
Ilucuo Ao 3ApaBcrBeHHTe pa6oruuqu 3a HoBure rrperopamrr Bo Bpcrca co uncySuqr.reuquja ua
cprlero xaj naquenrrr Korr ce JreKyBaHr co Jremor Xalkori@ v (crizotinib)

flouuryrauu 3ApaBcrBeHu pa6oruuqu,

KounaHujara I{apco Hnrepnaqnonan IOOEJI no copa6orKa co Arenqujara 3a JreKoBr.r tr

Me.UruHHcKH cpeAcrBa ua Marce4onuja (MAJIME[), co oBa nr{cMo caKa Aa Be unQoprvrupa AeKa:

Pes[Me

Terunu, rroHexora[r Qararuu c.ltyqall Ha cprleBa uncyQuquenquja ce npujanenu rcaj

laqrreHTrr co HeMrrnporleJryJrapeH Kaprlr{Hou ua 6e,ru Apo6onu rro3uTrrBen Ha

aHa[Jracrrr.ura runrQoMcKa KrrHasa (r.e. co AJlK-no3r,rrrrBeH NSCLC), Korr ce JreKyBBHrr

co npu:orunu6
Cpuena uncyQuqueuquja ce nojanura maj naqueHru co rru 6es cprleBrr ra6orynarra,
Bo rex Ha JrenyBarbero co npurorunu6.
Bo c.ny.laj na nojana Ha 3uaqrr ll crrMrrroMn Ha cprleBa nHcyQuqneHqnja (gucnnea,
eAeMn, 3roJ'reMyBarbe Ha reJrecHara Maca co 3arp3yBarbe Ha reuuocru),
uorpe6Ho BHHMaTeJTHO Aa Ce CJreAaT rraqrreHTrrre.

Bo ga ce nojanar raKBrr cllMnroMlr, rpe6a Aa ce pagrilre1a r cooABerulrre

MepKlr, flpo[yrrrTarbe rrJrrr HaMaJryBarbe Ha Ao3aTa IrJrIr IIpeKHHyBaIbe Ha

rrpr{M Ha Jrexor Xalkori.

Arcrunuara cy[cra quja ne JreKor Xalkori e Kpr,r3oruHa6. Xalkori e lrHAlruupaH ro repanuja Ha

BO3paCHU, n neKyBaHH flarrueHru co Ha[peAHar HeMnKpoqenynapeH KapqHHoM Ha 6elure

Apo6onn [o3larl4 Ha aHarrJracruvua,rult$oMcKa KHHasa (r.e. co AJllCnognruaen NSCLC).

Co npoqeuxa ua Ha KpI43OTrrHU6, Ua OCHOBa Ha IOAaTOLIVTe OA KJIHHHT{KHTe

vcruvTyBar+a v oA KJTT4HI4qKATA npaKCA,3aKryqeHo e AeKa Bo TeKor Ha neKyBarbero co

xpu:oruHu6 pr,r3uK og rancy$Hquela4,u,ja Ha cprrero.

Bo xlnnuqrcure 'guuxaj rarrueHrure co AJIK-noevrvBeHNSCLC (n= 1.669), BKynHo e 19 (l,l
Yo) ol, nauHeHrHT

oA Kor.r 8 (0,5 %)
BaHH co rcpnsoruHn6 HMzLIIe rancy$nqrzenqraja Ha cpllero Bo cHTe craAnyltll,

3 (0,2%) og

flo crasalre Ha re
naql,teHTl npHM

cTa[Ka Ha IIp r6e oA 0,27 yo). floeeftero oA oBI,Ie cilyqau ce cny RO TeKqT rrpBHoT

Meceq oA neKy . CuprHuor HcxoA e nprajanen xaj l5 raqueHTrl' 7 cnytaurcage

CHMTITOMIZTE CI.tM Ha cpueBa uHcySuqraeHqlzja ce IroBneruIe tro npecraHoK oA 3eMarbero Ha

A naqrreHrr.rre HMale nucy$uureuqr.rja Ha cpt{ero Bo cTil#ry-Ilhl3nlr 4, AoAexa xaj

Hr,re Aorro Ao 
iMpreH 

HcxoA. t;*{"*;,h.; ;; ;;ffi ;;;:,,,5 ), ce npoqe#*ma*,t t 4 7 oo

rpuroru u u6, a cpueBa u Hcy$uuu Heqraj a e npuj ad$fft1 x&3$lrauu€rfrr (co

xpuaoruuu6, xaj 3 cnyuau cI,IMnroMI,Ire [oBropHo ce jarnle Kom Kpu3orl'Isu6or noBTopHo e



BoBeAeH Bo repanl4jara. Kaj3 oa 7 ctytau, ue ce npouajAeHu Apyrn Qarcropu Kou Moxerre Aa
Aorpl{Hecar sa pasroj Ha cpqeBlnre nopeMeryBama (ncropuja na 6olecr, xouop6ugr,rrer H
HcroBpeMeHa ynorpe6a ua lexonz).

co qel Aa ce cnpeqv,vtilpt HaMaJII4 ua uajuucro MoxHo HrrBo onruraHnor pA3uK, [oAarorlsre sa oroj
pI'I3HK ce onulIIaHH no 36r'rpuuor I4seeruraj ga oco6arurre Ha rrexor (SmPC) 3a JreKor Xalkori, ro
paMKHTe Ha noce6sa MepKH H HecaKaHH peaKrIHH.

flosurc sa nD[ianynarbe

Be uom'Inae ceKoe coMHeBalbe sa HecaKaHa pearcquja Ha JreKor Xalkori 4a ja npujaar.rre Bo
Areuqujara 3a JIeKoBI,I LI MeAI,IIII4HoKr.i cpeAcrBa ua P.Maxelouuja (MAJIMEI, co [oronHyBarre Ha
o6paseqor sa npajaryearbe Ha HecaKaHHT peaKrrun Ha JreKoBH H HcrytorAa ro ilparvre Ha eAeH oA
CJIEAHHTE HAI{IIHH:

o ElerrpoHcKa rotura: irrf_o_.,:0nA.lmeSl.go_y,ryk

o flourra: AreHqprja 3a JIeKoBI,I 14 MeAr,rquHcKrn cpeAcrBa, yn."Cr.Kupul u Merognj,,
6p.54 rcar I

O6paseqor sa upnjaayaalbe Ha HecaKaHH peaKrlr4r,r Ha JreK Moxe Aa ce [pe3eMe o4 cajror na
AreHqujara 3a JreKoBu H MeAHr{LtHcKr4 cpeAcrBa na Maxe4onuja (.

Kora npujanyBare HecaKaua peaxqr,rja, Be naolaue Aa HaBeAere urro e MoxHo nore(e rroAarorl1a,
BKJIyqUTeJIHo noAaToIIu sa ucropajara ua 6olecra, IrcroBpeMeHa npHMeHa Ha JreKoBH r{ AaryMor Ha
nojaoynarre Ha HecaKaHr,rre peaKr.luu u npr,rMeHa Ha cycrreKTeH JreK.

,{onoluureJlHo, coMHeBarbero 3a HecaKaHa pearquja Ha JreKor Xalkori@, Moxere ga jarrpujaa;are u
Ha HocHTenor Ha o4o6peHuero 3a rlpoMer co JIeKor ao P.Maxe4our.rja (rcoun anujaral{apco
I4HrepnaquoHa;r [ooEJI) na reretpou: 078 234 527 zrn rereSon/Qarcc: 3 zz2 446.

3a AonolnureJlHu ltr$opuaquv ultLr npaurarba sa r,rHcy$uqueruguja Ha cperrro rroBp3aHg co
npI'IMeHaTa Ha JIeKor Xalkori, Be uolnue xoHranrupajre ro MeAr,rqrrHcKoro oAAeJreHr,re ua rele$ou:
3 222 446.

Be uoltltue oraa uH$oprr,raquja ga ja npocneAure Ha cr4Te 3ApaBcrBeHu pa6ornnqri so Baruara
zucrnryqnja.

V Xalkori e neK rlpeAMer Ha AoTIoJIHVTeJTHo cJreAeme, xoj e ogo6peH Ha ocHoBa Ha'oyclorua
Ao3BoJra". llopaau roa, 3ApaBcrBeHHre pa6orHuqu rpe6a aajanpuj
xoja urrra coMHeHr4e AeKa e noBp3aHa co [puMeHara Ha oeoj ner.

na pearcqraja sa

u
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