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KPATKA XAPAKTEPUCTHKA HA IPOAYKTA
1. HAUMEHOBAHHE HA JEKAPCTBEHMS IPOAYKT

CellCept 250 mg capsules
CellCept 250 mg xancynu

2. KAYECTBEH H KOJTHYECTBEH CbCTAB

Beaka kancyna ceaspaxa 250 Mr mycophenolate mofetil (Mukodenonar Moderan).
3a nomowgnume gewjecmed, euxc pasden 6.1,

3. JEKAPCTBEHA ®OPMA

CellCept xancynu: npofeiroaty cunko/kadas xancynu ¢ yepen nagnuc “CellCept
250” BBpXy Kanadero Ha Kalcyjiara H JIOTOTO Ha (MpMaTa BEPXY TANOTO Ha
Kamcynara,

4, KJIMHHYHHA JAHHHA
4.1. TepaneBTHYHH NOKA3AHHA

CellCept B xoMOHHAIHA C WAKIOCTIOPUH H KOPTHKOCTEPOMIH € TOKa3aH 3a
npodHIaKTHKa Ha OCTPO OTXBLPIIAHE Ha TPAHIUAHTATA NPH HALIMEHTH C aNOreHHa
TpaHCIIIaHTalks Ba GE0pelH, chple UIH yepeH apol.

4.2, Jlo3sHpoBKa H MeTO[ Ha MPHAOKEHHe

Jleyenuero cre CellCept Tps6Ba fa ce 3a0YHe U HOJXBPKA OT CIICLIHANKCTH C
HOAXOANA KeanudHKalusa B 001acTTa Ha TPaHCIIIAHTAHATA.

VYnotpeba npu 650peuHa TpaHCIIAHTALHA:

Brapactau: Ilepopannoto neveHue TpadBa 1a 3anoyvHe 10 72 yaca cien
TpadcinanraluaTa. [Ipenoprupanara 1033 pH NalUeHTH ¢ OL6pedna
TpaHcIiaHTaiu e 1.0 T 1Ba I'eTH AHEBHO (2 r AHeBHA J1033),

Jena 1 Maanexu (Ha Bbipact oT 2 no 18 roxaunu): IlpenopsuBanara gosa
muxoderonar Modernn ¢ 600 Mr/v’, IpHIATaHy ABa IFTH AHEBHO (40 MaKCHMAIHA
Jo3a 2 r nuesHo). CellCept kancynu TpAbBa Aa ce NpeINKHCBAT CaMO HA HAMHEHTH C
Tenecha MoBspXHOCT MoHe 1.25 M>. CellCept Kamcyan MOTaT Ja c¢ NpeAIHCBaT Ha
TIAHEHTH C TeNeCHa MOBEpXHocT oT 1.25 go 1.5 M2 B mo3a 750 Mr B4 ITETH JHEBHO
(1.5 r gHeBHa mo3a). CellCept kancynu MoraT Aa ce NMPEAHUCEAT Ha TALHEHTH ¢
TeJlecHa IOBBPXHOCT HaZ 1.5 M* B fo3a 1 I ABa IBTH msﬁgﬁ@}ffﬁusaﬂa zo3a). Toit
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KaTO HAKOH HEKENIAHH PeaKiMH BE3HUKBAT NI0-4ECTO B Ta3M BH3PACTOBA Irpyiia (BHXK
pasnen 4.8. Hexenanu edekTH) B CpaBHEHHE C BE3PACTHHTE, MOXKE J1a C& HAJIOKH
BpEMEHHO HaMallABaHe Ha J03aTa WM NpeKhCBaHe Ha JieyeHuero. [1pu Tosa e
TpA0Ba Aa ce B3eMe NPeIBHA CHOTBETHHTE KIMHAYHH (aKTOpH, BKIFOYHTEIHO
TEXECTTa Ha peaKIuATa.

Heua (<2 roxusy); JlaHHuTe 0THOCHO 0€30MacHOCTTa U e(eKTHBHOCTTA NIPH JAela
TOZ 2-TOAMIITHA BB3pacT ca orpanuyeny. Te ca HENOCTATHYHM, 33 Ja C€ HarpaBaT
TIPENIOPEKY 33 JO3HpPaHe | MOPajH ToBa ynorpebarta B Ta3H BH3pacToBa IPyIa He ce
NPENOPHYBA.

Vo T er'a Py CEPACYHA TRAHCIUIAHTANHA .

Buspacta: [TepopantoTo siedenne c¢ne CellCept Tpabsa ma 3amouse 1o 5 JHH Clek
TpaHcranTanuara. IlpenopsuBaHara Ao3a IpH NAlKHEHTH ChC ChpPASYHA
TpaHcnnaHrauus € 1.5 r ABa NETH AHEBHO (3 I AHEeBHa J03a),

Jena: Hava faHHM 32 nputoXeHHe NPH TPAHILUIAHTALIMA Ha ChPLE IIPY Jel.

Ymnotpeba npy YepHOApoOHA TPAHCIINAHTALIHA:

Brspactau: MHTpasenosHoto neveHue cue CellCept TpsOBa ja 3amoure npes
I'spBHTE 4 MHHU Cle] TPAHCHAaHTaLUATa Ha depeH Apob. [IpermopruBanara Ao3a pH
TIZLHEHTH ¢ YepHOApoOHa TpaHcIanTauus ¢ 1.5 r apa bty AHEBHO (3 T ZHEBHA
J03a).

- Jena: Hama fanuy 3a npuiioAKeHHe NpY TPaHIUIAHTAIMA Ha YepeH Apob IpH Aela.

Yrnotpeba npy MANNEHTH B HANPE/HANa BB3pact (> 65 romunw): [penoprusanute

Josu oT 1.0 r 1Ba NETH AHEBHO IIpH NalueHTH ¢ 660peyna TpadcmanTanus u 1.5 r
JBa NHTH AHEBHO NpH OOJNIHH ¢ TPaHCIUIAHTAIMA HA CHpIle HIIM 4epeH Apof ca
TIONXOAAIIH 3a NANUEHTH B HATIpeHAaNa BB3PacT.

Ynorpeba npn 6u6peuHo yspesxnane: IIpu namuenty ¢ TpaHcIilaHTalus Ha Ge6penn
€ TEXKO XpOHHYHO GB0peuHo yBpexkaane (CKOpoCcT Ha riioMepy/HaTa GuItpanua <
25 ml/min™.1.73m>?) usssH neprona HEHOCPEACTBEHO ¢S TPaHCIAHTALUATA
TpaGBa fia ce H30ArBaT HO3H NO-BUCOKH OT 1 I ZBa NbTH AHeBHO. Te3n manueHTH
Tp:AGBa CHINO Ja ce HabmopapaT BHUMaTenHO. He e HeoOXoiMO KOPHTHpaHe Ha
HO03aTa NIPY MAlHEeHTH Chbe 3a0aBeHo NMOCTONepaTHBHO GYHKIMOHHpaHe HA
0r6peunara npucagxa (K pazgaen 5.2. ®apMaKOKHHETHYHHM ¢BolcTra). Hama
JaHHM NpY NalHEHTH ChC ChpJSYHA WIH YepHOAPOOHA TpaHCIUTAHTALU H TEXKO
XpoHHYHO 6BOpeuHo yBpeKaaHe.

Ymorpeba mpH resxko yepHonpobHO yBpexcnane: He e HeoOxonumMo KOpHrupade Ha

J03aTa NPy NalMeHTH ¢ 6p0peYHa TPaHCIUIaHT Al i TEXKQ na@ngHo
S,
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3afonABaHe Ha YepHUA Apob. Hama JaHHN NpU CBpASYHH NMAlHEHTH C TEXKO
NapeHXHMHO 3a00N1ABaHe Ha YepHHA JpoD.

Jleyenuye 110 BpeMe Ha eNu30AH Ha oTXBEpIgHe: MOK (MukodeHonoBa KHCENHa) €
akTHBHUAT MeTabonut Ha MUKodeHONaT ModeTun. OTXBBEpRAHeTo Ha OEOpeyYHHS
TPaHCHaHTAT He BOJM JI0 IPOMeHH BEB (apMakokuHeTHkata Ha M®K; He ce Hanara
HaMansgBaHe Ha Jlo3aTa WiIH npeycraHoBaraHe Ha CellCept. Hama ocHoBanme 32
KopHurupaHe Ha jjozaTa Ha CellCept cnen oTxBBpisHe Ha NIpHCAaAKAaTa IPH ChpJCYHa
TpaHcrUanTauys. HaMa apMakokvHETHYHY JaHEH [IPH OTXBBPILAHE Ha
yepHOZpoOHa MpHcajKa.

43. IHporHBomoKAa3aHHHA

HabmopasaHu peakiiuy Ha cBpexuyBeTBHTENHOCT KbM CellCept (Brix pazgen 4.8.
Hexenaun edexrn). [Topamu Tosa CellCept e npoTHBooKasaH NpH NaLHEHTH CEC
CBPBXYYBCTBUTENHOCT KBM MUKOGEHONAT MODETHI HIK MAKO(EHOIOBA KHCENHHA.
CellCept 500 mg npax 3a KOHIEHTpAT 3a HHPY3HOHEH PA3TBOP € NPOTHBOIIOKA3aH
TIPM MaLHEHTH, KOUTO ¢a aleprHyHH KM nonucopOar 30.

CellCept e npomusonoxasan 3a ynompeta npu Kepmewju Jceru (guxc pasoen 4.6.
Bpemennocm u kopmene).

3a nrdopmanus 3a yrorpeda no Bpeme Ha OPEMEHHOCT M H3UCKBAHMA 33
KOHTpauenuus Bix pasgen 4.6. BpeMeHHOCT ¥ KEPMEHE.

44. ChoenuajgHu NpeAyNpe:KACHAA H CICIHANHH NPEANasHH MEPKH HPH
ynotpeba

TlaupedTiTe, IOAYYaBANIH KOMOHHHpaHa HMYHOCYIPECHBHA Tepallis, BKIIFOUHTEIHO
CeliCept, ca oy10)KeHH Ha HOBHINEH PHCK OT Pa3BHTHE Ha TUMGOMH ¥ JIpYTH
370KaYeCTBEHH 3a00ABaHuA, ocobeHo Ha Koxara (Brk paznen 4.8. Hexenanu
ethexrr). PHCKBT U3reXaa € CBEP3aH 110-CKOPO ¢ HHTEH3HWBHOCTTA H
TPOIB/DKUTETHOCTTA Ha HMYHOCYIIPECHATA, OTKONKOTO ¢ yHOTpebara Ha HAKOH
crierydrueH npoaykr. Kato ol ceeeT 3a HaMaJIABaHe B0 MUHHMYM Ha PHCKA OT
KOKeH pak Tpa0Ba fa ce orpaHUdH U3JaraHeTo Ha CibHYeBa cBeTnuHa U UV
00ABYBaHe, KATO C& HOCH 3aIMIUTHO 00NeKIIO U e H3MO3BAT CIIBHIE3aIHTHH
TIPOAYKTH € BHCOK 3aIHTEH (QaKkTop.

MMauuentute, nonyuasamu CellCept, TpabBa fa ce HHCTPYKTHpAT Aa chOoOmMABAT
HezabaBHO 32 BCEKH IpU3HaK Ha HH(eKir, He09aKBaHO KPBBOHACAKAHE, KEPBEHE
WM Jpyra NposABa Ha NOATHCKAaHe Ha KOCTHHA MO3BK.

TIpexoMepHOTO MOTHCKAHE Ha HMYHHATa CHCTeMa YBEJIMYaBa qYyBCTBHTENIHOCTTa KbM
HHQEKUUH, BITIIOYHTENTHO ONOPTIOHUCTHYHH HHOEKUMH, HHOSKIHH C JleTalleH H3XON
H cencuc (Bix paszaen 4.8. Hexxenanu edextn). ZEPTIIN




TamuenTtute, nomyuyasamy CellCept, TpadBa Aa ce npocneABar 3a N0SBaTa Ha
HeYTpOTIeHus, KoATo MoXe aa Oeae cerpsana cke camus CellCept, cpe chnbTCTRAIIO
MEAMKAMEHTO3HO JIeYeHNe, BHPYCHA HHOMEKIHMA HIIH KOMOHHANUA OT HAKOIKO
TpHYKHE. ITbnHa KpBBHA XapTHHA Ha OonuuTe, ekysanH cke CellCept, Tpsabea aa ce
H3CHe/iBa BCAKA CEAMHIE NPe3 ITBPBHA Mecell, ABa ITETH MECEYHO Npe3 BTOPHA H
TPETH:A MeCel] Ha JISYEHHETO, Ciie]] TOBA €XEMECeYHO TIPe3 MbpBaTa rofHHa. AKO ce
paseye HeyTponeHus (abcomoTen Gpoii Ha HeyrpodmuTe < 1.3 X 10%/pl), Moxe na
ce HAIOKY JIa Ce IPEKBbCHE MK ripeycTaHoBH NedeHnero cbe CellCept.

TManuenrute TpAOEa Aa ce uHGOPMUPAT, 4e 1o BpeMe Ha nedenue cec CellCept
BaKCHHAIMHKHTE MOXe Aa OBIaT no-Manko edeKTuBHE U ynoTpebara Ha XHUBU
aTeHIOHpaRK BaKCHHK TpAORa Jia ce n30area (BHxk pasaen 4.5. B3aumoaekcTeusd ¢
JIpYTH JIEKapCTBEeHH NPOAYKTH U APYTH HOpMH Ha B3aUMOZEHCTBHE).
TIpoTHROrpHIIHATA BaKCHHA MOxe Na 6bjie or nonza. [Ipeanuceamuyre nekapy Tpa6ea
Jia HalIPaBAT CHPaBKa ¢ HALHOHATHUTE YKa3aHHS 3a IPOTHBOTPHIIHA BAaKCHHALHA.

Teii kato npunoxennero Ha CellCept e 6uno cppp3aHO ¢ NOBHINEHA YECTOTA Ha
HexXeJIaHH CHOMTHA OT CTpaHa Ha XpaHOCMMNIATeTHATa CHCTEMA, BKIIOYHTEIHO
HeYecTH ClydyaH Ha yJIUepauis, KpbBOK3AUB U Hepdopalliii Ha CTOMAlIHO-YPEBHHA
rpakr, CellCept TpsOBa fa ce npunara BHUMATEIHO NPH NAlUEHTH ¢ aKTHBHO
cepHo3HO 3a60JisBaHe HAa XPAHOCMHNIATEIHATA CHCTEMA.

CellCept e nuxnbGurop ma IMPDH (uno3un MoHodocdat nexuaporenasa). Iopagn
TOBa TCOPETHYECKH NPUIOKEHHETO My TpAbBa Jia ce H30ATBa IIPH NALMEHTH ©
pALKaTa HACJIEACTEEHA HEAOCTATEYHOCT Ha XHIIOKCAHTHH-TyaHHH (ocdopubosnn-
tpauchepazara (HGPRT), karo cuapoM Ha Lesch-Nyhan u Kelley-Seegmiller.

TIpenopsusa ce CellCept aa He ce npriara eHOBPEMEHHO € a3aTHOTIPHH, 3a1I0TO
TaKOBa NPHII0KEHHE HE € H3CEBaHO.

C ornen Ha 3HaunTenHOTO HamaneHue Ha AUC Ha M®K ot konecTupaMuH, Tpadea
Jia ce BHHMaBa IIpH eAHOoBpeMenHoTo npunoxenne Ha CellCept ¢ nexapcTsa, KOHTO
MOBIHABAT HTEPOXENATANHKAA KPETOBPAT, I0PaJy MOTSHNHANHOTO HAMANICHHE Ha
eexrusHOcTTa Ha CellCept.

Hamiure Ha prck: He e ycraHoBeHa 1oj3aTa 0T MEKOGQEHOAT MODETHN B
koMbuHanus ¢ TakponuMyc (BHX cbHIo pasfen 4.5. B3auMoeHCTBIA ¢ APYTH
TIEKapcTBEHH NPOAYKTH ¥ JpYTH GOPMH Ha B3auMoelicTBHE).

4.5, BsaumopeicTBHY ¢ APYrH JeKapCTBeHH NMPOAYKTH M APYrd GopMu Ha
B3aUMONCHCTBHE

Aciclovir: Ha6mozasasu ca ro-BHCOKH IUIa3MeHH KoHueHTpanu Ha MOKT 1
alMKIOBHMD, KOTAaTO MHKO(EHOIaT MOdeTHI ¢ npuiiaraH ¢ awesup,gxonKOTo
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HpH CaMOCTOATENHO IPHIOKECHHE HA BCAKO JiekapeTBo. IIpoMenHTE BEB
dapmakoxunerikara Ha MOKI" (M®PKI ce nosuimasa ¢ 8%) ca 61 MUHUMANHE U
He Ce CURTAT 32 KINHHHYECKH 3Ha4uMHK, Thil KaTo riasMeHuTe KOHUESHTpalHy Ha
M®KT’, KakTo 1 KOHUSHTPALMHTE Ha al{MKIIOBHP, ce TOBUIMIABAT NIPH OBOpeyHo
YBpEXKAAHE, UMa BB3MOIKHOCT MHKO(EHOIAT MODETH H allEKIOBHP MIIH HETOBUTE
TIPEKYPCOpH, Hamp. BAIALMKIOBHP, Ja C& KOHKYPHPAT 3a TyOynHaTa ceKpenus B
6rOpeLuTe ¥ 110 TO3M HAYHH JONBIHHTENHO JA ¢ YBEHYAT KOHIEHTPAlMUTe Ha
LBETE IEKApCTBa.

AHTHaNMIY ¢ MATHE3HEB W ATYMHHHEB XHAPOKCH]T: pe30pbluaTa Ha MHKODeHOoNAT
Moderun 1 6una HamaleHa NPy NPUIOKEHHE ¢ aHTHALIHAH.

Colestyramine: cnen eqHOKpaTHO npunarade Ha 1.5 r muxkodeHonaT Moderun Ha
3/IpaBH JInlia, HA KOMTO MPEABAPHTENHO ca JaBaHH 4 T KONeCTUpaMHH TPH IETH
JHEBHO B NpoJiblixkeHWe Ha 4 1uu, e HabmogapaHo HamaneHne Ha AUC sa M@K ¢
40% (Bux pasnpen 4.4. Crienuaiiy NpeayNpeKAeHAA H CIICUHAIHH NPEANasHi MEPKH
nipu ynorpeda u paszen 5.2, @apmakoxuneriHan ceo¥icTra). IIpu efHOBpeMeHHO
IpHIIOKeHue TpAbBa da ce BHUMaBa MOpaAl MOTEHIMAHATa BE3MOKHOCT 3a
HaMaleHHe Ha epexTrBHOCTTA Ha CellCept.

JlexapcTBa, KOMTO MOBAMABAT CHTEPOXEIATANHNA KPEroBpat: Tpabna A2 ce BHEMaBa
TIIpH ynoTpedara Ha JIeKapcTBa, KOWTO [OBIUABAT EHTEPOXeNaTalHud KPBroBpar,

TIOpaji MOTEHLMANHATA BE3MOXKHOCT 3a HaManenue Ha edekrusHocTTa Ha CellCept.

Ciclosporin A: ®apMaKkOKHHETHKATa HA UKIOCIOPUH A He ce IIOBNHABA OT
MHKoQeHonatT ModeTHL.

Haxonko nacaemsanus ca goxasand, ye nrMkiaocnopuH A Hamansea AUC Ha M@K ¢
19-38%, BepOATHO B pe3YATAT OT HHXHOHpaHe Ha XABYHATA CeKpeLlis ¢ IIOCeABallo
HaMaJIeHHE Ha eHTepPOXEeNaTalHuA KPBroBpar. T'pil KaTo obaye u3cneBaHuATAa 32
edexrrBHOCT ca ipoBexxany ¢be CellCept B KOMOUHAIMA ¢ HHKJIOCIIOPUH A H
KOPTHKOCTEPOMAH, T€3H HAXOJIKH He ce 0TpassaBar Ha NpenopbyBaHaTa J03a (BIK
paszen 4.2, [losupoBKka M MeTOJ, Ha IPHIIOKEHHE).

Ganciclovir: B53 OCHOBa Ha pE3YNITATHTE OT EIHO H3C/ISARAHE C EAHOKPATHO
NIpHIIOXKEHHe Ha IPEIIOPhYBaHUTE J03H MUKO(EHOAT NMepOPaNHo H raHIUKIIOBHD
HHTPABEHO3HO U H3BECTHUTE eeKTH Ha OLOPEYHOTO YBpeXxaHe BEpXY
tapmarokunerukara Ha CellCept (Brk paznen 4.2. [o3upoBka U MeTON Ha
HPHIIOXKEHHE) H FaHLMKIOBHD, OYaKBa Ce, Ue €HOBPEMEHHOTO NPHJIOKEHHE Ha TE3H
IPOAYKTH (KOWTO ce KOHKYpHpaT 3a MeXaHn3Ma Ha TyOymHa cexpeuns B 656penyre)
me KoBele A0 yBenuuyeHHne Ha KoHierTpanuute Ha MOKI u raruumiosyp. He ce
OYaKBa 3HauHTe)IHA NpOMsHA Ha dapMakokuHeTHKaTa Ha MOK u He ce Hamara
Kopurupase Ha go3arta Ha CellCept. ITpy nanuenTu ¢ 050peYHO YBpexIaHe, Npu
xouto CellCept U rasUKIIOBHD unu Hezo8UmMe NPEKYPCOPY, HAND. 8ANAYUKIOSUD, C&




IIpHJIaraT eqHOBpPEeMEHHO, TpAOBa Aa ce CNa3BaT NPEHoOpPHEKUTe 3a J03HpaHe Ha
TaHIMKIOBHD U OOJHHTe Ja ce HabNIOAaRaT BHUMATENHO.

Opanuu KoHTpanenTusy: QapMaKOKHHETHKaTa H apMaKoAMHAMUKATA Ha OPANHATE
KOHTpALIEIITHRH HE ¢4 Ce MOBAUAIH OT eIHOBpeMeHHoTO Npunoxkenue csc CellCept
(Bux cpmpo pazaen 5.2, ®apMakOKHHETHYHH CBOMCTRA).

Trimethoprim/sulfamethoxazole: He € nabmoznasaH edekt BEpXy OHOHATHYHOCTTA Ha
MOK.

Tacrolimus: npyu nauuenT! ¢ 650peyHa TpaHCIUIAHTaNHS : CTabHIHY MalleHTH C
686peyna TpaHcIIaHTauy, noxydapamy uuknocriopus i CellCept (1 r npa meTH
JHEBHO), ca okazanu okono 30% yeenuuenue Ha mitasMenata AUC Ha MOK u
okoro 20% namanenne Ha miasmesara AUC #a MOKT, koraro nuxIocnopHH e 6un
34MEHEH ¢ TaKpOIMMYC. Crax Ha MOK He ce ¢ nosnusana, a Cpax Ha MPKI" e 6una
HaMajieHa ¢ npubmusuTento 20%. Mexanu3MET Ha Tasu HaxoJKa He € nobpe
ussacuen, [lopameHaTa xnbuHa cexpenus Ha M@KI" 3aefno ¢ eHTepoxenaTanHua
KPBroBpaT MOXKeE Jia ¢a YACTHYHO OTTOBOPHHM 38 HAXO0JKaTa, Thif Karto MOBHIICHHETO
Ha KoHIeHTpauusaTa Ha MOK, cBBp3aHO ¢ IPHIOKEHHETO Ha TaKPOJIHMYC, ¢ GUIo
TI0-TIOIUEPTAHO B MOCAEAHATA YacT Ha MpoghHia KOHLEHTpauus-speMe (4-12 gaca
caexn npunoxenuero). ITpu apyro uscneasane Ha nauuenTy ¢ 6u6peyna
TPaHCIIAHTALMA € NOKA3aHO, Y€ KOHUEHTPALKATA Ha TAKPOJIHMYC H3rNexaa He ce
npomens ot CellCept.

Tpu nanueHTy ¢ YepHOAPOOHA TPaHCIIAHTALKA: HMa MHOTO Mako
dapmaxoxuneTund Aanuy 3a AUC sa M@K npu nanueHTH ¢ 4epHojipobHa
TpancmnanTauud, Jexysanu ¢be CellCept B koMOuHanua ¢ TakpoauMyc. IIpy eauo
IIpOyUBaHe, POBENEHO ¢ LieN oneHka Ha edexra Ha CellCept BEpXyY
dapmMarokuHETHKATA HA TAKPOIAMYC NpH CTAOHITHH IANWEHTH C 9epHoApobHa
TPaHCIIaHTalH, ¢ Halmogasano norrmenyue ¢ npubnasurento 20% wa AUC na
TaKpONUMyC IIpH MHOTOKpaTHO npunoxenne Ha CellCept (1.5  fBa IbTH AHEBHO) HA
OonHM, IpHEMAIH TAKPONHMYC.

Jpyry B3auMOeHCTBES: €AHOBPEMEHHOTO IPWIOKEHAE Ha IpobeHenuy ¢
MmuxodeHOoRAT MOQETHN Ha MaliMYHH € JOBENo IO TPHKPATHO TIOBHINEHHE Ha
rnazmenata AUC va MOKT'. Tlo To31 HauuH ApyrH IeKapceTsa, 3a KOHTO Ce 3Hae, 4e
ca ToyIoKeHN Ha TyOynHa cexpenus B Gp0penuTe, Moxe Aa ce koHKypupar ¢ MOKT
H TaKa Jia ce MTOBHINAT Ifa3MeHuTe KonneHTpauud Ha MOKT unu Ha apyra
JIeKapcTRa, eTMMEHHPAHY upes TyOy/IHa CeKperys.

JK¥BH BaxCHHU: *KUBK BaKCUHH He TpsOBa Jia ce NpularaT npH OOJHH ¢ YBPEIeH
MMYHEH OTroBOp. AHTHTANOBUAT OTTOBOp KBM JPYTH BaKCHHH MOXE na 6bae
HaManeH (BYK CBIIO pasaen 4.4. Creuyantu NpeaynpexieHua U IpeArasHH MEPKH
np# ynotpeba). :




4.6. BpemeHHOCT H KbpMeHe

IIpenopvusa ce nevenuemo cuve CellCept 0a ne ce sanousa npedu nonydasanemo Ha
ompuyamener mecm 3a Gpemennocm. Egexmugra xonmpayenyus mpsbea da ce
npunaza npedu Havanomo Ha evenue cve CellCept, no epeme na mepanuama u 6
HPOOBACEHUE HA wech CeOMulu ced NPeyCmaHoBa8aHe Ha NEYeHUENO (GUNC
pasden 4.5. Bsaumooeiicmsue ¢ Opyau nexapecmeery npoOyKmu u opyau opmu Ha
e3aumodeticmeue). Ilayuenmxume mpabea 0a ce uncmpyxmupam oa ce
KOHCYNmUpam He3abagHo ¢ IeKyeauus Cu ieKap npu nosea na bpemenrocm.

Vnompebama na CellCept no speme na 6pemeRHOC He ce npenopwvyea U mpadea oa
ce 3anasu 3a CyHaume, KO2Amo HIMdA RO-ROOX00SW0 aNMEPHAMUGHO edeHuUe.
CellCept mpsabea 0a ce npunaza npu dpeMeHHU JHCEHY CAMO aKo HOMEHYUANRAMA
noA3a HADXELPAA NOMeHYUanHuA puck 3a nnooa. Hama adexeamnu oannu om
ynompebama na CellCept npu 6pemennu sceny. Hacnedsanuama npu icusomuy cd
noxazanu penpodyxmueHa moxcuyrHocm (eusc paszden 5.3. Ipedxnunuuny oannu 3a
beszonacrocm). ITomenyuanuusam puck 3a 4o6exa e Heu3eecmen.

Hoxazano e, ue muxogeronam mMogemun ce eKCKpemupa 6 MIAKOMO HPu KopMewju
nnvxoee. He e uzsecmuo danu nexapcmeomo ce excKpemupa 8 Kbpmama Bpu 408eKq.
Hopadu sepossmiocmma om cepuosHu HeXCeRAHU Pearyul KoM MUuxogenonam
Moghemun npu kvpmavemama, npunosicenuemo ra CellCept e npomueonoxasano npu
xupmayxu (8usic pazden 4.3. Ilpomueonoxasanus).

4.7.  Edextu Bppxy cnocofHocTT2 3a WodHpanHe H paboTa ¢ MalIHHH

He ca npoBexzany cnelubuusu nzcnensanud. PapMaKxOKHHETHIHHAT MPOQHI H
cHOONIEHHTE HeXeTaHH Peakiy OKa3BaT, Ye NMoARaTa Ha eleKT e MaJIKO BEPOATHO.

4.8. Hexenanu peakunu

CrenpuTe Hexenauy eekTH ca cho0IIeHH 10 BpeMe Ha KIHHHYHHUTE M3NHTBAHHA:

I'nasHHMTE HEKENaHW PEAKIHE, CBEp3anu ¢ npunaranere Ha CellCept B komOunanua
¢ IHKIOCIIOPHH H KOPTHKOCTEPOU/IH, BKIIFOUBAT AUApH:, NEBKOTICHHS, CEIICHC K
TIOBPBINAHE M WMa JAaHHH 33 NO-roAMa HecToTa Ha HAKOH BHAOBE HHQEKIuK (BHXK
pazaen 4.4. Criesiianyy NpeaynpexaeHus M CIICIHaIHH NPpeAua3Hi MEPKH NIpH

ynotpeba).

3nokayecTBeHH 3200 ABAHHA:
IManwenTtuTe, MoMy4yapainy KoMOUHUpPaHa HMYHOCYNIPECHBHA TEpaTksl, BKIIFOUHTEIHO
CellCept, ca nogoxeH  Ha IOBUIISH PUCK OT Pa3BUTHE Ha TUMGOMH U APYTH
3N0KaYeCTBEHH 3a6019BaHKA, 0cOGEH0 Ha Kokata (BiK paspen 4.4, CreluanHi
TIpeAYNIPEKACHHS U CIIELHANHA NpelNa3Hi MEPKH NpH yrnotpeba). Ipu
KOHTPOJIMPAHH KNHHHYHH H3IHTBAHUA py MalHeHTH ¢ 6s0peyna (2 r AHEBHO),
CHPAEYHA WM YepHOAPoOHA TpaHCIIaHTAaLHS, NpOCHeABAHY: BIPONIDKEHHE Ha
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Hal-Manko 1 roguna, suMbonponudepatueHo 3a001aBaHe 1kl TUMGOOM ¢a pasBHIH
0.6% ot Gonnute, mosyuasand CellCept (2 r unu 3 r aHeBHO) B KOMOUHALMA C ADYTH
HMyHOCYnpecopu. HemenaHOMEH KokeH pak e HabnrojasaH npu 3.6% oT
NailieHTHTE; APYTH BUAOBE 3I0KaUecTBEHH 3a00/1ABaHKS ca Habmogasann nipy 1.1%
OT HanyeHTHTe. JJaHBATe oT 6e30MacHOCTTA NPH €AHO 3-TOJHIIHO TIPOYYBaHe BBPXY
TanuentH ¢ 6s0peuna U CEpAeYHa TPAHCIUIAHTANHA He ¢a [TOKa3any He0YaKBaHH
NPOMEHH Ha YeCTOTaTa Ha 3jj0KadecTBeHUTe 3a00JBaHus B CpaBHEHHE ¢ JAHHUTE OT
H3CIIEBAHETO, POBEXKAAHO B IPOABIKeHHe Ha | roguna. Bonnute ¢
TpaHCIUIAHTALMA Ha UepeH apob ca GyutH npociefaBaHyu Haif-manko 1 roauHa, HO Mo-
MaJIKO OT 3 rOJHHH.

OnopTIOHUCTHYHH HHDEKIHH

BcHuky nampeHTH ca NOAJIOKEHH Ha PHCK OT OMOPTIOHMCTHYHM HHPEKIHY, KaT0o
PHCKET HapacTa ¢ 001M0TO HMyHOCYIIPECOPHO HATOBapBane (BIK pasyxen 4.4.
CrienaltHi NpeQyNpexaeHAs U CIeLHANHY NpeAlla3Hd MepKu IIpH yroTpe6a).
TToseyeTo oOu4aiiHH OTIOPTIOHHCTHYHY MH(DEKIHH NPH NallUeHTH, NOJyJaBaliy
CellCept (2 r nnu 3 r AHEBHO) 3a8[HO ¢ APYTH HMYHOCYNIPECOPH IO BpeMe Ha
KOHTPOJIMPaHN KINHIYHN W3NIHTBAHNA BEPXY DosHu ¢ 650peuna (2 r AHEBHO),
CBpAEYHA U YepHOZPOOHA TpaHCINIAHTAIlY, IPOCNEAABaHH B IPOABILKSHHE Ha Hak-
Maiiko 1 roguHa, ca GHIM KOXKHO-TMraBHYHa KaBAuA03a, CHEApoM Ha CMYV Bupemus
1 herpes simplex. ITanvenrture ceec cuaapoM Ha CMV Bupemud ca 6mnu 13.5%.

Heua u Mianexu (Ha Bp3pacT oT 2 jo 18 rogunux):

Bupst 1 yecToTaTa Ha HEXKeNJaHHTE JIGKaPCTBEHH PEaKUHH 10 BPEME Ha €IHO
KIHHWYHO M3MHTEaHE, B KOETO ca yyacTBany 92 aena Ha Be3pacT ot 2 1o 18 rogusy,
JIeKyBaHH niepopanto ¢ 600 Mr/M> MAKOdEHONAT MOGETHI AiBa ITBTH JHEBHO, ca GHIH
nomoOHH Ha Te3u, HaONIoAaBaHH TIPH BE3PAacTHH IanueHTH, JeKypany ¢ 1 r CellCept
HBa N&TH AHeBHO. CIeHATe HeXxenan edeKTH, CBEP3aHH ¢ IedeHHeTo, obaye ca
OuIIH 110-YeCTH NpH Aeliata, 0c00eHo NpH Aenara nof, 6-rofuIHa BE3pacT, B
CpaBHEHHE ¢ Bh3PacTHHTE: JHAPHS, CETICHC, JIEBKOIICHHU, aHeMHA 1 HH(EKIHA.

TlanweHTH B HanpenHana BB3pacT (> 65 roauHH):

IlaneHTH B HalpemHaaa BB3pPacT (> 65 roAuHy) MOKe [0 NPHHUHMN A €& H3N0MKEHH
Ha [0-TOJIAM PHCK OT HeXeJTaHH JIEKapCTBEHH peaKiH, ABJDKaIHH ce Ha
UMyHocynpecus. B cpaBHeHue ¢ o-MNIagHTe HHAMBHAYM MAUHEeHTHTE B HANpeAHaIA
BB3pacT, Kouto nonydasar CellCept xaTo yacT oT KOMOHHHpaHa HMyHOCYNpEcopHa
Tepamnus, MOTaT A3 OBAAT H3N0KESHHN Ha OBUINEH PUCK OT HAKOM wHOEKIMH
(BKmouHTENHO 3a60/IABaHE ¢ TEKAHHA MHBA3MWI HA HTOMETaOBUPYC) M BEPOATHO OT
KPBBOM3JIMBH B CTOMAIHO-YPEBHHKS TPAKT M Genofpoben oTok.

Jpyry HeyxeNany JeKapcTBeHY Peakiyy:

Hesxxenanute nexapcTBeHH peaKIHH, BEPOSTHO HIH BE3MOMHO CBEP3aHH C
npunoxenuero Ha CellCept, crobmenn npu > 10% u npu 1 - < 10% oT nanMeHTHTE,
nexyeanH cee CellCept 1o BpemMe Ha KOHTPOIHPAHKUTE KIIMHEYHE H3NWTBAHHA C




TpaHcnanTamus Ha 6e0pery (2 r AHEBHO), ChpLE U uepeH Apob ca u3bpoeHH B
cieAsamara Tabauua.

Hexenann JieKapCTBeHH peaKOHHA, BEPOATHOG HIH BB3MOKHO CBBP3aHH C NIPHIGKEHHETO Ha
CellCept, chobmenH NpH HAHERTH, dekyBaHH ke CellCept B koMOHEADHA ¢ HHKIOCIOPHH H
KOPTHKOCTEPOUAHM M0 BPeMe HA KIHHHYHH M3EHTBAHUS ¢ TPRHCIUIAKTANNA HA GubpelrH, cpple

H vepeH Apob

Tenecua cHcrena

Hesxenand 1eXapCTBEHH PEaKIHE

OpranussM KATo > 10% Cencuc
LATo 1-<10% Monwmiaza, uadexims, gefpurumen, TPRIKH, HepainoOXeHHE,
rnagofonue, IPHNONOA06EH CHHAPOM, Gonka, acTenms, 3aryGa Ha
TEr0, 0TOK
KpnBua un mmMbHa > 10% JleBkonesnus, TPOMGOLMTONCHHS, aHEMHA
CHCTEMA 1-<10% TIAHITONEHHA, TEBKOIHTO32
ITikovo-ronosa >10% Hudexims Aa MHKOYIHHTE NETHIOA
creTeMa i-<10% Barunanna MonmnHaza, aSropmaa 0:6pena GyRKIHS, TOBAIICH
KPEATHHUH, MOBHIIEHA yped
Crprevno-cEa0Ba > 10% - ]
cHoreMa 1-<10% Xumy
- (-] QTOHHA, XHIICPTOHHA, TAXHKAapAHI, Ba3ONHITATALINA
MeraGomiTea/ > 10% -
XPAHATCIHH 1-<10% XHTEpKATHEMHA, AMHZO038, XHIOKAIHEMUS, XHIOMATHEIHEMHA,
HapYIEHHA XHMOKaTIHEMUA, XHOEDX QS CTEPONCMEL, Hoqarpa, XHIICPIMTICMHSA,
TIORMINeHa alkaTHa focdarala, XUNEPTTHKEM,
XuMogocdaremus, XUNepYPHKEMHA, TOBHHICH
JAKTATASXHMAPOreHaza
CroMamno-apeBHa >10% Monmnsasa, oBpBINARE, NHADPHA, TAlIeRe, KopemHa DoNka
cHeTeMa 1-<10% KpBEOH3/HE 0T CTOMAINHO-YPEBHI TPAKT, IEPHTOHHT, CIOMAINHA
A3B3, AYOACHAIHA A3BY, KOMHT, HHeKIHA, HIEYC, CTOMATHT,
P&CTPHT, FaCTPOCHTEPHT, AHOPEKCH, e30(arkT, JRCAEICH, 3alek,
METEQPHIBM, YPHTBaHE
YepHogpolur > 10% -
HAPYILCHHA 1-<10% XenaTeT, xbATCHHNA, GUnupyCHHeMys, IOBHIIABAHE HA CHIUMETe
Jiatenna cHoTEMa >10% -
1-<10% IMuesmonnA, uHgerHg, MOHITHASA, DHCIOHES, CHHY3HT, GpOHKHT,
dapurTyT, INEBpANEH HINHB, 3ACHNBAHE Ba KAILIHIATA, PHHHT
Koxa u xoxen >10% Herpes simplex, herpes zoster,
TIpHAATEI 1-<10% KapImsoM, MOHWIHA3a, MEKOTHIEH JIEPMATHT, akHe, oGpHs,
anonennsd, Xuneprpodus, fofpokayecTBEHH HEOMTA3HA
Hepeha chetemMa >10% -
1-<10% P'npaoee, Nenpecis, 0GLpKBane, AKUTALHA, TPEBOKHOCT,
XHIIepTOHAA, 3aMaiinane, afHOPMHO MUCACHE, TPEMOP, NaPECTE3HH,
6e3cHHHe, CEHIHBOCT
MycKkyno-creneTHa >10% -
CHCTCMA 1-<10% MsuacTeRps, apTpaIras
CensapHy opraxu > 10% -
1-<10% Ilncreyaus

3abenexxa: 501 (2 r CellCept auerno), 289 (3 r CellCept auesno) u 277 (2 ri.v/ 3 r nepopanto
CellCept mreBHO) HAUMEHTH ca OHIH IEKYBAHH IIO BPeME Ha KITHHHYHN H2OHTRAHES Gasa I11 za
ApeNOoTEPATABAHE Ha OTXBEPIIAHE HA NpHcankaTa npy Gs6pedna, CLpheTHa H uepHONpobHa
TPaHCIIAHTALAA CHOTBETHO.




Crnennure HexxenaHy edieKTH ca HaGMQAaRaHM CICH HW3NMH3AHETO HA MTasapa:

BrnoeeTe HexeNnaHu JEKapCTBEHH PEaKItHH, KOMTO ¢& Cho01maBar cie/{ H3JIH3aHeTO
Ha CellCept na nasapa, ca nogo6uu Ha oTbeNsI3aHUTE 110 BpEME HA KOHTPOJIHPaHKTE
KIMHMYHH H3IHTBaHHES ¢ 060peuHa, ChpASUHa ¥ YepHOApoGHa TpaHCIIIaHTalus.
JIOMBIHUTEIANATE HEXENaHH NeKapCTBEHH PeaKUiHt, ChoOMEHH B IOCT-
MapKEeTHHTOBHSA MIEPHOJ, ca ONHCaHH HO-JI0Ny.

CToMalHO-UpeBeH TPAKT: KONHT (BKIIFOYHTENHO IPUIHHEH OT UTOMEralOBHpYC),
NaHKPEaTHT, OTACIHH Cly4ay Ha aTpo(us Ha YPeBHUTE PECHHYKH.

Hapynienus, cBbp3aHH ¢ HIMYHOCYIIPECHATA: CEPHO3HH XKHBOTO3aILIaUIBAIHH
WH(EKINY, BRIFOYBAMM MEHUHTHT, HHQEKIMO3eH eHI0KapANT, TYOepKyno3a u
aTHIYHA MuKoOakTepranaa HHbekups. Mva crobImenns ¥ 32 HAKOH CyJau Ha
arpadynonprosa. [Ipy HIKoH ALHEHTH ce ¢ho01IaBa 3a HEYTPOIEHNS, HOPaH TOBA
ce MpenopEYBa PEAOBHO NpociessBaHe Ha GoHuTe, AeKyBanH ¢ CellCept (Buik
paszen 4.4, CrielfHanay NpeAyNpeXASHNA U CIeLBaNHE MIPSANa3HE MEPKY NpK

yroTpeba).

CBpLX4YyECTBHTEIHOCT: MHOTO PAAKO ce cho0IaBaT peaKiua Ha
CBPBXYYBCTBHTEIHOCT, BKIIOYHTETHO AHTHOEREM H aHA(MIaKCHS.

4.9, TIpemosupane

OmutsT ¢ npeoupate Ha CellCept pu xopa & MHOTO orpaHudes. CEOHTHSTA,
TIOJNIy4eHH ¢HC CHOOMEHAATA 32 pefio3UpaHe, He M3NH3aT H3BBH 03HATHA NIpoduI
Ha §e3011acHOCT Ha JIEKapCTROTO.

He mo3xe ia ce 0UaKBa, Y& XeMOZHAIN3a e MOKE Aa OTCTPAHH KIIHHHYHO 3HaYHMH
konuuecrsa MOK 1 MOKT'. CexpecTpaHTH Ha *XITBYHHTE KHCETHHH KaTo
xostecTHpamud Hamangsar AUC na MOK upe3 noesmsBane Ha CHTEPOXENATATHHUA
KPBrOBpAT.

5. GAPMAKOJIOTAYHHA CBOMCTBA
5.1. PapmMaxKoxMHAMHYHH CBOHCTBA
dapmakoTepanesTrIHa rpyna: uMyHocynpecop; ATC xox LO4AAQ6.

Muxodenonat Moderun e 2-Mopponunoerinos ecrep Ha MOK. MOK e mMomew,
CENEeKTHBEH, HeKOHKYpEeHTeH ¥ 06paTaM MHXHGHTOP Ha HHO3MH MoHoGochar
HEXHpOTeHas3ara M opajy ToBa HHxubypa IETHIATA Ha de noVo CHHTE3aTa Ha
ryaHO3HHOBMA HyKieoTun Ge3 uaxopnopupatde B JTHK. M@K nma mo-momien
HUTOCTATHYEH e(eKT BEPXY JIMMQOLMTHTE OTKONKOTO BEPXY APYTHTE KISTKH, ThiA
kaTo nponndepauuara #a T- 1 B-numdountute 3aBHCH KprITPI‘;II':I__(_}_-_&J,‘:S!.g: novo
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CHHTC3dTa Ha HMyPHHUTE, KOKATO APYIHTE KICTKY MOTrarT Aa H3I0JI3BAT PE3EPBHHA
NETHINA.

5.2. ®apmMaxkoKHHETHYHH CBOICTBA

Crieq nepopaiioe NpHioKeHNe MUKoheHoNaT MopeTul ce pesopbupa 6Hp30 H B
roJAIMa CTEIeH K ce NoAJIara Ha NBAeH NpeiIcHeTeMeH MeTaboMH3BM A0 aKTHBHHS
merabonut MK®. Kakro ce oka3ssa 4pe3 IMOTHCKAHETO Ha OCTPOTO OTXBEPILAHE CHEN
OnOpeuna TpaHcIIaHTAlKs, HMyHOCyNpecHBHaTa akTHBHOCT Ha CellCept kopenupa ¢
xonnentpansara Ha MOK. Cpezinata GHOHATHYHOCT Ha NIepopalHis MHKO(EHOIaT
Moderun, ocnosasaia ce Ha AUC na MK, e 94% ot unTpaBeHO3HO TIPHIOKEHHA
MHKodeHONaT ModeTrn. Xpaara He NOBHABA CTelleHTa Ha pesopbuus (AUC wa
MQ@K), xoraro MEKoGeHOAaT MOGIETHI CE NPHara B 103K OT 1.5 r [Ba IETH AHEBHO
Ha rJaUMeHTH ¢ TpaHcnnanTauu Ha 6s0penure. Crax Ha M@K obave e 6una
namanieHa ¢ 40% npu vamuyxe Ha XpaHa. Cliefl TepOpaITHO NPHACKEHHE
MuKodeHonat ModeTN He e U3MepBa CUCTEMHO B NNa3Mara. B KOHIEHTPaluK OT
KITHHHYHO 3HayeHre M@K ce cBup3pa ¢ mirasMeHuTe anfyMuHu B 97%.

B pesynTat oT eHTepoxenaTaiHusl KpbroBpaT BTOPHYHO MIOBUINIEHKE Ha IJIa3MeHaTa
KoHfeHTpanua Ha M@K obukHoBeHO ce Habmoxapa npubansurento 6-12 yaca cnex
npreMaHe Ha fo3aTta. EAHOBPEMEHHOTO MPHIOXEHHE HA KONECTHPaMHH (4 T Tpu
IIHTH IHEBHO) ce cBEpP3Ba ¢ Hamanenue Ha AUC na MOK ¢ npuGnusutenno 40%
KOETO T0Ka3Ba, Y& eHTEPOXEHaTAIHUAT KPBrOBpaT € 3HaUUTENeH,

M®K ce MeTabonnsupa npelHMHO ype3 TIKYPOHUI TpaHchepazaTa 10 (PeHOI0B
rmoKyporu Ha MOK (MOKT), koiito He € apMakONOTHYHO aKTHBEH.

HesnauuTenno KoauyecTBO OT JekapcTBOTO ( < 1% OT N03a1a) ce eKCKPEeTHpa B
ypuHara Karo MOK. Cnex nepopanHo pHIoxkeHue Ha 6eiizan MEKodeHonaT
Mo(eTHN © HaOMIMAaBaHO IBIHO eTHMUHEpPAHE Ha TIPHETaTa 1034, KaTo 93% oT Hes
€a OTKPHTH B ypUHATa, a 6% - BB (exanmuute. [To-roaaMOTO KOMHIECTBO {OKOMO
87%) oT NpuIIOKEeHATA J03a ¢e eKCKpeTHpa B ypuHaTa Karo MOKT.

Ilpu KOHLIEHTpanuH, KOHTO ¢& HabIOHAaBAT MPH KIMHUYHOTO IpuioxeHue, MOK u
M®KT He ce oTcTpaHABarT Upe2 xeMoAHanu3a, [IpH BUCOKH TUIa3MEHH
xoHueHTpauuu Ha MOKT obaue (> 100 MKr/Mi) ce OTAENAT MANKK KONHYECTRA OT
MOKT'.

B paunus mocT-TpancIiaHTaHHOHeH NepHof (< 40 AHH cliell TpaHCILIAHTALHATA)
cpenaata AUC na M@K e O6nna npubmusurento ¢ 30% no-manka, a Chpax
npudnnsuTesHo ¢ 40% no-HucKa npy mauueHTd ¢ 650peyna, chpiaeyHa 1
9epHOApoOHA TpaHCINAHTALUA B CpaBHEHHE ¢ KECHHS HOCT-TPaHCILIAHTALIHOHEH
niepHog (3-6 Mecella clie] TPaHCTINAHTALIUATA).

Brpeuno yepexcnane:
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B exHO mpoy4BaHe ¢ eAHOKpaTHA Ao3a (6 Aula B rpymna) cpeguara nnasMena AUC Ha
M®K, nabnronasana npu O0lHY ¢ TEXKO XPOHUYHO OBOPEUHO YRpexAaHe (CKOPOCT
Ha rIoMepy/Hara dunrpaupa < 25 ml/min~'.1,73 m?) e 6una ¢ 28-75% ro-BHcoKa B
CpaBHEHHE ChC CpeRHaTa CTOHHOCT NPH 37PABH HHAWBHAM HIIH JMIA C IO-MajKa
crenieH Ha 0p0pedno yepexgane. Cpensata AUC na MOKT npu emquaydsa go3a
obaue e 6una 3-6 MBTH MO-TONAMA NPU JIMNA ¢ TEXKO OEOpeuHo yBpexaaHe B
CpaBHEHHE ¢ JIHIA ¢ Neko Ob0peuHo yRpexane U HOPMAaNHU 3ApaBH WRIHBUIH,
KOETO € JIOTHIHO NpH K3BeCcTHOTO OE0peyHo enumunmpane Ha MKOI™, He e
H3CNe/IBAHO MHOTOKPATHOTO pHIOKeHHe Ha MuKoheHoNaT MO eTH pH nalUesTH
¢ TeXKO XpoHHYHO 650peuHo yBpexnane. Hama JaHHU OT NallHeHTH CBC CHpJCHHa
WIH YepHOAPOGHA TPAHCIIIaHTAUHA H TEXKO XpoHHYHO OE6peyHo yBpexaane.

3abaseHo KIIAOHMpaHe Ha npucaneHusa 0L6pek:

IIpu GonHE cbe 3a0aBeHO MOCTONEPATHBHO (YHKIIHOHMpaHe Ha NPHCafKaTa
cpeonara AUC, 12 5a M@K e Guna cpapaEMa ¢ HabMoAaBaHaTa IIpH NanueHTH 6e3
3abaBsne Ha Qyuxiponnpanero. Cpennata AUC.i2 1a MOKT e 6una 2-3 oeTH Tio-
FOJIIMa OTKONKOTO IpH G0JHM cel TpaHcIulanTanus O6e3 safaBsHe Ha
¢yHKIHOHHpaHeTo Ha nprcankara. Moxe na ce HabMoAaBa NPEXOAHO YBEIHUSHHE
Ha cBoGoanaTa (hpaKLksL W KOHLEHTPalKs Ha miasMeHaTa M@K 1pu nan#eHTH ¢sC
sabamena QyHKUMA Ha (BOpeyHaTa npucanxka. Marnexaa He ce Halara KOPUrHpaHe
Ha no3ata Ha CellCept.

YepHOApoOHO YBpEKAAHE:
Tpu no6pOBOMNIH ¢ aNKOXO0JHA IMP03a NPOLeCHTE Ha TIOKyporusupane Ha MOK

yepHUA Jpo6 ca OHIIH OTHOCHTEHO HE3aCETHATH OT HapeHXHMHOTO 3ab0MBaHe Ha
yepHus xpob. Edexrure Ha yepHOAPOOHOTO 3360/1%BaHe BEPXY TO3H NMPOLIEC
BEPOSATHO 3aBHCAT OT cierduunara 6onect. YepHompoGHO 3abonaBane ¢ NpeIHMHO
OumuapHo yBpexane obade, KaTo WEpBHYHATA OHMITHapHa IUP03a, MOXE Ja HMa
paziinyen edexr.

Jerta u mnanexH (Ha Bp3pact oT 2 A0 18 rogunm):

OnensiganH ca papMaKOKMHETHYHHTe ToKa3areix npu 49 nena ¢ 6x6peuna
TpaHcIIaHTanus, JeKyBany ¢ 600 MI/M* MUKOGEHOIAT MOMETHI JI8a ITETH IHEBHO.
Tpu Tasu go3a ca mocturyath croiiHocr Ha AUC va M@K nonoOuu Ha Te3u npu
BB3PACTHH C TpaHCIMaHTals Ha 6s0pely, noiydarany 1 r Aea I6TH AHEBHO B
paHHHS H KECHEA HOCT-TPaHCHNAHTALMOHEH 1epHo). BBTpe BB BE3pacTOBHTE
rpynd croiiHocTuTe Ha AUC Ha M@K B paHHUSA H KECHHS [TOCT-TPaHCINIAHTAIHOHEH
Tepuo/1 ca OuiH Moo6Hu.

[ManuenTy B Hanpe[Haa Bb3pactT (> 65 ronuHH):
dapMaxokHHeTH4HOTOo noseaeHne Ha CellCept npy nanuenTH B HanpeAHana BE3pacT
He € H3PHYHO H3CIIEABAHO.

OpanHy KOHTPAHENTHBNH:
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DapMaKOKHHETHKATa HA OPATHUTE KOHTPALENTHRY HE C& € HOBJIHANIA OT
eAHOBpeMeHHOTO npunoxeHHe cbe CellCept (BHx chio pasaen 4.5.
BsamMozelicTBUe ¢ OpyTH JIEKapCTBEHH NPOAYKTH U ApYry GopMu Ha
B3auMozelicTeie). EnHo npoyyrane ¢ enHorpemenHo npunarade Ha CellCept (1 ¢
JiBa MHTH AHEBHO) H KOMOHHHpPaHH OPANHN KOHTPAUENTHBH, ChABPIKAILH
erununecrpanyon (0.02 mr yo 0.04 Mr) u nesonoprectpen (0.05 mr go 0.15 mr),
nezoprectpen (0.15 mr) wim recrozen (0.05 mr go 0.10 Mr), npoBeaeHo nipu 18 :xexu
6e3 TpaHcianTanua (0e3 npueMaHe Ha APYTrH HMYHOCYIIPECOPH) B IIPOABIDKEHHE Ha
3 mocnemopaTeNHY MEHCTPYAJIHM [HKBIIA, HE € TOKa3ai0 KIMHHYHO 3HAYHMO
piusHue Ha CellCept BEpxy noaruckamus edeKT Ha OpaIHUTE KOHTPALCNITHBH
BBpxy AtturunuTe. Cepymuute HuBa Ha LH, FSH 1 nporectepona He ca ce nOBIHANH
3HAYUTEITHO.

5.3. IIpeprsimHugHM AaHHH 33 Oe30naCHOCT

IlpH eKcriepUMEHTAaNHHA MOAENH MUKo(eHonaT ModeTns He e 6HII TyMOporeHeH.
Haii-BHCOKHTE MO3H, TECTBAHHU IIPH IPOYYBaHHATA HA KAHIEPOTeHHOCTTA BEPXY
KHUBOTHH, Ca HOBEIH 0 NpHOIM3HTENHO 2 A0 3 IBTH M0-BUCOKA CHCTEMHA
excriosunua (AUC unn Cpgy) B cpaBHeHMe ¢ HaOMOAaraHaTa HpH [penopryBaHaTa
KNMHUTHA 1034 OT 2 T JHEBHO H 1.3-2 NBTH [O-BHCOKA OT CHCTEMHATA SKCITOSHIUA
(AUC mnn Cinax), YCTAHOBEHA NMPH NAlMEHTH ChC CHPASYHA TPAHCIUIAHTANMS [IPH
NpeNopEUYBaHATA KIIMHHYHA A034d 0T 3 T JHEBHO.

Jipa Tecta 3a reHOTOKCHYHOCT (in vitro TecT ¢ MuIma AuM@oMa H in vivo
MHKPOHYKJIEYC TECT BBPXY KOCTEH MO3BK Ha MHIIKH) ca ITOKa3alH, 9e MEkodeHonatT
MoteTH MMa IOTeHIHAN Jia IpelU3BHKa XpOMO30MHH abepanuu. Tesu edeKTH
MOJKE JIa ¢4 CBBp3aHu ¢ hapMaKoAUHaMHYHUA HauWH Ha JelicTeue, T.€. ¢
uHxuOUpaHe Ha HYKJICOTHAHATA CHHTE3a B YyBCTBUTEHHNTE KNeTky. JIpyry TecToBe
in vitro 3a OTKpHBaHe HA TeHHU MYTallUH He Ca [OKA3UIM FEHOTOKCHYHA aKTHBHOCT.

Muxkoderonar ModeTun HaMa edext BapXy GepTUIHOCTTA Ha MBKKH IUTHXOBE MPY
TepopanHy Xo3u jo 20 Mr/kr qHeBHo. CHCTeMHAaTa eKCIIO3HIMA PH TasH A03a
npeAcTaBisBa 2 [0 3 IBTH KAIMHAYHATA eKCIO3HLKA NIPH NPENophYBaHaTa KNAHMYHA
J03a OT 2 I' THEBHO NpH IaiyenTH ¢ 60peyHa TpaHcaHTalug | 1.3-2 meTH
KIHHHYHATA €KCIIO3HHH TIpH NpernophuBaHara KIHHIYHA 1032 0T 3 I' AHEBHO MpH
HALUEHTH CBC CHP/IEUHA TpaHcIanTaups. [Ipu npoyyrane Ha xeHckara GepTHIHOCT
H PENPOIYKIKA, IPOBEASHO BEPXY ILIGXOBE, OPAHH J03HU OT 4.5 MI/KT THeBHO ca
NpEMH3BHKATH MaTpopMatiy (BKIIOUUTENIHO aHodTalMisl, arHATU U
XHUAPOLeHANN) B IEEPBO NOXONSHHUE NPH OTCRCTBME Ha MaifulHa TOKCHYHOCT.
CucTeMHAaTa SKCITO3ULUA IIPH Ta3H [03a ¢ Ouna npubnusurento 0.5 meTH
KIMHHYHATA €KCHO3HIMA IPH PENopHYBAHATa KINHHUYHA J034 OT 2 T AHEBHO IPH
nanreHTH ¢ 0p0peuHa TpaHcIUIaHTalud H prORu3uTenHo (.3 NBTH KNHHUYHATA
eKCIIO3UIMA NpH NpelnopbuYBaHara KIHMHHYHA F03a OT 3 T IHEBHO NPH IALUEHTH CHC
chpjieuHa TpaHcrmanTauys. He ca yecranoeenu edexry BEpXyY (epTHIHOCTTA HIH
PeNpoAYKTHBHUTE TIOKa3aTeNn IIPH MaHKUTe HIH NPH cne,;ggge;ge;gg&oneﬂﬁe.

R
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Ipu TepaTonOTHYHUTE MpOYYBaHHUA BBPXY IUIBXOBE M 3aHlM ca HaGaroaaBaHu
¢eranHu pe3opbUHK 1 Mai(OPMalHK TIPH IUTBXOBE IPH 7032 OT 6 MI/KI THEBHO
(BKIIOUHTERHO aHODTaNIMYIS, arHATHA U XuApouedanys) | TpH 3aity mpu jo3a 90
MI/KT JHEBHO (BKAIOUHTENHO ChPACYHO-CHAOBH ¥ OBOpeYHH aHOMaNMH, Kato
€KTONHS Ha ChpLETO ¥ Os0penuTe u AnadparManya 1 yMOHINKaTHA XCPHUA) NPY
JHIca Ha MaiiuHa TOKCHYHOCT. CHCTEMHAaTa eKCIO3UIMSA NPH TE3H HHBA €
npHONH3HTENHO paBHa MK fo-Manka ot 0.5 IbTH KIHHHYHATA SKCIIO3HUHSA PH
[PENopBYBaHaTa KIIMHUYHA 034 OT 2 T AHEBHO IIpH NallHeHTH ¢ 6s6peyHa
TpaHCINaHTalus ¥ NpubausuTenso 0.3 IbTH KIHHHYHATA eKCOO3HLHA [IPH
HpenopbYBaHaTa KITMHHYHA /1033 OT 3 I' JHEBHO IPH MALKEHTH ChC ChpIeYHa
TPaHCTUIAHTALHA.

Bux pasnen 4.6. Yiorpeba rpu 6peMeHHOCT M KbpPMEHE.

XemoroeTHuHaTa 1 TUM(pHATA CUCTEMH ca OHIIH OCHOBHHTE OPTaHH, 328CCTHATH TIPH
TOKCHKOTOTHYHUTE H3CIeBAHIS, POBEJIEHH ¢ MHKO(EeHONAT MOeTHI NpH
ITBX0BE, MHIIKH, KydeTa H MaiiMyHH. Te3n eekTH ca HabirofaBadH NpH HKBA Ha
CHCTEMHA eKCITO3HIMA PaBHH HIIH NO-MANKK OT KIMHHYHATA €KCIO3HIMA NIPH
IpenopBUBaHATa 1032 OT 2 I JHEBHO JIPH PELMIIHEHTH Ha 650peyHH TPaHCIIAHTaTH.
Cromamuo-4ypeBHE edektH ca Ounn HabroasaHy B KydeTa IIPH HUBA Ha CHCTeMHA
€KCIIO3HIIHS PABHU WIIH TI0-MaiKy OT KIHHHYHATA eKCIIOSHIHA IIPH NPENopEYBaHaTa
no3a. CroMalnHo-upeBHH M OEOpedHH edeKTH, KOHTO CBUACTEICTRAT 38
NeXHApaTalis, ChII0 ca 6uny HabmoxapaHH NIpH MaMyHH TIpH Hali-BrCOKaTa 033
(H1B2 Ha CHCTEMHA EKCTIO3HIMA PABHH HIIM [I0-BHCOKY OT KIIHHHYHATA SKCIIO3UIHA).
IIpodunkT HA HEKTHHIYHA TOKCHYHOCT Ha MAKO(EHONAT MODETHI H3TTIENKa €
CHBMECTHM C HEXeNaHuTe CEOWTHA, HabmoAaBaHK NpH KITMHHYHATE H3NHTBaHUA
BEPXY XOpa, KOWTO Cera OCHFYPABAT AaHHH 3a 6€301acHOCT OT [O-TOJiAMO 3HaUCHHE
3a HOMynalMATa ManueHTH (Buxk paspgen 4.8, Hexenanu eexTu).

6. DOAPMANNEBTHYHH NAHHH

6.1. ChnHchLk Ha IOMOIMHHTE BElHECTBA

INomomzauTe BemecTsa Ha CellCept kancynu ca: pregelatinised maize starch,
croscarmellose sodium, povidone (K-90), magnesium stearate. Kancynnata ofsuska
coaepxa gelatin, indigo carmine (E132), yellow iron oxide (E172), red iron oxide
(E172), titanium dioxide (E171), black iron oxide (E172), potassium hydroxide,
shellac.

6.2. HecHBMeCTHMOCTH

He e npuioxumo.

6.3. Cpox Ha rogHocT
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3 roguuH.
6.4. CrenuanHu HpeANa3HHA MePKH NPH ChXpaHeHHe

Jla He ce cpxpanaBa pu TeMneparypa Hag 30°C. [la ce cpxpaHABa B OpUIrHHATHATA
OIIaKOBKa.

6.5. EcTecTBO U CBABLpP:KaHNE HA ONAKOBKATA

CellCept 250 mg xancynu: 1 kapToHeHa KyTua chabpika 100 xancynu
(B 6nucrepHu onakoexu 1o 10 6p.)

1 xapToHeHa KyTud cbanpxa 300 Kancymnu
(8 6bmucTepHu onakopkw 1o 10 6p.)

6.6. Huerpykuus 3a ynorpeda i paoTa M H3XBBPJAsSHe Ha MPOIYKTA (aKo e
TOXXOASIIO)

Ts¥ xaTo MuxodeHONaT MOGETHI € NOKa3all TePaTOTeHHa aKTUBHOCT IIPY NABXOBE H
saiiny, CellCept kancymu He TpAGBa Ja ce 0TBapAT WIH Ja ce cMaukear. Jla ce
n364rea BAKIIBAHE WIH AHPEKTEH KOHTAKT C KOKATA MY IUTraBMITE Ha Npaxa,
ceaEpxaly ce B CellCept xancymnu. AKO HACTBIIM TaKbB KOHTAKT, MACTOTO TpAdBa fa
ce u3Mue 0OMIIHO ¢ BOJA H CallyH, OYHTE Ja ce IIPOMHUAT ¢ 0OUKHOBEHA BOJA.

Bceexu Hensnon3sag MIPORYKT MY OTHaABICH MaTCpHAI 'I'p5{6Ba A4 ce H3XBLPIIH B
CHOTBETCTBHEC C MCCTHHTS H3HCKBAaHMA.

7. OPATEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Pom Bearapus EOOJ, yn.”Bano none” 16, 1618 Codus, bearapus.

8. HOMEP HA PASPEIHEHHUETO 3A YIIOTPEBA H
PETHCTPAHAOHEH HOMEP B BBJII'APHAA

11-5283/20.05.2002r. Peructpanuonen Ne 9600115/20.05.2002r.

9. JHATA HA II'bPBO PA3PEINEHHE 3A YIIOTPEBA / HIOJHOBABAHE
HA PASPEUHIEHHUETO 3A YHOTPEBA
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2 Mmaii, 2002 1.
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