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1. HAHUMEHOBAHHWE HA JEKAPCTBEHUSA ITPOAYKT

CellCept 500 mg tablets
CellCept 500 mg TabneTku

2. KAYECTBEH H KOJJHYECTBEH CHCTAB

Besxa tabnetka cpappixa 500 Mr mycophenolate mofetil (Muxodenonar Moderun).
3a noaeH cnucex Ha TIOMOIHUTE BEWECTBRA, BIDK pasaen 6.1.

3. JEKAPCTBEHA ®OPMA |

Dunmupany mabremxu

CellCept Tabnerku: opanuu 6neno munasu Tabnerku ¢ Haamnuc “CellCept 500” or
g/lHaTa CTpaHa ¥ JIOrOTO Ha GUPMAaTa OT ApYTaTa.

4. KIAHETYHH TAHHA
4.1. TepameBTHYHH NOKA3AHHA

CellCept B koMOHHaUMA ¢ MKIOCHOPHH M KOPTHKOCTEPOHAH € MOKa3aH 3a
npoduIakTHKa Ha OCTPO OTXRBPIIAHE Ha TPAHIUIAHTATa [IPH [TAUMEHTH ¢ ajloreHHa
TpaHCIanTaLys Ha 660pery, chple WK YepeH Hpob.

4.2. JiosupoBka K MeTOA HA NPHIIOKEHHE

Jleyenuero cue CellCept Tpabra ja ce 3anoyHe M HOANBPKA OT CIEUHAIHCTH C
NoAX0ZAlla KBaAH(hHKALHA B 0071acTTa HA TPAHCIUIAHTALMATA.

Ynorpeba npu 666peyta TpaHCNIaHTALHA:

Buspacthu: [Tepopansoro feueHne TpsOBa Aa 3an04He A0 72 yaca cief,
TpaHcnnanrainyira. [IpenopruBanara 103a IpH NauHeHTH ¢ Ge6pedna
TpaHcranranusa ¢ 1.0 r gsa nbTH AHEBHO (2 I' IHEBHA JO3d).

Hena u Maagexu (Ha Bp3pacT oT 2 o 18 romunu): Ilpenopsusanata fosa

muxodeHonat moderun e 600 MF/MZ, TIPUIAraHy JBa [I6TH AHEBHO (MO MaKcHManHa
no3a 2 r gueeno). CellCept Tabnerku Tpabsa fa ce NpejnHCcBaT CamMo NPY NalMeHTH
C TeNecHa MOBBPXHOCT Hax 1.5 M* pH fo3a 1 T [iBa BTH AHEBHO (2 T AHEBHA [034).
ToH KaTo HAKOW HeXENaHH peaKiuy BE3HHKBAT [0-YECTO B TA3#-BH3PACTOBA IPyNIa
(Brok paszien 4.8.) B cpaBHEHUE C BB3PaCTHHTE, MOXKE J1a g8 :
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HaMangBaHe Ha fI03aTa WK NIPEKECBaHe Ha ieveHueTo. [Ipu Tosa me Tpabea ga ce
B3E€ME TIPE/IBHJ ChOTBETHHTE KAMHKYHH (JakTOpH, BKIOUUTEIHO TEXKECTTa Ha
peaKIuATa.

Heva (<2 ropunn): JlaHHUTE OTHOCHO Ge30MacHoCTTa ¥ eeKTHBHOCTTA NPH Iela
HOJ 2-TOAHINHA Bb3PACT ca OTpaHH4eHH. Te ca HEHOCTATHYHY, 34 Ja CE HATIPaBAT
NpenopeKH 3a JO3UpaHe W IIOpafi ToBa ynotpebaTa B Ta3H BE3PACTORA IPYNa HE ce
TpEeropEYBa.

Ynotpeba npy chpaeyHa TPAHCIUIAHTAIHS

Br3pacruu: Ilepopannoro neuenue cee CellCept Tpabea na sanouse a0 5 AHU ciex
TpaHcniaHTanuATa. IIpenopbsuBaHata Jo3a ipy NAUMEHTH ChC CHPASYHA
TpaHCHAaHTauys € 1.5 r ABa METH AHEeBHO (3 I JHERHA j033).

Heua: Hama AanHy 3a NPHIOKEHHE [IPH TPAHIUIAHTAASA Ha CHPIe IPH Jena.

Ynotpeba npu yepHonpobHa TpaHCIUIaHTalHA:

Buapacrau: MueTpasenosnoto neyenue cbe CellCept Tpabpa na 3arnoune npes
IIEPBHTE 4 JHY el TpaHCINIAaHTaN#ATa Ha gepeH Apob. [IpenopruBaHaTa 1032 IPH
NalHeHTH ¢ YepHoApoOHa TpaHcnanTanys € 1.5 r 1pa meTH AHeBHO (3 I NHeBHa
J1033).

Hena: HsmMa navay 3a NpHiIoKerye NpH TPaHITaHTalu Ha depeH Apol IIpu Jena.

YrnoTpeba npy DAMEHTH B HANPEHANA BB3PACT (= 65 ronunu): IIpenoprysannte

o34 oT 1.0 r ABa mMbTH FHEBHO NpU nauueHTH ¢ G60peyna TpademiaHTalus 1 1.5 ¢
IBa 5T JHEBHO npu GONHYU ¢ TpaHCIUIAHTAIMA Ha ChpLIe WK YepeH Apod ca
MOAXOJAIY 32 MAlIHeHTY B HANPEJHATA BB3PACT.

Ynorpeba npu 666peyHo yepexane: [1pn nauuenTu ¢ TpancnnanTanys Ha O606pentu
C TEXKO XpOHHUUHO 6p0peyHo YBpesKAaHe (CKOPOCT Ha [JIOMepyaHaTa (puaTpalus <
25 ml/min/L.1.73m>) #3BBH MepHOAa HEMOCPEACTBEHO CIIE TPAHCIUIAHTAIHMATA
TpsbBa Aa ce u30ArBaT JO3H NIO-BUCOKH OT | T B2 IBTH AHEBHO. Te3H IALMEeHTH
TpAGBa CHIIO kA ce Habnoaasar BHUMateliHo. He e HeoOxXoauMo xopurupase Ha
I03aTa NpH NalUeHTH ¢be 3a6aBeHo NOCTONEpaTHBHO PYHKIMOHHPaHEe Ha
6BOpeunara npucanka (Bux paszen 5.2.). HaMa faHHH [IpH NAUUEHTH CBC CHPACYHA
WY YepHOApoOHa TPAaHCIIAHTALMA U TeXKO XpOoHHIHO OBOpeyHo yBpexKaaHe.

VYngrpeba npH Texko yepHoApobHo yepexaane: He e HeobXomuMo KOpHrHpaHe Ha
J03aTa NpH NalueHTH ¢ OBOpeYHa TpaHCIDIAHTAIMA H TEXKO [TapeHXUMHO

3abonaBaxe Ha uepHusa ApoO. HiMa naHHH NpH CHPACYHH NAHEHTH C TEXKO
[ApEHXUMHO 3a00NIBaHe HA YepHUS Apob.




Jleyenue o ppeme Ha enu3oaH Ha oTxBBpIsiHe: MOK (MEKODEHONOBA KHCETHHA) €
AKTHBHHAT META0ONMT Ha MEKodeHonaT Moderin. OTXBEpisiHeTo Ha 6BOpeuHns

TPAHCIUIAHTAT HE BOJM A0 MPOMEHH BEB (papMakokuHeTHKaTa Ha MOK; He ce Hanara
HaMalIABaHe Ha J03aTa WK npeycraHoBasane Ha CellCept. Hama ocHoBanme 3a
xopurypaHe Ha fosara Ha CellCept cnef OTXBEPAsHE Ha NpUCARKATa [IPH CHPAEYHA
TpaHcantauus. Hima dapMakOKHMHETHYHH ZaHHH NPH OTXBLPIAHE Ha
yepHOApoOHa rpucaka.

4.3. Ilporuponoxasanus

Habnioaaranw ca peakiiuu Ha cBpbXxdyBereutenHocT kKeM CellCept (Bux pasgen
4.8.). Ilopaju ToBa CellCept e mpoTHROMOKA3aH NIPH NANFEHTH ChC
CBPBXYYBCTBUTENHOCT KbM MHUKOdeHonaT ModeTHn UK MHKO(EHONMOBA KHCE/THHA.

CellCept e npomusonoxasan npu KepMayxu (sudic pasden 4.6.).

3a undopmanus 3a ynorpeba 1o Bpeme Ha GPEMEHHOCT ¥ H3UCKBAHMA 34
KOHTpALCNHUA BIXK paszen 4.6.

4.4. Croennasuyu Npefynpe:XNEHNs U CIeNHalHH OpeNa3HH MepPKH NpH
yrnorpeba

[Maukenture, nonyyapamy KoMOUHHPaHa HMYHOCYNIPECHBHA TEPAIUs, BKIIOYATENHO
CeliCept, ca moanoxeHy Ha OBHIIEH PHCK OT PasBUTHE Ha JHMMBOMH U APYrd
3JI0KaYecTeeHH 3abonasann, ocobeHo Ha Koxara (Bux pasgen 4.8.). Pucksr
H3TREXKAA € CEHP3aH M0-CKOPO ¢ HHTEH3UBHOCTTA M IPOIBKHTEHOCTTA HA
HMYHOCYIIpecHATa, OTKOJIKOTO ¢ ynorpebara Ha Hiko# cnenuduyer npoaykr. Karo
o0II CBBET 3a HaMaNABaHe 10 MUHMMYM Ha PHCKA OT KOXKeH pak Tpa0Ba ja ce
OIpaHMYH W3AaraHeTo Ha CIFHYEBA CBeTIHHa U UV obnbuBaHe, Karo ce HOCH
3alIHTHO 0BJIEKIIO M C€ U3IION3BAT CIBHLIE3AMMUTHY NPOLYKTH ¢ BHCOK 3alIYTeH

¢akrop.

INauentrre, nomydasaimy CellCept, TpsiGBa fa ce HHCTPYKTHPAT Aa cHOOINABAT
He3a6aBHO 33 BCEKH NPU3HAK HA HH(EKIH, HEOUaKBaHO KPBBOHACSAAHE, KEPBEHE
HIIM JPYra MposABa Ha MOATHCKAaHe Ha KOCTHHA MO3EBK.

IIpekoMepHOTO NOTHCKaHE HA HMYHHATa CHCTEMa YBeNHYaBa YyBCTBUTENHOCTTA KbM
undexnyy, BKIIOYHTEIHO ONIOPTIOHHCTHYHA HHGEKIUH, HHOEKIUH ¢ TeTAICH H3X0R
H celncuc (Bux pasnen 4.8.).

[Tammentrre, nonyuasamu CellCept, Tpabpa ga ce npocnenssar 3a nosgBsaTa Ha
HEYTPONEeHH, KOATO MoxKe Aa Obae cebp3ana cbe camus CellCept, cbe chIIETCTBAIIO
MeJHKaMEHTO3HO JIeUEHHE, BUPYCHA HH(EKIHA WU KOMOHHAIMS OT HAKOIKO
npuyuHH. [TenHa KpBBHa KapTHHa Ha GonHuTe, NeKyBaHu cse CellCept, Tpa6aa na ce
H3CIIEABA BoAKA CEAMULIA NIPE3 IIBEPBUA MECell, IBa ITFTH MeCceqH




TPeTHA Mecel| Ha JISYSHHETO, CAEJ TOBA £XKEMECEYHO IIPe3 'GPBATA FOAHHA. AKO ce
pasBie HeyTponenus (abcomoter Gpoit Ha HeyTpodmmaTe < 1.3 x 10%/ul), Moxe 1a
Ce HaJlOXH Jia Ce IPeKsCHE HIIM NMpeycTaHoBY JeveHnero cse CellCept.

[Tauuentute Tp:6Ba Aa ce HHGOpMHpAT, Ye 110 BpeMe Ha Jeuenne cbe CellCept
BAKCHHALHMHHTE MOXE Ja OBAaT Mo-Manko e)eKTHRHU H yIOTpebaTa Ha KHUBU
aTeHIOMpaHH BaKCHHH TpAGBa Aa ce u3baArea (swx pasnen 4.5.). [Iporusorpunaara
BakcHHa Moxe fa Opfe ot nonsa. [IpeanucBamuTe aekapy Tpa6Ba Aa HATIPABST
CIIPABKa C HAMOHAIHUTE yKa3aHKsA 3a HPOTHBOIDHIHA BAKCHHAIMA.

T karo npunoxenuero Ha CellCept e 01RO CBBP32HO C MOBHINEHA YECTOTA HA
HeXeHaHH CHOUTHA OT CTpaHa Ha XPaHOCMHJIATeNTHATa CUCTEME, BKIIFOYHUTEHO
HEYEeCTH CiydaH Ha yiLiepalHs, KpbBOH3NHB U epdopalidd Ha CTOMAIIHO-YPEBHH
TpaKT, CellCept TpabBa fa ce mpUilara BHUMATEIHO IPH NALMEHTH C 8KTHBHO
cepro3HO 3a60N1BaHe Ha XPaHOCMUIATETHATA CHCTEMA.

CellCept ¢ naxuburop nHa IMPDH (uzo3un moHodochar nexupporenasa). [lopamu
TOBA TEOPETHYECKH NPUIOKEHHETO My TpAOBa Jia ce H30ATBa IIpY NALHEHTH ¢
pajKaTa HacJeACTBEHA HEJOCTaTPYHOCT Ha XUIIOKCAaHTHH-TyaHuH docdopubosui-
Tpancdepaszata (HGPRT), xato cunpapom Ha Lesch-Nyhan u Kelley-Seegmiller.

Ipenopsyea ce CellCept na He ce npunara eAHOBPEMEHHO C a3aTHOIIPHH, 3AIEOTO
TaKOBa IPHIIOKEHHE HE € H3CNEIBAHO.

C ornen Ha 3HauuTenHoTo HaManeHue Ha AUC Ha M®K ot xonectupamus, Tpabea
Ila ce BHUMaBa IpH eIHoBpeMeHHoTo npunoxerue Ha CellCept ¢ nexapemeenu
npodyxmu, KOUTO HOBIMABAT €HTEPOXENaTalHHA KPBTOBPAT, OPaay MOTEHIHANHOTO
HamajieHHe Ha edexruBHocTTa Ha CellCept.

Hamuuue Ha puck: He e ycraHoBeHa nonsarta oT MukodeHonaT MOGeTH B
KOMOHHALHS ¢ TaKpOmuMyc (BEK CBINO paszen 4.5.).

4.5. DBzaumopgeiiCTBHA ¢ JPYTH JeKApCTBEHH NPOXYKTH U APYrH GopMH HA
B3aHMO/ICHCTBHE

Hzcredeanus 3a Apoy46aHe HA 83aUMO0eTiCIBUAINA Ca NPOBENHCOaNU CamMo nPU
8B3IPACMHU.

Aciclovir: HabmonaBaHu ca no-BUCOKH ITa3MeHy kKorzeHTpanuu va MOKI™ n
alUKIOBHp, KOTaTo MUKodeHoNnaT ModETHN € IPUAaraH ¢ allHKAOBHP, OTKOJIKOTO
ApH CaMOCTOATEIHO NIPHUIIOAKEHHE Ha BCAKO JIEKapcTBO. I [pOMEHNTE BEB
dapmaxokuHeTnkata Ha MOKT (M@K ce nopumiasa ¢ 8§%) ca OHIIH MHHHMAIHH H
He Ce CUMTAT 3a KIIHHHYECKH 3Ha4UMH. Thit KaTo miiasMeHHTE KOHIISHTPALHH Ha
M®OKT", kaKro ¥ KOHUESHTPalHUTe Ha allHKAORHD, CE MOBHIABAT O6B0peuHo
YBPEXKAAHE UMa BB3MOKHOCT JBETE NeKapCTBa Ia C& KOH




CCKpeLHa B 6’1’:6})311,1’1’1‘8 H 10 TO3M HaYHH JOIIBNHHTENRHO Aa C€ YBEIHYAT
KOHUOCHTPALKMHXTE HA OBCTE 8eyyecnisd.

ANTHAUMIY C MarHE3HEB U ATYMUHHER XHAPOKCHA: pe3opbnuiTa Ha MHKoGeHOoNIaT
MOGETHI 1 O1la HaMaJleHa [IpH NIPHIIOXEHHE C aHTHALTHIH.

Colestyramine: cnez eXHOKpaTHO NpunaraHe #Ha 1.5 r MukodeHonat Moderun Ha
3/IpaBH KA, Ha KOHTO NPENBapUTENHO ca JaBaHu 4 T KONeCTHpaMHH TPH IIFTH
JHEBHO B IPOABAKCHHE HA 4 AHH, ¢ HabmoRapaHo HaMmanerne #a AUC sa M@K ¢
40% (ux pazaen 4.4.). IIpu egnoBpeMeHHO NpHIOKEHHE TpAOBa Ja ce BHUMaBa
Nopazy IOTeHHKaIHaTa BE3MOKHOCT 3a HaMasieHue Ha edekrtuBHoctTa Ha CellCept.

Jlexapcmeeny npodyiimu, KOUTO NIOBNUABAT EHTEPOXENAaTaNHUA Kperoppar: Tpadea
Jla ce BHUMaBa IIpH ynioTpedaTa Ha Jexapemeenu npeoykmu, KOUTO NOBIHABAT
eHTEPOXeNaTaHHA KPBTOBPAT, NOpajy IOTEHIMAHATA BE3MOXHOCT 34 HaMaleHUe
Ha eextnpHOCTTa Ha CellCept.

Ciclosporin A: ®apMakOKHHETHKaTa Ha LIMKJIOCIIOPHH A He Ce [I0BMABA OT
mukodenosar ModeTHIL.

Hsxonxo uscieABaHHs ca HOKA3amy, ue HHKnocnoprd A Hamansea AUC Ha MPK ¢
19-38%, BeposTHO B pe3yATaT oT HHXHOHpaHe Ha XIThYHaTa CeKpelis ¢ NOCTIeABAIND
HamareHue Ha eHTEpOXENaTantusi Kpbroppar. T KaTo 06aue H3cIeIBaHHATA 32
ethexrusHocT ca nposexany ¢be CellCept B komOuHALHS ¢ MUKIOCTIOPHH A H
KOPTHKOCTEPOHIH, TE3H HAXONKH He Ce OTPa3ABaT Ha NPeNophuBanara A03a (BHXK
paszmen 4.2.).

Ganciclovir: Bs3 0CHOBa Ha pe3yNTAaTHTE OT EAHO H3CAESABAHE C €IHOKPATHO
TPUII0KEHHE Ha NPeNOpEYBAHATE JO3H MUKO(EHOAT NIePOPanHe ¥ MAHIMKIOBHD
HMHTPABEHO3HO H H3BecTHHTE epekTH Ha OBOPEeUHOTO YBPEKAaHE BEPXY
dapmakokunernkata Ha CellCept (Bux pazgen 4.2.) ¥ raHUMKIOBHD, 0YaKBa Ce, Ye
eIHOBPEMEHHOTO TIPHIOkKEHHE Ha Te3H NPOLYKTH (KOHTO ce KOHKYPHPAT 32
MexaHH3Ma Ha TyOynHa cekpells B 6B0penyTe) e AOBEIE A0 YBENHUSHHE Ha
KoHnentpauuute Ha MOKI u ranuuknosup. He ce ouaksa 3HaYHTENIHA IPOMAHA Ha
dapmakokunerskara Ha MOK u He ce Hanara kopurdpase Ha goszara Ha CellCept.
[pn nauuenty ¢ 6u6peyno yBpexaane, npH xouto CellCept u raHUMKIIOBHD ce
TIPUNIAraT €IHOBPEMEHHO, TPAOBA Aa ce criasBaT NPEeMOPHKUTE 38 AO3HUpaHe Ha
TAHIIHKIIOBHP H GOJHKTE A2 ce HAaOJoAaBaT BHHMATEITHO.

Opanny KouTpauentTHen: PapMakOKHHETHKATA ¥ (apMaKOAMHAMHKATA Ha OPANHHTE
KOHTPAUEITHBY He ¢a ce [IOBIHSIM OT eAHOBpeMeHHOTO npunokenue cbe CellCept
(B CBILIO paszen 5.2.).

Trimethoprim/sulfamethoxazole: He e HaOmoAaBaH edexT BEPXY OHOHANHYHOCTTE HA
MOK.




Tacrolimus: npu naitserTy ¢ GE0pedHa TpaHCIIAHTALMS: CTAGHIHY TALMEHTH C
6p6peuHa TpaHcnIaHTaUuA, nonydasau uukocrnopud # CellCept (1 r 18a mbTH
JHEBHO), ca mokazany okonio 30% yeenudende Ha miasMenata AUC va MOK u
okoino 20% Hamanerue Ha miasMesarta AUC na MOKT, koraTo UMKIOCTIOPHH e Gun
3aMeHeH ¢ TakpolnuMyc. Cr,x Ha M@K He ce e noemuana, a Cypy Ha MOKT e 6una
HamalieHa ¢ ipuonusHTenHo 20%. MexaHH3MBT Ha Ta3H HaxoLKa He € A00pe
ussacHeH. [TopnmeHara sxnpuHa cexpenus Ha MOKT saegHo ¢ eHTepoXenaTanHus
KPBIOBPaT MOXE Ja Ca YaCTHYHO OTTOBROPHH 3@ HAXO0BKAaTa, THH KaTo MOBHILEHHETO
Ha KOHUeHTpanuaTa Ha M@K, cBBp3aHO ¢ IPHAOKEHHETO HA TAaKPOIHMYC, & 610
NO-OAYEPTAHO B IIOCAEHATA YacT Ha npoduiaa KoHUeHTpauus-Bpeme (4-12 yaca
cnep npuaoxeHueTo). llpu Apyro uicneaeaHe Ha MaLMEeHTH ¢ GE0peyHa
TPAHCIUIAHTAUUA € JOKa3aHo, Ye KOHNEeHTPalyaTa Ha TAaKPOIHMYC H3IJIEXKIA He ce
npomens ot CellCept.

[Ipu nauyenTu ¢ YyepHOAPOOHA TPAHCITAHTAHHUA: UMa MHOTO MAJKO
dbapmaxokuHeTHyny aaay 3a AUC na M@K npu nauuentH ¢ depHoapoGHa
TpaHCIaHTalus, NeKysanH cbe CellCept B koMOuHauua ¢ Takponumyc. [Ipu egHo
Npoy4YBaHe, IPOBEJEHO ¢ Ll olleHka Ha edexra Ha CellCept Bppxy
thapMaKOKHHETHKATa Ha TAKPOJIUMYC IIPH CTa0MIHY NaluHeHTH ¢ YepHOApoOHa
TpaHCIIanTanus, € HabitogapaHo nMoBHIeHHE ¢ npubansuTenHo 20% Ha AUC Ha
Takponumyc npH MaorokparHo npuioxkenne Ha CellCept (1.5 r aBa 0bTH JHEBHO) Ha
G0NHY, NpHeMalIy TaKPOJIHMYC.

Hpyru B3auMofeHiCTRHS: eNHOBPEMEHHOTO NPHIIO)KEHHE Ha IpobeHen A ¢
MuKogeHoaT ModeTHN Ha MaliMyHH e JOBeNio 0 TPHUKPaTHO NOBHILICHKE Ha
mnasMeHata AUC nva M®KT'. o To3u HauuH, JApYTH gewgecmed, 3a KOUTO Ce 3Hae, ye
ca Nno/ioxkeHu Ha TyOynHa cekpenus B 656peuute, Moxe Aa ce KoHKypHpat ¢ MOKI
1 TaKa Jia ce NOBUIIAT [IasMeHuTe KoHUeHTpauuy Ha MOKI nmv Ha apyru
gewjecmea, eNUMHUHKPaHY Ype3 Ty0yIHa ceKpeis.

JKvBK BakCHHUY: )KHMBH BAaKCHHU He TpaOBa Ja ce npunaraT npy 60JHK ¢ yBpeleH
HMYHEH OTTOBOp. AHTHTAUIOBUAT OTTOBODP KBM APYTH BaKCHHH MO3Ke Ja Ov1e
HaMajleH (BIDK chIno pasgen 4.4.).

4.6. BpemenHocT H KbpMeHe

Ilpenopwusa ce nevenuemo cwve CellCept 0a He ce 3anousa npedu nory4¥asaremo Ha
ompuyamenen mecm 3a bpemennocm. Epexmuena xoumpayenyus mpabea oa ce
npunaza npedu nayanomo na nevenue cwve CellCept, no speme Ha mepanuama u 8
NPOOBAICEHUE HA WeCm CeOMUYlU Clled NPEYCMAHOBABAHE HA TeYeHUemo (UNC
pasoen 4.5.). Hayuenmxume mpsbea oa ce uncmpykmupam 0a ce KOHCYAmupan
He3a0a6HO ¢ NeKyeauUs CU 1eKap HPU 8b3HUKEAHE HA OpeMeHHOCH.




Ynompebama na CellCept no epeme na Gpemennocm He ce npenopvyea u moi
mpsabea O0a ce 3anasu 3a CAYHAY, HPU KOUMO HAMA ROOXO0OAUO ARMEPHAINUGHO
nevenue. CellCept mpabea oa ce usnonzea npu 6pemenny JCeHU CamMo KO2amo
HOMEHYUAnNHAMA NON3A HADXELPIA NOMEHYUATHYA puck 3a nroda. Hama adexeamuu
Oannu om ynompebama ua CellCept npu 6pemennu sicenu. Hzcnedeanusma npu
JHCUBOMHY CA NOKA3ANYU PENPOOYKIMUSHA MOKCUYHOC (8udic pazden 5.3).
Homenyuanuuam puck 3a 406exa e Heu3eecmer.

[IpoyuBanus BBPXY ILTBXOBE €A MOKA3aNH, Y€ MHKO(EeHOIaT ModeTHI ce eKCKpeTHpa
B kKbpMaTa. He e u3BecTHO mamu mosa eewygecmeo ce eKCKpeTHpa B KbpMaTa [pH
yopeka. [Topaay BEpOATHOCTTA OT CEpPHO3HY HEXENAHY peakuy Ha MuKodeHnonar
MogeTHn npu KbpMauertara, CellCept e npomusonoxazan npu KepMaiky (uxic
pasoen 4.3.).

4.7.  EdexTn Bpxy cnocobHocTT2 32 HIohHpaHe 1 paboTa ¢ MAIUHHM

He ca npoBexxnanu H3CNeBaHUA Ha egekmume 8spxy cnocobrocmma 3a woupane
u paboma ¢ mawunu. DapMaKOKHHETHYHUAT TIPodHN U chObIMEHUTE HeXEeNaHH
peaKL¥H OKa3Bar, Ye I10sBaTa Ha eeKT € MaJKo BEpOATHO.

4.8. Hexenann peaknun

CJ'[CQHHT& HOKCHAHH C@ﬁlﬂ'ﬁ ca C'BOSLH_&HH 110 BpEMEC Ha KIHHHYHHTE H3TIHTBAHUA .

I'naBHHTe HexeNaHH peakliy, CBEp3aHy ¢ punaradeTo Ha CellCept B koMbOuHauua
¢ LHKJIOCTIOPHH ¥ KOPTHUKOCTEPOMIH, BKIROYBAT AUApHs, JEBKOIIEHHUA, CEIICHC H
FOBPBINAHE M HMa FAHHH 34 M0-TOJIAMa YeCTOTa Ha HAKOH BHJIOBE HHBEKIYH (BHX
pazzen 4.4.).

3iokavecTBeHHU 3a00N4BaHHA:
[MTanuenTture, noiyyaBamy KoMOMHIpaHa HIMYHOCYNIPECHBHA TEPaniA, BKIIOUHTECIHO
CellCept, ca noiioeHy Ha NOBUHIEH PUCK OT Pa3BUTHE Ha MUM(OMH H APYTH
3JI0Ka4ecTBeHH 3a00/11BaHus, ocobeHO Ha Koxara (Bux pasgen 4.4.). Ilpn
KOHTPOJIHPaHH KNHHWYHH U3MMTBAHKUA IPpH nanueHTy# ¢ Ge0peuHa (2 © THEBHO),
CBpAEYHA WM depHoApoOHa TpaHCIIaHTAIHA, TIPOCHeNsBaHH B IPOALIDKSHHE Ha
Ha#i-Manko 1 roguna, numdonponndeparusHo 3abongaBaHe MU THMGBOM Ca pa3BHIIH
0.6% ot 6onuure, nonyuasamu CellCept (2 r unu 3 r AHEBHO) B KOMOHHALMSA C APYTH
HMYHOCYTIpecopy. HeMenaHoMeH KoxeH pak e Habmonarad npu 3.6% ot
NALMEHTHTE; APYTH BHIOBE 3N0KadecTBEHH 3a00M1BaHuA ca Habmrogasanu pH 1.1%
OT naudeHTute. JlagHuTe 0T O€30MacHOCTTa IPH €4HO 3-TOAANIHO TPOYYBAHE BEPXY
narnueHTH ¢ Os0pedna U cEpAeYHa TPaHCIUIAHTALIHSA He ca NMOKa3alnd HeOYaKBaHH
TIPOMEHH Ha YeCcTOTaTa Ha 37I0KaYeCTBEHNUTE 3a00/14BaHMs B CPaBHEHHE C JAHHUTE OT
H3CNe/iBaHeTo, IPOBeXIaHo B IPOABIDKeHre Ha 1 rofuna. boaxuTte ¢
TpaHCIUIAaHTALMA Ha uepeH Apob ca Ouiu npocnefspaHy HalH-Mainko 1 rofnHa, HO Ho-
MafIKo OT 3 roJiuHH.




OnopTIoHUCTHYHE MHGEKIMH

Beuuky nauuenTy ca moznoxeHy Ha pHCK OT OTIOPTIOHUCTHYHY HH(EKLHH, KaTo
PHCKBT HapacTBa ¢ 00i0TO HMYHOCYNPECOPHO HaTOBapBaHe (BUX pasaen 4.4.).
Hoseueto obHyaliny onOPTIOHACTHYHY BHOEKIHHM IPH NALHMEHTH, T0TyYaBalny
CellCept (2 1 usiut 3 r gHEBHO) 33€7HO ¢ APYTH UMYHOCYIIPECOPH 10 BpeMe Ha
KOHTPONMPaHU KIHHHYHH H3IUTBaHHA BBpXY GonxM ¢ 0s0peyna (2 r AHEeBHO),
ChpAEYHA H MepHOApoGHA TPAHCTUTAHTALMSA, IIPOCEABaHH B POXBIDKEHHUE HA Hali-
Manko 1 rofuua, ca Gunk KOxHO-THUTaBHYHA KaHNII03a, cuHgpoM Ha CMYV srpemus
u herpes simplex. ITauuenture cse cunppoM na CMV BupeMus ca Gunu 13.5%.

Hena u Maanexu (Ha Bo3pacy ot 2 o 18 rogunu):

BHABT 1 yecToTaTa Ha HEKENAHUTE peakIMy [0 BPEME Ha €IHO KIHHHYHO
H3IIMTBaHE, B'KOETO ca yyacTBanH 92 nena Ha Be3pacT ot 2 5o 18 rogunH, AeKyBaHH
niepopanHo ¢ 600 Mr/m” MuxodeHonaT MOGETHN ABA IETYH AHEBHO, ca GHIH NOKXOGHH
Ha Te3u, HaONoAaRaHHU [TPH BBE3PACcTHH NAHeHTH, nekyeanu ¢ 1 r CellCept aga nsTH
IHesHO. CriegHuTe Hewxenany eexTH, CBBP3aHH ¢ ISUeHHeTo, obaue ca GUiIH mo-
YECTH IpH JelaTa, ocoOeHo NpH AgliaTa NoA 6-ToAUIIHA BB3PacT, B CPABHEHHE C
BBE3PacTHUTE: JHAPUA, CEIICHC, TCBKOTIEHUA, aHEMUA 1 UHPEKUUA.

IHanueHnTH B Hanpennana e3pact (> 63 ronuHK):

TTanueHTY B HanpeHana BB3Pact (> 65 TOXHHH) MOXE MO IPHHIHI /2 ca H3N0KEHH
Ha MO-TOJIAM PHCK OT HEXENaHH peaklVH, JBIDKAMH ce Ha HMyHocyTipecus. B
CpaBHEHHE ¢ NO-MAaIWTe WHAMBHAY NTALUEHTHTE B HANPEIHANa BE3PacT, KOUTO
nony4arar CellCept kato yact 0T KoMOMHHpPaHa HMYHOCYIIPECOPHA TEpaillid, MOTaT
Ja 6baatr u3NOXEHH Ha MOBHILEH PUCK OT HAKOH HH(eKuH (BKIOYUTENHO
3a00JisiBaHe C THKAHHA HHBA3HA Ha LIUTOMETAJIOBHPYC) H BEPOATHO OT KPBEBOU3IUBH B
CTOMATITHO-YPeBHHs TpaxT ¥ Oenoxpoben OToK.

ﬂg!l H HCXCIIaHH PCAKIIHH.

Hexenanute peakuyy, BepOATHO UNH BE3MOXHO CBEP3aHU C IIPHIIOKEHHETO Ha
CellCept, cpobiueny npu = 1/10 u ipu 2 1/100 do < 1/10 o nauueHTHTe, ASKYBAHK
cbe CellCept rmo Bpeme Ha KOHTPONHPAHUTE KIHHUIHH H3IIUTBAHHA C
TpaHCIUIaHTalus Ha 650peliu (2 r HeBHO), ChpIle U YepeH Apol ca H30poeHH B
clepBamaTa Tadnuna.

Hexenanu neKapcTBeHH PEaKHHH, BEPOATHO HIY BE3MOXKHO CBLP3aHH €
npuaoxennero Ha CellCept, chobmenn npu nanuenty, dekyBaHi cee CellCept
B KOMOHHANMSA ¢ HHKJIOCTIOPHH H KOPTHKOCTEPOMAH 10 BpeMe HA KAHHHYHH
H3NHTBAHHUS ¢ TPAHCHAAHTANHA Ha GB0peny, cople ¥ Yepex apob

B cucmemama opzan-xnac, Hescenanume egpexmu ca usbpoenu cnoped yecmomama,
. KAIMo ca uNOA36aH1 CReOHUme Kamezopuu: MHozo Yecmu (= 1/100 oo <1/10),

newecmu (= 1/1000 0o <1/100), pedxu (=1/10 000 o <1/1000), muozo pedru (< 1/10

000), neussecmua (ne Moxce 0a ce oyexu om HarudHume danny). Bompe ¢we ecaxa




ZPyna Ha 4eCmoma, HediCenanume eqyexmu ca npedCcmagest no peda Ha HAMATABANe
HQ CepuOIHOCIMA UM.

Cucmema opzau-xiac

Hexcenanu nexapemeenu pearuii

Hugexyuu u Muozo vecmu Cencuc, kandudo3a ka CMoMauHO-4PESHIR IMPAKM, UHDEKYUR HA
OnApazumaeaHe nuxounume nemuwya, herpes simplex, herpes zoster
Yecmu ITueesonus, zpun, ungexyun na duxamennume nemuuya,

PECRUDAMOPHA MOHWINA3A, UHPDEKYIUR KA CIOMAUHO-PEEHU
mpaxm, kandudosa, zacmpoenmepum, underxyus, Gponxum,
@apunzum, CUHYIUM, MUKOMUYHA UNGERIIUA HA KOWCAMT, KONCHA
xandudosa, sazunania kanndudosa, punuimn,

Heonnasmu Mhuozo vecmu -

debporavecmeen, Yecmu Pax na koocama, dopoxavecmeeHna HeonnazmMa HG KONCAMA

MOKAYECHIBEHN H

wecneyudupany

(8ra. kucmu u

nopunu)

Hapywenus na Muozo vecmu Heaxonenus, mpomboyumonenus, anemus

Kpesma u Yecmu Hauyumonenus, nesxoyumosa

numpHama

cucimenma

Mematonumuu u Muozo vecmu -

Xpanumensu Yecmu Ayudosa, xunepranuemus, XUnOKGTUEMUR, XUREPZAUKEMUR,

HAPYUERUA XUNOMAZHEIUEMUA, XUNOKANYHEMUS, XUNEPXORCCIMEPOReMUT,
XuneprunudemMus, XunoGocamemis, XunepypUReMIs,nedazpa,
anopercus

Tewxuynu Muozo wecmu -

HapywteHuA Yecmu Axcumayus, cocmoeanua Ha obvpreare, denpecus, MpPesorcHocH,

abropayso Mucnene, SeaceHue,

Hepsua cucmema

Muozo wecmu

Yecmu

Tvpyose, xunepmoHus, samMaigane, mpemMop, CoRAUEOCM,
Mmuacmenen cundpos, 3amatisare, anasobonue, napecmesut,
HPOMAHA Ha gryed

Cepdevnu Mnuozo vecmu -
HApyweHUA Hecmu Taxuxapoun
Culoeu napyuienus Mhuozo vecmu
Yecmu Xunomonus, xunepmonus, sazoounamayus
Huxamennu, Mruozo wecmu -
MOPARAAHY U Qecmu Inegpanen uanus, ducnwesn, xauuya
MEQUACTMUHANTHY
HApYweHust

Cmomamno-vpesna
cucmemMa

Muozo vecmu

Hospwujane, xopemua Gonxa, duapus, zedene

Yeemu

Kpveousnus om cmoMauino-ypesus mpaxm, NEpUmMonum, uneyc,
KOAum, CMoMauIig A3ad, 0yoOgHAnHA 2364, 2achipum, eoghazum,
CIOMAMUM, 3GReK, CUCNENCUA, MEMEOPUTBM, YpU2aaHe

Xenamo-Gunuapu

Muozo veeru

HApyuweHua Yecmu Xenamum, Jceamenuya, xunepbunupybunemus
Koorea u koscnu Muozo vecmu -
npudamvyu Yecmu Koeoscna xunepmpogus, o6pug, axue, anoneyist

Myexyno-ckenemuu

Muozo vecmu

¥ CHeOUHUMENHO- Yecmu Apmpanzus

mBRAHRY

Hapywenus

Bvbpeunu u Mruozo yecmu -

RUKQYHU HAPYWEHUA Yecmu bvfipeune yspescdane

Obuyu napyutenus y

Muozo vecmu




CBCHIOAHUS Ha Yecmu Omok, nupexcus, cmydenu mponxu, 6oaxa, REPAINORONCEHUE,

MACMOMO HA acmenus
nNpURO¥CEHUE
Hzcnedganun Mrozo vecrmu -
Yecmu Hosuuteru weprodpoBul ensuMy, ROGHUIEH KPEAMUHUN 8 Kpbema,

nosutuena faxmam Oexudpoenasa ¢ Kpvemd, NOSUIIeHa YPes 6
Kpbema, nosuiiena Kpbena ankania gocgamaza, Hamanenue Ha
meaRomo

3abenexka: 501 (2 r CellCept guesno), 289 (3 r CellCept nuerro) 1 277 (2 r v/ 3 r nepopanto
CellCept auerHO) nanuenTy ca OUNH NeKyBaHH [0 BpeMe Ha KIHHKYHH H3nuTBaHua daza I11 sa
NpEAOTEPATABAHE Ha OTXREPAAHE Ha TIpHcankaTa np O50petHa, chbpAedHa M YepHoApoGHa
TPAHCIVIAHTANHS ChOTBETHO.

Crepnure Hexxenanu eeKkTd ca HabIoIaABAHH CleN H3TH3AHETO Ha TIa3apa:
Bunosete HexxenaHu peaktuu, KOUTO ce choOmarar ciel u3anzanero Ha CellCept Ha
nasapa, ca IoAo0HH Ha OTOeNA3aHUTe [0 BpeMe Ha KOHTPONHPAaHUTE KNHHHYHK
H3NHUTBaHUA ¢ 0-0pedHa, ChpAeYHa U YepHOApoOHa TpaHCINaHTaL|A.
JONbAHUTENHHTE HEXENaHH peakiuy, cho0IeHH B OCT-MapKeTUHI OB NIepHo, ca
olMcCaHH I0-A0NY, Kamo Yecmomama Ha cvobiyasane e dadena 6 ckobu, axo e
usgecmua.

CroMamHo-YpeBeH TPaKT: KONUT (BKIIOYUTENHO KOAUM, IPHYMHEH OT
LHTOMeTanoBupyc, >1/100 do < 1/10), nankpearurt (=1/100 do < 1/10) u arpodus Ha
YPEBHHTE PECHUYKH.

HapyineHus, cBbp3aHy ¢ HMYHOCYNPECHATA: CEPHO3HH XHMBOTO3aIIAIUBAIY
UHOQEKLHH, BIIIOUBAlH MEHWHIHMT, €HAOKAPHHT, TYOEpKyI03a 1 aTHIIHYHA
mukoGakTepuanHa uadexius. Mva chobluenns 2a arpadynonutosa (>1/1000 oo <
1/100) u HeyTpoOMNeHHs, TopajH TORA ce NpenopbyBa pefIoBHO NPOCeisiBate Ha
OonnuTe, Aexysanu cke CellCept (B paspgen 4.4.).

Joxnadsanu ca omoenHu cayNau Ha antacmudHa anemus U NOOMUCKARE HA KOCMHUA
MO3BK npu nayuenmu nexyeanu coc CellCept, Haxou om xoumo ¢ gamane xpail.

Cepbxuyscersurelnoct: Coofuasam ce peaxiii Ha CepbXHyecmeUmennoct,
SKIOYHUMENHO QHZUOHEBPOMUNEH OMOK U AHAPUNAKMULHA PEAKYUA.

4.9. Xlpepmosupane

OnuTsT ¢ npenosupane Ha CellCept npy Xopa e MHoro orpanudeH. CHOHTHATA,
OJyYeHH CBC CHOGLIEHHASTA 32 TIpefo3Hpatie, Hie U3H3aT H3BhH No3HATHA npodun
Ha 6e30NaCHOCT Ha AeKapCmeenst NPOOVKNT.

He moxe ma ce ouakea, ye XeMOXHaNK3a e MOXe Ja OTCTPaHH KIHHHYHO 3HAYMMH
koaugecTea MOK u MOKTI'. CexpectpanT Ha 3KIIYHUTE KHCEIHHY KaTo
Konectupamu HaManasaT AUC na MOK upes nionuspane Ha eHTepOXeIaTanHus
KPBIOBPAT HQ NeKADCMGEHUS IIPOOYKM.

5. GAPMAKOJOTHYHH CBOMCTBA
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5.1. @apmaxogHHAMUYHH CROJiCTBA
{apMmakoTepaneBTHUHA Ipymia: usyHocynpecopru cpedemea; ATC kox LO4AA06.

Muxoderonat Modetnn e 2-mMopdonudoeTinos ectep Ha MPK. MOK e Momes,
CeNICKTHBEH, HCKOHKYPEeHTEH 1 06paTuM HHXHOUTOpP Ha HHO3HH MOHOQocdaT
AeXUApOreHasaTa ¥ nopajr Toa HHXHOKpa ITETHINATA Ha de novo CHHTe3aTa Ha
ryaHO3MHOBHA HykneoTHn 6e3 uakopnopupare B JJHK. MOK uma no-MouieH
UHTOCTATHYEH €(heKT BBPXY THM@OLUTHTE OTKONKOTO BEPXY APYTHTE KIETKH, Thil
Kato nponudepanyata Ha T- u B-mumdounTHTe 3aBHCH XpHTHYHO OT de novo
CHHTE3aTa Ha IYPHHHTE, AOKATO APYTHTE KIETKH MOTaT A H3MONI3BAT pe3epBHH
IBTHILA.

5.2. ®apMakOKHHETHYHH CBOHCTBA

Cirien nepopaiHo npHIoxeHre MukodeHonar Moderun ce pesopbupa 66p30 U B
roasgMa CTeTeH H Ce [ToJUTara Ha IIBlieH NpecHcTeMeH MeTaboau3bM A0 aKTHBHHA
Merabonut MK®. KakTo ce KoKa3Ba 4pes [OTUCKAHETO Ha OCTPOTO OTXBBPIIHE ClE],
61n0peyHa TpaHCIINaHTalu, UMyHocynpecusHaTa axtiBHOCT Ha CellCept kopenupa ¢
koHueHTpauuara Ha MOK. Cpenxata SHoHanyHOCT Ha NEpOPaiHUA MUKO(EHOIAT
moderun, ocHosapama ce Ha AUC Ha MOK, e 94% ot UHTpaBEeHOZHO NPHIIOKEHHAS
MHKo(eHonat ModeTui. XpaHaTa He ITOBNHABA CTeneHTa Ha pesopbius (AUC Ha
M®K), korato MukodieHonaT ModieTH ce Mpuiara B K03H OT 1.5 I [sa NbTH AHEBHO
Ha NalHeHTH ¢ TpaHcIuianTanus Ha 6s0peuure. Cha Ha MK obaye e 6una
"amaneHa ¢ 40% npy HanmHuHe Ha XpaHa. Clell nepopaiiHo IpHIIoXKeHHe
MuKoeHonat MoeTun He ce H3MepBa CUCTEeMHO B IlasMarta. B KOHIleHTpalky oT
KkiuHn4Ho 3HaYeHHe MOK ce cBp3Ba ¢ nnasMenure anbymuHu B 97%.

B pesyarar or eHTepOXenaTanHus KPhroppaT BTOPHYHO [TOBUINEHHE Ha [IasMeHaTa
xoHueHTpanua Ha MOK o6ukHOBeHO ce Habmoaasa npubnusHTenHo 6-12 yaca crepy
IpUeMaHe Ha JI03aTa. EJHOBPEMEHHOTO NPHAMKEHHE Ha KONGCTHPaMuH (4 T Tpu
IETH JHEBHO) ce CBEp3Ba ¢ Hamanenue Ha AUC Ha M®K c npubnuzutenno 40%
KOETO I0Ka3Ba, Y€ CHTEPOXeNaTANHUAT KPBroBpar € 3HaYUTeAeH.

MOK ce merabonu3upa npelUMHO Upe3 MIOKYpORI TpaHedepasarta 1o GeHoIoB
rroKypoHu i Ha MOK (MOKT'), koliTo He e apMaKONIOTMYHO aKTHBEH.

Hesnauutenno xonuuectBo oT eewgecmeomo ( < 1% oT po3ara) ce eKCKpeTHpa B
ypunata kato M®K. Cnez nepopanHo npunoxeHUe Ha OenazaH MUkodeHOIaT
MoMeTHI € HaboAaBaHo MBAHO €NMMUHHpaHe Ha pHeTara A03a, kato 93% ot Hes
ca OTKPUTH B YpUHATA, a 6% - BEB dekanuute. [10-rofsaMoTo KONIUYECTBO {OKOIO
87%) ot npunoxeHara J103a ce eKCKpeTHpa B ypuHata kato M®KT.
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Ilpu xoHIEHTpalH, KOMTO cé HabioAaBaT IpH KITHHAYHOTO npuioxenre, MOK u
MOKT" He ce orcTpaHaBaT Ype3 xemoaHanusa. [Ipy BUCOKH nAa3MeHu
koHIeHTpaurH Ha MOKT obage (> 100 MKr/Mi) ce OTHERAT MalKKi KOJHYECTBA OT
MOKT".

B pannus nocr-tpancrnanTannoneH nepuo (<40 gHU clen TpaHCITAHTALUATA)
cpeanara AUC na MOK e 6una npubnuzurento ¢ 30% no-Manxa, a Cypax
npubnuzutento ¢ 40% no-HucKa Nnpu nauueHTH ¢ 6p0peyHa, cepaeyYHa H
HepHOAPOOHA TPAHCINAHTALMA B CPaBHEHME ¢ KBCHHA HOCT-TPAHCIVIAHTAHOHEH
nepuoz (3-6 Mecela CAeA TPAaHCIIAHTAUMATA).

Brbpeuno yepexnaye:

B enHo npoyuBaHe ¢ eAHOKpaTHA f03a (6 nuua B rpyna) cpeaHara masMeHa AUC Ha
MO®K, nabmonasana npu 60NHY C TEKKO XpoHHYHO 650peyHo yBpexnaHe (CKOpocT
Ha rioMepysiHaTa gunrpanya < 25 ml/min/1.73 m?) e 6una ¢ 28-75% no-BHcoKa B
cpaBHeHHe CHC CpeAHaTa CTOHHOCT ApH 3[paBH HHANBHAM HIIH JIMIIA C II0-Majlka
crenew Ha 6s0peuno yepexxaane. Cpeanata AUC na MOKI npu efuHHYHa 7034
obaue e Guna 3-6 TETH [O-ToJiAMA NIPH JiULA ¢ Texko 6E6peuHo yEpexnane B
CpaBHEHHE C JIMIa ¢ AeKo OBOpedHo yBpeXaane Uil HOPMANIHY 3ApaBH HHAHBHAH,
KOTO & IOTHYHO NPH H3BeCTHOTO OBOpeyno enumunupane Ha MKOI'. He e
M3CIIeBAaHO MHOTOKPATHOTO NPHIOKEHHe Ha MUKo(eHOAaT MO(ETHI TIPH MaUMEHTH
C TEXKO XpOHUYHO ObOpeyHo yBpexaane. HaMa FaHHH OT MaLHEHTH ChC CHpACYHa
HIIH YepHOApOOHa TPaHCIAAHTALMA U TEXKKO XPOHHYIHO OBE0pEUHO yBpexaaHe.

3afaseno OYHKIMOHHpaHe HA HpUcateHns 6EOpek:

Tipu Gonuu che 3abaBeHO MOCTONEPAaTUBHO QYHKIMOHHMPaHe Ha NpHcajKaTa
cpeanata AUCy.1» Ha MOK e Grnia cpasHUMa ¢ HabmoAaBaHaTa IIpH nauueHTH 6e3
3abasane wa GpyHkuponupanero. Cpepuata AUCo. 12 Ha MOXKTI ¢ 6una 2-3 neTH mo-
roisMa OTKOAKOTO TIpy HOJHY ciie]| TpaHCIUIaHTanua Ge3 3abapgHe Ha
dyHKIHOHHpaHETO Ha npucagkara. Moxe Aa ce HaOMmoAasa NPEXOAH0 yBeNHYCeHHE
Ha cBobojHaTa (paKius W KOHUEHTpala Ha naasmenara MOK npu nauueHTH cbe
3a0apeHa QyHKUUA Ha OBOpeunaTa npucagxka. Hsrnexia He ce Hajara KOpHTHpaHe
Ha go3zata Ha CellCept.

YepnonpoGHo yBpexnaHe:

TIpu no6poBoLH ¢ aNKOXONHA [Hp03a NPOLIECHTE Ha NIIOKypoHusHpaHe Ha MOK B
yepHHA Apob ca OMIK OTHOCHTENIHO HE3aCETHATH OT NApeHXHMMHOTO 3a00JIIBaHe Ha
uepHus Apo6. EdexTute Ha yepHoAPoOHOTO 3a00MABaHe BBPXY TO3H IPOLEC
BEPOATHO 3aBHCAT OT creiyidhuuHata Gonect. YepHoapoOHO 3a60ssBaHe C IPEAUMHO
GunMapHo yBpexnaHe obade, KkaTo MEPBHYHATA OHIHApHA HPO3a, MOXKe a HMa
paznuyeH edexT.

ﬂega M MIIAAEHH (Ha BB3PacT OT 2 1o 18 CONUHH):

OuenABanH ca hapMaKOKHHETHUYHUTE IIOKasaTeny npu 49 jelia ¢ 666peuna
TPaHCIIAHTaLK, BeKyBaHH ¢ 600 Mr/M> MEKOEHONAT MO SIIBTH JHEBHO.
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1pu Tasu no3a ca pocturHary croiiHocTi Ha AUC na MOK nogoGHu Ha Te3H NpH
BB3PaCTHH ¢ TPaHCINaHTalMs Ha 656peny, noaydasand 1 r ABa METH JHEBHO B
PaHHMA U KBCHHA MOCT-TPAHCTUTAHTALHOHEH NepHol. BETpe BLB BB3pacroBure
rpyn# croiitoctiTe Ha AUC na MPK B paHRHA B KBCHHSA [TOCT-TPAHCIUIAHTAIHOHEH
niepuoj, ca Gunu noJoGHH.

IlaupeHTy B HampenHana BE3pacT (= 65 roaunn)&

PapMaKkoKHHETHIHOTO NosefeHue Ha CellCept ipy nauueHT# B HanpeaHaia Bb3pacT
HE € U3PHYHO H3CICABAHO.

OQaJIHH KOHTDALENITHBH:
d)apmaxoxnﬂemlca'ra Ha OpallHUTE KOHTPAUCNHTHBH HE CC © NOBJIHAINA OT

€HHOBpEeMEHHOTO Npuitoxkenue cve CellCept (BHx cblo pasgen 4.5.). Ento
npoy4ysaHe ¢ eAHoBpeMeHHo npunarane Ha CellCept (1 r ABa IBTH FHEBHO) H
KOMOWHHpaHH OpaJIHH KOHTPALCNTHBH, ChAbpiKamii eTHHUIecTpanon (0.02 mr ao
0.04 mr) 1 neonoprectpen (0.05 mr mo 0.15 mr), gesoprectpen (0.15 Mr) unun
rectogeH (0.05 mr go 0.10 mr), npoeeneHo npu 18 xxenn 6e3 Tpancnnantanys (6e3
[IPHEMaHe Ha APYr¥ HMYHOCYIIPECOPH) B NPOABIDKEHHE Ha 3 TOCIeA0BaTEIHI
MEHCTPYITHY LUKbBIA, HE € OKa3a10 KNMHAYHO 3HauuMo Biauanue Ha CellCept
BBPXY HOATHCKAIMA eeKT Ha OpallHUTe KOHTpPAleNTHBY BEpXY AHUYHHIMTE.
Cepymante HuBa Ha LH, FSH u nporecrepona He ca ce NOBAMANN 3HAYUTEITHO.

5.3. IlpenxanHHYHH AaHHH 32 GesonacHocT

Ipu excriepuMeHTaNHE MoAeNH MuKodedonar Mo(eTin He e OHA TyMOPOTeHEH.
Haii-BHCOKHTE H03H, TECTBAHH [IPH NPOYYBaHHATA HA KAHHEPOreHHOCTTA BBPXY
*KHBOTHH, Ca JOBENH HO NPHONM3UTERHO 2 40 3 NHTH NO-BUCOKA CHCTEMHA
excriosuuua (AUC wmu Cpax) B cpaBHEHHe ¢ HabmoaBaHaTa NpH NperopbyYBaHaTa
KIHMHHYHE 1032 OT 2 T AHEBHO M 1,3-2 mbTH 0-BHCOKA OT CHCTEMHATA EKCIIO3HIIUSA
(AUC unu Cppax), YCTAHOBEHA NPH NALIMEHTH ChC ChpACYHA TPAHCILIAHTALIUA IPH
NpEeNoPBYBAHATA KIIMHIYHA 032 OT 3 T THEBHO.

Jlea TecTa 3a reHOTOKCHYHOCT (in vitro TecT ¢ MuIIa TuMGOMA 4 in vivo
MUKPOHYKJIEYC TECT BEPXY KOCTeH MO3BK Ha MHIIIKH) ca IEMOHCTPHPAIH, Ye
MuKodeHonaT Moderri HMa IIOTeHIHAN Ja IPeAH3BHKa XPOMO3OMHH abepalyi.
Te3u eektu MOKe Jla ca CBBp3aHH ¢ (hapMaKOMHAMHMYHHS HAYHH HA JeHCTBHE, T.C.
¢ nHxuOupane Ha HYKJIEOTHIHATA CHHTE3a B YyBCTBHTENHHTE KASTKH. JIpyTH TecTOBE
in vitro 3a OTKpHBAHE HAa 'eHHU MYTALUH He ¢a TOKa3ali FeHOTOKCHYHA aKTHBHOCT.

Mukodenonar moderan Hama edekT BEpXy PepTHIHOCTTA HA MBIKKH IIBXO0BE NIPH
niepopaiiHK 1034 a0 20 Mr/kr aHesHo. CHCTeMHaTa eKCIOSHIHA NIPY Ta3H J03a
Npe/ICTaBABa 2 10 3 ITbTH KNHHAYHATA EKCHO3HLIAA NPH IIPENophYBaHATa KIHHHIHE
1033 OT 2 I JHEBHO NIpH NaluenTH ¢ 650peyna TpaHCIIaHTauMa 1 1.3-2 16TH
KIIMHHYHATA eKCIIO3HLIHA TIPH NperopbyBaHaTta KIMHHYHA J03a 0T 3 T' IHEBHO TIpH

HalHeHTH ChC ChpAeyHa TpaHCcIuaHTaus. Ilpu npoy%arre;ﬂ@@& dbeprHAHOCT
@ (R4}
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1 PENpPOAYKLHSA, IPOBE/ISHO BBPXY ILTBX0ORE, OPAITHH JIO3H OT 4.5 MI/KT IHEBHO ca
NpeAH3BHKaNA MaipopMaIy (BKITOYHTENHO aHO(TaIMHUS, aTHATHA H
XHApoUedanus) B MPBO IOKOJEHHE NPH OTCECTBHE Ha MaiiurHa TOKCHYHOCT.
CrcTeMHaTa eKCIIO3HIIKA TIPH TasH 032 e Guaa npubnusuTento 0.5 meTH
KJIMHHYHATA EKCIIO3HUHMSA [IPH NPENOphYBaHaTa KIMHHYHA 034 OT 2 T AHEBHO IPH
nauienTH ¢ 60peyHa TpaHCIaHTaMA ¥ NpHONH3KHTENHO 0.3 IBTH KIAHHYHATA
€KCHO3KIIMS TIPH NPerophuBaxara KIHMHHYHA 1032 OT 3 I' AHERHO MPH NAIUCHTH CEC
chpiicyHa TpaHcnnanTauus, He ca ycranoeHy edekTy BppXy QepTUNHOCTTA HIH
PENPOAYKTHBHHUTE NOKA3ATENH IPH MalKUTe MK [IPH CIECABAIOTO OKOJIEHHE.

IIpu Tepatonory4HKTE NPOYYBAHNUA BHPXY IUTEXO0BE H 3aiiIly ca HabNoaaBaHH
Geranuy pezopbHuK 1 Man(GopMalUH MpH IITHX0BE NPH 1032 0T 6 MI/KT JHEBHO
(BKMIOUNTENHO aRODTANMHUS, arHaTHA U XUApoUedaaus) H NpH 3aiiy npu go3a 90
MI/KT AHEBHO (BKIIOYHTEAHO CHPAEIHO-CHAOBH U OLOpeYHH aHOMAIMH, KATO
eKTONH:A Ha chpLeTo H OB0peluTe U auadparmanta ¥ yMOUNHKANHA XSPHHA) IPH
nMica Ha MaiiuuHa TokcHyHOCT. CHCTEMHATA eKCIIO3HILMA IIPY Te3H HHEA €
ApUONM3HTENHO PaBHA WK MO-Maiika oT 0.5 BTH KTUHHYHATA €KCIIO3ULHSA IIPH
ApPEenopHYBaHaTa KIIMHHYHE 1033 OT 2 I' IHEBHO IIpH nalueHTH ¢ 650peuna
TpaHCIUIAaHTauMA U npubnusurento 0.3 0WeTH KIHHUYHATE €KCIIO3HIUA TIPH
TNpefoppYBaHaTa KIMHHYHA 032 OT 3 T IHEBHO IpY NALHEHTH ChC ChPAEYHa
TpaHCIJIAHTALIHA.

Bux pazpen 4.6.

XemonoeTyyHaTa ¥ JUM(HaTa CHCTeMH ca OUAW OCHOBHHTE OPraxH, 3acerHaTH NPy
TOKCHKOJIOTHYHHTE HU3CACABaHNS, POBEAEHH ¢ MUKodeHonaT MoeTni npH
IIBX0BE, MUIIKH, KyueTa H MaiMyHH. Te3n edeKTH ca HabmonaBaHH NIPY HUBA Ha
CHCTEMHA €KCIIO3HLIMS PaBHH HJIH [10-MaJIKH OT KAHHHYHATA eKCIIO3HIUA [TPH
HpenopBYBaHAaTa 032 OT 2 I' AHEBHO [IPY PeHUITHEHTH Ha 6B0peuHH TpaHCHIaHTaTH.
Cromanso-4peBHH edekTy ca Ouar HabmogaBaHH B KydeTa IIpY HUBA Ha CHCTEMHA
EKCIIO3MIMS PAaBHHU HMIIH II0-MalkH OT KIMHHYHATA SKCIIO3HLMA [IPY NpenopryBaHaTa
Jo3a. CToMamHo-4peBHH U O56peuny e(eKTH, KOUTO CBUACTENCTBAT 32
JeXuapatalus, cbo ca OUnH HaboJaBaHy NpH MaliMyHH NPy Hak-BHCOKATa 1034
(HHBa Ha cHCTeMHAa EKCIIO3ULIHA PABHY HIH [I0-BHCOKM OT KIIMHNYHATA eKCIIO3UIUA).
IIpodunsT Ha HEKTMHHYHA TOKCUYHOCT HAa MUKOGEHOIAT MO(ETHI H3rJIexK/a €
CBBMECTUM C HEKENaHHTE CHOHTHSA, Habnr0JaBaHU NPY KIHHHYHHTE H3IUTBAHHA
BBPXY X0Pa, KOHTO Cera OCHTypsABaT A2HHH 3a 6e30NacHOCT OT NO-TOIAMO 3HaYeHHE
3a NOMyNALMATA NalueHTH (BHXK pazaen 4.8.).

6. PAPMAIIEBTHYHH JAHHHA
6.1. Cnucnk Ha NIOMOIMHHTE BEHIECTBA

CellCept mabnemxu:
Muxpoxpucmanna yeaynosa,
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nogudon (K-90),
KPOCKaPMeno3a Hamput,
MazHesueg cmeapam.

IToxpumue na mabnemxama:
Xudpoxcunponun Memunyenynosa,
XUOPOKCUNDONUT YERYA03d,

mumarnuee ouoxcuod (E171),
noauvemunen anuxon 400,
unOuzoxapmun wiymunueg nax (E132),
uepeen ocenesen oxcud (E172).

6.2. HecnBMecTHMOCTH

He e npunoaicumo.

6.3. Cpox Ha rogHocT

3 ropuuy.

6.4. CrenuajHH NpeAnasHl MePKH IIPH chbXpaHeHue

Ja He ce cpXpansaBa npu TeMnepatypa Hag 30°C. brucmepvm na ce CbXpaHaBa BbB
BBHIIHATA KAPTOHEHA ONIAKOBKA, 30 Od ce ha3y om 6razd.

6.5. EcrecTBO H CHIBPKAHHE HA ONIAKOBKATA

CellCept 500 mg Tabnerku: 1 kaproseHa KyTus ceabpka 50 TabneTkn
(B GauctepHH onaxoeku no 10 6p.)
1 xapToHeHa KyTHs ceABpxa 150 Tabnerku
(B GmucTepHn onakosku o 10 6p.)

6.6. Hucrpykusy 3a yonorpe6a ¥ paGora H U3XBLPJAsIHE HA IPOAYKTA (AK0 e
MOAXOASIO0)

Twit kaTo MuKOderonaT MODETHT € HoKa3al TePATOreHHa aKTHRHOCT HpH IIBX0BE H
safipy, CellCept Tabnerku He TpabBa fa ce YyHAT.

Bcexn HeH3NON3BaH NMPOYKT WK OTHagBUeH MaTepHal Tpa6Ba fa ce H3XBEPIH B
CHOTBETCTBHE C MECTHHUTE H3HCKBAHUS.

7. TIPHTEMKATEJ HA PAIJPEINEHUETO 3A YIIOTPEBA
Pow Bearapus EOOL, yn.”bssio none” 16, 1618 Codus, Berrapus

8. HOMEP HA PAJPEIHIEHHETO 3A YIIOTPEEA BB




[1-5284

8. JATA HA IIBPBO PA3ZPENIEHUE 3A YIIOTPEBA /
ITOJHOBABAHE HA PASPEINEHHMETO 3A YIIOTPEBA B
BLJIT'APHU

20.05.2002r.
9. JATA HA PEJAKIIASI HA TEKCTA
Hodpobra ungopmayus 3a mo3u Rexapcmeer RPOOYKM ce HaMupa Ha yeb

cmpanuyama na Egponeiickama nexapcemeena azenyua (EMEA)
hitp:/fwww.emea.en.int/
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