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BHx. N~ O~ ~ B1~ O6~ 0~?2026 POKY

3aIIBa
na npoBe~enHil ~ep~anHoI OL~iHKn Me~1IqHnx TexnoJlorjij

1. IH4~OpMa1~isI npo 3aSIBHHKa
1) Hai~MeHyBaHH5I (ripi3BHWe, 1M’sl, rio 6amKoBi) 3aSIBHHKa: AM~KeH CBporla &B., Hi~epriaH~u;

npeJl~cTaBHHK 3~5IBHHK~ B YKpaIHi — flpe~cTaBHHr~TBo <<~enLTa Me~iicen flpOMOymH3 AF>>

2) Mici~e3HaxO~p~eHH~ (MicI~e Hpo)KHBaHHS{): MiHepByM 7061, 4817 ZK, Bpe~a, HiJ~epsiaH,r~a;

ByJI. ‘lopHoBoJia, 43, M. BHUIHeBe, 08132, YKpaIHa

3) HoMep Terie4~oHy (Tesie4aKcy): +38 (044) 593-33-55, +38 (095) 204-66-94

4) A,z~peca ene~~pori~oi riomTii: 1gpr.Oinc1ianenkode1taswj~~

11. In4opMa~isI iipo Bnpo6nuKa .lliKapcbKoro 3ac06y

AMJpICeH €Bporla &B. (MapKyBaHHSI, BTOpHHHe HaIcyBaHHsl Ta BHH~CK cepil), Hij~epnai~ir. AMJPKeH

MaHy4aK’rypiHr ThMiTe,r~ JTJTC (BHpO6HH1I~TBO, HepBHHHe riaKyi~arnui), CLIIA

2. )~ani U~OJ~O 3a~n3JIeHoro .113

1) ToproBeJmHa H~3B~ 113: BEKTHI3JKC (VECTIBIX®)

2) Mb1cHapoJ~Ha HeriaTeifroBaHa H~3B~ a6o CHHOHiMitrne Ha~iMeHyBaHHsi: Panitumumab

3) CKJIa~ IUKapcIKoro 3aco6y (~iiotii Ta ,T~OHOMD1CHi pe~ioBHHH):

,LliJo~1apetjo6una: panitumumab; 1 MIt KOH~eHTpaTy M1CTHm 20 Mr rlarnTyMyMa6y;

ôOflOMb/c1~1I pettoeunu: iia’rpiio xJIopH,L~; ria~pno ar~eTaT, Tpriri,lJpaT; KHCI1OT~ OJ~TOB~ flhO,L1$Ha; BOJi~a ,L~JJ5J

iH’cKL~j.

4) ~op~a BHrIycKy, mo rIporioHycmc5I WISI BKJU0qeHHSI ~o Har~ioHajnHoro riepeJilKy OCHOBHHX

JuKapcbKirx 3aco6iB Ta (a6o) HoMernc~iaTypu (nepelliKiB, crnrcKiB, peccTpiB):

KOHr~CHTpaT ,T~M51 P03’{HHy ~JI5J iH4~y3iI.
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5) Bi,Tj~oMocTi H~O ,r~ep)IcaBHy pecc~paiwo 3a5IBJICHOT’O JmcapcbKoro 3aco6y B YKpaIHi:

PeccTpaI~iiiHe HocBi~qeHH5J: N9 UA/10806/01/01. HaKa3 M03 YKpaIHH N2 386 BU~ 23.03.2026. TepMiH

.r~iI peccTpaL~iikHoro rIocBiJ~eHH5I: Heo6Me)KeHIf~ 3 16.01.2021. 3a5IBHHK: AM,~pIceH CBporia E.B.,

Hi,r~epsiaH,r~H.

6) cI~apMaKoJJopjqFJa ,1~i5I JflKapclilcoro 3aco6y:

HaHi’ryMyMa6 (BEKTMBIKC) — u~e peKoM6iHaHTHe HOBH1CTIO JHoJ~cMce IgG2 MOH0KJI0HaHLHe aHTwrino,

WO 3B’513yCmc51 3 BUCOKOIO crIOpi,LJ~HeHicTIo Ta dHewT4wli{icTlo 3 JHO,I~CJ,KHM peuenTopoM eHiJ~epMaJu~Horo

d~aKTopa POCTY (EGFR). EGFR — i~e TpaHcMeM6paHHH~I FJliKOHpOTeIH, U~O BXO,T~HTb ,L~O TIi,L~CiMe~kcTBa

THEJy I peJ~eHTopa THpO3HHKiHa3H, BKiflOqaioqH EGFR (HER1/c-ErbB-1), HER2, HER3 Ta HER4. EGFR

CH~W1C POCT~ KJI1THH y HOpMaJThHi~1 ernTernaJmHij~i TKaHHHi, BKJTIOqaJoq~ HiKipy i 4)OJIiKysrn BOJ~IOCC51, Ta

eKdllpecyemc5l Ha 6aramox flyxJrnHrn{x KJUTHHax.

flaHiTyMyMa6 3B’5l3yCmcn 3 JIiFaH,fl~HOio ,TUJ1SJHKOI0 3B’5I3yBaHH5J EGFR Ta iHri6yc

ayTod~oc4~opnnIoBaHFN peJ(enTopa, dHpwlHHeHe BCiMa BiJ~OMHMM JIiFaH,r~aMH EGFR. 3B’SJ3yBaHHSJ

HaHiTyMyMa6y 3 EGFR HpH3Bo,1wm ,i~o iHTepHaJ1i3a~iI pe1~enTopa, iHri6yBaHH5{ POCT~ KJI1THH, iHJ~yKr~iI

~HOHTO3~ Ta 3HH)KeHH5I TJpOJ~yKyBaHH5I iHTep.rIe1~iKiHy 8 ~a CyJwHHOFO eH~oTeniaJmuoro d~aKTopa pocry.

FeHH KRAS (BipycHHi~i OHKOFeHHH~i TOMOJIOF capKoMll WypiB 2 KipcTeHa) Ta NRAS (BipycHH~1

OHKOTeHHH1~1 TOMOJIOT HeI~ipo6nacToMu RAS) C T1CHO flOB’5I3aHHMH ‘IacTHHaMH pO~HHH OHKOTeHiB RAS.

KRAS Ta NRAS KOJ~yIOTL HeBeJifiKi, GTP-3B’513y1oT-Ii 61Ju(H, wo 6epym yT~1acm y TpaHc~yKuiI CHTHaJIy.

HeBHa K1JThKiCTL no,r~pa3HrnciB, BKJHOqalOtffl fJOJ~pa3HHK B1J1 EGFR, aKTHByIOTI~ KRAS Ta NRAS, 5lKi, y

CBOJO ~epry, CTHMyJHOIOTb 1H11h1 BHYTP1IIIHbOKJIiTHHHi 6IJIKH, WO CHpH5IC nponi4epan~iI KJflTHH,

BH)KHBaHHIO KJI1THH Ta aHnoreHe3y.

AKTHBaT~i51 MyTaw~ y rern~ RAS ‘iac~o rnJt6yBaCmc5I B pi3HHX HyXSIHHaX .rHO4~HHH Ta 6epe y~IaCTB

51K B OHKOreHe3i, T~K i B nporpecyBaHHi HyXHHHH.

7) (T)apMaKoTepaneBTHiffla rpy~a 313 i KO,L~ 3a aHaToMo-TeparIeBTjp~Ho..xjMjT~Ho~J KJ1adH4)iKaI]~ic1o:

AHTHHeOHJTaCTHtIHi Ta iMyHOMOJJyJIIoIo’Ii 3aCo6H. AHTHHeOHJIaCTHtIHi 3aCO6H. MOHOKJIOHaJThHi aHTwrilla

Ta KOH’IOFaTH aHTHTiJIa 3 JmcapcBKHM 3aCo6oM. IHT’i6iTOpH EGFR (peueriTop ern,L~epMaJ1bHoTo 4aKTopa

pocTy). flaHiTyMyMa6. Ko,r~ ATX LO1FEO2.
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8) O~He HOK~3~HH51 ~O Me~H~HOFO 3aCTOCyBaHH51, 3a 51KHM no~aemcn 3anBa Ta ~oc~c:

HarnTyMyMa6 (BeKTH6ilcc) rJpH3Ha’{aiom ,~uisi JIIKyBaHH51 ,L~OpOcJiHx 3 JTiBo6iqHIjM MeTacTaTHT~1HHM

KOJIOpeKTaJmHHM P~KOM (mCRC) 3 HeMyTaHTHHM (wiKHM) THflOM RAS y r[epmy T~1epi’y y KOM6iHOBaHi~

TeparnI 3a cxeMoio FOLFOX6.

9) HOKa3aHHSI ,I~O Me~HqHopo 3acTocyBaHHsl B1,Tl~HOBi~HO J~O iHCTpyKL~i1 J(J151 Me,L(HqI{oro 3aCT0cyBaHHSJ,

3aTBep~)iceHoI M03, ~a HasJBHocTi Jiep)KaBH0I peccTpauii JliKapcbKoro 3ac06y B YKpaIHi:

HaHiTyMyMa6 (Beicrn6iKc) npn3Haqalom Will JnKyBaHHsI ~Op0CnHX 3 MeTacTaTWIHHM KOMOpeKTaJIBHHM

P~K0M (mCRC)3 HeMyTaHTHHM (WiKHM) THHOM RAS:

• y nepmy ~epry y KoM6iHoBaHii’I TepanjI 3a cxeMolo ~OIMOKC/FOLFOX/ a6o (LOJINPI /FOLFIRI/;

• y ,i~pyry liepry y KOM6iHOBaHiI~i TeparnI 3a cxeMoio CI)OI[(I)IPI/FOLFJRJ/ WIll XBO~Hx, IIK1 OTpHMaJTH B

~epmy tiepry XiMi~TeparIi1o Ha OCHOB1 4)TOpHipHMi,r~uHy (3a BHHSITKOM ipHHOTeKaH);

• 51K MOHOTepallilo y pa3i B1,L~CyTH0CTi e~eKTy HiCJlll niKyBaHHsI 3a CXeM~MH XiMiOTeparliI Ha OCHOBi

4TOpnipnMiL~HHy, oKearnilnaTilny Ta ipHHOTeKaHy.

10) CHoci6 3acTocyBaHnsi:

BeKTH6iKc Heo6xi~Ho BBO~HTH IIIJI5IXOM BHyTpifflHLoBeHHoI iHc1~y3iI ‘lepe3 iHd2y3iI1HH~k Hacoc.

flepe~ BBe,L~eHHSIM BeK’rH6iKc Cfli,L~ po3BecTH B pO3tIHHi HaTpilo XJIOpH~y 9 Mr/Mn (0,9 %) ,r~o

MaKdHMaJlr7HoI KoHL~eHTpar~iI, U~O He HepeBilmyc 10 Mr/MM.

BeKTH6iKC Heo6xi~Ho BBO,T~HTH i3 3acTocyBaHHsJM 4MJThTpa, II]~O ilpOHycKac 0,2 a6o 0,22 MiKpoMeTpa, 3

HH3BKOIO 3,L~aTHicTIo 3B’5l3yBaHHn 3 GiHKaMH ~iepe~ nep4epHtII~Iy CHCTeMy a6o HOCTWIHHfl KaTeTep.

PeKOMeHJ~OBaHH~j ~iac J1~JI51 iH~y3i1 CT~H0BHTh HpH6JIH3H0 60 XBHIIHH. 51Kw0 rlepmy iHc~~y3uo HaWCHT

HepeHic HopMaJmHo, TO HacTyriHi iH4~y3iI MO)K~Th TpHBaTH B1~ 30 ~o 60 XBHJIHH. ,L~o3H, mo

nepeBHwylom 1 0OO Mr, HeO6xi,r(Ho BBOJ~HTH HpoTnroM rIpH6JIH3Ho 90 XBHMHH.

IH4OpMan~in WO,L~O CXCMH 3acTocyBaHHsI HaHiTyMyMa6y npn MKPP 3 HeMyTaHTHHM (,LWKHM) THHOM RAS

HaBe,rJ~eHa B TaGn. 1.

Ta6nHL~5I 1. IH4OpMaL~is1 WOJ~O CX~MH 3aCTocyBaHHn 3asIBneHOrO J[3
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CxeMa 3acTocyBaHHsI BEKTHI3IKC (rlaHi’ryMyMa6)

CHociG BB~~~HH5I Po3Be,2~eHHhk PO3tIHH HaHrryMyMa6y BBO,L(5lTh

~epe~ nepii4epwrny cHcTeMy a6o nOcTi~iHHhk

~a~e~ep y d2OpMi B/B iH4y3iI BHpO,T~OBK 60 XB.,

BHKOpHCTOByIOqH iH~y3iI~iHHI~i Hacoc 3i

cTepHJmHHM, arnporeHHllM, flpOXi~HHM a6o
pO3fflHpIOBarnHHM 4MJfl~TpoM, WO ilpOHycKac
0,2—0,22 MKM, i3 HH3hKOIO 3~aTHicTIo

3B’SI3yBaHHSI 3 6iniaivrn
)1~O3a PeKoMeHJ~oBaHa ,r~o3a uarnTyMyMa6y

(BEKTPII3TKC) c’raHoBHm 6 Mr/Kr 1 pa~ Ha 2
______________________________ TH)K.

‘TacToTa 3acTocyBaHl-151 1 pa~ Ha 2 TFDK. y KoM6iHoBaHii~i TeparnI

CepeJ~H5i T~HB~TllCTh )~o IlporpecyBaHHsl XBOpO6H

KY~C~ rnKyBaHH5I
flepe~6at1yBaHg~

cepe,n~Hiik fflT~pBaJ1 MDK

K~~C~MH JHKyBaHHSI ___________________-

Hepe,L~6aqyBaHa -

K1JIbK1CTh HOBTOpHMX

KypciB SI1KyBaHH5I

11) HaSJBHiCTb HOK~3~HL J~O Me,z~wiHoro 3acTocyBaHH5l JuKapcMcoro 3aco6y ,r~mi BHKOpHCTaHH~I nij~ ~iac

HaJ~aHH5I Me,r~wrnoI ~OHOMOfH HPH cTaHax, llJ~O 3a3Ha>leHi y npiOpHTeTHHx HarIp5JMKax pO3BHTKy Cd~epH

OxopoHil 3J~OpOB’5J

Bi,zuioBi,1~Ho ~o HaKa3y M03 YKpaIHH N2 1976 BUI~ 30.12.2025 p. <<ilpo 3aTBep,LpICeHH5I npiOpHTeTHHx

HaUpSIM1B pO3BHTKy cd2epH OXOpOHH 3J~OpOB’5I Ha 2026-2028 p01(11>>, oHKoJIoriqHi 3axBop1oBaHH~

Bi~HOC5JTbc5J )~O nepifioqeproBoro 3a6e3neqeHHn IIp04MJIaKTHKH, paHrn,oI ~UarHocTnKH i H1KyBaHHSI

HeiH4~eKu~IHHx 3axBopJoBaHb.

3. KOpOTKIJII OIUIC HpOHo3rn~ii II~O)~O .JliKapcbKoro 3aco6y, Bpaxouyloqn onuc 3axBopmBannil

(cTany), I~Lr1boBy ICO[Oply naUlcuTiB Ta ~OJIb B npO1~eci .InKyBaHnsi, flI,TLCyMoByIoqn KJIiHiqnnuj

MapnlpyT naI~icHTa. 3a~iiaqnrn nepeJJiK a6o J~OK~MCHTH, ,L~O ilKOTO 3anponononano BKJ1IOqn~~

3auB.J1enn14 JliKapcbKnhi 3aci6. 3a3ua”rnTn po3J11J1, ~o SIKO1’O 3anpononoBano BKJIIO1IHTH 3auBJxeIrnjj

JuKapcbKnui 3aci6. 5LKW0 I1~HKT11 4—13 ~OChC MICTSITb iH~OpMauiIo 3 O6MelKeInfM .LWCTyH0M,

3a3naqwrji, BKi qaCTHIIII iH4~OpMaI~iI B IUIX nyllKTax C K0H4H,LLdfl[~jiullnMll Ta Ha~aTn

o6rpynTyBannsl ni~oj~o Kon4~i,L~enI~iuinoro xapaKTepy TaKol irn~opMaL~jI
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KonopeKTaJmHHik pa~ (KPP) — i~e 3JIo5lKicHa HyxJIHI-Ia, siKa po3BHBacmcsi y T0BCTIf~1 a6o Hp51Mi~i

KHfflL~i, Ta y 85 % BHrIa~K1B — ii~e aJ~eHoKapL1~HHoMa. Bi,L~oMo, mo KPP 3a ~I~CT0T0IO BH5IBJIeHHSI Hoci~ac

TP~TC MicI~e cepe,L~ 1HIIIHX OHKOJIOFitIHHX 3~XBOp1oBaITh y CB1T1. 3a J~aHHMH MhIcHapo~Horo ~TCHTCTB~ 3

J~ocJIi~)KeHHs1 pa~y (aHrn. International Agency for Research on Cancer, IARC) Bij~ 2025 p., KPP c

TpeTiM 3a HOHIHpeHicTIo BH~OM paicy y CB1T1 i ,rl~pyroio HpOBiJ~Ho1o HpWIHHOI0 cMepTi B1,1~ paKy. 3riJ~Ho 3

yKpa1HcLKHMH ~aHHMH, 6iJIMII 51K tIB~~Th (26,3 %) HOBHX BHHa,I~KiB P0K peccTpyIom Ha cTa~iI IV.

YicpaiHcbici HOK83HHKH cMepTHocTi BiLL KPP icTopH~Ho 3aJIHllJaIomcsI BHWHMH, Hi)IC y 6aramox icpaiHax

CC, mo cBiJ~1HTb ripo rn3rno ~1aFHOCTHKy Ta o6Me~iceHH~i ~oc~yri ji~o cyqacHor’o JnIcyBaHHsI. ‘Iepe3

HOC~HLLHH51 enuLeMionoritrnicx, opraHi3auji~IHHx, d~flHaHcOBHx i TepaHeBTwIHHx d~aKTopiB B YicpaIHi

He3a,LLoBoneHa rio’rpe6a y niicyBafiHi KPP 3aJIHmacmcsi 3HLPffloIo. CTaH~apTHHMH OHWIIMH riepmoI i

~pyroI niHi~f TeparnI MKPP € 4TopnipHMi~HHH + ipHHoTeKaH/oiccaj-iirjnaTHH y pi3Hi~k HOCJII,LLOBHOCTI.

TaKe JT1KyBaHHSI € ,LL0cTyHHIIM B YKpaiHi, npo~e ,LLaHi Bw’IduBauocTi 6e3 nporpecyBanHsl Ta 3araJmHoI

BH)KHBaHOcTi FOBO~5iTb npo Heo6xi~wicm noicpauJ~eHHs1 TepaneBTHqFiux onuji~.

3acTocyBaHHs1 TOFO MH 1HUJO1’O THH~ JJiKyBaHHSI 3a21eK11m B1~ 6aramox 4JaKTOpiB, HanprncnaJ~, BiKy

x~oporo Ta 3aral-lbHoro c~a~y Ikoro 3Ji~OpoBn, cTaJ~il KPP, ollepa6elibHocTi HyxJWHH, c’roporni

JiOicaJIi3aDiI H~XJIHHH (dnpaBa ~ii 3JuBa) Ta BH51BJI~Hi1X (Has1BHHx/Bi~cyTHix) ThiliB MyTaI~i~i.

U1ImOBOJO HoHyJT51I]~i€1o ,L~ocn1JpKeHH51 3 OMT 6yJ111 J~opocJJj HaLLi€HTH 3 JIIBO6i’IHHM MKPP i3

HeMyTaHTHHM (JLHKHM) THHOM RAS, siici pa~rnie He OTpHMyBBnH niIcyBaHHsI 3 flpHBO,LLy MeTacTaTictifiol

XBOpo6u.

flaHrryMyMa6 C MOHOKHOHaJILHHM aHTwriJioM aH’rH-EGFR, SIKe iHfl6yC ~OFO HH3XiJ~Hi dHI’HaJmHi

IHJISIXH. flaHiTyMyMa6 C rIoBHicTIo MOHOKJIOHaJThHHM aHTHTinoM JiIOJI$HH. flpll BHKOpHCTaHHi y nepmi~

.TllHiI XI y XBO~HX i3 JiiBO6i~1HO1O nyxnHHo}o Ta ~HKHM THITOM RAS ~~3OM 3i cxe~oio FOLFOX

naHiTyMyMa6 cyrr€~o noniriuJyBaB ~e~ua~y tiacy ,LLo nporpecyBaHnsl xBopo6H — 12,9 npom 9,2 Mic. (p

= 0,0048), Ta HOJiinnlyBaB HOK~3HHK M3B — 30,3 fiPOTH 23,6 Mic. (p 0,0112). Y naUi€HTLB 3 MKPP

nepej~ IIpH3Ha~JeHH51M narnTyMyMa6y ueo6x~wie MoneKyJIsipue TeCTyBaHHSI KRAS, NRAS, BRAF.

Ha~5ijmm B~)1CJIHBO1O € Hiffla 3acTocyBauHs[ HaHrryMyMa6y y KOM6iHa1~iI 3 FOLFOX/FOLFIRI ripu

SllBO6i’-IHOMy MKPP i3 RAS j~nicoro THHy. OCHOBHHMH LWISIMH JI1KyBaHHSI € MaKcHManbHe 3MeHUIeHHSI

nyxnnHu, H1J~BHWeHH51 M~CTOTH 06’€KTHBHOI B1~HOBiJ~i, KoHBepcisi Hepe3eicTa6eJmHHx MeTacTasiB y

pe3eicTa6enbHi, nonirImeHHsI 3B. ,T~nsi naLu€HTiB i3 noTeHUiI~Ho pe3eKTa6eJmHHMH MeTacTa3aMH He’HHKH

aHTH-EGFR-Tepauis{ (naHiTyMyMa6) MaC oco6nurte 3HaqeHHsI ‘Iepe3 BHcOK1 noica3HHicH 3MeHuJeHH51
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rIyXXLHHH, ,L~O3BOJ15IC 361JILfflHTH ~ac~o~y pe3eKIU~I, JJ~OC5WrH Ff111611101 BiJwOBiJd JIyXJIHHH,

flU~BHIUHTH maHc Ha H0TeHI~iHo Kypa’ruBHe JIIICyBaHH5I.

HYHKT 9 ,L~OCLC M1CTHTh ~H~Tll3 nepio,zu1’lHo OHOBJIIOBaH0FO 3B1Ty 3 6C3fleKn, SIKH~1 C

KOH4fl,z~eH]~j~jH14M. ct~apMaKoeJcoHoMj11HH~ aHaju3 (it. 10) Ta a~arn~ BflhIHB~ Ha 61o,LpKeT (n. 11) npoBe~eHi

Ha OCHOBi K0H4fl,L~eHuiI~Ho1 IUHOBOI flpOHo3MuiI Ha fliKapcbKHi~ 3aci6 BEKTHBIKC, Ta 3 BHKOpHCTaHH5IM

pe3yJmTaTiB npoBe,z~eHoro oHwryBaHHI 4~axiBuiB OHKOJIOFiB, siKe C K0H4fl,L~eHujI~HHM (BHyTpiuIHj ,z~aHi

UPC~CTaBHHUTBa <<JJ~esiwra Mej~iKes1 flpoMoyniH3 AF>> B YKpaIHi). Bi,L~noBiJ~Ho, it. 9-12 ,i~ocsc e

KOH4fl,L~eHui~HHMH B MacTHHi 3a3HaqeHHX BHW~ ~1aHHx, a T~KO)K pe3yJEELTaTiB 4~apMaKoeKoHoMjtfl-Joro

aHaJli3y i a~arn~y BflJI11B~ Ha 610,LpKeT.

3 noitaroto,
FonoBa npe~cTaBHHUTBa
<<~eJmTa Me,t~iicen flpoMoyurn3 AF>> J1.B. cr~eJ~oToBa


