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KPATKA XAPAKTEPHCTHKA HA IIP I_[Yi"\'TA / T

HME HA JIJEKAPCTBEHMUSI IPOAYKT

[{uKI10CIOPHH AJII{EUIOH,H@ 25 mg MEKH KarcCyJIu

Ciclosporin Alkaloid® 25 mg soft capsules

KAYECTBEH H KOIMUYECTBEH CbCTAB

[{uknocnopus Asnkanovn® 25 mg MeKH Karcyiu
Beska Meka Kancylia chabpika 25 mg IHKIOCTIOPHUH

Besika Meka Kancysa 25 mg cpabpxa 25.00 mg etanon 1 95.00 mg
MaKpOTOJITTHLIEPON XUAPOKCHCTEAPAT.

3a MLIIHUS CIIUCHK Ha TIOMOIIHATE BenlecTBa BHXK 6.1.

JEKAPCTBEHA ®OPMA

Meka kancyna

CuBa XeTaTHHOBA KaIcyna

KJIMHWUYHU JAHHUA

TepaneBTHYHH NOKA3AHHA

B xoMOUHALWMs ¢ APYTH HMYHOCYIIPECHBHH CPEICTBA 32 NIPEAOTBPATABAHE HA OCTPO U
XPOHMYHO OTXBBpJISiHE Ha MPHCAJIKaTa CJIEA aJloreHHA TPaHCIUIAHTalll Ha 0BOpex,
yepeH Apob, chplie, chpue-0a1 Apobd, 61 Apod KK nmaHKpeac.

JleueHue Ha OTXBBPJIAHE HA NpUCaJKaTa NMPH MNAlNEHTH, JICKYBAHH MPCIH TOBA C
OAPYTrH KMYHOCYIIPECAHTH.

[IpenoTBpaTABAHE U JIEUCHUE HA PEaKIMATA Ha [IPHCA/IKaTa Cpelly rocToNpHeMHHKA
(graft-versus-host-disease (GVHD) ciieq anoreHsa TpaHCIUIAHTALHA Ha KOCTEH
MO3BK.

JleyenHe HA TeXKH POPMH Ha MICOPHA3UC, OCOOEHO ILUIAKOB THIL, KOUTO HE C€
[OBJTHSABAT 33/ 0BOJIUTENIHO OT KOHBEHL{MOHAJIHATa CHCTEMHA TE¢pamnusl.

JIeyeHye Ha TeXKHK ATOMUYEH JSPMATHT Y MMAHUEHTH, MPH KOUTO KOHBEHIIHOHAITHATA
Tepamnus € HeMoAX0AAA HIH Hee(pEeKTUBHA.

JleueHue Ha CTEPOMIHO-3aBHCHM U CTEPOMHO-PE3UCTECHTEH HE(PPOTHIEH CHHAPOM

fIOpafy NIyMepYJIHH yBpexaaHua KaTo oKaiHa CETMEHTHA TyMepyJIOCKIepo3a Wik
MeMOpaHO3eH TIIyMEPYJIOHEQPHUT Y BB3PACTHH M €A, MPH KOUTO
MTOKOKOPTHKOMANTE WIH aTKWIHPAINUTE arcHTH HIIH ca HeJOCTaThYHH, WIH .- r ST
[IPHEMAHETO HM € CBBP3aHO ¢ HETIPHEM/IMB PHCK. Y S NN TN

[{MKIOCTIOPHH MOJKE Aa CE HA3HAYM 3a NOCTUTaHe WK NOAABPKaHE Ha Pe
JlexapCTBOTO MOXe 1a C€ M3MOJI3Ba U 38 MOAABPKAHEC HA CTEPOHI-HHAYIL
peMHCHs, KOETO /1a ITO3BOJIH [IOHIDKaBaHe Ha KOPTUKOCTCPOHAHATA 103a.



[{nkaocnopuH ATKaona® 25 mg MEKH KancyJy

JledeHHe HaA TEKBK AKTHBEH PEBMATOUACH apTPUT NPH BB3PACTHU, KOTATO
KOHBCHLMOHANIHATA TEPAIlHs, BIUTIOYBAILA TIOHE €IHO BUCOKO €(PEKTHBHO
MOBIUABAINO HOJIecTTa AHTUPEBMATOHIHO JiekapeTBeHO cpefcTBo (DMARD) (Hamp.
HUCKHY JI03U METOTPEKCAaT), €€ € OKasasla Oe3ycClenHa.

4.2 lo3MpOBKAa H HAYHH Ha NPHJI0KEHHE
IIpuem npes ycraTa

JTueBHaTa 1034 Ha LIMKIOCTIOpHH AnKasoun® BHHATH ce pasfelisa Ha [[Ba IIpUeMa.
Kancynara ce norimsliia 1isa.

[Ipw TpaHCIUIRHTHPaHH MALMEHTH HUBOTO HA IMKIIOCTIOPHH B KPBBTA C€ ClIEH
PEAOBHO, 32 1a ¢ U30eTHE PUCKBT OT HEXEIaHH JIEKAPCTBEHH PeaKLMH (TIPH TBBP/E
BHCOKO HHBO B KPbBTa) WX OTXBBPJIAHE HA OpraHa (ako HHBOTO € TBbpIE HUCKO).

[Topaau B3MOXHHTE Pa3IHYMA B OUOHATMYHOCTTA NALMEHTHTE HE O1Ba J1a
MpeMHUHABAT OT €A Ha Apyra GopMyna Ha IMKIOCIIOPHH Ipes ycTara 6e3
CBHOTBETHOTO CTPOTrO CC/ICHE HA KOHLICHTPALIMATA HA IHKJIOCNIOPHH B KPBBTA, Ha
HHBOTO Ha KPEeaTHHHH H Ha KpbBHOTO HayuiraHe. [Topany Tasu npHudHa MOxe Ou e
MOAXOAALIO ChOOpa3siBaHe Ha NMPEANUCBAHETO U C THPTrOBCKaTa Mapka.

3a npocnegBaHe HA HUBOTO HA MEJIMKAMEHTA B KPBBTA C€ MPEATIOIUTa B3IEMaHE Ha
LATOCTHA KPBB Y U3NON3BaHe Ha crieuy(pHdeH aHanuTH4eH MeToA. ChIIecTBYBAT
HAKOJKO METO/1a, KOUTO H3MEpBaT HenmpoMeHeHHs uukiaocnopud (HPLC,
PaJHOMMYHOMETO/ CBC CTIENNGHWIHY MOHOKJIOHAIHM aHTHTeNa), KAKTO U
HecreMpuIHY METOIH, KOMTO H3MEPBAT HAKOM METaboAUTU. PesynTaTure OT
pamIMUHHTE METOIH 32 OTpEeeNISHE HE Ca B3aHMO3aMeHAeMH. 3a MPEANOYHTAHE €
HMBOTO Ha LMKJIOCIIOPHH 1A C€ ONpeAeNsa Ype3 CeuUpIHA MOHOKIOHAIHU
antuTena wid upe3z HPL.C. TapreTHara KOHUEHTpaLUsA 3aBUCH OT THUIIA OpraH,
BPEMETO CJie]] TPAHCIUTAHTALIMATA U HMYHOCYTIPECUBHHS PEKHM.

Tpabpa na ce orGenexu, ue U Apyry GaKTOpPH OCBEH HUBOTO HA LMKIOCIIOPHH B
KPBBTa MOTAT [{a MOBIMAAT KIMHHYHOTO ChCTOSHHE Ha TIAIMCHTA. 3aroBa
pe3yJITaTHTE C€ CUMTAT CaMO KaTO OPHEHTHP 3a JOSUpPAHE U C& HHTCPIPETHPaT
BHHATM B KOMOUHALMS ¢ APYrUTe KIIMHUYHY U J1aOOpaTOPHU NapaMeTpu.

[To-BHCOKA [103a Mpe3 YCTaTa WIH UHTPABEHO3HO HH)KCKTHPAHE MOraT a C€ HalOXKar,
aKo abcopOrumiITa € Hapyiiesa Mopaay CTOMAUIHO-YPEBHH HAPYLICHUA.

Opragsa TpaBECIJIAHTAAS:

[IpueMBT Ha MKJIOCTIOPHH 3amo4yBa 00 12 yaca npeau XHpypruvHaTa HHTCPBCHILIHA C
nosa 10-15 mg/kg, pasnenexa B Asa mpueMa. C Ta3H JJHEBHA 038 C€ NMPOABILKaBa 1-2
CeZIMULIM CJIe] ONepaluaTa, cjiell KOeTo JHeBHATA 1034 NMOCTEeNeHHO C& IOHUXKaBa B
CHOTBETCTBUE ¢ KOHIIEHTpALMATa B KPBBTa IO JOCTHIAHE HAa NOAJbpixKala Jo3a ot
npubnuzuTenHo 2-6 mg/kg, pa3fcsicHa B 1Ba MpHeMa.

Korato UMKIOCIOPHH ¢e TIPHEMA eTHOBPEMEHHO C APYTH HMYHOCYTNpECOpH (Harp.
KOPTHKOCTEPOMIH HITH IOJIMTEPAIIHA) e Ha3Ha4aBa Mo-HUCKa 1032 (Harp.
mppBOHAaYaIHa 103a 3-6 mg/kg, pa3jieicHa B 1Ba MPHEMa).

TpaBEcHAAHTANHSA HA KOCTEH MO3bK:

3a npenoTsparTaBaHe Ha OoyiecTTa Ha peakuys Ha IIPUCANKATa *
rocronpremunka (graft-versus-host-disease (GVHD) 0OMKHOBCHO LMKJIOCIIO Ce
HA3HAYABA [THPBOHAYAJIHO 3a KPATbK MEPUOA B KOMOMHALUS ¢ METO aﬁt,aT Site
OrrrUMaiHaTa 1033 ce peryupa MHAUBAAyanHo. Hali-o0100 Je4eHHeTo 3an &af 1-2
AHM HOpedH KOCTHO-MO3BYHATa TPAHCIUVIAHTALMA ¢ BETPCBEHO3HO HHMKEKT aue‘ Ha '
mmxotocropus (no3a 2.5 a0 5 mg/kg nueBHo). To ce 3amecTBa ¢ mnpeopane mpneM
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[{uxnocriopux Ankanonn® 25 mg MeKH KancyJIu

BeHAra Ciied KaTo MalMEHTHT € B ChCTOAHHE A2 NMpUeMa Ipe3 ycrara (0OMKHOBEHO
12.5 mg/kg muesHo). TIpHeMEBT npe3 ycTara NPORB/DKABA Hak-manko 3-6 Mecela
npeXd Ja 3alo4He [OCTENEHHOTO pelylHpaHe Ha J[A03aTa A EBEHTYaIHOTO
IpeycTaHOBSABAHE Ha MpHEMa.

ANITepHATHBEH JieueOeH peXXKHM € HHTaBEHO3HO HHXKEKTHPaHe Ha UMKIIOCIIOPHH KaTo
MoHoTepanus ¢ 5 mg/kg AHeBHO (0T eH 1 1o aeH 3) 1 3 mg/kg aHeBHO (OT AeH 4 10
neH 14) win koMOHHHMpaHa Tepanya ¢ HHTPAaBEHO3€H IMKIOCTIOPHH ¢ f03a 3-5 mg/kg
HEBHO ¥ KOPTHKOCTEPOMIH. B Te3M CITy4aH iedeHHETO ¢ LIMKIOCTIOPUH CBILO TpabBa
Ia MpeMHUHE KbM MpPHEM TIpe3 YCTaTa BBE3MOXHO Hal-0Bp30, 32 Ja MPOABIDKH Npe3
O-ObJIBI MEPUOH OT BPEME.

AKO HHKJIOCTIOPHH C€ M3II0/3Ba KaTO0 HHULMHpaLla Tepamus, IPENOPHYBAHATA 034 €
12.5 no 15 mg/kg nHeBHO, pa3fencHa B JBa MpHeMa, KaTo CE 3arnovBa B ICHA NpeaH
TpaHCIUIAHTALIHATA.

Hsakoun nallMeHTH MOTaT Ja pa3BUAT peakiydd Ha NpHCcaJKaTa cpelly rocronprucMHHKA
(graft-versus-host-disease (GVHD) mpu npekbcBaHe Ha NCYEHHETO ¢ LIHKIIOCMOPHH,
HO OOHMKHOBEHO OTroBapaT Ao0pe npH Bb3CTaHOBABaHEC Ha mnpuema. Ilpm nexo
MpoTHYAllla XPOHHYHA peakilds Ha NPHCaAlKaTa cpelly rocronpueMHuka (graft-
versus-host-disease (GVHD) Moxe Aa ce Ha3Ha4YH HUCKa A03a LIMKJIOCIIOPHH.

HedpoTRUueH CHHAPOM:

3a unOyyupaxe Ka pemucus NPENoOpHbYBAHATA JI03a NPE3 YCTATA 38 BB3PACTHH € 3
mg/kg AHEBHO, pa3neneHa B Ba npHeMa, 1 6 mg/kg AHEBHO 3a AeUa NpH HOpMaHa
616peuna pyHkums. [Ipy naleHTH ¢ Hamanena 6p0peyHa QyKUH MbPBOHAYAIHATA
n03a He OWBa Ja HaABUIIAaBa 2.5 mg/kg NHEBHO.

[TpenoppyBa ce NPEABAPUTEIHO OnpeAe/iAHe HA HHBOTO HA LIUKIOCTIOPUH B KPBBTA
NpH Jeila, 3a Aa ce H30erue npeao3upaHe.

[Ipu dokanHa cerMEHTHa DIOMEPYJIOCKIep03a KOMOUHALINATA MEKAY LIMKIIOCTIOPHH
M KOPTHKOCTEPOUIH MOXKE 1a €€ OKaXe OJIaronpUATHa.

[Tpu nurca Ha edhekT ciel 3-MeceueH npueM MprH MUHAMATHA TTyMEpYJIHaA TIpOMAHa
1 GoKaIHa CEMMEHTHA NIyMepYJIOCKIEpO3a Wik clie]] 6-MecedHO JIEUEHHE 32
MeMGpaHo3eH TIyMepy/IoHe)PUT TepaNUiTa ¢ IMKIOCIOPHH TPAOBa Ja ce
NpeyCTaHOBH.

Tlo3aTa ce peryJupa HHAMBHAYATHO cboOpasHO edekTa (IPOTEHHYpUs) 1
Ge30MacHoCTTa (OCHOBHO CEPYMHHS KpEaTHHUH), HO He OHBa na HajBumasa 5 mg/kg
JAHEBHO 3a BB3pacTHHU U 6 mg/Kg NHEBHO 3a aela.

TIpu nodowvporcauo Aeuerue Ao3ara 6aBHO ce peTyUMpa 10 B3MOKHO HaH-HHCKOTO
TeparieBTHYHO ePECKTHBHO HUBO.

PeBMaATOHICH APTPHT:

3a ITHPBUTE IECT CEAMMIM OT TepanuATa NperopruBatara o3a ¢ 2.5 mg/kg NHECBHO,
pasfefeHa B ABa npueMa. Jlo3aTa MOXKeE J1a ¢ HaMaJid B 3aBUCHUMOCT OT TOJIEpaHCa.
JTHeBHATA 71032 MOXKE /12 €€ YBEJIMYH MOCTENEHHO, aKO C€ CUUTA, 1€ KITHHUYHHAT

edekT He e JoctaTbucH. OOMKHOBEHO JHEBHATA 1032 HE HABHILIARA 4 mg/kg NHEBHO.

B oTAentsy cily4au [03aTa MOxKe [1a ce yBeln4H A0 5 mg/kg THEBHO. AKO A03aTa Ce
yBeIM4aBa 6BP30, HMa PHUCK OT IpeHo3HpaHe. S

[Tpu nauuenTH ¢ Terno nox 80 kg kamycymure o1 100 mg He ¢a MOAXOAAIH 3
MPEL3HO A03UpaHe.

TIpu noddeprcawo revernue 103aTa Ce YCTAHOBABA HHIMBHIYATHO 1O Bb3M
Hali-HUCKATA, ¢ KOATO CE€ MOCTUTa €(EKT.

UK/H/981/01-03/E01/MRP
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[uxnocnopyuH Askanonn® 25 mg MEKH Kancy

HHCKHM 103H KOPTHKOCTEPOUIN W/HITH HECTEPOMIHH NIPOTHBOBB3NATUTETHH CPEACTBA
MOTAT Ja c€ KOMOMHHMpAT ¢ UHUKIOCTprH (BIDK ¢bllio 4.5. B3anMoneAcTBHE ¢ ApyrH
NleKapCTBEHH CPeCTBa U ApYrd POPMH Ha B3aUMOJICHCTBHE).

IIcopna3nc:

JleueHUETO NP TOBA CHCTOSHUE CE PETyaIupa HHOWBHIYATHO I0PaJH rojisaMara
BaprabWIHOCT Ha GonecTTa. 3a nocmuzane Ha pemucus NPENOPLUBAHATA THCBHA
no3a e 2.5 mg/kg AHEBHO Npe3 ycTaTa, pa3jienieHa B ABa npueMa. AKO JI0 CJIMH MECEI]
He ce HaOmoaaBa noaoOpeHKe, JHEBHATA A03a MMOCTENICHHO C¢ YBEAHYaBa A0
mMakcHMYM 5 mg/kg. JleueHHeTo ce MpeycTaHOBABA [IPH MALMEHTH C NICOPHATHYHH
fie3ru, KOWTO HE ca ce TIOBJIMIM ciel 6 ceqMULM NpH 103a 5 mg/Kg AHEBHO WA NPH
KOUTO KIMHUYHO edeKTHUBHATA 1034 € HeChBMECTHMA ¢ 0€30NacHOCTTa.

[TepBoHaYaiHa 1o3a oT 5 mg/kg AHEBHO € ONpaBJaHa NpH NALHEHTH, YHETO
CBCTOAHME M3UCKBA OBp30 nonodperue. Korato ¢e nocTUrHE 3aI0BOJIMTEIICH
KJIMHHYEH OTrOBOP, IEISHHETO ¢ UKIIOCTIOPHH MOKE N1 Ce NMPEeYCTaHOBH KaTo
BBL3MOXCHOTO BB3BpHINaHe Ha OolecTra ¢e TPeTHpa ¢ YCTAHOBCHATA IIPEH TOBA
KIWHNYHO e(peKTHBHa 103a. HAakoH MaleHTH ¢¢ HYKOAAT OT HETIPEKbCHATA
MOAABPAKALIA TCPATTHA.

[Ipu nodovporcawo nexerue A03aTa ce peryjinpa HHAUBHIYAIHO 10 BE3MOXHO Hail-
HMCKOTO KITHHUYHO e(eKTHBHO HMBO KAaTO He OMBa a HaJBUIIaBa 5 mg/kg NHEBHO,
pa3JiejicHa B ABa IIPHEMA.

ATONHYEH AepPMATHT:

JleueHHETO HA TOBA CHCTOSHUE C€ HA3HAYaBa MHIWBHUIyaTHO NMOpaJAH ronaMarta
papuabuiHocT Ha Gonectra. [IpenopruBaHaTa 103a € 2.5 — 5 mg/kg AHEBHO mpe3
yCTaTa, pa3Jc/icHa B ABa NPHEMA 32 NIEPUOA OT MAKCHMYM 8 ceaMUIIU. AKO
BLPBOHAYANHA 1032 OT 2.5 mg/kg AHEBHO He ajAe 3a0BOIHTEICH Ppe3yITaT 10 ABE
ce/IMHLIM, AHEBHATA [103a CE YBE/IMYABa 10 MaKcMMYM 5 mg/kg. B MHOTO TeXKH
cITy4aM MOKe Aa ce 3anouHe ¢ 5 mg/kg nAHeBHO. Korato ¢€ MOCTUTHE 3a10BOJIMTENICH
OTTOBOP, /103aTa ¢e HaMasBa NOCTENEHHO W IPHEMET C€ NPEYCTaHOBABA.

HaunB HA OpHJIOKEHHAE:

TTo30BHAT AHANA30H € MOCOYeH SAUHCTBEHO KaTO OPHEHTHD. M3KckBa ce peAOBHO
npocie dBaHe Ha HUBOTO Ha LIMKJIOCTIOPUH B KPBBTA, 32 J1a €€ MOCTUTHS ONMTHMAITHA
TepaneBTHYHA KOHLETPALVA 33 BCEKH OT/C/ICH NalKeHT. IIpocieaBaHeTo MOXKE fa
ce U3bpIIBaA Ype3 paaHouMyHHH MeToau (RIA) ¢ moMoinTa Ha MOHOKJIOHATHH
aHTUTENA.

O6maTa JHEBHA 1032 TpAOBa BHHATH Ja ce pa3fieils Ha [Ba npuema. [[peTe NHEBHH
I03M CE MPIWIAraT BUHATH M0 €HO H CHIO BPEMe KaTO MHTEPBAIBT MEKY TAX
Tpa6Ba Aa 6bAe npuOIU3UTENHO enHaKbB. [Ipenopbusa ce ABETE 03U Na C€ B3EMAT
CBOTBETHO CYTPHH U BEUED.

[uxnocnopux ce mpreMa O0e3 choOpasiaBaHe ¢ MpUEMa Ha XpaHa.

L{MKJIOCTIOPHH c€ MpHEMa ¢ OMOINTA Ha TEYHOCT KaTo KafcynaTa ¢€ norTbila Lisna.

HQGMHH&B&He OT IIpUEM Ha OPpYIry OopajaHH [IpClapaTH HAKJIOCTIOPHH KBM TIDHECM Ha
HHKJTIOCITODHH.

3a 1a ce MPEMUHE OT MPUEM Ha APYTH OPAJTHH [perapaTH LMKIIOCIIOPHH KbM TIPHEM. .- .
Ha TO3H IJMKJIOCIIOPHH, TIpeid TOBAa TpAOBA a CE NPOBESPAT HUBATA HA uumocngp’ij;ﬁ;;:ﬁ Vb
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B KpBhBTA, HA CEPYMHUS KPEATHHHH U H& KPBBHOTO HAJLAIaHe (T.€. DOKATO BCE

Tpae MpHEMBT HA APYTUs LHKIOCIOPHHOB Mpenapar). 3ano4sa ¢e ¢he Chiila & i
nHeBHa no3a (mg 3a mg). Cren 4-7 JHH c€ NpenopbyBa HOBA NIPOBEPKA HA B%’[pl-fa
LIMKJIOCTIOPUH B KPBBTa, HAa CEPYMHUS KPEATHHHH H Ha KPBBHOTO HAIATAHE. | %o‘g
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HeoOX0AMMO, Ce TIPaBH KOopeKUUs Ha no3ata. [Ipe3 mbpBHTE ABa Mecena e
cMJHATa Ha npenapara (Harnp. Ha ceamuua 2, 4 u 8) ce HanaraT JONMB/IHHTCTHHA
MPOBEPKH € LN YTOYHABAHE Ha J03aTa.

HMozupasxe npu 6p0peyHa HeIOCTATHYHOCT.:

He ca npaBeHH CIEUMAIHH H3CIEABAHUA Ha (hapMaKOKUHETHKATZ HA IIMKIIOCTIOPUH
IPH TPAHCILTAHTHPAHH MALMEHTH ¢ HapylneHH GBOpeyHH QYHKIVH. Heobxoaumo e
CIIELMAJTHO BHHMAHHeE B ciTydaii Ha 6bp30 oKavuBaHe Ha CEPYMHMS KPeaTHHUH (I0pH
KOTATO € B PAMKHTE Ha HOpMaJIHUTE CTORHOCTH) C/IEA 3aM0YBAHE Ha JIEYECHHE CBC
IMKIocoprH. IlokauBaHETO Ha CEpYMHUS KPEaTUHUH WAH IMOHIKABAHETO HA
KpeaTUHHHOBIMS KIMPBHC MOTraT a OBJAT W3pa3 i Ha 0CTPa PEaKIHA Ha OTXBBPJIAHE
ocobeHo cnea Ou6pedna TpaHcanTanus. JleueHHe ¢ MKIOCTIOPHH NIPU HAJTHYHA
6B6peuta TUCHYHKLMS M FIOC/SABAINO NPUIaXIaHe Ha 103aTa TPAOBa Ja ce 3aMlovHe
e IMHCTBEHO Clle]l BHMMATENHA NpelieHKa Ha HoJI3aTa ¥ pyucka, HIMaiKy npejl BUJ
LJTOCTHATA KIMHHAYHA KAPTHHA U HUBOTO Ha LIMKJIOCTIOPHH B KPEBTa.

[Ipx nauyeHTH ¢ HepPOTOKCHYEH CHHAPOM M yMEPEHO yBpesicHa OBOpeuHa dyHKLHA
(6a30BO HHBO Ha CEPYMHHS KPeaTHHHH 1pH Bh3pacThy <200 pmol/L 1 pu aeua
<140 umol/L) He 6uBa ia ce HAIBHIIABA HavanHaTa fo3a ot 2.5 mg/kg TenecHa maca
JHEBHO KATO MallHeHTHTe ce HabmoaaBaT BHUMATEITHO.

Jo3upade Opy YBpeAeHa YepHOAPOOHA QYHKIINA:

B HAKOH cIy4aM yBpeaeHaTa 4epHOAPOOHA QyHKIHA MOXKE 3HAYUTENIHO A
BHIOM3MEHH (PapMAKOKHHETHKATA Ha UHMKIOCHOPHH. KoHICHTpauuaTa Ha
IMKIOCTIOPHH B KPBBTA (Crin) €€ KOHTPONHPa BHUMATE/IHO MPH MALMEHTUTE ¢
yBpeicHa UepHOAPOoOHa GYHKIMA U J03aTa C¢ KOPETHpPa cHoOpasHo.

[IpH NcopHasHe MPUIAaraHeTo Ha MKJIOCTIOPHH C€ MPEYCTAHOBABA, aKo CTOMHOCTHUTE
Ha 4epHOoApOOHHTe eH3MMHU M OUnKpyOHHA ce IOBUINAT IBYKPATHO HA 0a30BOTO
HUBO.

[py nanyeHTH ¢ HepPOTHIECH CHHAPOM C TEKKH 4yepHOAPOOHH CMYIICHHS Ha4aHaTa
no3a ¢e HaMasaBa ¢ 25 % no 50 %.

Jlo3Epane NIpH DANHCHTH B HANPeAHAIA BB3PAcT:

OMUTHT ¢ IPUICKEHHUETO HA LIMKIIOCHIOPHH NPU MAaLMCHTH B HATIpEIHAA BB3PacCT €
orpanndeH. He ca otOens3anu npobGieMu NpH NpiiaraHé Ha npernopbiBanara a03a.
Brnpekn ToBa GakTOpUTE, CBBP3aHHU CHC CTAPSCHETO KATO YBPEACHA ObpOpeyHa
(hYHKIL(Ms1, HAJIAraT BHUMATETHO HAOMoAeHHe H ChOTBETHO KOPETHPaHe Ha 103aTa.

Mo3apane npH AcHA:

OnuTET NpH Aelia € orpaHiyeH. Bee mak NMKIO0CNIOPUH € NpriaraH B
penopbUUTE/IHATA 103 IPH Aella HaA | rox, 6e3s ja ca BE3HMKHAIH npodnemu. B
HAKOM OT NPOYYBaHHUATA JeilaTa ca C€ HyXKJaeau OT N0-BHCOKA 1033 IIUKIIOCNOPHH Ha
KIJIOTPaM TeJeCHa Maca, B CpaBHEHHE C J103aTd 3a BB3pacTHH. Te ¢a IoHeCH T10-
BHCOKATA 1032 A00pe, BRIIPEKH Y& NPH J03H HaJl MAKCUMAITHO NPENopbYBanaTa
neliaTa ¢a No-noJaT/IMBH KbM 3aabpKaHe Ha TCYHOCTH, KOHBYJICHH H XCTIEPTCH3HA.
Te3u CUMITTOMH ¢ TIOBJIMABAJIA OT HAMAaJIABaHC HA 03aTa.

IIpoTMBONMOKA3IAHHS

o CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEILECTBO HIIH KbM HAKOE OT MOMOIUHHTE: .
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HEKOHTPOJMpaHyd HHOEKIHH WIH MAJIFHEHOCT OT BCAKAKEB BU, pa3JIHYHA OT Ta3H
Ha Koxata (B 4.4. CriellHaIHi IIpeIypesKIcHMs )

¢ [Iuxn0CnOpHH € NPOTHBONOKA3aH MPH MAIMEHTH ¢ PEBMAaTOMACH apTPUT C
HapyiieHy ObOpeuHH (PYHKIMH, HEKOHTPONVIPAHA XUMEPTOHNMSA, HEKOHTPOJTHPaHH
WH(EKIHH U BCAKAKBB BHJI MAJTUTHEHOCT.

e Hapymenusa Ha 6s0peunaTa ¢YHKIMA OCBEH MPH NALUEHTH ¢ HEPPOTHUCH
CHHPOM M JieKa A0 yMepeHa OnOpeuHa HeNoCTaTEYHOCT.

e IuwiocmOpHH € IPOTHBOMOKA3AH [TPH NALMEHTH ¢ ACOPUA3UC, NOJIyYaBalu
Tepamnus ¢ PUVA, UVB, karpaH, 1b4e/IeYeHUE WITH APYTH UMYHOCYTIDECODH.

o [luxiocnopyH € IPOTHBONOKA3aH NPH MALMEHTH ¢ HEQPOTHUCH CHHIPOM C
HEKOHTPOJIHpaHa XHIIePTOHHA, HEKOHTPOJIMPaHU MHOEKIMH 1 BCAKAKBB BUA
MaJIMrHEHOCTH.

e IIMKJIOCIIOPHH HE ce TMpuiiara 3a JeYeHHe Ha PpEBMATONWACH apTPUT MPH ACLA U
IOHOIIIH MOPagX OTPAHHYEHMSA OIUT B Ta3H BH3pacTOBA rpyra.

e EnHoBpemeHHaTa ynotpeba ¢ TAKpOIUMYC € H3PHYHO MPOTHUBONIOKA3aHA.

¢ EnsHoBpeMeHHaTa ynoTpeba na Hypericum perforatum ()XbJIT KAHTAPHOH)
[pacTUYHO MOHIKABA IJIa3MEeHAaTa KOHIEHTPalus Ha HUKIOCHOpHH. ToBa MoxKe
na JoBene Ao 3aryba Ha TepaneBTHYEH edeKT (BYK pasaen 4.5.
BiauMoaeHCTBHA).

CrieliHATHH OpeJynpeKIeHHs H NpeAlla3HH MEPKH NpH ynoTpeda

[ [MK/TOCTIOpHH Ce TpeANHCBa caMoO OT JIEKap, CIELHANMCT M0 OpradHa
TpaHCIUTAHTALHS, IEPMATONOTHA, HedPOOrus WIH peBMATONOTHS. 11aupeHTHTe Ce
HaOMI0aaBaT B JJe4eOHH 3aBeJeHHA ¢ I0CTaThueH JIabopaTOPEeH KanauHuTeT U
MOUTBPKALIH MEIULMHCKY pecypceu. JIekyBaluAT jiekap TpAOBa Aa NpUTeKaBa
nAsIaTa HanudHa HHbopMauusd U NOArOTOBKA 34 IPOCHCAABAaHE HA MALMEHTHTE CH.

LMKJIOCIIOPHH He ¢e MpeAnKesa B KOMOMHALIMA ¢ IPYTH UHXHOMTOPH Ha
KaJLHHEBPHH KATO TAKPOJIHUMYC, THH KaTO TOBA MOXE J1a JOBEAC A0 3aCHJ/IBAHC Ha
Hexxenanure eexTn (BIK CblIO panen 4.5. B3aMMOJEHCTBHE C APYTH JICKapCTBCHU
MpOAYKTH U Apyru ¢opMH Ha B3auMoAciicTeHe) 6e3 nofobpsiBane Ha edeOHaTa
e(PEKTUBHOCT.

[Ipu nAlLMEHTH, JIEKYBAIIK ce ¢ HMKIOCTIOPHH, YNIOTpedaTa Ha KaluHi-ChXpaHaBalliy
Y PETHLM, MEIULIMHCKH TIpENapaT, chabpkamy xamuii, AKE-uaxuburopw,
aHTATOHHCTH Ha aHrHOTeH3HH-1-penenTopa, KaKTO U MOBHILIEH NPHEM Ha KaJIMHi Ype3
XpaHaTta TpsaOBa Aa ce H30Arsar.

CoksT OT rpeiindpyT MOXxe Aa MOBULIM HUBOTO Ha LIMKJIOCIIOPHH B KPBBTA I10 MBTA
Ha B3aHMOIEHCTBHE ¢be cHcTeMara Ha 1uToxpoM-P450. CreneHTa Ha NOBJIMABAHE Ha
HHUBOTO HA LUKJIOCTIOPHH B KPBBTA € HHIUBHAYAITHA K HE MOXE a €€ MPEABHIH.
3aToBa HE cE NPENOopPEYBA MIPHEM Ha COK OT rpeiindpyT no BpeMe Ha JIeHeHHE C
IHKJIOCTIOPHH.

[TpeMBbT Ha MEAHUIMHCKHA MPOTYKTH, KOUTO MOI'aT Ja MPeAH3BUKAT XMIICPIIa3ys Ha
peHnUTE (Hanp. HUdeaunuH), TpaOBa Aa ce N30ArBa NPH MAlHCHTH, KOUTO PasBHBAT . ..
rUHMBATHA posudepalid No BpeMe Ha JTeHeHHE ¢ LMKJIOCHIOPUH (BHXK pasaen 4 & L

HesxenaHM JIeKApCTBEHH PEaKIIUH). /j” ,qa-f e ;_’_" S a:‘::
[Tpu npunarade Ha HHAKTUBHPAHHM HIH TOKCOUAHU BaKCHHH HMYHHHAT O roaqp _;\‘ 31 \
TpsOBa BUHATH JIa € KOHTPOJIMpPA Ype3 onpeleNisHe Ha TUThpa (BIDK pan {1 4 5 LT I%
B3anMoAeicTBHE ¢ APYTH JIEKAPCTBEHH NIPOAYKTH K APYTH GOpMHU Ha W AR H ; 5/’
B3aHMOJICHCTBHE). e e
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Heo6xoauMo € BHUMaHHE [IPH TALMEeHTH ¢ XUIIEPYPUKEMHA, ThH KaTO UKIOCHIOPHH
MOKE AOITBIHHUTEIHO Ja IOBHIIHN HUBOTO HA MHKOYHATA KHCE/IHHA.

[{uknocniopus MoXe 1ia yBpea 660peunnre QyHKIMU. 1lopany Tasu npuyrHa Npeau
3arrouBaHe Ha JISUEHHE ¢ IMIJIOCIOPHH TpA0Ba JOCTOBEPHO TPAOBa Aa ¢€ YCTaHOBH
6a30BOTO HUBO Ha KpeaTHHKHA. [Ipe3 mbpBUTE TPH MeCeHa HA JICYCHNUETO CEPYMHUAT
KpEeaTHHHH U CepyMHATa ypes ce IPOoCiIeIBaT Ha BCEKH ABE CCAMMIIH.

B ciyuaute, Korato Ob0pedHO TPAaHCILUIAHTHPAHH MAIMEeHTH ¢ MHOTO BUCOKH HMBA Ha
LAKJTOCTIOPUH B KPBBTA MOCTOAHHO BJIOIIABAT OBOPEYHUTE CH GYHKIIMY U TOBA HE CE
MOBJMABA OT CHOTBETHOTO PEAYLMPAHE Ha JI03aTa, C& Halarar 1o-o0CToHHH
THArHOCTUYHH TECTOBE, Hamp. O60peyHa OHONCHA.

[IMKIOCTIOPMH MOXE CBLIO J1a YBpeu uepHoApoOHara ¢pyHKuus. 11lopaam Ta3u
MPUYHHA [IApaMETPUTE HA YepHOAPOOHATa (PYHKIHA CBIIO CE MPOCHAEIABAT PEAOBHO.

Thit KATO LMKJIOCHOPHH B HAKOHU CIIy4ad MOXKE Jia NIPeAU3BHKA XHIICPKATHEMHUA UITH
XUMOMarHeseMus WIH ITEK /@ H30CTPH MPEAX0KAaH SICKTPOAHTHH CMYIICHHUA OT
TO3M THIL, IPETIOPHYBA ¢¢ IPOCAEAABAHE HA CEPYMHHS KaJlkii U MarHe3UH ocodeHo
[py HALHEHTHTE ¢ M3paseHa 6pOpeuHa AUChyHKLM.

B xona Ha JICUSHHUE ¢ LIUKIOCIIOPHH € HeoOX0AMMO PEAOBHO MPOCIeIABaHE Ha
KpBBHOTO HalAraHe (Bik pazaen 4.8. Hexenanu nekapcTBeHH peakinu). JIeueHHUETO ¢
LUKJIOCIIOPHH C€ MPEYCTAHOBABA, aKO XMIIEPTOHHATA HE MOXKE [1a ¢ KOHTpOIHMpa €
NOAXOAAIIA AHTHXUNEPTCH3UBHA Tepalius.

Koraro ce mpyHeMa LMKJIOCIIOPHH, MOXKE Aa Bb3HUKHE 00PaTUMO MOBUINABAHE HA
JIMMUOUTE B KpbBTa. [lopaau Tasu npyduHa ce NpenopbuBa Npeay 3anodBaHe Ha
JIEYESHUETO, KAKTO ¥ CIIE ITBPBUS MeCEll OT TepanuiTa, Ja ce OIpeaAeIH HUBOTO Ha
JMITMAYTE B KPBBTA. B ciy4aid, 4€ HUBOTO HA IMIMIUTE C€ NMOBHIIH, IPHCMBT Ha
Ma3HKMHH B XpaHaTa ce OrpaHU4YaBa W/HIH J03aTa IMKIOCIIOPHH C€ peAyHpa.

[IpenopbyYBaT c€ PEXOBHH CTOMATOJIOTHYHH NperJie/id (Ha BCCKH TPH Mecela). 3a na
ce MpeABHIN NIOABATA MM [a ¢ peAyLiHpa rHHIMBajIHaTa XUNepIiasud, 3p0UTe
TpsA6Ba Ja ce MOYMCTBAT NPO(YECHOHATHO M MALMEHTHT A2 OBbI¢ HHCTPYKTHPaH
OTHOCHO HEOOXOAHMUTE MEPKHU 3a JIMYHA 360HA XHTHEHA.

[Ipu nedeHre ¢ IUKIOCTIOPHH MMa MOBHIIEHA YSCTOTA HA NOABA HAa KOXHU TyMODPH.
[Topaay Ta3H NPUYMHA NALMEHTUTE CE NPeAYIIPEKAaBaT A2 H30ATBaT HEHYKHO
n3narale Ha cirnHile. [IpenopbyiBa ¢e pedOBEH IPEIIC Ha KOXKaTa, KAKTO KB
XHCTOJIOTMYHA MPOBEPKA Ha CYCNEKTHHTE NMPOMEHH.

CnenyaiHO BHUMaHUE Ce IpenopbyBa IpH MALUCHTH ¢ HEIICKYBaHH OCTpHU
HHEKLIMH.

PyTUHHOTO OMpeAe/iaHe Ha MUHMMAJTHATa KOHLIECHTPalHA Ha IWKIIOCTIOPHH B
ISUTOCTHA KPBB € BaKHA npenasHa MApKa 3a KOHTPOJIMPaHe Ha JCHCHHETO NpH
TpaHCIUIaHTHPaHU NMalKeHTH (BHX pagen 4.2, JIo3HpOBKA U HAUYHH HA NPHIIOKCHHEC
Ipy OpraHHa TPaHCIUIAHTAIHA ).

Tps6Ba 1a ce UMa Npel BUJA, 9€ ONMpPEAS/ITHETO Ha HUBOTO HA LHKJIOCTIOPHH B

LJIOCTHATA KPbB, B IUIa3MaTa WIH CEpyMa € caMo €IUH 0T (GaKTOPHUTE, JOTIPUHACHIL
3a KJIMHUMHATA NpelieHKa Ha CTaTyca Ha nauyedTa, 3aToBa HUBOTO HA [IUKIIOCIIOPHH
B KPHBTA TPAOBA JIa CITYXKH KATO YKa3aHHE 3a JICUCHHETO KaTo ¢€ MOAKPend u oT . -

.....

NPYTUTE KIMHAYHY ¥ J1a0OPaTOpHH MapaMeTpH.

xureprensus. [lanpeHTure, NpeaACTABAINHU Ce ChC CUMITTOMH Ha MOBUIIC
BETPEUEPEIHO HanAraHe, TpadBa Aa ¢ U3CICABAT Y aKO C€ YCTaHOBH
noOpOKaYeCTBCHA BETPEYEPEIiHA XHIIEPTEH3US, JICUEHHETO ¢ LIHKIONOPH ce
IPEYCTAHOBABA IIOPajli PUCK OT MePMAHEHTHA 3ary0da Ha 3peHHETO. W,
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JTonbJIHATEIHE OPeaAYHpeKIeHAs IPH HeQppOoTHYIEH CHRAPOM

Toif KaTO HUKIIOCTIOPUH MOXKeE Ja HaManu Ob0pedHHTe PYHKLUH, HEOOXOAUMO €
4ecTO KOHTPOJIMpaHe H aKo ¢¢ YCTAHOBH, Y€ CTOHHOCTHTC HA KPeaTUHHH Ca MOBEYe
oT 30 % Haj 6a30BOTO HUBO B NIOBEYE OT €AHO UIMEPBAHMA, J03aTa HA HHUKJIOCIIOPHH
ce peayumpa ¢ 25-50%. INaiMeHTUTE ¢ MaToNoru4HoO 6a30B0 HUBO Ha OBLOpeUHaTa

QYHKLNA TBpBOHAYAITHO 3am04BaT MpueM ¢ 2.5 mg/kg IHEBHO U ce Halbo1aBaT
BHUMATEJIIHO.

3acTy>kaBa ia ce 0T0eNIeKH, Ye B HAKOU CIy4a CaMHAT HeGPOTHYCH CHAPOM
npeau3BHUKBa MpoMaHa B 6p6petHaTa pyHKuHd. Taka ca yCTaHOBECHH CTPYKTYPHH
650peuHH IPOMEHM BB BPB3Ka ¢ JISYEHHETO ¢ LIMKIOCIOpHH Oe3 Aa ce Habmoaasa
MOBHUIISHME HA HUBOTO Ha CEpYMHHA KpeaTHHHUH. 11pH ManueHTH, NCKyBaHH C
(MKJIOCTIOPHH B NPOJR/DKEHHE Ha IOBEYE OT €HA FOJIMHA, € MokasaHa OrOpevHa
GHOTICHA, 3a [1a C& NpeLeHN nporpecHdaTa Ha Op0peyHOTO 3a00NABAHE H CTENEHTA HA
LIMKJTOCTIOPHH aCHLIMHpPaHUTE NMpoMeHH B 6p6peunaTa Mopdonorus, KOUTO Morar Jia
CBIIECBYBAT.

[Ipy nanKMeHTH ¢ HeGPOTHUSH CHHAPOM, JISKYBAHU ¢ HMYHOCYTIDECOPH (BKIL.
LHKJIOCTIOPHH), € ChoOIaBaHO 3a MAJIMTHEHU HOBoOOpasyBaHHA (BKJ1. XO/UKKHHOB
JUMPOM).

JIIrOCPOMHHITE AaHHH 3& POJIATA HA LMKJIOCTIOPHH B JICUYCHHETO HA HePPOTHIHNUA
CHHIPOM Ca OrpaHH4eHH. Bee nak B KITHHWYHH M3MUTAHHS NAUMEHTHTE ca 01K
JIEKYBaHH B MPOIB/DKEHHE Ha €/1Ha IO JBe roAuHu. Moxe za ce oOCHXKIaA
TBITOCPOYHO JIEYCHHUE, aKO UMa JAHHH 34 3HAYMTETHO MOHWKEHHE Ha
MPOTEHHYPHATA CBC 3aNla3BaHe Ha KPSaTUHHHOBHSA KIHPHHC U OCHIypABAaHE Ha
MIOAXOAAIINTE NpeANa3Hi MEPKH.

MonbIHATEAHA OpeAydpeKIeHHS HPA PeBMATOHACH apTPHT

Thit KaTo LUKNOCTIOPHH MOXE J1a TIOHIXH 6n0peunara GyHKLMA, NpeIu 3aN04YBaHe
Ha JIeYeHHEe € HeOOX0AUMO HAIEKIHO YCTAHOBSBaHe Ha 6a30BOTO HHBO Ha CEPYMHUA
KpeaTHHHH B MOHe B¢ M3MepBaHua. Criei TOBA HUBOTO HA CEPYMHHS KPEATHHUH C€
KOHTPOJIAPA eXKeCeIMHYHO B MPOIBJDKEHHE HA €IUH MeCelLl, CJIe/] KOCTO B
pOB/UKEHHE HA TPH MECELA — HA BCEKH JIBE CCOMMUIIY, a CJIe]l TOBA — €KEMECCUHO.
[To-gecT KOHTPOI C€ Hajlara, KOTaTo J03aTa C€ YBe/IM4YaBa MJId KOraTo ¢€ 3arno4sa
ChIBTCTBALIO JICUEHHE ¢ HECTEPOMIHH MPOTUBOBE3NAIUTEIHH CPEACTBA UITH ITBK CC
yBeJINYaBa J03aTa UM.

AKO HUBOTO Ha CEPYMHHS KpeaTHHHH e noeede oT 30 % Hax 6a30BOTO HUBO B
HAKOMKO H3MEPBaHUSA, 103aTa LMKJIOCTIOPHH C€ peayliipa. AKO HUBOTO Ha CEpPYyMHHUS
KpEATHHUH ce MOBHILH ¢ roBeve o1 50 %, no3aTa ce HamansBa ¢ 50 %. Te3n
MPEHOPBHKH C€ OTHACAT JIOPH U 32 CIyYaHuTe, KOraTO CTOHHOCTHTE €4 B HOPMAIHHA
MHANa30H. AKO HUBOTO HA CEpPYMHHA KPECATHHMH HE C€ MOHMWKABA B pAMKHTE Ha €IMH
MECELL, JISYEHHETO ¢ LMKIOCIOPHH C€ NIPEeyCTaHOBABA.

JledeHHETO cE MPEYCTAHOBARA U B CIyMAUTE, KOraTo MOABUIATA C¢ B PE3YJITAT Ha
IpUeMa XHUTIEPTOHHS HEe MOXE Aa C€ KOHTPOJIHpa ¢ MOAXOAAINA aHTHXHIICPTCH3WBHA
Teparnus.

KakTo npH BCsAKa TpAroTpalina MMyHOCYNPECHBHA Tepanus ChUICCTBYBA MOBHIICH . - & x|
puck oT IuMdonponupepaTueuy 3abonssanus. [Ipenopbusa ce BHUMAHUE, AKQ/ . Thuis

T
LMKIOCIIOPHUH CE TIpHiIara eAHOBPEMEHHO ¢ METOTPEKCAT. ’;{” L e J“‘H
o 2
— R E RS .e:"f .k ﬂf}
[Tpu nevcHUe Ha PEBMATOM/IEH apTPHT, MMAalKH Mpel BUJ 0€30aCHOCTTA 38, ; /1 - = =7 \\ "\
MaLAeHTa, TPA6BA 1a ce H3BhPIIBAT AOMBIHUTEHY KOHTPONHH IIPETTIEAH CBIFACHO : “1. j i |
cJieIHATa BpeMeEBa cxeMa: \o e e e /
"::"“.. ':. | q“*.._ r.ﬁ"' ;;'-_H'r"-
s gty
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- XeMaTOJOTHYEH MPOdHU (€PUTPOLIITH, TEBKOLIMTH U TPOMOOLIWTH): IBPBHYHO, Clie]l
KOETO Ha BCEKH 4 CEAMULH;

- YepHOAPOOHH €H3HUMH: IIHPBHYHO, CJIe]l KOETO Ha BCEKH 4 CeAMHILY;
- YpHHA: ITBPBHYHO, Cjie[l KOETO Ha BCEKH 4 CEIMHIIH;

- KpBBHO HAJIATAHE: ITbPBHYHO, CJIE/ KOSTO HA BCEKH 2 CeAMMLUM B IIPOABDKEHUE Ha 3
MeceLud, a cJiell TOBa Ha BCeKU 4 CeIMMLIH;

- Kanuii, TUIUAAM: THPBHYHO, CJIEA KOETO Ha BCEKH 4 CeIMULIH,

CBIIeCTBYBAT AAHHH OT KJIMHHMYHM M3NUTBaHUA 32 Ieproa a0 12 Mecena. ONUTHT 32
No-ABTBE CPOK HA JICUEHHE MOHACTOSIIEM € OrpaHHYeH. AKO 10 TPU Mecea He Op/ie
yCTaHOBEH 3a0e/exuM epeKT OT JISUCHHETO, IPHEMBT Ha LIUKIIOCMOPHH C¢
MpeycTaHOBABA.

TonbAHATE/IHE OpeaYNpeXIeHAA NPHE NCOPH3HC

ThHi KaTO LMKIOCTIOPHH MOXKe [a MOHIKH ObOpeuHaTa QyHKuHMs, HEOOXOAUMO €
NOCTOBEPHO yCTaHOBsBaHe Ha 6a30BOTO HMBO Ha CEPYMHHUS KPEATHHMH B MOHE [IBE
H3MEepPBaHYs NIpe/id 3amoYBaHe Ha JIeueHHeTo. CepyMHHUAT KPeaTHHHH C& KOHTPOJINpa
HA BCEKH JIBE CESAMHIM Npe3 MbPBHUTE TPU MECELla Ha JIEUCHUETO, CIIER KOCTO CE
eI eXkeMeCceuHO. AKO HHBOTO HAa CEPYMHHS KPEaTHHHH ce MOBHIIH ¢ [oBeye oT 30
% uaJ 6230B0TO HUBO H NPOAB/DKABA /1a Ce OBHIIABA B MIOBEUE OT €AHO M3MEpBaHe,
103aTa Ha UKJIOCIIOpHH ce pexyLupa ¢ 25-50 %. Ako cepyMHHSA KPEaTHHHH CC
MOBHUILIH ¢ moBeue oT S0 %, no3ara ce peayuupa ¢ 50 %. Te3n npenopeku c€ OTHACAT
JIOPH M 32 CJIy4auTe, KOraTo CTOHHOCTHTS ¢a B HOpMAalIHHA JHAalla30H. AKO HUBOTO Ha
CepyMHHS KPeaTHHUH He ¢ MOHMKM B PAMKHTE Ha €HH MECELL, JICYCHHETO C
LUMKIOCIIOPHH €€ MPEYCTaHOBSBA.

JIeyeHUETO C€ NPEKBCBA H B CJIy4auTe, KOTaTo € YCTAHOBH JICKapCTBCHO
npeaU3BUKaHa XUIIEPTOHHMA, KOATO He Ce OBlandBa OT ChOTBETHATA

aHTUXHUIICPTEH3UBHA TepallH.

[lalMeHTHTE B HANpEHATIA BB3pacT TpAOBa Aa ce 1eKyBaT ¢ LIMKIOCIIOPMH, CaMo B
ciydait Ha OCTED NICOpHAa3UC, KaTo OBOpeUHATa MM HYHKIMA C€ CICAH BHUMATCITHO.

[TpoABIDKHTENHOCTTA HA MPHEMa OOMKHOBEHO € 12 ceMHIM. OnuTeT ¢ KypC Ha
JledeH e Mo-abJIBr oT 24 ceqMuLM € orpaHudcH. [IpenopbuBa ce NpEeyCTaHOBABAHE
Ha MpHEMa, aKO B XO/a Ha JICUEHHETO ¢ HMKIOCIIOPHH C¢ YCTAHOBH MOABA Ha TPYIHO
KOHTPOJIHUPYEMa XHITEPTOHHUA.

Cho6IaBaHoO € 3a 0ABA HA MaJMIeHH HOBOOOpazyBaHHA (0CODEHO Ha KOXaTa) Ipy
MALKHEHTH CHC NICOPHAIHC, IEKYBAHH ChC LIMKIIOCMIOPHH, KAKTO H NPH TE3H, JieKyBaH!
¢ TpaJAULIMOHHH HMyHOcyTpecopH. IIpenopbyuBa ce NpeaABapUTEIICH NpEren 3a
BCAKAKBH (POPMH Ha CHINESCTBYBaIM TYMOPH, BIUIIOUHTE/IHO HA KOXXATa U Ha
[myiikaTta Ha MaTkara. [Ipeau 3ano4ysaHe Ha JEYCHHETO ¢ LIMKIOCIICPHH €
HeoOxoauMa 6HOIICUS OT KOXKHMTE JIC3HHK, KOUTO He ca TUIIMYHHU 33 ICOPHA3NC, 34 11a
ce U3KIII0YAT PaK Ha Koxkata, mycosis fungoides Win Apyry NpeManurHeHu
pascTpoiicTea. [TanyeHTHTE ¢ MATMTHEHH HITH NIPEMATMIHEHH TPOMEHH 1O KOJKaTa C€
JIEKYBAT ¢ LMKJIOCIIOPHH CaMO CJie/l ChOTBETHO TPETHUPAHE HA TE3M JiC3HU U CaMO TIpH
JIAIICA HA aNTEPHATHUBHO JICYEHHE.

OrpanudeH Opoit MALIKCHTH ¢ ICOPHA3NC, TEKYBaHH C IIUKIIOCTIOPHUH, pasﬂﬁggfﬁ_._: T BRI
nuMdonponuhepaTHBHA pa3cTpOHCTBA, KOUTO ¢a OOPaTHMH CIEL He3abaBHO 7 . N3
mpeycTaHOBsSBaHe Ha mpueMa. [1alueHTH, KOMTO Ce IEKYBAT ¢ unls:nocmpkfﬁgﬂ@:" Gupa. P\ <
eIHOBpEeMEHHO aa ce ¢ obmeuBar ¢ UV-B win f1a nomyyasar PUVA- l’\ R
(pOTOXMMHOTEpAITHA. W T
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[Ipea BUA NOTEHIMATHISA PHCK OT KOXXHH MaJTMTHCHOCTH MalEeHTHTE, TpHUeMallll
MKJIOCTIOPMH, TpA6Ba Aa GbaaT npeaynpeaeHu Aa H30ArsaT IPeKOMEPHOTO Oe3
npena3Hyd CpeCTBa W3laraie Ha CIbHIIC.

NonbJHHETE/THA NPeAYIPeKICHES TPH ATONHYEH 1epMATHT

Tii KaTO WHKIOCIIOPUH MOsKe 1a TIOHIKH Gb0pedHaTa QyHKIKS, HE0OX0UMO €
IOCTOBEPHO YCTAHOBsIBaHe Ha 6a30BOTO HUBO HA CEPyMHHA KPEATUHHH B IIOHC IIBC
u3MEpBaHHA NIPEIHU 3aTI0MBaHE Ha JIeYeHHETo. CepyMHHUAT KPEaTHHHH €€ KOHTPOIHPA
Ha BCEKH JIBe CeJMMLIM TIpe3 IBbPBHUTE TPY Mecella Ha JIEYCHHETO, CIIET KOCTO C&
cIIe M eKEMECeUHO. AKO HMBOTO Ha CEpYMHHA KpEaTHUHHH C¢ MOBHILH C [MOBEYE OT 30
% Hax 6a30BOTO HHBO U MMPOBJIKABA [ C€ MOBHIIABA B NMOBEYE OT C/IHO H3MEPBAHL,
1103aTa Ha LMKIOCIOpHH ce peayimpa ¢ 25-50 %. Te3u npenopbky €€ OTHACAT LOpH
H 33 CJAy4YaHnTe, KOraTo CTOMHOCTUTE Ca B HOPMATHUA nadoparopeH Auana3oH. AKO
HUBOTO Ha CEPYMHHS KpeaTHHHH He ¢e NMOHKH B PAMKHUTC Ha €IMH MCCCLL,
JIeYEeHUETO ¢ LIMKAOCTIOPHH ce NMpeyCTaHOBABA.

JIeyeHHETO ce MPEYCTAHOBABA U B CIIydaWTe, KOTaTo C€ YCTaHOBH JIEKaPCTBEHO
NMpeU3BHKAHA XUNEPTOHHS, KOATO He CE OBJA/ABA OT CHOTBETHATA
AHTHXHITEPTEH3UBHA TEPAITHA.

Toif KATO ONMUTHT ¢ LMKJIOCTIOPHH MNPH Ielia ¢ aTONMUYEH NEPMATHT € OTpaHH'iCH,
yriorpebara My NpH JeNa He ¢€ NPEnopbUBa.

[TanMeHTUTE B HAMIPeHANA BB3pacT ce JIeKYyBaT ¢ IMKIOCIIOpUH CaMO B cay4ai, 4e
CHMITTOMMTE Ha aTOTMHHMS IePMATHT OTIMYMSBAT, KaTo Gb0pedHaTa UM QyHKIMA Ce
cnesd BHUMATEITHO.

Beuursenara tumbaacHoNaThA YECTO C€ CBbP3Ba ¢ BHE3ANHO M30CTPAHS HA
ATOMAYHUS AEPMATHT ¥ OT3BY4aBa CIIOHTAHHO WJIK NPH NoA00pABaHe Ha
sa6ongeanero. JlumbaneHonaruaTa, Habmonapana BB Bpb3Ka € JIEUCHHETO €
IMKJIOCTIOPHH, ¢€ HaG/II0aBa BHUMATEIHO. AKO TMM(aIcHOTIaTHATa ICPCHCHTHDA
HE3aBUCHMO OT NMOACDPABAHETO HA CHCTOSHHMETO, NPENIOPBHBA C€ NPCBAHTHBHA
GUOTICHS, 32 [1a Ce U3KIIOYU BEPOSTHOCTTA OT JIHM(POM.

AKTHBHaTa HubEKIMA ¢ BUPYC XepIec CHMILIEKC TPAOBA fa ¢¢ CITMMHHNPA IIPCIH
3aTIOYBAHE HA TEPAIHA ¢ IHKJIOCTIOPHH, HO NIPEyCTaHOBABAHE Ha NIpHCMa €
OTIpaBAAaHO CaMo B CJIydaii Ha pa3BUTHE Ha TEKKA pHdeKLM B X012 Ha JICUCHHETO.

Koxwuwure undexumu cke Staphylococcus aureus He ca abCoOTHA KOHTPAHHAKKALA
3a JIeUeHHE ¢ LUAKIOCTIOPHH, HO TpA0Ba Ja € TpeTHpaT ¢ MoAXOoAdINH
aHTHOAKTEpUATHH cpencTBa. IlepopanHUsT EPUTPOMHLIMH MOXKE Zia MIOBHLIH
KOHLEHTPALMATA Ha IMKIIOCTIOPUH B KPBHBTA (BHK pasfiell 4.5. BzauMoaeicTBHE ¢
[PYTH IeKapCTBEHH NPOAYKTH M APYTH GOPMH Ha B3aHMOJACIHCTBHE) M 3aTOBa TpAOBa
na ce u30ATBa. AKO HE CHIIECTBYBA aNTEPHATHBA, HUBOTO HA LMKJIOCTIOPHH B KPBBTA,
6Bp6peuHaTa GYHKIMA M MMOABATa HA BB3MOMXKHH HEXC/IaHH edEKTH CcE CAEAAT
BHHMATEJIHO.

Teif KaTO CHLIECTBYBA MOTCHIMANIEH PUCK OT MATHIHEHH KOXKHH o0pas3yBaHus,
[alMEHTHTE, IEKYBaHHU ¢ LMKIOCTIOPHH, ce NMPEeNyNPEkKAABAT 1a HE C€ najlarat
NPEKOMEPHO Ha CIIBHLE 0€3 npeanasHu CpeacTea. Te3u nanyeHTH HE OMBA
eIHOBPEMEHHO J1a ¢€ ¢ 00TBYBAT ¢ UV-B wiu aa nonyuasar PUVA-

doToXUMHOTEpATUA. e e

IloMONMHKA BEIieCTBa HA NHKJIOCHOPHH A

..a S K , ":"i'.'r_'f-. ..
ToBa JIeKapcTBO ChABPAKA MAKPOTOJIMIHLIEPOJT XUAPOKCHCTEAPAT, KOWTO M(}é(ﬂ_; na..ou

[I[peM3BMKA CTOMAUIHO PA3CTPOHCTBO Y JIHAPUSL. tl SR
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To3u TekapcTBEH NPOIYKT ChAbPXKa €TaHOJ: \s
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IuKmocnopuH Ankanoun® 25 mg MeKH KaIcy i

Enna Meka KancyJa Luknocnopun Ankamour’® 25 mg cbabpka 25.00 mg 9ucT
€TaHOJI.

To3u eKkapcTBeH MPOAYKT ChABpXKa 12.7 06. % eranol (aIKoXom), T.e. 10 325 mg Ha
103a, KOETO € eKBUBAJIEHTHO Ha 13 ml 6upa mwiu 6 ml B¥HO 3a A03a. ToBa MOXe [1a €
BpeJHO 33 CTpajaliuTe OT aATKOX0aH3bM. [fa ce MMa npes BUA Npy OpeMeHHH U
KBPMEIIM XEHH, TIPH AeLia U TIPH BUCOKO-PHUCKOBHUTE IPYITH HA MAMECHTHTE C
yepHOAPOOHH 3a00IIBAHMA KITH SIUICTICHAL.

4.5. BiaumojaeiicTBHE ¢ OPYIH JIEKAPCTBeHH NPOIYKTH H APYrH ¢GopMH Ha
B3ANMOdeHCTBHE

B3anMojeHCTBHE C XpaHH

VY CTAHOBEHO €, 4e eJHOBPEMEHHHAT MPUEM Ha COK 0T rpeingpyT NOBUIIABA
OHOHATTMYHOCTTA HA LIUKIOCTIOPUH.

B3aaMoaelcTBHE ¢ APYrH JIEKApCTBA

PasfensT Mo-aojly U30posBa JeKapeTsaTa, pH KOWTO A0CTaThYHO N00pe e NOKa3aHo
KJIMHHYHO 3HAYUMO B3aUMOJCHCTBUEC ¢ LHKIOCMOPHH.

PasznuyuuTe JeKapcTBa [IOBUIIABAT HITH NIOHKABAT KOHHEHTpauMATa Ha
LMKIOCTIOPHH B IUIA3MAaTa WIH B USUIOCTHA KPbB OOMKHOBEHO Ype3 HHXHOMLIMS WK
HHIYKOMA Ha €H3UMMTE, yJacTBallM B METa00IM3Ma Ha LIMKIOCHOPKH (0c00eHO
uuToXpoM P450).

ToBa n1EKapCTBO CHABPXKA €TAHOJ (BIK pajei 4.4.) ETaHOIBT MOXKE Ja
B3aUMOJEICTBRA C IPYTH ACKApPCTBEHH CPEACTBA.

JlexapcTBa, KOETO NOHMKABAT KOHNCHTPANHATA BA NHK/IOCHOPHH:

Bap6uTypaTH, kKapbamasermH, GpeHUTOMH, heHoOapOuTall; NPHMHIOH,
rpu3eodyIBHH; METAMU30; HAQLIIHH, Cy1(paaHuMUIHH ¥ TPUMETONPHM BECHO3HO;
pudbaMITHLIMH; OKTPEOTHA; NpoOyKOoIT; CyiaarasuH; OPIUCTAT; TPOTIIUTA30H;
Hypericum perforatum (¥bJIT KAHTAPHOH); THIVIONTHIWH.

[TauueHTHTE, KOKUTO Ce JIEKYBAT ¢ [IHKJIOCIIOpUH, HE OMBa Jia mpueMar
pOAYKTH/GWIIKOBH Npenapaty, CbAspxamu Hypericum perforatum, TbA KaTo TOBa
MOJKEe Ja IOBEe 10 3HAYUTEIIHO MOHHXKEHHE Ha IUIa3MeHATa KOHLUCHTpauA Ha
HMKIOCTOpHH upe3 HHAyKuusa Ha CYP3A4 v 1o TO3U HaYHH 10 NOHWXXEHHE Ha
TepaneBTHYHATA My eeKTHBHOCT (BHXK pasaen 4.3. [[poTHBONOKasaHus).

JlekapcTBa, KONTO NOBHIIABAT KOHNEHTPANHATA HA HHKIOCHOPHH:

MaxpoauaHu aHTUOMOTHHY (OCHOBHO €PUTPOMHENH, KIAPHTPOMUIINH,
JHKOCAMHIHH, POKCHTPOMHMIMH ¥ NPUCTHHAMHIIMH); KETOKOHA30J, (hTyKOHA301I,
MTPAKOHA30JT; KAILMEBH AHTATOHUCTH (KaTO AMNTHA3EM, HUKAPIHITVH, BepanamMui);
METOKJIONPaMM; OPalHHA KOHTpalLENTHBY; NPpoNaQeHOH; JaHa30l;
METHTPEAHA30/I0H (BHCOKH 03U); alonypHHO; H2-aHTaroHUCTH (IMMETHNH,
paHUTHIHH); XJIOPOKBUH, aMHOAAPOH; OPOMOKPUIITHH; ITPOTEa3HH HHXHOHTOPU;
JOKCULIMKIIUH.

N pyra ¢popMH Ha B3IaEMOJEHCTBHE € IPYIH JCKAPCTBCRH NPOAYKTH

[IpenopbuBa ce BHUMAHKE, KOTaTO eHOBPEMEHHATA YNIOTPeda Ha APYTH JEKapCTBa.C - B
HUKTOCIIOPHH BOAH 10 HEPPOTOKCHYEH CHHEPIrU3bM. aMHHOTJIHKO3UIH 7 SRR
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(BKJTIOUHTENHO N'eHTAMUIMH, TOOpaMHLIMH), amoTepatyH B, LHHAPOPIOKC “‘
BAHKOMHIIMH, TPUMETOIIPHM (+cydaMeToKca3om); HECTCPOUAHH
MPOTHBOBB3NAIMTE/HH CPEACTBA (BKIIIOUMTEIHO AHKIOPEHAK, HATIPOKCEH,

CYAHHAAK); MeadanaH TAKPOJIUMYC H CHPOAHUMYC. \
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[{uknocnopud Ankanoun® 25 mg MeKH Kancyiu

[To BpeMe Ha JIEUCHHE ¢ HMKAOCIOPHH BAKCHHALMUTE MOTAT J1a OB/IAT I0-MaJIKO
edeKTHBHH, 3aTOBA MPHWIOKEHHETO HA KUBH aTCHIOMPaHH BAKCHHY Ce H304rBa.

ExHOBpeMEHHHAT TIPHEM Ha HUOEIUNMUH U UMKIOCMOPHH MOXKE JIa H30CTPH
rMHCHBAJIHATA XHNepIUia3nud, HabaonaBaHa mpy CaMOCTOATENHO MPHIaraHe Ha
LUKJIOCTIOPHH.

Cpo6I1aBaHoO € 3a TOBHIIEH PHCK OT IpHIabLU NPH KOMOKHHPAHe Ha LUKIOCIIOPHH
¢ KOPTHKOCTEPOHH, METIIIIPEAHM30JIOH, MPETHU3OH WM MpeJHK30J10H. ToBa ce
OTHAcs 0CODEHO 3a BUCOKH 103U KOPTHKOCTEPOUIH.

EIHOBPEMEHHOTO MPWIOXKEHHE Ha JUKIO(PECHAK U IIHKIIOCTIOPHH BOAH 10 H3PA3€HO
MOBUIIABaHE HAa OMOHATMYHOCTTA HA JAWKIOPEHAK, KOETO MOXKE Aa Mpean3BHUKa
o6paTHMO MOHIKEHHME Ha GBOpeuHaTa ¢pyHkiKs. [ToBHeHaTa OMOHATNIHOCT Ha
muKodeHak BEPOATHO ¢€ IB/DKHA HA PeTyKIMs Ha ¢(ekTa Ha TbPBO IPCMUHABAHT HA
nuKIIodheHaK. AKO eTHOBPEMEHHO ¢ IHKIIOCTIOPHH C€ M3MI0/I3BaT HECTCPOMIHH
MPOTHBOBB3NATHTE/HH CPEACTBA ChC ¢/1ab e(eKT Ha MbPBO NMPEMHHABAHE (Hamp.
alleTWICATHLIIOBA KUCEIMHA), IOBUIlIeHa OHOHATMYHOCT He C€ 04aKBa.

[[MKI0CTIOPHH MOXKE CHINO Aa NOHMKH €KCKPEeLINATa Ha IMMF OKCHH, KONXHLIHH,
JIOBACTATHH, IPABACTATHH, CUMBaCTATUH, ATOPBACTAaTHH U NIPEAHMU3O0JIOH, ¢ KOETO Jia
noBefie 10 NOoABa HA TOXCHYHOCT HAa AMTOKCHHA WIIH IO MOBUIICH PHCK OT MYCKYJIHA
TOKCHYHOCT (BIUTIOUHMTETHO 60NKa U cabocT B MyCKYJIMTE, MHO3HT H MOHAKOra
pabaOMHOIIH3a), TPEAU3BHKAHH OT KOJIXULIMH, JOBACTATHH, MPABAaCTATHH,
CHMBACTATHH M aTOPBACTATHH.

IIpenopnkH

AKO e/{HOBpEMEHHATA yroTpeba Ha LIHKJIOCTIOPHH C JICKApCTBa, KOUTO CH
B3aUMOIEICTBAT ¢ Hero, e Hen3OexHa, TpsaOBa Na ce cna3BaT CJICAHHTE OCHOBHU
IPENOPHKU:

[Tpy eqHOBpeMeHHa yrioTpeda Ha JICKapCTRa, IipeJU3BUKBANIK HePOTOKCHHEH
CHHEpPrH3BM, Ob0peuHaTa QyHKIHA ce ClIeI BHUMATENHO (0CO0EHO CEpyMHHS
KpeaTHHHH). AKO O6b0pedyHaTa QYHKLMS € SHAYMTE/IHO MOHIXKCHA, 103aT4 HA
CBHITPTCTBALIOTO IEKAPCTBO ¢& HaMaJIsBa WiIH Ja ¢€ THPCH aNTEPHATHBHO JICUCHHE.

JlexapcTBa, KOATO HOHHKABAT KM NOBAMABAT OHOHAJIHTHOCTTA HA
NHKJIOCIOPHH:

IIpu TPAaHCIUIAHTHPAHH MALMEHTH € HE0DX0UMO 9ECTO H3MEPBAHS Ha
KOHLEHTPaUMATa Ha HIJIOCTIOPHH ¢ BE3MOXKHOCT 32 KOPETHpaHe Ha 103aTa 0CO0OEHO
B HAYAJIOTO Ha JIedeOHuUs Kypc WIH NP IIPEKBCBAHE HA IIPHEMA HA CHITBTCTBALIOTO
nekapcTBo. [IpH HETPAHCILIAHTHPAHH NALIHCHTH 3HAYCHHETO Ha MHOTO CTPOTOTO
KOHTPOJIHpaHe Ha KOHLIEHTPALIMATA Ha HUKJIOCIIOPHH B KPBBTA € CBMHHTCITHO, TBH
KATO BPBH3KATA MEXAY KOHLEHTpALMATa B KPBBTA H KITHHHHKA e(eKT BCE OLUE HE €
nobpe ycTaHOBEHA. AKO €JHOBPEMEHHO C€ JIpUEMAT JICKApCTBa, NOBHIABAIIH
KOHLICHTPALMATa Ha LUKIIOCTIOPHH, 110-YAa4YHO € Y€CTOTO H3MEPBAHE HA OBpOpevHarta
byHKLEA B BHAMATETHOTO HabmoaeH)e Ha MAlMCHTa 10 OTHOMICHHE Ha CBBP3aHHTE
¢ LIMKJIOCITOPHH HEXENaHH €(PEKTH.

EnsoBpeMeHHaTa yroTpeda ¢ HiueTUIMYH ce H30ATBa NpY NMAMMCHTH ¢ r'HHIHBajlHA

XHUIepIIazug.
HecTepOoHAHUTE MPOTHBOBBINAIHTEIIHY CPE/ICTE], 38 KOMTO CC 3HAC, YC HMAT g e

S AR e e L
uzpaseH MeTaboIM3BM [IPH TEPBO TIPpeMUHABAHE (HAIP. nuKnIoQeHak), ce NpeAMCBaT 2, . %7 N\
C [10-HMCKA /1033 OT HOPMATHO MPenopbyBaHaTa NpH NALMeHTH, HeTpUeMamifi < /- 7y vy 5 \t\
LAKJIOCTIOPYH. |
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il KATO XENATOTOKCHIHOCTTA € MOTeHLMAICH HexKeNaH e(eKT Ha HeCTePOYIHHTE -, LET ST
NMPOTHBOBB3NIAIIMTEHY CPEACTBA, NPENOPBYBA C€ PEIOBHO KOHTPOJIMPAHE HA . e oot
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[{ux10CIOpHH Ankanoux” 25 mg MEKH KalcCyJlH

4.6

4.7

4.8

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

yepHOoApOoOHaTa (PYHKIIMA, KOTaTO c¢ Hajlara €JHOBPEMEHHO IeYeHHe ¢ IIMKIOCTIOPHH
Ha NMAlHEHTH ¢ peBMATOMICH apTPUT.

AKO JHMIOKCHH, KOJIXHLIYH, IOBACTATHH, MPABaCTATHH WJIH CHMBACTATHH CC TIpUjIarat
eJHOBPEMEHHO C LHKJIOCTIOPHH, HEOGXOMUMO € BHIMATEIHO KIIHHUYHO HaOJIIOAeHHE.

BpeMeHHOCT H KbpPM€EHe
bpeMeHHOCT:

OnUThT ¢ HHUKJIOCTIOPUH MpY OpeMEeHHH XEHH € OrpaHN4eH.

[{MKIOCIOPHH HE € TI0KA3a1 TePATOreHHOCT MPH OIMMTHH XHBOTHH. OrpaHHYCHUAT
OIIMT 1O OTHOMIEHHE Ha O€30IIaCHOCTTA OT MPHIOKEHNETO MY NpU OPEMEHHH KEHH
HE € pasKpw1 JaHHM 33 TepaToreHHOCT. [{MKIoCIOprH HE NPEMHHABA B IUTALICHTATA.
HagaaHUAT ONKT ¢ TPAHCIUIAHTUPAHM TAIIHEHTH BCE TAK 10Ka3Ba, 4¢ HHUKNOCTIOPHH,
KAKTO M APYr¥ HMYHOCYTIPECHBHH areHTH, TIOBHILIABA BEPOATHOCTTA OT CELUPHIHH
ycaoKHEHHS Ha OpeMEeHHOCTTa OT THIIA HA NPESKIaMNCH M NPEKACBPECMEHHO
pa)kZaHe Ha HOBOPOAEHO ¢ MO-HUCKO Teryio. [{IMKIocnopyH ¢€ NpeAnHcBa Ha
OpeMEHHH caMQ KOraTo Ioj3ara IpeBHLiaBa pUCKka. bpeMEHHHTE, JIEKYBaHH C
LIMKTOCTIOpHH, ¢ce HabJIoAaBaT BHUMATEIIHO,

Knpmene:

[[MKIOCTIOPHH c€ H3ABUBA Ipe3 MaiuuHOTO mlsko. JKenure, KOUTO CE ICKYBaT ¢
LAKIIOCTIOPHH, He O1Ba 1a KEPMAT.

EdexTHn BLpXy cnocofHOCTTa 32 mMopHpaHe H padoTa ¢ MAINHHH

JIMmcBar JaHHHU 32 eeKTa Ha LHKIIOCHIOPHH BBPXY ¢MOCOOHOCTTa 33 IO HPaHE U
paboTa ¢ Maly¥HH.

[IponyKTHT ChABPXKA €TaHOM (Biok pasaen 4.4.). ETAaHOBT MOXE Ja UMa BIIMSHHE
BBPXY CMNOCOOHOCTTA 3a WodupaHe U paboTa ¢ MALIYHY.

HexeJ1aHH JeKAPCTBEHH PEeAKITHH

MHOTO OT HeXKEJJaHHUTE JIEKAPCTBEHH PEaKLHH KbM LIHKIOCIIOPHH ¢a J030-3aBUCUMHU
M MOTaT Ja ce M304arHaT upes HamMajisBaHe Ha A03aTa. HexxenaHure peakuuu
OOMKHOBEHO Ca €HAKBH IMPH Pa3IMYHNTEe HHAHKALIMH, HO CC U3ABABAT ¢ PA3/IHIHA
YyecTOTa. ThH KATO NMpH TPAHCIUIAHTALMHM C€ Hajlara Io-BHCOKa TbpBOHAYATHA A03a U
[10-ABATOTPAHO MOIIBPKALIO IEUECHUE, HEXKETaHUTe PEAKLIMHY CE CPeLarT rno-4ecTo
1 OOMKHOBEHO Ca MO-TEXKKH [MPH TPAHCIUTAHTUPAHUTE NMALIMCHTU B CPABHCHNE C
NALMEHTHTE, JISKYBaHH O APYTH HHIHKALIHH.

OuieHKa Ha 4eCcTOTATA:

Mroro gectu (=1/10)

Yectu (=1/100 go <1/10)
Heuectn (21/1.000 oo <1/100)
Penxu (=1/10.000 mo <1/1.000)

Muoro peaxn (<1/10.000),

He ce 3Hae (He MOXe Ja e peleHH OT HAJIMIHUTE JaHHU) %{{,’f o DT



[{uxtocmopuH Ankatonn® 25 mg MEKH KarcyIIH

Hapyuienus Ha kpbBOHOCKAMA U AuM@PHA cucmemu
HeuecTo: aneMHA, TPOMOOLIUTOIICHHA.

Ps1Kk0:MHKpPOAHIHONIATHYHA XEMOJIMTUYHA AHEMHUA, XEMOJIMTHYCH YPEMHAUYECH
CUHPOM.

Hapywenus na eHOOKDUHRAMA CUCMEMA

HeuecTo: NP HAKOH NAIMEHTH € ChOOLIABaHO 34 MAJIMTHEHA HEOTUTa3Ust WK
numdonponudepaTHBHH 3a00NABaHNUS C HECTOTa K paslipeic/iCHUe, I0J00H Ha
CpeHlaHUTe TIPH NAlMEeHTH, NOTy4aBalli TPaJUIHOHHO HMYHOCYIIPECHBHO JICYEHHE.

Paako: MEHCTPYATHHU CMYIIEHUS, THHEKOMACTHA.

Hapywernus na memaborusma u xpanexemo
MHOTr0 4eCTH: XHNSPIUNKASMHS, XHIIEPXOJIECTCPOICMHUA.

YecTH: XHNIEPYPUKEMUS, XUTIEPKATTHEMHS, XUIIOMarHe3eMU4.

Psapxo: XUrnepriitukeMus.

Hapywienus na Hepsnama cucmema
MHOT0 4eCTO: TPEMOP, IN1aBoOOHE.

YecTo: n1apecTe3uM.

HeuecTo: CUMIITOMH Ha eHIledanonaTus KaTo KOHBYJICHH, OOBPKBaHE,
Ie30PUEHTALIMS, HaMaJleHa peaKTHBHOCT, TPEBOXHOCT, 0€3CHHUE, 3pUTEITHH
CMYIIEHHSI, CJICTIOTA, KOMa, NTape3H, epedenapHa aTakcus.

Panxo: MOTOpHA MONKHEBPONIATHA.

MHoOro pAAKo: €eM Ha BU3yasHa MyMuia, BKIIOYHTEIHO €AeM Ha JIUCKA C BE3MOXKHO
orcaabBaHe Ha 3peHHETO ¢jlel OEHUTHeHA HHTpaKpaHHAIHA XAMEePTCH3UA.

Cv008u HaApYeHUs
MHOT0 4eCTO: XHIIEPTOHHA.

CmoMauiHo-4pesHu HAPYULeHUA
YecTo: aHOpEKCHA, TaAeHe, IOBpbLIane, KOpeMHH OOJIKH, THapHA, THHTHBATHA
XMUIIEPTUIA3HL.

Xenamo-ouauapnu HapyuieHus
YecTo: YyepHOAPOOHA ANCHYHKIMA.

Psgko: MaHKpEeaTHT. ,, "
Hapywenus na Koxcama u noOKOICHAMAa mbKaH TR
UecTO: XHIIEPTPHXO34. \l LR

L r}: | =1 I.." ,- -
HewecTo: anepruueH oOpus. e TR
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Huxnocnopuy AJKaou® 25 mg MeKH KalCyIiH

4.9

3.1

Hapywienusa ua Myckyino-ckelemniama cCucmema U CbeOUHUMeNHAma movKaH
YecTo: MyCKYJIHU KpaMITi, MUAJITHS,

Psijixo0: MycKyJIHa ¢mabocT, MHOTIATHA.

Hapvuenus na 6vopeyume u huxoynume nbmuya

Muoro yecto: Op0peuna guchyHkiusA (Bvxk 4.4. CrienalHA yKa3aHHA U IPEANa3HH
MEPKH).

Obwu Hapyuienws u ehexmu Ha MACHMOMO KA NPUNONHCEHUE
YHecTo: ymMopa.

HeuecTo: egeM, HAJJaBaHE HA TErJIO.

IIpexo3npane
a) Cumnmomu Ha UHMOKCUKAYUSR

ChluecTBYBa OTpaHMueH OTMT fpu npegosupane. Criell morbuane Ha nosa 1o 10 r
nuknocnopks (npubnusurenso 150 mg/kg) ca HabmoaaBaHU IIOBPBIIAHE,
ChEJIMBOCT, [M1aBOOONKE, TAXUKAPAHA U PU HAKOH MALHEHTH YMEPEHO TEXKKA
o6paTiMa 6B6peuna quchyHkuys. MMa cro01IeHHs 33 TeXKKH CHMIITOMH Ha
MHTOKCHKALM [PH NpeXIeBpeMEHHO POACHH IELA Clle]l HeTIpeHaMEPEHO
[apeHTEPATTHO MPEIO3UPAHE.

6) Jeuenue Ha unmoxcuxayuama

BL3MOYKHUTE CHMITTOMH Ha MHTOKCHKALIMA B MOBEYETO ClIy4au ¢ca oOpaTMMM ciiell
MpeKbCBaHe Ha MPUIATaHETO HA LIUKJIOCIOPHH. B cimyuaH Ha peAosnpaHe ce
pyIara CHMITOMATHYHO JIeYeHHe H 0010 noaaspkauy npoueaypH. LIukiocnoput
HE ce MUATM3UPA, HHTO MOXE [1a ¢ STMMHHUPA Ype3 XeMOoNepdy3us npe3 akTHECH
BBIJICH.

3aTOBa EIMMHHUPAHETO € OrPaHHUYEHO X0 HeCTIelMGHIHO JIeHeHUe OT THNA Ha
CTOMAILIHO IPOMHBaHe. Bce nmak akTUBHUAT BBIVIEH € B CBCTOAHME Jia CIMMHUHNPA
MAJIKH KOJIMYECTBA [MKJIOCTIOPYH OT EHTepOXeriaTaiHaTa UMpKynanus. 11pe3 mppeuTe
HAKOJIKO Haca Cie/l IPEAO3HUPAHETO € A00pe Aa ¢ NpeIU3BHKA IIOBPhIAHE.

GAPMAKOJOI'MYHN CBOUCTBA

dDapMaKOAHHAMHAYHH CBOHCTBA
dapmaxoTepaneBTHdHa rpyna: uMynocynpecop, ATC koa: L 04 AA 01
[{uknocnopHH (HapHyaH Olie LHKJIOCHOPHH A) € LIMKITHYESH NOJTHNCTITHL, KOHTO C€

cheTon oT 11 amuuoKHcenuHH. [TpeacraBisBa CWieH HMYHOCYIPECOP, KOHTO Y
YKHBOTHH YIBJDKABA NPEXKUBIEMOCTTA Ha aJJONCHHHUTE TPAHCILIAHTH Ha KOXa, ChpIIE,

6Bn6pey, maHKpeac, KOCTEH MO3BK, TBHKO Y€pBO H 0571 npod. [IpoyuBanusaTa P T
s bR T

[MOKA3BAT, Ye NUKIOCHOPHH HHXUOHpa PAa3BUTHETO HA KNEThYHO-MEIHAPAHHTE /' o v "
peaKLi1H, BKTIOUMTEHO AIOTPAHCIUTAHTALIMOHHHS MMYHMTET, 3a0aBeHaTa KO
CBPBXHYBCTBHTEIHOCT, EKCIIEPMMEHTAIHHSA alEPrudeH eHLle(anoMUeNuT,

afAIOBAHTHHA apTpHUT Ha @poHHJ, peaKlMATa HA MPHCAKaATa CPELLy rOCTON
(graft-versus-host disease (GVHD) u npoayxuuara Ha 1-K1eTEHHO 3aBHCHM
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apTuTena. Ha KIeTh4HO HHUBO LMKJIOCIIOPUH HHXHOHpa NPOTyKUMATA U
ocBOBOKIaBaHeTO HA TMMMOKUHH, BKIIIOUYHUTEIHO HHTCPJICBKHH 2 (T-kieTb4eH
pactexet dpakrop, TCGF). OueBHIHO HMKIIOCTIOPYH 3aIbPXKa TOYHBAILIUTE
yamdouuTH BBB dasza Gy win G Ha KIEThYHAA IHUKBJ H WHXHOHpa aHTHIeH
MHIYLMPAHOTO 0cBOOOXKIaBaHe Ha TUMGOKHHH OT AKTHBHPAHUTE T-kneTku.

ChblIeCTBYBALINTE JaHHH NOKA3BAT, 9¢ IHUKIOCIIOPUH AecTBa CNepUIHO H
o6paTMo Ha tuM¢oumTHTe. [IPOTHBHO Ha IIMTOCTATALMTE LIMKJIOCTIOPHH HE
OITHCKA XEMOTIOE3aTa ¥ HAMa e(eKxT BppXy (PYHKUMATA HA (garouurure.
[TaupeHTHTE, JEKYBaHH ¢ IUKIOCTIOPUH, ¢a NO-MaJIKO yA3BUMH KbM nHpEeKIHY,
OTKOJIKOTO OHE3M, JIEKYBAHH ¢ APYTd UMYHOCYTIPECOPH.

HanpaBeHs ¢a YCHEIHH OpraHH! H KOCTHOMOSBHHH TpaHCILIaHTaHK Ha XOpa Karto
33 MpeJOTBPATABAHE WM JIEYCHHE Ha OTXBBPJITHETO HH Ha peakuyATa Ha
npucaaxara (GVHD) e npunaran LHKIOCTIOPUH.

JJeqeHMETO ¢ HKIOCTIOPHH € TIOJIE3HO M B peidlia ChCTOSHHA, H3BECTHH HIIH
MOJO3UPaHH KaTo ABTOMMYHHU.

®apMaKOKHHETHYHH CBOHCTBA

MaxcrHMaiTHa KoHLeHTpaius B kpbBTa (Cpay) C€ MOCTHIA 32 1-2 qaca (T max)-
ABconoTHaTa 6HonammaHocT € 30-60%. MHtep- v HHTpa-uHAWBUyaTHATA
bapMakokuHeTHHa BapHabwiHocT ¢ 10-20 % 3a miomra noj kpueara (AUC) u
(Cmax) TIPH 37paBy JOOPOBOIILH. ITHKIOCTIOPHH MO3KE /1a C& MPHEMA Oe3
cpobpazsaBaHe ¢ NPHEMA Ha XpaHa.

Pe3yTaTUTE OT HAKOJIKO H3C/EIBAHMU [I0KA3BAT, Y€ MOHHTOPHPAHETO Ha ILTOMITA Ha
HUKIOCTIOPHH N0/ KPHBATA BpEME-KOHLEHTpalLKA Mpe3 [TEPBATE 4 yaca cnell mpueMa
na 1032 (AUCq4) AaBa BE3MOKHOCT 3a TO-NPELM3HO NPCABIKIAHE Ha eKCTIO3MLIUATA
Ha [UKJIOCTIOPHH B CpaBHeHKE ¢ 6a30BOTO MOHUTOPUPAHE (Co)-

PeayiITaTUTE OT 110-HATATHIIHH M3C/ie/IBAHUSA NOKA3BaT, e CAHHUHATA KOHTPOJIHA
TouKa XBa Yaca cien nozara (C,) kopennpa gobpe ¢ AUCy4 npy TpaHCTLIAHTHPAHH
NMAlACHTH.

3a LenuTe Ha GapMaKOKHHETHYHOTO Hal/MIO¢HHE B MEAMLIMHCKATA NPaKTHKA MOXE
714 c& M3NION3BA KAKTO OMNpPEACAHETO HAa HUBOTO HA LIHKIIOCIIOGPHH, TKa U
KOHTpOJIUpaHeTo Ha Co.

[ [MKIOCTIOPHH Ce PasNpeAcis OCHOBHO H3BBH KPBBHIA o6eM. B xppBHATa IU1a3Ma ce
namupa B 33-47 %, 4-9 % ce HAMHPAT B nuMouuTHTe, 5-12 % B rpaHyIOLIUTHTE U
41-58 % B epuTpoLMTHTE. B I1a3MaTa NPHOMTH3UATETTHO 90 % ca cBBP3aHH ¢ OSNTBLIH,
OCHOBHO JJUNOMPOTCHHH.

BuotpancdopMauaTa Ha IMKJIOCTIOPHH €€ OCBHINCCTBARA 110 HAKOJIKO MeTa0OIUTHH
nbTeKH 10 npuonusuTenno 15 merabonura. ETMMUHALMATA € NPEAMMHO Hpes
JOTBUKATA, KaTo camMo 6 % OT mepopasiHaTa 1o3a ce €IMMUHKA NIPE3 ypUHATA. Camo
0.1 % ce enMMHHHpA HENMPOMEHEHA B ypHHATA.

CbuiecTByBaT TOAeMH BApHALHH B HAIMYHHTE JaHHH OTHOCHO KpaiHUA OAYKHBOT - .
Ha HMKJIOCHIOPUH B 3aBUCHMOCT OT aHAJIM3a H TapTeTHaTa Irpyria. Kpaltupaz” v o 0.

r 'l;}t . R . . '_J.' | K
MOy KUBOT Bapupa Mexay 6.3 Haca Npu 3paBy I00pOBOLH 10 20.4 uaf’ ST

[lALMEHTH C TEXKKO YepHOApoOHO 3ab0IsBaHe.
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MpenKIHHUYHE JaHHH 34 0€301IaCHOCT

[{MKIOCMOPHH HE € MOKa3al MyTAreHeH HiH TepaTOreHeH eeKT B CBOTBETHHTE TECT
crcTeMH. M3cieiBaHMATA BBPXY Penpoay KTMBHOCTTA MPH [UTBXOBC NOKA3BaT
OTPHLATENHH eeKTH CaMO NpH J03UTe, TOKCHTHHU 33 XKEHCKHTE XUBOTHH. [Tpu
TOKCHUHH 1034 (1wrpxoBe 30 mg/kg u 3aiinm 100 mg/kg AHEBHO Tpe3 yCcTara)
LMKJIOCIIOPHH € EMOPHO- H PETOTOKCHYEH, KOETO €€ € U3pasiiio B IIOBHIICHA
peHaTaaHa ¥ NOCTHATAHA CMBPTHOCT, IO-HHCKO TETJIO Ha IUTOJA H peayKiuA Ha
KOCTOOOpa3yBaHeToO.

B paMKHTe Ha 106pe IOHOCHMHTE i034 (TP IUTbX0Be J10 17 mg/kg IHEBHO H NpH
saiim oo 30 mg/kg IHEBHO Mpe3 yCTara) ITMKIIOCIIOPHH HE € noKasail eMOpHo-
NETAJTHH WM TEPaTOTeHHH e(EKTH.

M3cieIBaHMAsATA 32 KAHLEPOTEHHOCT ¢a NPOBEASHU BbpXY MBXKKH H XKEHCKH ILTbXOBC
1 MumK. [Ipy M3C/eABAHHATA BHPXY MHINKH, IPOIBDKUIN 78 COAMULIM, €
HaGJTIOABAHO CTATUCTHIECKH 3HAYHMO YBEIHYESHHE Ha Opos Ha CITy4JauTe Ha
nuMQpOLMTHH AMMPOMH Y JKEHCKUTE XUBOTHH 1IPU 703 1, 4 ynv 16 mg/kg AHEBHO U
JHaAYMTEIHO MO-BUCOKA YECTOTA HA XeNaToleIyjaapeH pak y MBKKUTEC )KUBOTHHU B
cpaBHEHHE C KOHTpOJHATa rpyna. [Tpu uscjieIBAaHMATA BBPXY ILTBXOBE, POAB/DKIIH
24 Mecelia, | BKrousamu so3u 0.5, 2 1 8 mg/kg nHeBHO, 4ECTOTATa Ha
MHCYJIOLETYIApHHA aJl€HOM Ha MaHKpeaca 3HaUUTE/THO HA/IBHINABA YCCTOTATA B
KOHTPOJIHATA TPYTIa MPH HUCKATA 03a. XenaToueyIapHUAT KapliiHOM H
HHCYJIOLIETYIApHHAT aACHOM Ha MaHKpeaca He ¢a J1030-3aBHCHMH.

NscneapaHuATa MPU MBAKHU H JKESHCKH IUTEXOBE HE [TOKa3BaT HAMAIABAHC Ha
bepTUIHTETA.

L[MKAOTICOPUH He € MOKa3al MyTareHeH/TCHOTOKCHYEH S(eKT B TECTa Ha Ames, B
recTa v79-hgprt WIH B MUKPOSIPEHHS TECT IIPH MUIIKA ¥ KHTAHCKA XaMCTEPH, KAKTO
¥ B TECTA 34 XPOMO30MHH abepallii B KOCTHHS MO3BK Ha KATANCKH XaMCTEPH, B
TecTa 3a aHaJ M3 Ha JOMHHHPAIIATa CMBPTHOCT Y MHLIKH H B T€CTa 33 KOPCKLIMA Ha
JTHK B criepMara Ha u3clie/JBaHUTe MAKHY. FIH BUTPO aHAIH3BT Ha obMeHa Ha
cecTpuncku xpoMaruay (SCE) B 4OBEIIKM TMMPOLHTH NOXa3BA MOJIOKUTEICH eekr
Ha LUKJIOCTIOPHH TIpU BUCOKH TO3H B Ta3H CHCTEMA.

OT6enA3aHOTO YCJI0KHEHHE BBB BPB3Ka ¢ MMYHOCYIPECHATA IIPH OPraHHO
TPAHCIUIAHTHPAHH NALMEHTH € ITOBHMILeHaTa YeCTOTa Ha MATMHCHH
HoooGpasysanusa. Haif-gyecTaTa dopma Ha HEOILTA3HA Ca HEXO/DKHMKHHOBHTE
MMGbOMH H KOKHUTE KapUMHOMH, PUCKBT OT MATHTHEHH HOBOOOPa3zyBaHUA B X0
Ha JJe4eHHETO C LHKIOCIIOPHH ¢ NO-BHCOK B CpaBHEHHE C 3/IpaBOTO HACCJICHUE, HO ©
CBIOOCTABHM C PHCKa MPH MALUEHTUTE, JIEKYBaHU C APYTH UMYHOCYTIPCCOPH.
CrinecTByBaT ¢HOOIEHUA, Ye HAMAJBAHETO HA 103aTa WK IPCKBCBAHETO HA
IEYEHHETO ¢ HMYHOCYTIPECOpH MOJKE /1a IOBEe/IE 10 PErpecus Ha JICIUHUTE.

GAPMAIIEBTHYHA JAHHU

CuuchbK Ha IOMOIHHTE BelecTBA ,;’f RHis
CoanpiKaHHe HA MEKHTE KaNCy1n // f.f".x.ﬂ ;.
EraHon 6e3B0JIcH 1/ "‘E ; o
a-Toxodepunauerat pauemar (E307) \};:i 'C . -
JIMeTHIeH TIIMKO MOHOETHII €TEP “‘“; o i
Oneorst MaKpOTOITIHLIEpHIHY e
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MakporoJIrmueposi XuapoKcucTeapar
Kancyna

XenatuH

[ 'muuepon

[IporuieH rmuKoJ

Tutanor quokcun (E171)

enezen oxcup depeH (E172)

[Tpeurcrena Boaa.

6.2 HechLBMECTRMOCTH
HerpuiioxuaMo.

6.3 Cpokx Ha FOOHOCT
3 roaUHHA

6.4 ChoenuajHH YCJIOBHA Ha CHXPAHCHHE

To3y MeIUIMHCKH NPOAYKT HE HW3HCKBA CIICLMAIHU TEMIIEPATYPHU YCJIOBHA Ha
ChXpaHCHHE.

Jla ce CHXpaHABa B OPMrMHATHATA ONIAKOBKA C L€/ MPENa3sBaHe OT CBET/IMHA 1 BJIara.

6.5 anHH 32 ONAKOBKATA

MeKHTe KalCcyIH ca ONakoBaHW B AJTyMHHHH-ATyMHHHEBH 6nucrepu oT: 10, 20, 30,
50 un 60 xancyiu.

He BCHUKM BHIOBE OIAKOBKH MOrar a OhaaT nycHaTH B MPOAaxOa.

6.6 CrHeuHa/JIHH NpeAda3ZHH MEPKH IPH H3XBBPJISIHE

HeonoA30TBOPEHHAT NPOAYKT KK OTHATBUHIATE MATCPHAIH OT HETO Tpsa0Ba J1a
ce H3XBBPIT B CHOTBETCTBHE ¢ MECTHHTEC H3HCKBAHUS.

7 IPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

ALKALOID d.o.o0. Ljubljana
Celovska 40a

1000 Ljubljana
P. CnoBeHus

8 HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

PA3PEHIEHUETO 3A YIIOTPEBA
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10 JATA HA AKTYAJIM3UPAHE HA TEKCTA
05/2009 |

11 JTO3UMETPHSA (AKO CE OTHACS)

12 HHCTPYKHHH 3A IIPUT'OTBSAHE HA
PAINOPAPMAIIEBTUYHH JEKAPCTBEHU ITPOAYKTH

(AKO CE OTHACS)
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