WA-N

OQOONOOBPEHO!I
OATA L7494

HHPOPMAITHUS 3A ITATIUEHTA

CellCept 250 mg capsules
mycophenolate mofetil

CenCent 250 Mr kancynu
mukodeHonar modberun

Ilpo4yeTeTe BHMMATEAHO LAIATA JHCTOBKA IIPENH AA 3aII0YHETE Aa IPHAaraTe

TOBa JIeKapPCTBO.

- 3amasere TasH fucToBKa. MoJe Aa ce HAJIOXKH Aa s HPOYETETe OTHOBO.

- AKo ¥Mate ApYTH BBIIPOCH, MO, 3aNIHTaliTe Baluus iekap wil (apMallesT.

- Tosa JiekapcTBO e mpejnsucaHo 3a Bac. He Tpabsa nma ro gasare na mpyru. To
MOXe ga ObAe BPEAHO 3a TAX, JAXKE H aKO TEXHUTE CHMITTOMH €4 CBIUWATE KATO
BaLIIHTE.

- Axo naxoii om neoicenanume epexmu cmane cepuoseH Wiy axo 3abenexcume
HEJICENanu eqhexmuy, KOUmo He Ca CHOMEHAMU 6 MA3U NUCTOBKd, MONA
Kaoiceme HQ eKY8auus Cu iekap uny papmayegma.

B Ta3u gucroBKa:

Kakeo npeacrasnara CellCept u 3a kaxBo ce H3MoN3Ba
Ipenu ga szemete CellCept

Kak na npunarate CellCept

BB3MoxHU Hexenanu edexTu

Kax 0a ce cvxpanssa CellCept

HonbrHuTtenua uadopmauus

R

1. KAKBO IIPEACTABJBA CELLCEPT H 3A KAKBO CE
HA3II0J3BA

CellCept kanicynu ce n3nonsea, 3a a NPeROTBPATH OTXBBPIAHETO OT Bamus
Oprasu3BM Ha npucaeHuTe 6ubpeny, cepue uny yepeH apo6. CellCept ce npunara
3aeHO C APYTH IEKapCTBa, M3BECTHH KATO IMKIOCNOPKH H KOPTHKOCTCPOUAH.

2. IIPEAXA JA B3EMETE CELLCEPT

He B3ematire CellCept:

- Axo cre arepauynuy (cepoxyyscmeumennu) KbM Muxkogeronat Mogerus,
MHKO(EHONOBa KHCENMHa MK KBM HAKOA Jpyra cheTaBka Ha CellCept.

- Axo xepmume.

BiemeTe crienHa HH NpeANasHE MepKH npH ynorpeda na CellCept:




Tpabea oa ungopmupame rHe3abasHo HEKY8AWUS CU NEKAD.

— Axo nonyyume cumnmomu Ha ungeryus (nanp. nosuwiena memnepamypd, Gonxu
6 2BDNIOMO), HEOHAKBAHO HACUHABAHE /WY KbDEeHE.

—  Axo umame wiu HAKO2A cme UMany npo5ﬂemu C XpaHocmuinamennamyg cucmemda,
Hanp. A36d HA CMOMAXA,

CellCept Hamal1Ba 3al[UTHUTE CHNIM Ha opranusma Bu. [lopaay ToBa CRINECTBYBA
TIOBHILIEH PHCK OT paK Ha Kojkata. Eto 3amo Tpabea na orpannunTe usnaraHeTo Ha
CIBHIIE M YATPABHOJIETOBA CBETIIMHA, KATO HOCHTE MOJXOMAIO 3AIHTHO 00IEKIO H
H3II0NI3BATE CHBHIE3AIHTHH HPOAYKTH C BHCOK 3aIIHTEH (aKTop.

Ilpuem na dpyzu nekapcmea:
Mons, yeedomeme nexysawus cu nexap unu gpaprmayesma, ako 83emMame wil HACKOPO
cme e3emani Opy2u Nexapcmed, 0C8eH me3u, KOUMmo ca 6y NPeonUCany,

Axo omzoeopbm Ha HAKOU om creOnume évnpocu e “0a”, koHcynmupaiime ce ¢
ReKyeaUA cu nexap npedu oa sanoyueme oa ssemame CellCept:

—  Vnompebsasame au nexapemea, cvOvpocawu: a3amuonput unu Opyzu HpooyKmu,
ROOmMUCKAWU UMYHHAMA CUCEMA (KOUMO NOHAKO2A ce 0asam Ha boanume cned
onepayus 3a MPAHCHAAHMAYUA), KORCCTNUPAMUK (USNON36aH 3d Hevenue Ha DONHY
C BUCOK XORECINEPON 8 KPWLEMA), anmuayuou (exapemeq, HamManasauyu
CIMOMAUWHAMA KUCENUNG) WIY HAKAKGY OpY2u NeKapCmea (SKIOUUIMEnHo mesuy,
Koumo Mooiceme 0a cu Kynume be3 peyenma), 3a koumo nexysauwusim Bu nexap
He 3Hae?

—  Hyoicdaeme nu ce om eaxcunupane (xcusu eéaxcunu)? Bawuam nexap we 6u
NOCHEEMEA KAKEO € NOKA3AHO 34 84C.

Ilpuem na CellCept ¢ xpana u nanumgu: )
Ipuemvm na xpana u Hanumxy He nosaussa sevenuemo éu cve CellCept.

bpemenHocT H KEPMeHe

He npuemaiime CellCept doxamo xepmume.

Baumst nexap TpaGea fa Bi nocheeTBa Ja U3NON3BaTe NPOTHBO3aYaTHUHY CPEACTRE
npeay ja 3anouHere neyenneto ckc CeliCept, fokato ce nexysate cse CellCept 1 B
NPOABIDKEHKE Ha IECT CEAMUUM CIIE KaTo NpecTaHeTe Ja r'o mpunarate. Toga e
Heobxoaumo, 3aioTo CellCept mode Aa yBpean HepoaeHoTo 6ebe. Bennara
YBeAOMeTe JIEKyBallys CH JIEKap, ako cTe OpeMeHHa, kepmume, 3a0peMeHeeTe Wil
TUlagHparte Ja 3allodHeTe CeMeeH JXHBOT B 6iu3Ko Opaele.

Mlodupane n paboTa ¢ MaIMHH:
He e ycranoeero, ue CellCept yBpesxaa ciocofHocTTa BY la IFOHpaTe UK Ad
paboriTe ¢ MaLIHHH.




3. KAK JA B3EMATE CELLCEPT

Bunaru s3emalite CellCept To4HO KakTo JIEKYBAIHAT JeKap BY € Kazal. AKO He cTe
CHTYpHH B HEIlO, NIONUTANTE AEKYBALIKA CH JieKap wiy dapMaresra. QGuyaliHuAT
HauuH Ha ynotpeba Ha CellCept e cieaHuaT:

Tpancnaanranus Ha 6s0pek

Boapacrau:
IIspBara 1032 e BY ce Aafe Ao 72 yaca Ciel ONepanyaTa 3a TPAHCILIAHTallHA,

IIpenopruBanaTa JHeBHA 1032 € § Kancynu (2 I OT NEKapCTBEHOTO BELIECTRO),
pasieneHH B iBa OTAENHH NipHeMa. Tosa o3HayaBa Aa B3eMere 4 KalncysH CYTpHH U
cief Tosa 4 KarcyiH Bedep.

Iena (Ha pB3pacT ot 2 mo 18 roxmum):

Hozata 1me Bapupa B 3aBHCHMOCT OT pasMepHTe Ha JeTeTo. BamusaT aexysaly exkap
IE Onpeseny HaH-MoAXOAAIATA 032 B3 OCHOBA HA IOBBPXHOCTTA Ha TANIOTO
(8rcounna u Terno). IlpenoprysanaTa fo3a e 600 Mr/mM> FBa IETH JHERHO.

TpaHcnaHTANUA HA CHPIE

Bo3pacthi:
ITepeata f03a L€ BH ce Aafe A0 5 AHU CHEA ONMEPaLHATa 32 TPAHCIUIAHTAIUA.

Tlpenopsusanara qHeBHa A03a € 12 KancyaH (3 T OT JIeKapCTBEHOTO BEINECTRO),
pasjie/ieHH B IBa OTAEAHH Nipyema, Tora 03HayaBa fja B3eMeTe 6 Kaficysiu CyTpHH
 ciiefl ToBa 6 Kancyiu Beyuep.

Heua:
Hsama noctaThuHO AaHHH, 32 Fa ce Npenopsya ynotpebaTa Ha CellCept mpu
Jlena, Ha KOMTO € U3BBPIICHA TPAHCIAAHTANHA Ha CBPLIE.

TpaHenanTanus HA yepeH Apob

Br3pacthu:
ITupBata 1032 e BH ce fafe Hai-ManKo 4 JHU ciell onepauysTa 3a

TPAHCHIAHTALHSA, KOTaTo BHE IL[e MOXKeTe Jia pHeMaTe JeKapCTBa [pes yCTaTa.
IMperioppyBanaTa JHEBHA f03a ¢ 12 xancymu (3 I OT AeKapCTBeHOTO BENIEeCTRO),
pasziesieHy B [[Ba OTACHY npHeMa. ToBa 03HavaBa Aa B3eMeTe 6 Karcynu CyTPHH
H cney Tosa 6 Kalcyny Beyep.

Hena:
Hsama nocrarsuno nanuy, 3a a ce npenopsya ynotpebara va CellCept npu
Jielia, Ha KOUTO € U3BBPIeHA TPaHCIUIAHTALMA Ha YepeH apob.




MeToa H BT Ha NpUIOKEHHE

IIpernpTHETE KallCy/MTE LEMH ¢ Yaiia Boja. He ru yynere u He ru pasMadkeaiite U
He B3eMalTe KalCy/H, KOMTO ¢a OTBOPEHH HNH pasaeneHH. Y304rBaiiTe KOHTAKT ¢
Tpaxa, pascHIIaH OT YBpeJSHHTE KalcyNu. AKO Karicynarta ¢e OTBOPH CliydaiiHo,
H3MHHATE Npaxa OT KOXATa CH CbC CallyH U BOJa. AKO Ipax BiIe3e B OYHTE MM ycTaTa
BY, U3MaKHeTe 00UITHO ¢ 00HKHOBEHA NPSCHA BOJA.

JleueHueTo e NPOABINH JOKATO CC HYXIAAETE OT NNOATHCKAHE HA HMYHHATa
CHCTCMa 3a IIPEeNOTEPaTABAHC Ha OTXBEPIAHETO HA TPAHCNNAHTHPAHKA Oprad.

Axo B3emerte nosede CellCept oTkonxoro Tpsabra:

AKo B3EMETE MOBEYE KancylH, OTKOJKOTO BH € Ka3aHO, HJIH aKo HAKOHR apyr
ClTy4aiiHO B3eMe€ BAIIETO JIEKapCTBO, KOHCYATHpaliTe ce ¢ JieKap U OTHAETE
BeZHara B GoAHMUATA.

Axo 3abpaeuTe na 3emere CellCept:
AKO HaKora 3abpaBuTe J]a B38METE JISKAPCTBOTO, B3EMETe 0 BeJHAara Clief K4aToO CH
CTIIOMHHTE, CIEH TOBA NPOLBIDKETE Ja o B3eMate B ofuyaliHOTO Bpeme.

Axo cnpeme npuema na CellCept:

Coupasrero Ha aeueHueTo cbe CellCept Moxke Aa yBeIMYH BBE3IMOMHOCTT 32
OTXBBPISAHE Ha TPaHCIUIAaHTUpaHUA BU opraH. He ciipaiite npriemMa Ha 1eKapeTBOTO
CH, OCBEH aKO JIEKYBAIHUAT JIEKap HE BH KaXe.

Aro umame owe evnpocu omuocro ynompefama na mo3u npedykm, nonumaime
NeKysauus cu 1exap.

4. BB3IMOHH HEXKEJAHY EQ@EKTHA

Kaxro Benuxu nexapcetea, CellCept Moxe fa uMa HexenaHH eeKTH, 6bApexy ye He
ecuuxy zu noxayyasam. Hixkou ot no-obnuaitnyte npobnemMu ca gUapHd, HaMaleHHe
Ha GeuTe KPbEHHK TeNla WK Ha YepPBeHUTE KPBBHHU Tea B KPHBTA BY, HHPEKIHA
¥ MOBpEINate. Bamuar nexap [ie U3BHPLIBA PEJOBHM M3CNEIBAHHA Ha KPBBTA, 3a Ja
TipocieAABa IpoMeHKTe B 6p0st HA KPBBHHUTE KIETKH HIH IPOMEHHTE B HUBaTa Ha
HAKOM BEINECTBA B KPBBTA BH, HAIIP. 3aXap, MacTH, xonectepon. Jlenara Moxe Jia ca
NI0-YYBCTBHTEJHH OT BE3PACTHUTE KbM HEXKeNaHUTe eQeKTH KaTo JHapHs,
nxdexIyy, HaManeHue Ha 6eNHTe M YepBEHATE KPBBHH KIIETKH.

CellCept namarnsia 3alUTHHTE MEXaHU3MHU Ha opraHusMa B, 3a ga cope
OTXBBPJSHETO Ha TpaHCINAHTHpaHus O1Opex, chpue Wi yeped Apob. Iopanu Toea
OpraHu3MET By Hama Jia Moxke Aa ce Gopu Taxa 100pe KakTo OOHKHOBEHO C
nHdexnunre. ETo 3amo npu xopa, nexysauu cb¢ CellCept, Moxe ja ce roseaT
TIOBEUe HH(EKU UK OT 0BHKHOBEHO, KaTo HHEKIMK Ha KOXKAaTa, ycTara, CroMaxa H
yepBata, Oenute ApodoBe U MHKOYHMTE METHINA. KakTo MOXe Ka ce CIyud IpH




TAalMEHTH, YIIOTpeOABALIM TO3H BUJ JIeKapCcTBa, MHOTO MaTsK Opoit OT MmalHeHTHTe,
noxysasany CellCept, Morar Aa pasBusT pak Ha NEMGBOHJHHTE THKaHH U KOXKATa.

ObnuaiinvTe HexxenmaHy edeKTH, 3acaraly opranu3Ma Bu karo 1ano, Moxe fAa
BKJIXOYBAT CBPBX4YBCTBHTENHOCT (KaTO aHa(HAAKTHYHH peaKI(ii, AHr'HOHERPOTHYEH
OTOK), TOBHILIEHA TEeMIIepaTypa, IeTaprid, 3aTpyIHeRH Ha ChHA, 6oJKH (karo Gonka
B KOpeMa, IPhIHHA KOIL, CTaBHTe/MYCKYNHTe, 00NKa IIpH YpHHHpaHe), raapobonue,
TPUNONOAOOHN CHMITTOMH H MOAYBAHE.

,I[pyrm‘e HCXCHAAHH PCAKIIHHA MOXKC Ja BKAKOYBAT:

Hapyuenss Ha KoskaTa KaTo aKHe, pa3A3BABAaHHA HA KOXaTa, XepIec,
3ajebeNidBane Ha KoXKara, 3aryoa Ha koca, 00pHB, CepOek.

Hapyuienns Ha NTHKOYHUTE NLTHINA KaTo npobiiemMu ¢ OpOpelTe Wil CIIeIHH
TIO3HBH 33 YPUHMpaHe.

HapyweHHs HAa XPAHOCMIUIATEIHATA CHCTEMA H YCTATa KaTo 3allek, rajeHe,
CMYIUEHHS B XpaHOCMHUNIAHETO, BR3NANICHHE Ha TAHKpeaca, YPEBHH CMYIUEHHA,
BK/TIOYHTEJTHO KBPBEHE, Bh3IaleHHe Ha cToMaxa, 4epHOApoOHH npobieMH,
BE3MajIeHue Ha Je0benoTo yepro, 3aryba Ha aneTHT, 00pa3syBaHe Ha ra3oBe U ASBH B
ycrara.

HapyuleHus H2 HEDBHTe H CETHBHHTE OPTAHH KaTO I'bPUYOBE, TPENEPEHE,
samaiiBaHe, JENPECHH, CHHINBOCT, H3TPHIIBAHE, MYCKYJIHH CIIA3MH, TPEBOXKHOCT,
IIPOMEHH B MUCIIEHETO ¥ HACTPOEHUETO.

O6MeHHH, KPHBME H CHAOBH HADYLIEHHS KaTo 3aryda Ha Terio, Mojarpa,
TNIOBHILIEHA KPBBHA 32Xap, KbPBEHE, KPBBHH ChCHPENH M KPBBOHACAAHHA, IPOMEHH B
KPBBHOTO HaATaHe, HapyIICHUs Ha CHPAEYHHA PUTEM H PasIIHPEHHE Ha
KPBBOHOCHHTE CBJIOBE.

Hapyumrenns Ha Genare qpoGoBe KaTo MHEBMOHK, GPOHXNT, 3a1(YX, KallIALA,
TeuHocT B Genute ApoSope/rpbAHATA KYXHHA, TPODIEMH ChC CHHYCHTE,

AKo uaxoi om nesicenanume eghexmu cmane Cepuo3er uAU axke nNo peme Ha
nevenuemo su cve CellCept 3abenesicume nescenanu eghexmu, Koumo He ca
CHOMEHAMY 8 MA3H TUCMOBKA, MOAA KANCEMe HA NEKYBAUsl CU NEKAp tAY
hapmayeema. He cupaiite o6aye npreMa Ha IEKapCTBOTO, OCBEH aKO IIBPBO HE CTe
O0CHAMAHK TOBA C JIEKYBALIH CH JieKap.

5. KAK JJA CE CEXPAHABA CELLCEPT

TTazeTe NeKapCTBOTO Ha MECTA, KHAETO JielaTa He MOTaT fa Io CTHTHAT H A& ro
BHJAT.




He usnon3saiite xancynuTe CHel AaTaTa Ha H3THYAHE HA CPOKA Ha FOAHOCT, KOATO ¢
obsABeHa BEpXY KapToHeHara Kytusa (EXP).

Ila He ce cpxpandaBa NnpH TeMriepatypa Hax 30°C.
Ja ce cpxpansiBa B OpHrHHAIHATA ONAKORKA, 32 Ja Ce [PEAIasy OT BjIara.

Jlexapcmeama ne mpatea da ce usxewpaALm ¢ 600amMa u oMNAOLYUME Om
Oomarurcmeomo. llonumaiime apmayeema xax 4a usXeLpAUME HEHYIICHUME
nexapemea. Tesu mMepru e noMozHam 30 ONA3BAHEMO HA OKOAHAMA cpedd.

6. JOIIBJIHHUTEJIHA NHOOPMANHAA
Kaxeo cuovpaca CellCept

- Jlexapcmseromo gewjecmao € MuKopeHonam mogemun.
- Hpyaume cvcmasxu ca:

CellCept xancynu:

MOOUGUYUPAHO YaApesUYHO HUleCme,
Kpockapmenosa Hamput,

nosudon (K-90),

Maznesues cmeapam.

Kancynna obsugxa:

JHcenamun,

unouzoxapmur (E132),

oicweam orceneser oxcud (E172),
uepeen sceneszen oxcud (E172),
mumanues ouoxcuo (E171),
wepen Jiceneser oxcud (E172),
Kanueg xuopoxcuo,

wiennax.

Kax uzenescoa CellCept u cvovpicanue Ha onaxkoskama

CellCept 250 mg xancynu: 1 xapmonena xymus cwvdoprca 100 kancynu
(e bnucmepnu onaxoexu no 10 6p.)
I xapmonena xkymus cvovpica 300 kancyau
(8 brucmepnu onaxosxu no 10 6p.)

Kancynu, mevpou.
CellCept xancynu ca npodeizoeamu culb0/Kagsasu KAnCyay ¢ Yepex Hadnuc

“CellCept 250" svpxy xanawemo Ha KARCynama u A020Mo HA pupmama evpxy
MANOMO HA KANCYRAMA.




HpnTexaTen Ha pa3pemenne’rb 3a ynorpeda
Pouwr Benrapus EOOJ, yn.”bano none”16, 1618 Codus, boarapus

IIpon3eoanTen, OTrOBOPEH 32 OCBODOKAABAHE HA NAPTHANTE
Hoffmann-La Roche AG, Emil-Barell-Str. 1, D-79639 Grenzach-Wyhlen, Germany.

3a AONBIHHTEIHA Hmbopmauua OTHOCHO TO3H NPOOYKT, MOJA CBHPIKETE €€ C
MCCTHHA NPEACTABUTEN Ha NPUTCKATESIA Ha PaspeIleHHETO 3a ynorpeﬁa.

Hodpobua unopmayus 3a mosu nexapcmeen npoOykm ce Hamupd Ha yed
empanuyama na Esponeiickama nexapemeena azenyust (EMEA)
hitp:/fwww.emea.en.int/




