M) PLIVA - Lachema 0pOBPERO!

Veaxkaemu nayueHmuy,

Monst Apoyememe gHUMamMerHo ciedHama nucmoeKa sa nayueHma, mbill kamo ms cLObpXa
saxHU cegbeHuUs1 3a mosa Kakeo mpsibsa Oa cvbrwdasame npu ynompeba Ha mosu
nexkapcmeen Npodykm. AKO umame ebllpocu, Mofis obpoialime ce kpM Batuus nexap unu
papmayesm.

AmcroBra 2a TaAEAEHETA  Mons, (poveTeTe BHUMATENHO!

Dacarbazin Lachema 200
HagapGazuu Aaxema 200

KauyectBeH 11 KONMICCTREH CHLCTEB
HekapcmeeHo seuiecinee:
Beeku dniakoH cuabpxa 200 mg dacarbazine.

lTomowHu sewjecmesa:
NymoxeHa kucenuHa 200 mg v mannTon 75 mg

RexapcrRena thopma M KONKWYECTRO B €aHa ONaKOBKa
Fipax 3a nixexuroHeH/MHDY3MoHEH pa3TBOp, BCeKkU (hrakoH cuaALpXa 200 mg dacarbazine.

Wie u aapec Ha npuTeXxaTens Ha paspelleHYeTo 3a ynotpeba
PLIVA-Lachema a.s.

Karasek 1

621 33 Brno

Czech Republic

Phone: 00420-541-127-470

dapmakoTepaneBTMYHA rpyna
HurocTatiuen nekapcTeeH nponyxr

TepaneBTUYHY NOKa3aHysa

Haxapbazun Maxema 200 ce npunara USKIIIOYATENHC OT fISKapyt OHKONO3K 38 NEYEHWEe Ha
ManurHeH menalom, XouknHoB NumMom 1 Capxomyt Ha MeXUTe ThKaHu.

Haxapbasui  flaxema ce npunara Kaxto CamMoCTOosTenHo, Taka W 8 KombuHupann
XUMWUOTEPANEBTMYHI  CXEMMW, BKIOYBAILM  AOKCOPYOMiivH, OneoMuUMH, BUHKPUCTIH,
BUHONACTH, LMKnodocdamus, npeaHUsoH, LucnnaTuHa u S~pnyopypatmn.

fipogyKTHT € NoKasaH 3a fneveHne Ha Bb3pacTHid.

[ipotuBonoxazanmn

Haxapbasun Jlaxema e npoTMBONOKasaH B CrIeAHMTE CAyYau:

4 [iaHHK 32 CBPbXYYBCTBWUTENHOCT KbM AakapbasmuH Ui HAKOe OT FIOMOLLHWTE BELECTBa;

¢ OGpemMeHHOCT;

¢ KbpmeHe (BX. “Kakeo Tpsabba Aa umare npeasug no Bpeme Ha OPeMEHHOCT W KbpMeHe?”).

Cnenpanyy npennazysy Mepxy Nnpy ynotpeba
HaxapbasuyeT, nogobHo Ha gpyrn HUTOCTATULW, ce npunara ¢ ocofeHo BHUMaHwe npu
nauveHTy ¢ uHdexunosHy 3abonasanuns (sBapuuena, xeprnec 30c¢Tep) v Npy rauveHTu ¢
noaTMcHaTH (DYHKLIMKM Ha KOCTHUA MO3BK, C YepHogpobha unm Obbpeuna HEegoCcTaTbyHOoCT.
HakapbasuHber TpRGBa pa ce npunara BHYMATENHO ¥ OpM NedYeHve Ha nadueHTn ¢
NPeAuIECTBaLL0 fIeYeHne ¢ XUMMOTEPanesTHLIM WNk ALYENBYEHUE.

HakapbasnH Jlaxema TpaAbBa Aa ce fipwunara €amo MNo4 KOHTPON Ha fekap, KoWTo e
BOCTaTbLYHO ofnMTeH AP NPoBeX4aHe Ha NPOTMROTYMOpHA Xumuotepanus. [lo Bpeme.i
NPYIKSIIOYBaHe Ha NMEeveHUETo TpabBa Aa ce MNPoBeXZaT Behuky Heobxoavm / 3
uscncasalns. Cheumanio BHumaune TpabBa Ba ce OTOEeNN Ha XOMONoeT @? _
MNMopagu 7ToBa 4e QnakapbasMHLT vMAa CBETNOYYBCTBUTENHO fSKapCY gt
pasTBOpWTE CNea NpuroTsaHe Tpabsa Aa ce 3awTasar oT CBeTnMHa.




PLIVA - Lachema

fexapcTREHW B3aUMORENCTBUA W ApYTY chopmut Ha B3aUMOHENCTBIA
Mpi ©EHOBPEMEHHOTO npunoxexne Ha pakapbasuH 1 teHobapOuran, asaTunnpur U 6-
MEPKANTONYPVH CE& YCUIBAT TOKCUUHUTE eMEeKTU Ha NeKapCTBeRIs MPORYKT.

Kakeo TpsGBa fa wMaTe NpeABua Nno Bpeme Ha GpeMeHHOCT ¥ KbpMmeHe?

RexapcTBEHNAT NPORYKT € flpoTUBONOKasaH np GpeMeHHoCT U Kbpmene. >KeHure B
perpoayKTMBHa BL3pacT TpAbea Aa 6baar uHboOpMUpaHu Aa B3UMaT  edeKTHBHM
MPOTUBO3AUATEYHY MEPKY, KaKTo Npy fpunoxenne Ha HakapBasus Taka u 6 mecela cnej
TOBA.

Bnusuue BEBLPXY CROCOBHOCTTA 3a wothupane paboTa ¢ MauuHK

CriocoBHocTTa 3a wodupane 1 paboTa ¢ MaLUMHM MOXe Aa 6uhe nosnusHa OT HeMenaHu
fiexapcTaeHn peakuun (K ro-gony). flaumeHTuTe, kouTo He ca xocnuTanuaupany Tpadea fa
paBoTST C MALMHYN CaMO CIIe/, KOHCYNTaLUA ¢ NekyBaluus M nekap.

Hexeriann NEKapcTBEHW PeaKkuumy

Haii-TeXMST TokcuueH edekt e MoTeHuuantHo yBpenfiane Ha Xemonoesaia, KOBTo Cce
nposesEa C HamanspaHe Opos Ha rneskouvTuTeé U TpomGouuTute. B HsKOM cnyvan ce
oT6ENs3Ba [OABA Ha neka aHemusi. Haii-HecTuTe HeXenaHn feKapcTseHn peakLyn BKAOYBAT
OesaneTTve, ragexe v nospbijaHe. B no-peaxy cnydan rpwstaraHeTe Ha haxkapbazui e
CBBbP3aHO ¢ MOsBa Ha AMapus, anoneums, KOXeH ofpus, 3auepBsBaHe Ha JWLETO W
napecresun.

BramoXHO € NpY HsKoM nauweHTV fa ce passBue “rpunonofofeH CUHAPOM®, KOWTO ce
XapaKkTepuampa ¢ foBuLLlieHa Temneparypa, MycKynHit Bonky 1 obusa OTNaaHanocT,

Hauu# ¥ NPOALIKHTENHOCT Ha NPUAOKEHNE

flexapcteenuete npoaykth [OakapbasnH Naxema ce npunaraT npejuMHC BEHO3HO,
OBUKHOBEHHO KATO eAHOKpaTHa BEHO3Ha annukaLs 3a OKONo efHa MUHYTA, :
HaxapBasu laxema 200 ce pasteaps € 20 ml Bofa 3a vHMEeKUun.

B cnyyan, Ye He € MpeAnucaHa cneuvanHa AOsvpoBKa 33 BRIHBAHE Ha NeKapcTBeHus
NPORYKT B KOMBWUHMPAHM XUMWOTEPaNeBTWYHV CXEeMW, CaMOCTOAPENHO JakapbasmHbT
oBMKHOBEHHO ce npunara B fosa 200-250 mgim? za 1-5 gau. LiukessT ce noBTaps creg 21-
29 pHn,

CreManyy yosioBus 3a cbXxpaHeHue
Daxap6asui flaxema Aga ce cbxpaKasada nog +25°C u fia ce rasm oT ceeTrinHal

CpoK Ha rogHoCT

[lakapGasun Jlaxema He TpsGBa Aa ce wsnonssa CReA usTMyaHe parara Ha Cpoka Ha
roaHoGCT, ofosHauYeHa BbPXY onakoskaTal

[oToBuSIT pasTeop TpsbBa Aa ce UaNoNsBa Cried NPUrOTBRHETO MY B PAMKWTE Ha 8 vaca npu
Temneparypa nog +25 °C, 3awureH ot cpetinaal

Bpemunu xewu He mpsbea Oa pafomam ¢ UUMOMOKCUYHU [IpomueomyMonpHU
nexapcmeeHu ripodykmul Ja ce cbxpaHAea Ha mMO<HO onpedeneno macmo! fa ce
mpuriaza caMo om onumen riepcoxan! fa ce cnaseam obuonpuemunie crieyuanysu
MEPKU PU USXELPAITHE Ha HeU3IT0JI36aHAMA YACM OM NeKapCmeeHUs npodyxm!

[l ce CLYPaHsiBa Ha MACTO, HEAOCTHLRHO 33 peual

[punara ce camo no NeKapcKo npepnicannel

Bava ua nocnefHata PeAaKuuA Ha NWCTOBKaTa
{Onu, 2003 .




