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ilucuo Ao 3ApaBcrBeHrrre pa6oruuqr{ 3a prr3r{Kor oA pearcquja Ha [peqyBcrBlrreJlHocr

rroBp3aHa co nusy:uja ua JreKoBrr Korr coApx(ar erorlocug (ne ce oAHecyBa Ha JreKoBH

Korr coApxar erorlocug $oc$ar) Kora ce rplrMeHyBaar co BrpaAeHH {ulrpu

Ilouurynanu 3.4paBcrBenu pa6orHuqu,

PI4@AM AOO - focrueap, KaKo Hocr4TeJr Ha o4o6penue 3a craBalre Bo rlpoMer Ha JIeKor

Etopex (etoposide) no copa6orKa co Areuqujara 3a JreKoBI4 LI MeAuIII4HoKI4 cpe4crna Ha P.

Cenepna Marce4onuja (MAJIMEA) Be un$opmupaar 3a crleAHoro:

Peauue:

3a6e.uexan e 3roJreMerr pr{3rrK oA peaKrlr,ru Ha [perryBcrBlrreJrHocr [oBp3aHI{ co

uu$yruja Ha JrenoBrr Korr coApxar eroloclrA, Kora ce [puMeHyBaar co BrpaAeHIr

Qunrpu (aur.rr. in-line filters).

. MoueuraJrHo He e rro3Haro AaJrIr prr3rrrcor e 3roJreMeu raj clrre BI,IAoBIT Ha

BrpaAeHrr {ulrpu rrJrrr caMo maj nrpagenu Surrpu u:pa6oreHlr oA oApeAeHrr

mareprajanu.

. Brpageuu {u.nrpu He cMear Aa ce Kopucrar co JreKoBI{ KoI{ coAp)I(ar erorlocul.

. HaeeAeHrrre rrpe[opaKr{ ce oAHecyBaar caMo Ha erorloclrA, a He Ha eroloctrA

rfoc$ar. 3a Jrenosrre Korr coApxar erorrocr{A Soc{ar rpe6a Aa ce Koplrcrar

{unrpu Bo corJracHocr co rroAarorlrrre o4 IlnSopMaIIuI{Te 3a JIeKor.

flouo.uuureruu nuS opMalruu

JleKoer4re r(or4 coAp)I(ar eTo[ocI4I I4HAI4III4paHH ce 3a Jrel(yBarLe pa3]II{

Bo3pacHH H Aerra, nxnyuynajfca paK Ha recrucu, cr{THoI(JIeroqeH pal(

Xoqxnuon ruuSou, ue-Xoqxuuon lzurloM, aKyrHa MI4eno[IAHa

'rpo$o6racrr4rrHa Heouna-:uja H paK na jajunqu.

O4pe4enu qr{rocrarl4llu lapaar KopucrerLe Ha BrpaAeHu Qranrpra

corJracHo co rexHVrrI(I4Te rloAaroul{ H unrfopuaqprvre 3a yrr

rfranrpra ce cocrojar oA pa3nHr{HI{ ItoMIIoHeHTLr, a HIrBHara rnanHa tpyn

rra qecrlrLrKu. Bo pa3JrrrLrHr4 y[arcrBa ce npelopaqyBa ynorpe6a Ha BtpaAeHL{

TeKor Ha r(oHTr4Hykrpana r.r Hara3MeHr,ruHa ran$ysujaua JreKoBI,I KoIr coApll(ar eronocplA. Bo

:6upuuor usneuraj sa oco6unr{Te Ha JreKor 3a JreKoBrI KoI,I colpxar erorlocrr4 (ue ce
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oAHecyBa Ha JreKoBr{ Kor.r coAp}r(ar erorrocu4 tfoc(par) ue ce crroMeHyBa ynorpe6a ua

BrpaAer{r4 rfznrpu. Ynorpe6ara Ha BrpaAeHrl $unrpu He e Hury rrperopaqaHa HI,ITy

:a6panera, 3aroa Mo)r(Ho e .qa ce Kopr{crar BrpaAeHr4 $unrpu Bo corJracHocr co JIoKaJIHara

MeAr4rlr4 HCKa rrpaKca.

Irlsnpurenare r{cnr4TyBarLa rroKa}r(ane 3roJreMeH pr.r3r.rK o.q peaKrlr4a Ha [perryBcrBl4TeJlHocr

rroBp3aHr4 co un$y:uja Ha neKoBr4 r(or4 coAp)r(ar eronocr.rA Kora ce [paMeHyBa co BrpaAeHpI

t|ulrpu. To.{HHor MexaHr43aM roj nnujae Ha oBr4e peaKrlr{Iz He e rro3Har, Ho rlocrolr coMHe]I(

neKa pacTBopyBarr[Te Kor4 ce r(opr4cTaT Bo JreKoBLlTe I(oH coAp)I(aT eToIIocVA cTalyBaaT Bo

unreparquja co rfunrepor r4nr4 co cr4creMor 3a rau$ysnja LI HeroBHTe KoMrIoHeHru (ua

rrpr{Mep nracrzrf uraropu) ce pacrBopaar.

Bps ocuona Ha.4ocranHr,rre rroAarorlrr oA nureparypara, Kouureror 3a npoIIeHKa Ha pIz3LIK

eo o6racra ua rfapvraxoBurrznaHua (PRAC) npz Enpoucr(ara arenqnja 3a TIeKoBLI (EMA)

cMera Aer(a e Mo)r(Ha 6apenl [prur4HcKo-nocneAl4qHa [oBp3aHocr nouefy [pI4MeHa Ha

ner(oBra Kor4 coAplr(ar erorroc[g (ne ce oAHecyBa Ha JIeKoBpI Ko[I co.{px(ar erorrocl4a Soc$ar)
co BrpaAeHu Sranrpra I4 3roJIeMeH pI{3I4K o4 pearquja Ha [peqyBcrBplTeJlHocr.

PRAC 3aruyrrr4r 4era YrarcrBoro 3a rrarlpreHTr{ 3a JreKoBr4 Kor,r coApxar erorlocl4A (ne ce

orHecyBa Ha Jrer(oBr4 r(or4 coAplr(ar erolocua rfocQar) 3a r{HTpaBeHcKa npl{Mena rpe6a Aa ce

axrypupaar Bo corJracHocT co .4ocranHl{Te noAaToul4.

Bp: ocuona Ha AocrarrHprre uurfopuaquu, 6ez6eyHocul{Te Itn$opvraquu Bo lelor 4.4

,,lloce6nu [peAynpeAyBarLa r.r MepKH Ha rrperrla3JllrBocr npu ynorpe6a" Bo s6upuuo'r

u:neuraj ga oco6usr{Te Ha neKor fte 6ular urypupanu cooABerHo, 3a la ru oApa3yBaar

uaj nonzre rroAarour4 14 npelopaKl4 :

"flpu upurraeHa Ha erolocr4A [peKy cr{creM ua unQysuja co BrpaAeuu Qunrpn :a6elex<an e

3roJreMeH prz3[rr( o4 pearquja Ha npeqyBcrBureJrHocr rroBp3aHa co unQysuja. He cMear Aa ce

r(opr4crar BrpareHr.I $umpu. ".

flonun sa npujanyBar+,e HecaraHrr peaKIIIru

llprzjanynarLero Ha HecaKaHr4re lejcrna per?rcrpr4paHr.r ro Ao6ueame Ha o4o6peHlle 3a

craBarLe Ha neKor Bo rrpoMer e oA roneMa Ba)r(Hocr. Ha onoj uauun ce o6es6e,qyna

KoHTr4Hyr{paHo cneAerLe Ha Kopr4cra Hacnporr.r pt43r{I(or oA ynorpe6ara Ha JIeKor.

34pancmeuure pa6orur4rlr4 Molr(e Aa ro npujanar cexoj covrue)K 3a HecaxaHo 4ejcrno o4

Jrer(or no HaquouaJrHtror rIeHTap sa SaprraaxoBr.rrprnaHlla rtpu Arenqujara 3a JIeKoBH I4

MeAr.rur.rHcKH cpeAcrBa ua Peny6nrara C.Maxe4ounja - MAJIMEA (yr. Cn.Kupun u Mero4uj

6p.54 Kar 1) lrilv ro enerrpoHcKr4 IIar npeKy web

hlt p ;/mr: ln p-cl, gr.l-v, n:k

flouoruuremo, cexoj coMHe]r( 3a

HocareJror Ha o4o6peHr{ero 3a

Mane4onraja:

Hecar(aHo 4ejcrno o.( JIeI(or
craBarSe Bo rIpoMeT Ha Jrer(or
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Ogronopno JrrrIIe 3a

SaprvrarconurnJraHrla H

KoHTaKT unQopmaqun

[Ime na JreKor, aKTrrBHa

cyncrauquja (INN),

Qapmaqenrcra Ao3r{paHa

Qoprua u jauuna

Hocurer na ogo6peuue sa

cTaBarbe Ha JreK Bo rrpoMeT

ETOPEX (etoposide),

r(oHrIeHTpaT 3a pacTBop sa

r.ruSysraja,

100 mg/5 ml

PI4@AM AOO - focrneap
yn. Mapa Vrpuuocrca 6p.144,

1230 focrunap,

Peny6runa Cenepua

Marcegouuja

E*rutuja FIHKoroscKa
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