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KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA

1. HAMMEHOBAHME HA JIEKAPCTBEHUS MPOYKT

CCNU®

2. KOMHYECTBEH A KAYECTBEH CH(CTAB

Besaka kancyna CCNU® cbabpika 40 mg lomustine (1oMycTHH).
3. JEKAPCTBEHA ®OPMA

CCNU@® ce npoH3BeXxaa BB BU/| Ha Karncynu, cbabpxamy 40 mg NOMYCTHH.
4, K INHHYHUA JAHHHA

4.1. TEPAIIEBTHYHH ITIOKA3AHHUA

CCNU® e noka3zaH 3a MaTHaTHBHO JA€UYeHHE B JOMBJIHEHHE KbM JPYTH MCTOAHN Ha
neyeHre UId B YCTAHOBEHHM KOMOWHAIWHK ¢ APYTH OA00peHH XUMHOTEPaNeBTHYHH
CpeJICTBA KaKTO CIEABA:

Mo3b4HM TYMOPH — ITEPBUYHH U METACTATHYHH, TIPH NallUEHTH, KOUTO Beue ca OnuiH
[0J10KEHH Ha TMOAXOAAINO ONEPAaTUBHO W/HIW paguOI0THYHO JIEUEHHE.

Bo.iecT Ha XO/KKHH — KaTO BTOPHYHO JicueHue B KOMOWHALM ¢ APYTH Of00peHH
NIeKapCTBa NMPH NALUEHTU, KOUTO Ca NONYYHIIHA PELMINB O BPEME Ha MbPBAYHOTO
JeyeHHe HITH KOHWTO He Ca OTTOBOPHJIM Ha ITBPBHUHO JICYCHHE,

Hpyrun tymopu - CCNU® ce u3nonssa B KOMOWHaUKMs C APYrd TEPANIEBTUYHHU CPEACTBA
camo Cile]] KaTo KOHBEHHHOHAJIHUTE METOAN HE Ca Jaik Pe3yTar.

4.2. J03HPOBKA H METOA HA ITPHJIOKEHHUE

2
[IpenopruBanara a03a Ha CCNU® npu Bb3pacTHH U fena € 130 mg/m” eJHOKpaTHO
rnepopajiHo Ha Bceku 6 ceamulii. Tosa e ao3ata va CCNU KaTo caMOCTOATENICH areHT
NP HEACKYBaHH NPeABapHTEITHO MIALIMEHTH.

[TpH mHLA ¢ KOMIIpOMEeTHpaHa GYHKINS Ha KOCTHUS MO3BK 103aTa Tps0Ba Ja ce HaMalH
2
Ha 100 mg/m” Ha BcekH 6 CeAMHLA.

[ToBTOpeH Kypc Ha JeueHue ¢ CCNU® He TpsabBa 1a ce mpoBexja AOKaTo
MUPKYAUPAIIUTE KPBLBHU SJIEMCHTH HE €€ Bb3CTAaHOBAT A0 NPHEMJIMBH HMBA




(tpomGoumTH Haz 100 000/mm°, neBKOLMTH Hax 4000/mm’). KpbEHara KaprHHa TpsOBa
Na ce MpOoC/eIARa eXKECEIMHUUHO U MOBTOPHH KYPCOBE HE TpsiOBa Aa ce NMPOBEXAAT NpeaH
6 CeAMMUIIM, 3aI0TO XEMATONOMHYHATA TOKCHYHOCT C€ MOsIBABA KbCHO U € KYMYJIaTHBHA.

[locneaBamure A03H CIE¢O HayanHata TpaOBa Na ¢€ HATOAAT CIope] XEMaTOIOrHYHNA
OTrOBOpP Ha MALHEHTa KbM MpeauecTBalnara a1o3a. Ilpeanara ce cieaHarta cxeMa Karo
YKA3aHUE 32 KOPUTHPAHE HA JO3UPOBKATA!

Hal-HAUCKH CTOMHOCTH NpeAU A03ara [IpoueHT OT NpeaMInHara

103a, KOUTO TpsOBa Ja ce
Aaac

JIEBKOLINTH TpombGoLuTH

> 4000 > 100 000 130%
3000 — 3999 75 000 — 99 999 100%
2000 — 2999 25 000 — 74 999 70%
< 2000 < 25 000 50%

Koraro CCNU® ce npunara B KOMOMHALIUMA ¢ MHEJIOCYTIPECHBHH JIEKAPCTBa, 103aTa
TpaOBa Jla ce KOPUTUPaA CHOTBETHO.

4.3. IPOTHBOIIOKA3AHHA

CCNU® He TpaOBa ja ce npuiara npy NaLMEHTH, KOUTO ca MoKa3aiH
CBPBXYYBCTBUTEJIHOCT KbBM JOMYCTHH MM HAKOE OT MOMOINHUTE BELLECTBA.

4.4. CIIEHHHAJTHH NNPEAYIIPEXAEHHUS U ITPEAITASHHA MEPKH IIPH
YIHOTPEBA

O6mu npeanasHy Mepku: BuHaru koraro ce odmucis ynorpebdara Ha CCNU karo
XAMHOTEPANHA, JeKapaT TpAOBa Ja NpeLleHH HeoOX0AUMOCTTa M [0J13aTa OT JIEKapCTBOTO
CIIPAMO PUCKA OT HEXENaHU peakuuu. TToBeUETO HEXENAHH peakui ¢a 00paTUMHU, aKo
c€ OTKpHUAT pado. [1pn nogea Ha TOKCUUHH €(PEKTH UK PEaKLUH, A03aTa Ha JIEKapCTBOTO
TpsaOBa Jia ce HAMaAIY WIIH AA CE MPEKBCHE IPUEMEBT MY M J1a ¢e MpeAtpUeMar noaxoaaniy
MCPKH COOpEeL KIMHNYHATA NpeleHKa Ha nexapd. [lonHoBaBaHeTO HA JIEUEHHETO ¢
CCNU Ttpabsa na ce W3BBpUIN NpeAnas3inBo, ¢ JOCTATHYHO OOMMC/IAHE Ha Io-
HATATbIUHATA HEOOXOAUMOCT OT JIEKAPCTBOTO M ¢ BHEHMAHHE MO OTHOIIEHHE Ha
BB3MOKHOTO TIOBTOPHO NPOABSABAHE HA TOKCHYHOCTTA.

CCNU® Tpabea aa ce npuiara oT JIMUA € CIIMT B aHTUHEOIUIACTUYHATA TepaITu.

KBCHOTO MOATHCKAHE HA KOCTHHUA MO3BK, 0COOEHO TPOMOOIHTOIIEHHS U IEBKOIICHHUS,
KOMTO MOTaT Ja AOBEJaT A0 KbpPBEHE U HEMPEOJOAUMH HH(PEKLUMY BLEB BeYe
KOMIIPOMETUPAHH MMALUEHTH, € Hall-4eCTHAT U TeXBK TOKCHYeH edekT Ha CCNU®,

KpeBHara KapTrHa TpsadBa aa ce MpocieasaBa eXXeCeAMHMYHO B MPOABL/DKCHUE HA Hall-




npenopbhyBaHarta a03a Kypcose Ha jgeueHue ¢ CCNU® nHe TpadBa Aa ce MpoBeXIar Io-
4YECTO OT & CEOAMHULIH.

KoctHO-MO3BpYHATa TOKCHYHOCT HAa CCNU® e kymyltlaTHBHA W TTIOpajH TOBa
KOpUrHpaHeTO Ha Ao3ara TpAGBa Aa ce W3BBpLIBA HAa (azaTa Ha HaH-HUCKHTE CTOMHOCTH
Ha KpbBHATA KAPTHHA OT IMpeAliecTBalaTa Ao3a (BHxk Tabaruara 3a KOpUrupaHe Ha
no3ata B “J{o3HpoBKa U METO Ha NPUACKEHHe”, pazaen 4.2.).

CCNU® T1pabea na ce npunara npeanasivBo NPH NALUEHTH ¢ HaMalleHH TpOMOOLHTH,
JICBKOLIATH UJIK €PUTPOLIMTH B KpBROOOpalEeHNeTo (BIK “Jlo3upoBKa 4 METOJ Ha
NpUIOXKEHUE”, pazaen 4.2.).

benoapodHara TokcuuHocT Ha CCNU® m3rnexna e cBbp3aHa ¢ fo3ara (BUx pazjaen 4.8.
“Hexenauu peakiym’™).

HMa cpob1eHNA, Y€ NpoAbIKUTEIHATA YNOTpeba Ha HUTPO30YPEHHU IPOAYKTH
BEPOATHO € CBbP3aHa C pa3BUTHUETO HAa BTOPUYHH 3/T0KAUYECTBEHH 3a00IABaHU.

YeprnoapoGHara U 6b0peunara GyHKuus TpadBa na ce npocieasaBar nepuoIHyHO (BHXK
pasnen 4.8. “Hexenanu peakuun™).

{Topaay KECHOTO NOATUCKAHE HAa KOCTHHS MO3BK KPBBHATA KapTUHA TpsaOBa aa ce
[MPOCIICAABA €XKECEAMHYHO B [IPOABIKEHHE HA HAH-MAIIKO 6 CeIMHLH Clie [IpHEMa.

Tpabpa aa ce HanpaBAT u3caeaABanus Ha GenoapobHaTa QyHKUMA NIPpeAH 3all04YBaHe Ha
JCYEHUETO U YECTO 1O BpeME Ha TepanuaTa. [laumenTH ¢ U3X0/IHH CTOHHOCTH Ha
dopcupanusa sutaned kanauurer (FVC) win kanauuTeTa Ha AUPYHAMPAHE HA
BbriepodHUa OKHC (Dlco) moa 70% ca ocobeHo U3NoKeHH Ha PHCK.

Twit karo CCNU® Moxe aa npenu3BUKa HapylieHue Ha YepHoApoOHaTa pyHKIu,
MPENOPBYBA CE NIEPHOJAYHO Ja C€ NpOoCieaaBaT YepHOAPOOHHTE GYHKLHOHATHHU NIPOdH.

brOpeuHara GyHKIUA cbINe TpAOBa fia ce npocieasBa NEPHOIATHO.

4.5. TEKAPCTBEHU B3AUMOJAEUCTBUA U IPYTU ®OPMHU HA
B3AUMOJENCTBHE

BzauMmoaeicTBys ¢ IPYTH MUEIOCYNPECHBHY JIEKAPCTRA WK TBYETEPANH — ChIIECTBYBA
OMMACHOCT OT 3aCUJIBAHE HA KOCTHO-MO3BYHATA AENPECUs NPA €AHOBPEMEHHO
MPHIIOKCHUE.

4.6. YIIOTPEBA IIPH bBPEMEHHOCT U KHBPMEHE

bpemeHHOCT




Hsima agekBaTHH U A00pe KOHTPOIHMPAHHU MPOYYBAHHUS NpH OpeMeHHH JKEHH.

He ¢ ycranoeeHa OesonacHa ynotpeba no speme Ha 6pemenHoct. CCNU® uma
eMOPHOTOKCHYHO U TepaTOreHHO ACHCTBHE NMPH ILTbXOBE H € eMOPHOTOKCHUCH 32 3aiIH
pH A030BU HHBA, €KBHBAJICHTHU HA A034Ta NpYU YOBEKA. AKO TOBA JIEKapCTBO CE
M3I10I3BA 110 BpeMe Ha OPEMEHHOCT WIIH aKO MalfeHTKara 3abpemMenee J0KaTO Io
M3IO0JI3BA, T8 TPsiOBa J1a ce Ob/ie ypejoMeHa 3a TOTEHIMAJIHUA PUCK 32 MJ10Aa. JKeHH B
JIETEpOHA Bb3pacT TPsiIOBa 1a ce ChBETBAT Aa U30ArBar 3adpeMeHABaHE.

KbnpMmadukn

He e n3BecTHO 1AM TOBA JIEKAPCTBO €& €KCKPEeTHPA ¢ MASKOTO NIpU YoBeKa. Tbit Kato
MHOTI'0 JISKapCTBa C& EKCKPETHPAT ¢ YOBEIUKATA KBPMA ¥ TTOPAJH OTEHLHATHATA
Bb3MOHOCT 3a CEPHO3HU HEXKENaHU PeaKkLdy B KbpMaveTara, npeu3BHKaHH OT
CCNU®, Tpabra a ce B3eMe pelueHue Jali Ja ce NMPEeyCTaHOBU KEPMEHETO HIIH 1A C€
[PEYCTAHOBU YIIOTpPedAaTa Ha JICKApCTBOTO, KaTo C& UMA MPEABHI 3HAYSCHUETO Ha
NEKApCTBOTO 3a MAMKAaTAa,

4.7. EOEKTH BbPXY CIIOCOBHOCTTA 3A IITIO®HPAHE H PABOTA C
MANIMHHU

He ca HaOmropaBaHy TakWuea e(ieKTH.
4.8. HEXEJAHHU JIEKAPCTBEHH PEAKIINA

['acTpOMHTECTHHAJIHH

I"apeHe v MOBpBLUIAHE MOXE Aa ¢ce HabmogaBaT 3 10 6 yaca cinej nepopajHa no3a v
00OHKHOBEHO NMpoAdbJKABAT ITO-Manko oT 24 yaca. HectoTara U npoABIKHTEIHOCTTA
MOXE 1A C€ HAMAJIAT 4pe3 NMpUiarade Ha aHTHEMETHLIH NpeAH TTPUEMAHETO HA
NIeXapCcTBOTO MM upe3 npuiaraHeto Ha CCNU® Ha rnaaHo.

XeMaATOJIOrHIHA TOKCHIHOCT

Hait-uecrara u Hail-rexxka TokcuuHocT Ha CCNU® e xbeHaTa muenocynpecus. Ts
OOMKHOBEHO C€ MOABABA YETHPHU J0 LIECT CEAMHLM CIEH NPHEMAHETO HA IEKAPCTBOTO H €
cBBbpP3aHa ¢ a03ara. TpOMOOUMTONEHHUATA CE& NOABABA OKOJIO YSTUPH CEAMHLIM Cle
IPUEMAHETO U MEePCHCTHPA 3a €IHa [0 JBe ceAMULM. JIEBKONIEHUATA Ce MOABABA NET 10
mecT ceaMuuM cnel npuema Ha CCNU® u npoasnxasa eaHa A0 ABe ceIMULA. [lpn
npuénuzuTenHo 65% OT NauKeHTHTE, noyyasaiy 130 mg/m®, 6enuTe KPHBHU KIETKH
ce oHMX¥asar noa 5000 kieTkn/mm-. OGUKHOBEHO TPpOMOOLIMTONICHHUATA € MO-TEXKKA OT
NneBKoneHuATa. M asere TOKCHYHOCTH o0ade Moxe Aa Opaar 1030-0rpaHHvaBaniy.

CCNU® moxe pa npeans3BuKa KyMyJIATHBHA MHETIOCYIIPECHA, IPOsIBEHA YPE3 IOBEYE
[MOATUCHATH MOKA3aTe/NH U [10-TONIMA NPOABIKUTETHOCT Ha MOATHCKAHE CJIEN
MHOTOKPAaTHH NMPHESMH.




Cro0i11aBa ce 33 mosBaTa Ha OCTpa JICBKEMHUSA U AUCNAA3HA HA KOCTHHA MO3BK IIpH
MalHEHTH Cle NPOIbIKUTENHA TEPAIUs ¢ HUTPO30YPEHHH NPOAYKTH.

Moske na ce Habi104aBa U aHEMHUSA, HO TA € MO-MAaJIKO YeCcTa U HE TaKa TCXKKa KaTo
TPOMOOLIMTONECHUATA WU JIEBKOIEHHATA=

beroapoOHA TOKCHYHOCT

Psnko ce choGImaBa 3a 6enoapofHa TOKCHYHOCT, KOSTO ce XapakTepusupa ¢ 6e10apoOHH
undunrparya u/unu ubposa, npu neuyenue ¢ CCNU®. Hayanoto Ha TOKCHYHOCTTa CE
Ha0MI01aBa Cllell HHTEPBa OT LIECT MeceLa UK N10BeYe OT Ha4uaJloTO Ha JIEYEHHETO C
kymynariBaM no3d Ha CCNU® obukHoBeHo Hag 1100 mg/m*. IMa easo crobuienue 3a
GenoapobHa TOKCHYHOCT NPH KyMyJIaTUBHA [03a OT camo 600 mg.

Crobuiasa ce 3a KbecHO Havyasio Ha OenoapobHa ¢ubposa, mosBHIIA & 10 15 TOaMHH clel
jledeHye, TIPH NAIMEHTH ¢ WHTPAKPaHWaiHK TYMOPH, KOWTO Ca NOJy4aBaly CPOAHH
HUTPO30YPEitHH NPOAYKTH B PAHHOTO CH JETCTBO WJIH PAHHOTO IOHOLLECTBO.

JApyru BUAOBE TOKCHYHOCT

He uecto ce ¢h0OIIaBa 38 CTOMATUT, AJIOTIELUs, AaHEMHS.

Mpwu Hakou nauuenTy, nonyyasam CCNU®, ca otdens3any HEBPOJOTHYHH PEaKLIMH
KaToO JIC3OPHUEHTALMs, TeTaprus, aTakcus ¥ AM3apTpHs. Bpb3Kara ¢ 1€KapCTBOTO MpH
Te3Y NMauUecHTH obaue e HeACHA.

HedpoToxkcuunocr

Ha6moznapanu ca 60pevHH aHOMANTHK KaTo HaMaleH pazMep Ha OnOpeumre,
MporpeciBHa a30TeMus K OLOpeyHa HELOCTATHYHOCT NPY NALMEHTH, KOKTO Ca
MOJTy4YaBally roJIEMH KyMYJIaTHBHH 103U ciea npoawnkuTento aedenne ¢ CCNU® un
CPOAHHM HUTPO30ypeiiHy nNpoaykTu. brOpeuto yBpesxaane ce ¢poOIaBa NOHAKOra U MpH

IIALMEHTH, MOJIYYaBalIi ITO-HUCKH 001K J03H1.

XenaToToKCHUYHOCT

Cro6maBa ce 3a o0paTHM THIT YEPHOAPOOHA TOKCHYHOCT, NPOABABRALLA CE C NOBUIUCHUC
Ha TPAaHCAMHHA3WUTE, aiKaiHaTa ¢ocdarasa u HMBaTa Ha OUNUPYOHHA, IPH MANTBK
MPOLEHT OT NauueHTnTe, noayyasaan CCNU®.

4.9. TIPEJTO3UPAHE

Hsma yetaHoBeH crnelddiueH anTHAOT 1ipu npeaosupane ¢ CCNU.




CHMITTOMU Ha NPEeJOo3HpaHe: B U30JIHpaHH cliyyal ce ¢ho0uiaBa 3a HEYTPONEHHS,
TPOMOOLIUTONICHH, HIIEUT, IE30OPUECHTALINA, KAKTO B HAKOH CJIyYyaH Ha TaXHuITHeEs,
HapyIleHa YepHOAPOOHA (hyHKIIHA.

5. DPAPMAKOJOI'HYHU CBOHUCTBA

5.1. PAPMAKOJIUHAMMKA

Obmonpuero e, ye¢ CCNU® uma ankunupamo AHCTBYE, HO KAKTO H MPH APYTUTE
HUTPO30YPEHHU NPOLNYKTH, TOH MOKE 1a HHXHOHpa H HAKOJKO KIIOUYOBH €H3MMHH
MPOLIECH.

5.2. PAPMAKOKHHETHKA

CCNU® moske aa ce npuitara nepopaiHo. Crell nepopanHo IpHI0KEeHHE Ha
pagnoaktusen CCNU® B no3u, Bapupamu ot 30 mg/m* a0 100 mg/m®, oxoio
MOJOBHHATA OT MIPUAOXKEHATa PaAMOAKTHBHOCT C€ €KCKpeTUpa 10 24 yaca. BpemeTto Ha
NOJNyeNUMHHUPAHE OT CEPyMa Ha IEKapcTBOTO W/MIU MeTabonuwrure sapupa ot 16 vaca
10 2 nuu. ThKaHHHTE HUBA Ca CPABHUMM C NJIA3MEHMTE HHBA Ha 1 5-Tata MUHYTA Clex
MHTPaBEHO3HO [IPUIOKEHHUE.

[lopaay BHCOKaTa THNAAHA PA3TBOPUMOCT U OTHOCHUTEJIHATA JIMNCA HA HOHU3UpaHE NpU
¢usnonornuro pH, CCNU® npeMuHara XpbBHO-M0O3b4YHATa Gapuepa gocra eheKTHBHO.
Hysata Ha pagnoaxtusHoct B uepedpocnuHaniara teyHoct (LICT) ca 50% wunw no-
BACOKH OT T€3U U3MEPEHH €AHOBPEMEHHO B IJIa3Mara.

5.3. IPEAKJIMHUYHHN JAHHH 3A BE3OIIACHOCT

CCNU® € kanLeporeHeH 3a MUIbX0BE U MUIIKH, KaTo NPEaAU3BUKBA IOAYEPTAHO
NOBHMIIEHHE Ha YECTOTATa Ha TYMODH TPH A03H, NpHOIMKABAIIA C& 0 KITHHAYHO
NpPHJIaraHUTE.

JledeHHEeTO ¢ HUTPO3OYPEHHH MPOAYKTH MMA KaHIIEPOTeHEH noTeHuran. Cprodiiasa ce 3a
[1051Ba HA OCTPA JIEBKEMHUS ¥ KOCTHO-MO3BYHA AMCIUIA3UA TNIPH TNTALUEHTH CIIe JISUEHHE ©
HUTPO30YPEHHHU MPOAYKTH.

CCNU® c¢pb1o Taka noeauasa PepTUINTETa HA MBXKKHU [LIBXOBE MPH 03K MAJIKO F10-
BMCOKH OT NMPUJIATAHKTE MPH Xopa.

6. PapMaLieBTHUYHH JAHHH
6.1. CIIMCBK HA IOMOIIHHUTE BEIHIECTBA

Magnesium stearate
Mannitol




6.2. HECBbBMECTHMOCTH
He ca o0sBeHH.

6.3. CPOK HATOAHOCT
36 Mecela.

6.4. CIIEIINAJTHUA ITPEAIIAZHHA MEPKH 3A CbXPAHEHHE

CCNU® karicynu TpsOBa Aa ce cbXpaHasar B 1o0pe 3aTBOpeHH ONakoBKH noj 25°C,
6.5. IJAHHH 3A OITAKOBKATA

banka oT TeMHO CTHKIIO THII I, cBABpKaILNA HACYHIUTEN OT CHUIHKArell.
20 Kancy/jd B €1Ha ONaKkOBKa

6.6. YKAZAHWS 3A YIIOTPEBA | PABOTA CTIPOAYKTA

T}JHGBH Aa C¢ ClladBa rpoacaypara 3a npaBHJIHO MAaHUITYJAUPaHC A H3XBLRJIAHC HA
[IPOTHBOPAKOBHU JICKAPCTEA.

7. IPUTEXATEJI HA PASPEIIIEHHUETO 3A YIIOTPEBA

Bristol-Myers Squibb Kft; Szatadsag ter 7;
1054 Budapest, Yurapus

8. PETHCTPAIIMOHEH Ne 20020904

9. JATA HA IIBPBO PA3PEIHEHME 3A YIIOTPEBA —20.11.2002r.

10. JATA HA ITIOCAEAHA PEJAKIIMS HA TEKCTA
2006 r.




