHOCTHTE Ca B HOPMAIHHA saGopaTopeH AnanasoH. AKo
HHBOTO HA CEPYMHHs KPEaTHHHH HE C¢ TIOHIDKH B PAMKHTE Ha CIHH MECELL,
JIeYe€HHETO ¢ LMKIOCTIOPHH €€ MPpeyCTaHOBABA.

JleueHHETO ce MpeyCTaHOBABA U B CIIyUauTe, KOraTo ce yCTaHOBH JI€KapCTBEHO
TIpeaM3BHKAHA XHIICPTOHHSA, KOATO HE C& OBJajlsBa OT CLOTBETHATA
AHTUXHIIEPTEH3HBHA TEPAIA.

Tbii KaTO ONMATHT ¢ UMKIOCTIOPYH NPY ACLA ¢ ATONTHYEH ASPMATHT € OrpaHHHCH,
ynoTpedaTa My TIpH JIELa He Ce Mpernopb4Ba.

[MalMeHTHTE B HAIIPEAHANA BH3PAcT Ce JIEKYBAT ¢ UHKJIOCIIOPHH CaMo B crydai, ue
CHMITTOMMTE Ha ATOMMYHHA AePMATHT OTIIYMSBAT, Kato GuOpeuHaTa uM GpyHKIMS ce
¢ledy BHUMATEIHO.

BenMraeHaTa JJAM$aneHomaTrsa YecTo ¢e CBbP3BA ¢ BHE3AMHO H3OCTPAHC HA
ATONMUYHHA AEPMATUT H OT3BY4Yapa CIIOHTAHHO KK MNPH nogoGpsABane HA
sabogsaneTo. JInMpaaeHomaTyaTa, HabnoaBaHa BbB BPB3Ka € JICUEHHUETO C
LIMKTIOCTIOPHH, ce HAOMOAaBA BHHMATENHO. AKO THM(aJeHONIATHATA ISPCUCHTHPA
HE3aBUCHMO OT [10/I00PABAHETO Ha CHCTOSHUETO, MPENOPLYBA CE MPEBAHTHBHA
GHOTICHS, 3 /1 C& M3KIIOUH BEPOATHOCTTA OT IUMGBOM.

AKTHBHATA HHEKLHS C BUPYC XepIec CHMTLIEKC TPAOBa ia C¢ eAMMUHHDA NPEAH
3amoYBaHe HA TEPalks ¢ UHKIOCTIOPHH, HO NMPEYCTAHOBABAHE Ha [IPHEMA €
OMpaBJAHO CaMo B CJTydai Ha pa3BUTHE Ha TEXKA uHGeKLUs B XO/1a HA JICYSHHETO.

Koxuure nadekUHH c¢be Staphylococcus aureus He ¢a aGCOMOTHA KOHTPAHHAHKAIIHAA
33 JleueHHe ¢ UKIIOCTIOPHH, HO TpA6Ba Jia ce TPeTHPAT ¢ NOAXOAAH
aHTHGAKTEpUATHH cpeacTBa. [lepopaHuaAT epUTPOMHLIME MOXKE 3 MOBHLLK
KOHLEHTPALMATA Ha LMKJIOCTIOPHH B KPBBTA (BHIK pasfien 4.5. BaaumoneHcTBHE C
APYTH NEKAPCTBEHH NPOIYKTH H APYrd GOpMH Ha B3auMoIelicTBHE) H 3aTOBA TPAOBA
113 ce u3GArBa. AKO He ChIIECTBYBA AITEPHATHBA, HHBOTO HA LIMKJIOCTIOPHH B KPBETE,
6B6pednaTa GyHKIMS U [IOABATA Ha BH3MOXKHU HEXKEIaHH edeKTH ce caeaaT
BHUMATEHO.

Thil KaTO CHLIECTBYBA MOTEHUHMAICH PUCK OT MATMIHEHH KOXHH obpazyBaspg;
[12I{MEHTHTE, JIEKYBAHH € LMKIOCTIOPHH, C€ TIpeypeXkaaBar Aa HE CC H 2 V‘-\_/'f
TIPeKOMEPHO Ha CThHLIE (e3 NpeaAnasHi CpeacTsa. Tesu MauHeHTH He 6% e .
eAHOBpEMeHHO Ja ce ¢ o6mpuBaT ¢ UV-B 1w ja nonyyasar PUVA- | =[x,
$OTOXHMHUOTEPANHS. ! |
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TIoMOINHH BelIeCTBA HA THKJIOCTOPHH

ToBa IeKapCTBO ChABPKA MAKPOTONTSIMIICPONT XHIPOKCHCTeapaT, KOHTO MOe a
Npeu3BHKa CTOMAIIHO PA3CTPOACTBO M HAPHS.

To3K AeKapcTBEH MPOAYKT ChAbPXKA ETAHO:

Eana Mexa kancyna Lpkmocnopus AJIKaJIOH,u® 50 mg cpabpika 30.00 mg yueT
€TaHO.L

To3u nekapcTBeH NPOAYKT chabpxa 12.7 06. % eTaHon (ankoxon), T.¢. 40 525 mg Ha
71033, KOETO € eKBHBaJICHTHO Ha 13 ml Gupa unu 6 ml BuHO 3a no3a. ToBa MOXe Oa €
BpEIHO 3a CTPajalliHTe OT ANKOXOAH3EM. [Jla ¢ uMa npej BHA pH OpeMeHHH U
KbPMEILIU %eHH, TIPU Aelia ¥ TIPH BUCOKO-PHCKOBHTE PYTH Ha NALMCHTUTE C
uepHOAPOGHH 3a601ABAHMSA WIH ENHIICTICHS.

B3aumMoneicTBHE ¢ APYTH JIeKAPCTBEHH IPOTYKTH H APYrA ¢opMH HA
B3auMociicTBHE

BianMoneiicTene ¢ Xpany

VCTAHOBEHO €, Y& eTHOBPEMEHHHST NIPHEM Ha COK OT Ipefini(ppyT NoBHMABa
6MOHANMYHOCTTA HA LUKIIOCTIOPHH.

B3aumopeicTEHE € IPYI'H JI€KAPCTBA

PaznensT Mo-n01y H3GpOSRa NeKapcTBaTa, IPH KOUTO JOCTaTBYHO 00pe € N0Ka3aHo
KJIMHMYHO 3HA4MMO B3aUMOAECHCTBHE C IMKJIOCTIOPHH.

Pa3THuHKUTE JIEKapCTBA MOBULIABAT WK MOHIKABAT KOHLIEHTpALATa Ha
LMKJIOCIIOPHH B IJ1A3MATa WIH B LAIOCTHA KPbB OOHKHOBEHO 1pe3 HHXHOHIIKA HIH
MH/IYKIMA HA €H3UMHTE, YHacTBAlM B MeTa0ONH3MA Ha [MKIIOCIIOPHH {ocobeno
puToxpoM P450).

ToBa JIeKapCTBO CHABPIKa eTaHon (KX pazen 4.4.) ETanoNBT MOXe 1a
B3aMMOZEHCTRA C IPYrH JICKApPCTBEHH CPEACTEA.

.]IelcachBa, KOHTO NOHHXABAT KOHIEHTPANHATA HA NHKJIOCNIOPHA:

Bapburypaty, kapbaMa3enuH, peHUTOHH, peHoOGapOUTT, NPHMHAOH,
rpuscodyIBHH; METAMH30T;, HaQUWIHH, CYN$anHMUANH 1 TPHMCTONPHM BEHO3HO,
pH(bAMITHLKH; OKTPeOTH; PoSykon; cy/ihanuasuy; OPIHCTAT, TPOTIHTA30H;
Hypericum perforatum (ABbIT KaHTapHOH); THKJIOTIMH.

TTanpeHTHTe, KOUTO C€ JeKyBaT ¢ UMKIOCIIOPHH, He OHBa a MpUeMaT
APOIYKTH/GWIKOBH MPENapaTH, ChABPXKALIH Hypericum perforatum, Tbi KaTO TOBa
MOKE 14 JOBe/Ie 0 3HAUHTEJIHO MOHMKEHHE HA IUTA3MEHATA KOHLEHTpalMA Ha
WHKI0CTIOpHH 4pe3 HHAYKMA Ha CYP3A4 1 1o TO3H HaUMH 10 NOHIKEHUE Ha
TepaneBTHYHATA My eEKTHBHOCT (BUXK pa3/ieN 4.3, TIpOTHBOMOKA3aHHA).

Jlelcapcn;a, KOHTO NORHIIABAT KORNEHTPANHATA HA HAKIOCROPHH:

MakpoauaH! AHTHGHOTHIIH (OCHOBHO SPHTPOMHLIMH, KapHTPOMHLIEH,
JOKOCAMHLIMH, POKCHTPOMHIIMH U TIPHCTHHAMHLIEH); KETOKOHA30I1, (IyKOHA301,
MTPAKOHa30JT; KaMi{HeBH aHTArOHHCTH (KaTO AWITHA3EM, HUKADIHITHH, Bepanamm),
METOKIONPaMH]; OPATHU KOHTPALIEITHBH; NPONadeHoH; 1aHasom;
METHINPEIHU30JIOH (BHCOKH JIO3H); ANONYPHHOI; H2-aHTaroHWCTH (IUMETHIHH, -
PaAHHTUINH); XJIOPOKBHH, aMMOJApOH; GPOMOKPHITTHH; MPOTeasHH HHXHOUTOPH,
JIOKCHULMKIIMH. Ny
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Jipyrn ¢opMud Ha B3aEMo/ielicTBHE ¢ IPYTH IEKAPCTBEHH NPOAYKTH

[IpenopbuBa ce BHUMAHHUE, KOTATO €IHOBPEMEHHATA ynoTpe6a Ha ApYTH J1eKapeTBa ¢
WMKJIOCTIOPHH BOAM 10 HEPOTOKCHYCH CHHEPIHIbM: AMHHOTIHKO3HAH
(BKITFOMMTETHO FeHTAMHLIH, TOOpaMHULIH), amorepauuH B, nunpoduokcaliis,
BAaHKOMHLHH, TPHMETONPHM (+CynhaMeToKcason); HeCTEPOHIHH
NMPOTHBOBB3MATHTE/IHH CPEACTBA (BKIIOUATENHO auKTodeHak, HapOKCEH,
CYNMHAAK); MeNdanan TAKPOTHMYC 1 CHPOJIHMYC.

TIo BpeMe Ha JeUcHHC C LHUKIOCTTIOPYH BAKCHHAIMHUTE MOTaT Ja OBJAT MO-MAJIKO
CQ)EKTHBHPI, 3aTORA NPHI0KSHUETO Ha XKHBH aTeHIOWpaHH BakCHHH CC H30area.

EAHOBPEMEHHUST IPHEM Ha HHEUITHH ¥ LMKIIOCTIOPUH MOXKE /I3 H30CTPH
FHHrMBATHATA XUNIEpIa3ud, HabmoJaBaHa [IPH CAMOCTOSTENHO MPHUIIAraHe Ha
LMKIOCTIOPUH.

C50611aBAHO € 32 NOBHIIEH PHCK OT NPHIIALBIIM NPY KOMOGHHHpaLE Ha LIMIIIOCTIOPHH
¢ KOPTHKOCTEPOH/H, METHIIPEAHU3OTIOH, NPE/IHU30H HIIH NPEAHH30MIOH. Tosa ce
OTHACH OCOOEHO 3a BUCOKH JO3H KOPTHKOCTEPOHJIH.

E(HOBpeMEHHOTO MPUIIOKeHye Ha AMK1I0(eHax H MKIOCHOPHH BOIH /10 M3PAsCHO
[OBHIIABAHE HA GHOHATHYHOCTTA Ha AUKIO(EHAK, KOSTO MOXKE 1 NPCAH3BHEKA
0GpaTHMO MNOHIDKEHHE Ha OBOpeyHaTa dynkuus. [TosuieHata GHOHAMYHOCT Ha
JHKNOGEHAK BEPOSTHO CE& IB/UKH Ha PEIyKLUA Ha edekra Ha ITbPBO NPEMHUHABAHE HA
AuKIoheHaKk. AKO eJHOBDEMEHHO C WHKIIOCTIOPHH Ce M3M10/I3BaT HECTEPORIRH
TIPOTUBOBB3NATUTEIHHA CPENCTBA CBC ¢1a6 eheKT Ha MBPBO NPeMHHaBae (HATD.
AUETHICATHINOBA KHCEIHHA), MOBHIIeHa GHOHATHYHOCT He C¢ OHaKBa.

L[MK/IOCTIOPUH MOXKE ChIIO 12 NOHWKH SKCKPELMATA HA TMUTOKCHH, KOJTXHIIMH,
JIOBACTATHH, TIPaBacTATHH, CAMBACTATHH, ATOPBACTATHH M IIPEHA30JIOH, C KOETO Ja
JOBee [0 NOSBA HA TOKCHYHOCT HA IMTOKCHHA WIH JIO TIOBHIICH PUCK OT MYyCIKy/THA
TOKCHUHOCT (BK/IFOUHTENHO GONIKA H ¢NIABOCT B MYCKYJIMTE, MHO3HT U MORAKOTA
pabaoMHionK3a), TpeTM3BHKAHN OT KONXHLHMH, IOBACTATHH, MPaBACTATHH,
CHMBACTATHH U aTOPBACTATHH.

IpenopbKH

AKO e/IHOBPEMEHHATA YTIOTpefa Ha UMKIIOCTIOPHH € JIEKapCTBa, KOUTO CH
B2AMMONEHCTBAT ¢ Hero, € Hen30exHa, TpabBa 1a ce CraspaT C/IeIHHTE OCHOBHH
NpenopBKHU:

TIpu eHOBpeMEHHa ynoTpeGa Ha JIeKapcTRa, MpeTH3BHKBALIH HepPOTOKCHIEH
CHHeprusbM, Op0peuHata QYHKIHA C¢ CIIEAN BHRMATEITHO (ocobeHo cepyMHHSA
kpeatuHHH). AKo Gv0pedHaTa dbyHKIMS e 3HAUMTE/IHO IOHIKEHA, 103aTa Ha
CHITHTCTBALIOTO JEKAPCTBO C& HAMANABA HIIM Jid C€ ThPCH AJITEPHATHBHO JICUCHHE.

JlexapcTBa, KOHTO MOHHKABAT AJH HOBHIIABAT OHOHATHYHOCTTA HA
OHKR0COOPHH:

[1pH TPAHCILIAHTHPAHH TALMEHTH € HEOGX0IUMO HECTO HIMEPBAHE Ha
KOHLIEHTPALISTA Ha IMKNOCIIOPHH C BH3MOKHOCT 32 KOPETHPHE Ha J103aTa ocoBeHO
B HAUATOTO Ha JIedebHUA Kype WilH MPH IPEKBCBAHE Ha pHeMa Ha CHITLTCTBALIOTO
nexapcTBo. TIpy HETPAHCTUIAHTHPAHH NALIMEHTH 3HACHHETO HA MHOTO CTPOTOTO
KOHTPOTMPaHE HA KOHLEHTPALMATA Ha UMKJIOCTIOPHH B KPBBTA € CbMHHTEIHO, i
KaTO BPB3KATA MEXLY KOHIEHTPALWMATA B KPBBTA H KITHHHTHHS edexT BCE
nobpe yeTaHoBeHa. AKO €IHOBPEMEHHO CE IIPHEMAT JICKAPCTBa, NOBHLL
KOHLIGHTPALIUATA HA LAKIOCTIOPHH, TIO-Y/QUHO & HECTOTO H3MEPBAHE
byHKLWS B BEUMATETHOTO Hab.Tio/IeHe Ha MALMEHTA IO OTHOWEHHE
¢ LMIJTOCTIOPHH Hexellanu edeKTH. i
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EnnoBpeMeRHata ynotpeta ¢ HudeaumiuH ce n30arsa MpH NaLUMeHTH ¢ THHIHBATHA
XHTIEPIA3HAL.

HecTepouaHuTe MPOTHBOBBE3NAIUTENHY CPE/ICTBA, 32 KOHTO CE 3HAe, 4 HMAT
M3paseH MCTA0OIMIBM [IPH MTHPBO NPeMHHaBAaHe (HANpP. AMKIOPEHAK), Ce MPETTHCBAT
¢ MO-HUCKA 033 OT HOPMAJIHO NpeNopBYBaHaTa IPH NalMeHTH, HepHeMalliy
[IHKIOCTIOPHH,

TBif KATO XENATOTOKCHYHOCTTA € MOTEHUMAICH HEXENaH eEKT Ha HECTCPOHIAHUTE
IPOTHBOBBL3NIAJIMTESIHH CPEACTBA, NPENOPbYBA CE PEJOBHO KOHTPOIHPAHE HA
uepHoApo6HaTa GyHKLKSA, KOTAaTO Ce HAMAra eHOBPEMEHHO NEUEHUE ¢ LIHKIIOCTIOpHH
Ha [AlHEeHTH C PeBMATOHAEH APTPHT.

AKO JHUIMOKCHH, KOJIXMLHH, JTIOBACTATHH, npaBacTaTHH HIH CUMBACTATHH Ce TIpHjIarat
€HOBPEMEHHO ¢ HMKIOCIIOPHH, HeoOX0AUMO € BHUMATETHO KITHHHYHO HaOM0AeHUE.

BpeMeHHOCT H KbpMeHe
bpemenHOCT:

ONUTET ¢ NUKJIOCTIOPHH NpH OPEMEHHH X¢HH € OrpaHHuCH.

L[MKJIOCOPHH HE € TIOKa3a/ TEPATOreHHOCT NPH ONMMTHH XKHBOTHH. OrpaHHueHHAT
OMNKT MO OTHOIIEHHE Ha BE30MACHOCTTA OT IIPHIIOKEHHETO My Npu GpeMeHHH KEeHH
He € PA3KPII IAHHH 33 TCPATOTEHHOCT. I IMKIIOCTIOPHH HE IPeMUHARA B ILTALICHTATA.
HauanHuAT OITHT ¢ TPAHCIVIAHTUPAHH MALMEHTH BCE MaK [0Ka3Ba, 4e LUKIOCMIOPHH,
KAaKTO M JIPYTH HMYHOCYTIDECUBHM areHTH, MOBHILABA BEPOATHOCTTA OT cnenuduHn
YCOKHEHHs! Ha GPEMEHHOCTTa OT TUIIA Ha MPEEKNaMIICAs: H IIPCHICBPEMEHHO
pakaHe Ha HOBOPOJGHO C MO-HUCKO Teri10. LIUKNOCTIOpHH ce Npeanicha Ha
GpeMEHHH CaMO KOTATO TI0JI3aTa MpeBHlIaBa pucka. bpeMeHnuTe, JIEKyBaHH C
[MKJIOCTIOPHH, ce HabJF01aBaT BHUMATENHO.

KnpMene:

LIMKI0CIIOPHH €€ M3TbYBA 1pe3 MaiauEoTo mlsko. JKennte, KOUTO CC JIEKYBaT C
LUMKIIOCTIOPHH, He OHBA 13 KbPMAT.

EdekTn BLPXY crocoSHOCTTA 32 modHpane H paboTa ¢ MalmHHA

JIMNCBAT JaHHH 33 e)eKTa Ha UMKIIOCTIOPHH BBPXY COCOOHOCTTA 38 modupaHe H
pafoTa ¢ MalI¥HH.

TTpOAYKTHT CHABPHA ETAHON (BHXK pasael 4.4.). ETaHOIBT MOXE Ja MMa BIIMAHHE
BBpPXY CNOCOBHOCTTA 32 IodhupaHe H paboTa ¢ MALIMHH.

Hexeiann JIeKapCTBEHH PEAKIHH

MHOTO OT HeKETAHHTE JIEKAPCTBEHH PeaKLM¥ KbM LIMEKJI0CTIOPHH €4 1030-3aBHCHMH
1 MOTAT Ja ce M30ATHAT Ype3 HaMansBaHe Ha jlo3aTta. Hexenanure peakuuu
OGHKHOBEHO Ca CIHAKBY MPH Pa3/IMYHUTE MHIHKALIHH, HO C¢ H3ABSABAT ¢ PA3iHiHA
yectota. Tif KATO IIPH TPaHCIUIAHTALMM C€ Haara no-pHcoka MbPBOHAYAIHA 1032 1
[10-LIIFOTPAHO MOAABDKALIO JeHEHHE, HEKETAHATE PEAaKLMH €& CPeilaT Mo-4ecTo
1 OOMKHOBEHO ¢a I0-TEXKKHM NMPH TPAHCIIAHTHPAHHTE [IALMEHTH B CPABHEHHE €
MaLUEeHTHTE, TEKYBAHH IO APYTH HHIHKAIIMH.
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OueHKa Ha YecToTaTa:

Mmuoro gectH (=1/10)

Yectu (21/100 no <1/10)
Heuectu (21/1,000 ao <1/100)
Penxw (21/10,000 no <1/1,000)
Mmuoro penxu (<1/10,000},

He ce 3Hae (He MOXe [a ce TIPEIIeHH OT HATHYHHTE JAHHN)

HGQEWBHM}I RA KPBbEOHOCHAMA U JI!LM@HG cucmemu

CpaBHMTEITHO PAIKO: AHEMHS, TPOMOOLIUTOTIEHHUS.

Ps/1kO: MHKPOAHIHOMATHYHA XEMOTUTHYHA aHEMHA, XEMOIHTHYEH yPEeMHUCH
CHHIPOM.

Hapywiernus ng eHOOKpUHNAMA CUCHEMA
CpaBHHTETHO PAIKO: NPH HAKOH MALIAEHTH € ¢BOOIIABAHO 33 MAIMIHEHA HEOIUIA3Nd

win uMponponrbepaTHsHY 3a001ABaHHA C 9ECTOTA M PA3NpPEACNiCHHE, no00HH Ha
CpellaHuTe MPH NALUMEHTH, MOXY4aBailld TPATHIMOHHO HMYHOCYIPECHBHO JICHCHUE.

PAgKo: MEHCTPYAIIHH CMYIIEHMA, THHEKOMACTHA.

Hagyﬁeﬂuﬂ Ha Memabonusma u XpaHeHemo
MHOro 4e¢cTo: XHISPJIHITHACMHA, XHMEPXOIeCTSPOICMHA,

YecTo: XUNEPYPUKEMHA, XHITCPKATHEMHA, XUNCMAarHe3CcMHUA.

Paako: xunepriamkeMHs.

Hapvutenus Hd HepeHAma cucmema
MHoOro 4ecTo: TpeEMOp, 171aBodonKe.

Yecro: napecTe3vy.

CpaBHHTE/HO PAAKO: CHMNTOMH Ha eHnedanonaTrl KaTo KOHBYJICHH, of0BpKBaHE,
Ie30pHEHTALHSA, HaMATeHa PEaKTHBHOCT, TPCBOKHOCT, fe3chHUE, 3PUTEIHU
CMYIICHHUA, CIENOTA, KOMa, Nape3H, uepebenapHa aTaKkCHs.

Paako: MoTopHA MOTMHEBPONIATHA.

MHoro pAAKO: €4cM Ha BH3yallHa YA, BKIIDYATEIIHO SAEM Ha JUCKa ¢ Bb3IMOKHO
otcnabBane Ha 3PCHHLSTO CIEN OedMrHeHa HHTpaKpaHHAHA XHNCPTCHINA.

Cp0osU HADYUEHUA
MHOI‘O qeCTo:!: XHHCPTOHHSI.

Cmomauino-4peenu HApYueHusa
YecTo: aHOPEKCHS, FaIcHe, NIOBpbL1aHE, KOPEMHH GonkM, JuapHs, F’MHIHB|

Xunepruiazus.

UK/H/981/01-03/E01/MRP
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Xenamo-6uruapru Hapyuenus
Yecto: yepHOapoOHa AHUCHYHKUMI.

Puaxo: naHKpeaTHT.

Hapyuienus na xoJicama u OOKONCHAMA MbKaH
YecTo: XHNEPTPHXO3A,

CpaBHHTEIIHO PAJIKO: anepruicH oOpuB.

Hapviuenus Ha MyckyIHO-CKeIemuama CUcmema 1 CheQUuHUme I Hama MmeKan
YecTo: MYCKYTHA KPaMITH, MHAITHA.

Paaxo: MycKymHa cnabocT, MHOTIATHA.

Hapviuenus na 6vbpeyume u RUKOYHUME RbMULLa
MHoro yecto: 6p6peuna auchyHkns (B 4.4, CrieUManHy YKa3aHHA U [1Pe/IasHi
MEPKH).

O6wu HAPYWeHUs U ehexmu Ha MACIMOMO HA NPURONCEHUE
YecTo: ymopa.

HedecTo: eeM, HalaRaHe Ha TErio.

Ipenosupane
a) Cumnmomu Ha UHMOKCUKAYUA

ChluecTBYBa OrpaHHHCH OIIHT MPH Npeaosupate. Cnell NormbllaHe Ha 1032 K0 10r
uuknocnoput (npubnmsurento 150 mg/kg) ca HabmoaaBaHH NOBpBILAHE,
CHHJTMBOCT, [N1aBOGOIHE, TAXMKAPAMA H MPU HAKOU HAUUEHTH YMEPEHO TEXKKa
o6patiMa 66peyra nuchyHKIHA. FiMa choOIICHNS 3 TEXKH CHMIITOMM Ha
MHTOKCHKALMSA TIPY IPSKIEBPEMEHHO POJIEHH JeLa Clle/] HEMpeaHaMEePeHo
napeHTepaTHo Npeao3upaHe.

6} Jeuenue HQ UHMOKCUKAYUAMA

Bb3MOKHHTE CHMIITOMH Ha HHTOKCHKAIIMA B IOBEYETO CIy4aH ca 00paTHMH Clea
TipeKbCBaHe Ha MPHIATAHETO Ha LMKIOCTIOpKH. B ciyualt Ha npeaosupane ce
NPHIAra CHMITTOMATHYHO NEYeHUe H 000 NOAAbPAAIM NPOLELYPH. LuiocnoprH
He ce AMANWINPE, HUTO MOXE Ja Ce EITMMIHHMPA 4pe3 XeMonepdysus npe3 akTHBeH
BBIVIEH.

3aTOBa eTHMUHHPAHETO € OFPAHHYEHO O HeCTISUH(HYHO NEUEHHE OT THIA Ha
CTOMAILHO MpoMuBane. Boe Nak aKTHBHUAT BBIVIEH € B CECTOSHME J1a ENHMUHUPA ==
MAJIKH KOJHYECTBA LMKTOCTIOPHH OT EHTEPOXenaTaIHaTa iupKyaanus. 11 ' é@pﬂﬁﬂa iy
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GAPMAKOJOIHYHU CBOUCTBA

PapMaKoHHAMHYHH CBOHCTBA
dapMaKoTepaneBTHuHa rpyna: uMyHocynpecop, ATC kon: L 04 AA 01

1 [MKAOCTIOPHH (HAPUHAH OlLE LUKIOCTIOPHH A) € IMKITHYEH NOUNENTH, Ko#TO ce
cbeTon oT 11 aMmuHoKMcenuHH. [TpeacTaBisiea CHIEH HMYHOCYTIPECOp, KOHTO y
JKHBOTHH Y{bJI)KABa MPEXHMBIEMOCTTA Ha AOT¢HHHTE TPAHCILIAHTH Ha KOXa, Chplie,
6bOpeLd, NaHKpeac, KOCTEH MO3BK, TBHKO 4epBo M 6 apob. [lpoyusanudra
MOKA3BaT, Y€ NUKIOCIOPHH KHXHOUpa pa3BUTHETO HA KINETBYHO-MEIHHPAHHTE
peaKuyH, BKIIIOYHUTEIIHO AJTOTPAHCIIAHTAlIHOHHHA UMYHHTET, 3a0aBeHaTa KOXHA
CBPBXYYBCTBHTEJIHOCT, CKCIEPUMEHTATHHA alleprHicH eHUepaToMuenuT,
aJIOBaHTHHA apTPHT Ha PPOIiHI, peakLuATa Ha MPUCaKaTa Cpelly rocToNpHeMHHKA
(graft-versus-host discase (GVHD) u IpoiyKLHATa Ha T-KIETHUHO 3aBHCHMUTE
aHTHTeNa. Ha KIETHYHO HHBO LIMKIOCTIOPHH MHXHOHPA NPOIYKIHUATA H
0CBOGOK/1ABAHETO Ha TMM(OKHHH, BKIKOUHTETHO HHTepsieBKUH 2 (T-kneThHeH
pactexer dpaxrop, TCGF). OueBMAHO IMKIOCNOPUH 32bpXKa NOYHBAILIUTE
AuMdouyth BB (aza Gy wid Gy Ha KIETBYHHA LWKBI A MHXUOMpa aHTHUTEeH
MHAYLMPAHOTO OCBOOOXK 1aBaHe Ha NTHM(OKHMHH OT AKTHBHDAHHTE T-KkNeTKH.

ChIIeCTBYBALMTE TaHHH MOKA3BAT, Y€ LUMKIOCTIOPHH NeHCTBA CIELpUIHO U
oOpaTuMo Ha JinmboukTuTe. IIPOTHBHO HA UMTOCTATULUTE LIMKIIOCTIOPHH HE
TOTHCKA XEMOTIOE3aTa i HAMA eheKT BPXY (DYHKUMATA HA GaroLHTHTE.
IlaiLueHTHTe, NEKyBaHHi C UMKAOCTIOPHH, Ca N0-MANKO YI3BMMU KbM HHEKLHY,
OTKOAKOTO OHE3H, TEKYBaHH ¢ IPYTH UMyHOCYTIPECOPH.

HarpapeHy ca YCTIELIHA OPraHHH W KOCTHOMOZBYHH TPAHCTIIAHTALMH Ha XOpa KaTo
3a MpeIOTBPATABAHE WIM JICICHHE Ha OTXBBPIAHETO HITH HA PEAKLIUATA Ha
npucankara (GVHD) e npunarad GHKIOCIOPHH.

JleueHHeTO ¢ UHKNOCIIOPHH € HOJIC3HO M B peixlia CBCTOSHHA, H3BECTHH HIH
NOJO3UPAHH KATO aBTOWMYHHH.

PapMaKOKHHETHIHH CBOHCTBA

Makcumansa KoHLeHTpauus B KpbBTa (Crygy) Ce MocTHra 3a 1-2 Haca (Tmax)-
A6caomoTHarta GuodamruHocT € 30-60%. Hutep- 0 MHTpa-UHAMBHAYATHATA
hapMakokureTHyHa BapuabuaHoct e 10-20 % 3a nnourra noj KpusaTa (AUC) u
(Crmax) ¥ 3apaBu noGposoniy. LIMKIOCNOpHH MOXKE f1a C¢ IpHeMa Oe3
¢hrobpassBaHe ¢ IPMEMa Ha XpaHa.

PesynraTure OT HAKOIKO H3CIEBAHMA TIOKA3BAT, 46 MOHWTOPHPAHCTO Ha ILTOINTA Ha
LMKJIOCTIOPHH TIOJ| KPHBATA BpeMe-KOHIEHTPALKs Tipe3 TbPBAUTE 4 Haca CJIe]l IpHeMa
Ha 103a (AUCy.4) AaBa BE3MOKHOCT 32 NO-MPEL3HO MPEABHIKIAHE Ha SKCIIOHIMATA
Ha LMKJIOCTIOPHH B cpaBHeHue ¢ Ga3oBoTo MoHHTOpHpaHe (Co).

Pe3yTraTuTe OT MO-HATAaThUIHA W3CTEABAHHAA OKA3BAT, e EAMHIYHATA KOHTPOJIHA
Toyka ABa Yaca cien Ao3ata (C;) kopemupa ao6pe ¢ AUCq4 py TPaHCINTAHTHPaHH
MALHASHTH,

3a HenuTe Ha (PapMAKOKHHETHYHOTO HabmoAeHHe B MEAMIMHCKATA PAKTHKE MOKE
/18 C& M3NO3BA KAKTO ONPEIEIAHETO Ha HUBOTO, Taka H KOHTponupanero Ha Cy.

[MKAOCTIOPHH C€ pasnpesiens OCHOBHO H3BBH KPHBHHA obeM. B kpheBHATA E
namupa B 33-47 %, 4-9 % ce waMupar B numpoumture, 5-12 % B rpaﬂy;u’&gﬁ*
41-58 % B epurpoumMTHTe. B niasmara npubnusurento 90 % ca CB’prq?{k@ ,
OCHOBHO JIHIIOMPOTEHHH. =
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5.3

BHOTpaHC(HOPMALIHATA Ha LWKIIOCTIOPHH €& OCBIIECTBABA 1O HAKOIKO MCTA00IUTHH
meTekH 4o npabauzurenHo 15 merabonura. EnMMUHAIMATA € NPEJHMHO Hpes
JKTBHUKATA, KATO caMo 6 % OT iepopaiHaTa 103a ¢¢ e/IHMHHMAA Npe3 ypuHata. CaMo
0.1 % ce cTMMUHHpA HEIIPOMEHEHA B YPUHATA.

CbUIeCTBYBAT FONIEMH BAPUALIAH B HATHUHHMTE JAHHH OTHOCHO KPaHHHUSA 110JyKHBOT
HA [IMKIOCTIOPHH B 3aBUCHMOCT OT aHaiK3a U TapreTHaTa rpyna. KpaiHusT
NONY>KHBOT BapHpa Mex Ay 6.3 4aca npu 3EpaBu A0OPOBOILM 10 200.4 yaca nmpH
MalMeHTH ¢ TEXKKO Y4epHOApoOHO 3abonipaHe.

TpeakJUHAYHH JaHHH 32 Oe30macHOCT

LIMKIOCTIOPHH He ¢ TIOKA3aJl MYTAreHEeH KM TePaTOreHeH epeKT B ChOTBETHMTE TECT
cucTemu. MzcneRBaHuaTa BLPXY PEIPOAYKTHBHOCTTA MPH IUTBXOBE TIOKa3Bar
OTPHLIATENHH ePEKTH CaMo TIPH AO03UTE, TOKCHIHH 33 KCHCKHTE KUBOTHH. [pn
TOKCHYHHM 1031 (1wrbXose 30 mg/kg u 3aitun 100 mg/kg AHeBHO Npe3 ycTaTa)
LMKTOCTIOPHH € eMOPHO- H (PETOTOKCHYEH, KOETO C& € H3PA3HIIO B MOBHIICHA
{IpCHATATHA W IOCTHATATHA CMBPTHOCT, MO-HHUCKO TETTIO HA TWI0AA M PEIYKIHA Ha
KOeTOOOpas3yBaHETO.

B paMkuTe Ha 106pe NOHOCHMHTE 03K (IPH IUIEX0BE 10 17 mg/kg AHEBHO H NPH
saiium Jo 30 mg/kg AHEBHO Mpe3 ycTaTa) UMKIOCIOPHH HE ¢ MoKasail eMOpHO-
JIETAJTHH WIH TEpaToreHHH ¢heKTH.

H3ciieqBaHUATA 33 KAHLEPOreHHOCT Ca IIPOBSAEHH BBPXY MBXKH H XCHCKH NITBbXOBE
u MuwkH. TIpy H3CAeABAHUATA BBPXY MHUIKH, IPOALIKANH 78 ceMULIH,
HAGTIOJABAHO CTATHCTHYECKH 3HAUMMO YBETHUIeHHE Ha OpOoA Ha CITyHaHnTe Ha
NTUMAOLHTHE THMGOOMH ¥ KEHCKHTE AKHBOTHU PY 1034 1, 4 yin 16 mg/kg AHEBHO M
3JHAYMTENHC MO-BHCOKA Y€CTOTA Ha XeTaTOLE/ Iy 1apeH PaK Y MBHKKHTS KHBOTHH B
CpaBHEHME ¢ KOHTPO/IHATa rpyna. [IpH U3cieABaHUATA BbPXY IUTHXOBE, IPOABIKATIA
24 Meceua, ¥ Bmousaum no3d 0.5, 2 v 8 mg/kg nHeBHO YecTOTaTa Ha
HHCY/IOLETYIapHUS aJCHOM Ha NIaHKPeaca 3HaUMTEJIHO HAZIBHILIABA 4ECTOTaTa B
KOHTPOJIHATA rPyIa IpH HUCKaTa 103a.. XenaToLey/IapHiAT KapLiMHOM H
MHCYJIOLENYJIAPHHAT aieHOM Ha [IAHKpeaca He ¢a J1030-3aBUCHMH.

H3cne/IRaHHATA fIPK MBKKH M HEHCKH NITbXOBE HE M0Ka3BaT HAMANABAHE Ha
thepTHIHTETA.

L{MKTOTICOPHH HE € TIOKa3all MYTareHeH/TeHOTOKCHUEH edekT B TecTa Ha Ames, B
Tecta v79-hgprt WM B MUKPOSAPEHHA TECT MPH MHUIUKH M KHTAHCKH XaMCTepH, KaKTo
M B TECTA 32 XPOMO30OMHM abepauy B KOCTHHS MO3bK Ha KHTAaHCKH XaMCTepH, B
TecTa 3a aHAJIH3 HA JOMHHUpAIaTa CMbPTHOCT ¥ MULIKK M B TECTA 34 KODEKLHA Ha
JTHK B ciepMaTa Ha M3c/eIBAHUTC MUILKH. FIH BUTPO aHAIU3BT HA o0MeHa Ha
cectputcku xpomatiau (SCE) B 1oBemkn SAUMGBOLIMTH MOKA3BA NMOJOKUTENEH EEKT
Ha WHKIOCTIOPHH TIPH BHCOKM JI03H B Ta3H CHCTEMA.

OT16ens3aHoTe YCIO0KHEHHE BB BPb3Ka ¢ HMYHOCYIIPECHATA IIPH OPTaHHo
TPAHCIUIAHTAPAHY MalHEHTH € NOBHLIEHATA 4eCTOTa HA MA/ITHEHH
HoBooBpazysanus. Haii-uecTara opMa Ha HEOTUIA3HA €A HEXOLKMKHHOBHTE
MMMQPOMH H KOXKHHTE KapIMHOMH. PHCKBT OT MATHTHEHH HOBOOOPa3yBaHUSA B XOAZ oy,
o
Ha JeYeHHETO ¢ LMKJIOCIIOPUH ¢ [TO-BUCOK B CPABHEHHE ¢ 3[PABOTO HACC/ICHHE,
CBIOCTABMM C PHCKa NIPH NAlMEHTHTE, JICKYBAHH C IPYTH MMYHOCYTIPECOPH./7
ChIecTBYBAT ChoOIEHNS, Ue HAMAABAHETO Ha 103aTa WU HpEeKBLCBAHETO/] %‘f’

JeYeHHETC ¢ HMYHOCYTNPECOPH MOKE Aa JoBede 0 perpecud Ha JIC3HHTC. {‘ -
il

£
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6 PAPMAIHEBTUYHHU JAHHHU

6.1 CnoncebK HA IOMOMMHATE BEIIECTBA
CurabpikalHe HA MEKATE KANCY.IH

Etason Oe3BojieH
a-Tokodepunauerat pauemar (E307)
JIMETHIIEH TIIHKOJ MOHOETH]I €Tep
Oneons1 MaKpOTONITIHLEPHIH
MaxkporoJrasiepoa XuapokcucreapaT
Kancyna

HKenatun

I'muuepon

[MponuaeH rHKON

Turados auokeud (E171),

ITpeyncTeHa BoAA.

6.2 HechbBMECTHMOCTH
Henpunoxumo,

6.3  Cpok Ha rofHOCT
3 roguHH

64 Cpenma/jHH yc/jioBuS HA ChbXpaHeHHE

To34 MEMLIMHCKH MPOAYKT HE H3HCKBa CIIELHAITHH TEMIICPATY PHH yCI0BHA Ha
ChXpaHeHHe.

I[a €€ CbXpaHABa B OpPUIrHHAJIHATA OMaKOBKa € 1IeA Ja ce [Ipeanasea oT bjaara v
CBETIIHHA.

6.5 /laHnu 3a ONAKOBKATA
MeKHTe KarncyJiv ¢a OTIakoBaHH B AMyMUHMIi-ANYyMUBHEBH 6auctepu ot: 10, 20, 30,
50 u 60 Kancymin.

He BeHUKY BHIOBE ONAKOBKH MoTaT 1a GBAaT NycHaTH B ipoJaxda.

6.6 CrennaiHn NpeInasHH MePKH OpH H3XBLPJASHE

HeonoA30TBOPEHUAT IPOAYKT HITH OTNATBYHATE MaTCPHANH OT HETO TpaOBa Ja
ce U3XBBPIAT B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHS.

7 NPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
ALKALQID d.o.o. Ljubljana
Celovska 40a
1000 Ljubljana
P. CitoBeHHA
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HuxnocnopuH Ankanon® 50 mg MeKH KancyJu

8 HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA

9 JIATA HA BPBO PA3PEINABAHE/MIOJHOBSBAHE HA
PA3SPEIIEHHUETO 3A YIIOTPEBA
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Huknocnopud Anxanonn® 50 mg MeKH Karncyn

10 JATA HA AKTYAJIM3UPAHE HA TEKCTA
05/2009

11 JO3UMETPUSA (AKO CE OTHACH)

12 HHCTPYKIIMA 3A TIPUT'OTBAHE HA
PAJAOPAPMAIIEBTHYHM JIEKAPCTBEHHU NPOAYKTH
(AKO CE OTHACH)

UK/H/981/01-03/E01/MRP nen 90



