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IHCTPYKIIIA
AJIsi MEIHYTHOT'0 32CTOCYBAHHS JIIKAPCHKOTr0 32C00y

OT'IBPI
(OGIVRI)

Cknao:

Oilo4a pevosuna: trastuzumab;

1 oHO/1030BHIt dr1akoH MicTUTE TpacTy3ymaby 150 wmr;

donomizicni pewosunu: copdit (D-copGit), L-rictuaun, L-rictummny rixpoxnopuiy MOHOTiIpar,
makporond 3350/nonietunenriikom 3350, HaTpio rimpokcHm, Kuciota XJIOPHCTOBOJHEBA
KOIIIIEITPOBANA.

1 Bararonososmii rakon MicTHTH TpacTy3ymady 420 mr:

donomigxcni pewosunu: copbit (D-copbit), L-ricTuauny rizpoxmopuay MoHoOTiApaT, L-rictuaun,
Makporoid 3350/moniernnenriikoni 3350, HaTpilo riZpoKcHI, KucioTa XJIOPUCTOBOJIHEBA
KOHIEHTPOBAHa.

posunnux: 1 Gpaakon MiCTUTE GakTepioCTaTHUHY BOMY TS il €Ki 20 M (crupT GeH3UNOBHIH
Ta BOJIA JUTIS 1H €Kiif).

Jikapceka dopma. Jliodinisopanuii OPOMIOK /UIst BHYTPIlIHEOBEHHOT iHYS3T.
OcHosni  pizuxo-ximiuni éracmusocmi: Bi Maike OLIOTO 0 CBITIO JKOBTOrO KOJIOPY B
He3MIHEHOMY BHTJISIII 200 B OCHOBHOMY B HE3MiHEHOMY BHIUISAI Maca.

®apmakoTepaneBTHYHA rpyna. [Hii anTHHEONIACTHYHI 3ac06i. MOHOK/IOHAIBH] AHTHTLIA.
Kon ATX L01X CO03.

Dapmaronoziyni eracmugocni.

Dapmaroounamika.

Tpactysymab — pexkomOiHaHTHE TyMaHi30BaHE MOHOKIOHAIBLHE aHTHTiNO, Knacy IgGi nmo
peuentopis 2 enigepmanbroro dakropa pocty momunn (HER2)

Mexanizm Jii
IIporoonkoren HER2 (abo c-erbB2) komye TtpancmemGpanumii  Gisiok peuentopa 3

MOZICKYIApHOIO Macoro 185 k/la, mo cTpykTypHO MOZiGHMI 10 pelenTopa ermizepMaTbHOro
(pakTopa pocty. V nocmimax in vitro ta nociipkeHHSX HA TBapUHAX [POAEMOHCTPOBAHO, IO
Ipenapatd TpacTy3ymaly NpHIHIMYIOTH mpomidepaniio NyXIHHHHX KITHH JHOAMHH 3
rinepekcpecietro HER2.

[Ipenapatu Tpacty3ymaly € MemiaTopaMM aHTHTiNO3AEKHOT KT THHHO-0TIOCEPEIKOBAHOT
uuroTokenunocti (ADCC). V nocnigax in vitro 6ymno IPOJAEMOHCTPOBAHO, L0 ONOCEPEIKOBaHA
tpactysymabom ADCC BrmumBae mnepeBakHO Ha PaKOBi KIITHHH 3 rinepekcnpecicio HER2
MOPIBHSHO 3 PAKOBUMM KIiTHHAMHU Oe3 excripecii HER2

Enexkmpodpizionozin cepus

Brume TpactysymaGy ma pesymbratm enexrpoxapmiorpadii (EKT), sxirouaioun TPUBAIICTh
intepsany QTc, ouiHioBanu 3a yyacTio nawientis 3 HER2-M03HTHBHAMH COTITHUMHA NYXTHHAMH.
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He Gyno BusBieHO KITiHIYHO 3HAYYIOTO BILTHBY Tpacty3ymaldy Ha TpuBaticTh inTepBany QTc ta
SIBHOTO B3A€EMO3B'A3KY MK KOHLCHTPAlisMH TpacTy3ymaly B CHpOBATL] KpOBI Ta 3MiHOIO
TpuBanocti inrepany QT, ckopurosanoro 3a dopmynoio ®exepiwis (QTcF), y marienris i3
HER2-n103uTHBHUMHE COMiTHIMY My XJTHHAMH.

Dapmaroxinemuxa.
(DapMakOKiHETHKY ~TpacTy3ymaly OLIHIOBATM y XO&i MOMYIAMiiHOrO aHaiizy wmozjeni
apmaxoxinernku (OK) 3 BUKOPHCTAHHAM y3arajibHeHHX 1aHnX 1582 MMALIEHTIB 3 MEePBHHHUM
PaKOM MOJIOYHOT 3al03H Ta METACTATHYHHMM pakoM muutynka (MPIID), sxi OTPHMYBAJIH
TpacTy3ymald BHYTpilIHBOBeHHO. 3araipHmii KiIipeHC TpacTy3ymaOy 30LiIbLIyBaBca  3i
3MCHUICHHAM KOHUEHTPAIli BHACHIIOK MapalelbHUX JIHIHOTO Ta HeNiHIHOrO ILISXiB
BHBE/ICHHS.
Hespakaioun Ha Te, 1O CepelHs eKCIO3MLiA TpacTy3ymady micis MEPIIOro MUKITY TIKYBaHHS
Oyra OLIbIIOID y DALi€HTIB 3 pPaKoM MOJOYHOI 3a7103M, SIKi OTPUMYBAJIM IIpenapar y
TPUTHKHEBOMY PEKHMI MOPIBHAHO 3 IMOTHKHEBHM PEKHMOM BBEIICHHSI Tpactysymaly, cepenHs
eKCIIO3HILis B PIBHOBAKHOMY CTaHi 6y/1a (hakTHUHO 01HAKOBOIO TPH 3aCTOCYBaHHI 000X PEIKHMIB.
Cepennst excnosuitist TpacTy3ymady Mics mepioro LMK JIIKYBaHHS T4 Y PIBHOB&KHOMY CTaHi,
a TAKOX 4Yac /10 TOCATHEHHS PIBHOBAXKHOTO CTaHy OyiH Giibmumu y HAIE€HTIB 3 paKOM MOJOYHOT
3271034 MOPIBHSHO 3 nanienTamu 3 MPIII nipu o1HaKoBOMY peXuMi BBECHHS; OTHAK NPHYHHA L€l
pisHMI ekcno3uuii uepizoma. Jlomarkosa NPOrHO30BaHA EKCIIO3UIls TpacTy3ymady Ta
(hapmakoKiHETHUHI IapaMeTpy Mic/s NepImioro MUKy Tpacty3symaly Ta y piBHOB&XHOMY CTaHi
npeacrasiieHi B Tabmuusix 1 ta 2 BianoBigHo.
[Homynsunitumit  ananis @OK-mozeneit cBigumts, mo micis OPUITHHEHHA  3aCTOCYBAHHS
TpacTy3ymady KOHLEHTpaLil y KpoBi mpuHaiiMui 95 % naimieHTis 3 PaxKoM MOJIOYHOT 341034 Ta
MPIII npotsirom 7 micsuiB 3MeHIIyeThes npu6IH3HO 10 3 % Bi IPOTHO30BAHOI Y MOMYJISIT
MIHIMAIbHOT KOHIEHTpAlil y CHpoBaTIi KpoBi B PIBHOBO)KHOMY cTaHi (mpuOiamzHo 97 %
BUMHBaHHS).

Tabmuus 1

[Iporrososani y nomynsmii snavenns ®K excrosuii y waki 1
(MeniaHa Bi 5-r0 10 95-r0 NEpUEHTHIIA) Y NALIECHTIB 3 paKoM MOJIOYHOT 3a103u Ta MPIII

Pexxum Tun Kinbkiers Chmin Cmax AUCo-21i6
JIKYBAHHS epBHHHOL NaieHTIiB (MKr/mur) (MKr/ma) | (MKremoGy/mun)
Ny XJIHHH
8 Mr/kr + Pax 1195 294 178 1373
6 MI/Kr MOJIOYHOT (5,8-59.5) (117-291) (736-2245)
1 pa3 na 3aJ103H
3 TroKHI MPIII 274 23,1 132 1109
(6,1-50,3) (84,2-225) (588-1938)
4 mr/xkr+ | Pax 1195 317 88.3 1066
2 mr/kr 1 pa3 | Mmono4Hoi (12,3-70,9) (58-144) (586—-1754)

Ha THXKACHb | 3aJI03H

b4

Tabmuisg 2
IIporrososani B nomymsmii 3snauenns ®K excrosmmii y PIBHOB2)XHOMY CTaHi
(Meziana Bit 5-ro 10 95-ro rMepueHTHIIA) Y MAIi€HTIB 3 paKOM MOIOUHOT 321031 Ta MPILI

Pexum Tun | Kims Crin,ss® Cmax,ss” AUCss.0- Yacno | Mdianazon
JiKY- MEPBHH- | KicThb | (MKr/mua) | (MKr/mi) 21i6 pPiBHOBAXK- | 3arajb-

BaHHSA HOT naitie- (MKTre100Y/ HOT'O HOT'0 KJIi-
Iy XJIHHH HTIB M) cTaHy peHcy y

(THkHi) piBHOBa-
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KHOMY
craHi
(11/100y)
8 mr/kr + | Pak 1195 474 179 1794 12 0,173—
6 Mr/kr | MoJ104HOT (5-115) | (107-309) | (673-3618) 0,283
1 paz Ha | 3a03m
3twxai | MPII 274 32,9 131 1338 9 0,189—-
(6,1-88,9) | (72,5-251) | (557-2875) 0,337
4 mr/xr + | Pak 1195 66,1 109 1765 12 0,201-
2MI/Kr | MOJIOYHOT (14,9-142) | (51,0-209) | (647-3578) 0.244
|l paz Ha | 3amo3m
THIK/IEHB

* MinimanbHa KOHIEHTpaLlis TpacTy3ymMady y CHpOBATI KPOBi Y PIBHOBROXKHOMY CTaHi.
® MakcumanbHa KOHIIEHTPallis TpacTy3ymaly y CHPOBATIli KPOBi y PIBHOBAXKHOMY CTaHi.

Ocoonusi 2pynu nayienmis: 3a pe3yabrTaTaMu NOMYTANINHOTO aHATIY (apMaKOKiHETHKH,
BIACYTHI KJIiHIYHO 3Ha4ymli BiAMIHHOCTI y (apMakokKiHETHIN TpacTy3ymaby 3aiekHO Bij BiKY
(<65 pokiB (n=1294); >65pokis (n=288)), pacu (a3iaTCKOro MOXOKEHHS (n=264),
Hea3iaTChKOro MOXO/KeHHs (n=1324)) Tta nopywenns GyHKUil HHPOK (nerke (KmipeHc
kpearuniry [CLer] 60-90 ma/xB) (n=636) abo nomipre (CLcr 30-60 Mu/xB) (n= 133)).
(dapmakoKiHeTHKa MpenapariB TpacTy3ymaOy y NaIieHTIB 3 TSOKKHM HOpYHISHHAM (DYHKIT
HHPOK, 3 TEPMiHATLHOIO CTAi€r0 ypaKeHHS HUPOK (BK/IIOYAI0YH 3aCTOCYBAHHA reMoIiani3y) abo
3 MOPYIIEHHAM (DYHKLIT MEYIHKH HE JOCIIIKEHA.

Hocnidsncenns 63aemodii aikapcokux 3acofie: NOCTIDKEHL 00 B3aeMOJIl npenaparis
TpacTysymaly 3a yvyacTIO JIOJAHHM HE MPOBOAWIOCS. Y KIHIYHHX JOCTIKSHHSX HE
CrocTepiragocs KIiHIYHO 3HAYYIIMX B3a€MOJiil MiXk TpacTy3symaGoM Ta iHIIMMH JiKapchKAMA
3aco0amMi, 3aCTOCOBAHUMH OHOYACHO.

[laxkaimaxcen ma dokcopyGiyun: KOHUEHTpALT NakTiTakceny Ta JIOKCOpYOIMHY Ta IX OCHOBHHX
MeTabomitiB (Tobto 6a-rizpokcunaxmitakceny [POH] ta mokcopyGinuuosy [DOL] Biamosinxo)
HE 3MIHIOBAJIMCA 3a HASBHOCTI TpacTy3ymMaly NpH 3aCTOCYBAHHI KOMOIHOBAHOT Teparii y pamkax
KJIIHIYHAX 10cimkers. KonuenTpanii TpacTy3ymMaby sK KOMIIOHEHTA [iel KoMBiHOBAHOT Tepanii
HE 3MIHIOBAHCS.

Hoyemarcen ma xap6onramun: npu BBeAcHHI TpacTy3ymaly y komGiHanii 3 goleTaKceoM aGo
KapOOTIaTHHOM He 3MIHIOBAIMCA Hi KOHIEHTpauii vy miasmi KpOBI Jonerakceny abo
KapOoIIaTuHy, Hi KOHIEHTpaLii y m1a3mi KpoBi TpacTy3ymady.

Lucniamun ma xaneyumabin: y noxaTkoBoMy AOCTIUKEHHI ION0 B3aEMOIil, IPOBEACHOMY Y
paMKax J0ciikeHHs 7, (papMakoKiHeTHKA LMCIUIATHHY, KaNeUuTadiHy Ta ix MerabojiTiB He
3MIHIOBaJIaCs MPH 3aCTOCYBAHHI y KOMOIHAILT 3 TpacTy3ymaboM.

Kainiuni xapakrepuernkm.

Hokazanns.

A0 1osanmna mepanis paxy mMorounoi 3ano3u

IIpenapat Orispi nokasaxwii /uist a1’ OBAHTHOT Tepartii paKy MOJIOYHOT 38,1034 3 rirnepexcnpeciero

HER2, nosutusuM abo HEraTWBHUM CTAaTYcOM TiM(ATHUHHX By3IIiB (HEeraTHBHHM CTATYCOM

€CTPOreHHUX/mporecTepoHoBUX perentopis [EP/TIP] abo 3 oHie0 03HAKOIO BHCOKOTO PH3HKY:

® SK KOMIOHEHT CXeMH JIiKyBaHHS, 10 MICTHTb JOKCOPYGitnH, uukiodochamis y moegHanHi 3
MAKJIITAKCEIOM ab0 J0IEeTaKCeIoM;

® K KOMIIOHCHT CXEMH JIIKYBAHHS 3 IOIETAKCEIOM Ta KapOOoTLIaTHHOM;

® K MOHOTEpAIlis Mic/si My TbTHMOAIBHOI Tepanii Ha OCHOBI AHTPALIHKIIIHY.

Memacmamuunuit pax mono4noi sarosu




.’.y'

[Ipemapar Orispi mokasamwuii: “

* vy KOMOiHaWii 3 MmakmiTaKceNOM ISl [MepLIol NiHii Tepamii MeTacTaTHYHOrO paKy MOJIOYHOT
3471034 3 rimepexcnpecieiro HER2;

® K MOHOTEparis [UIs JKyBaHHS XBOPHX Ha PaK MOJIOUHOI 3a103M 3 rinepekcnpecieio HER2,
SKi OTpUMamd OZuMH aGo Ginbmie pexuMiB XiMioTepamii 3 MPHBOAY METACTATHYHOIO
3aXBOPIOBAHH.

Memacmamuynuii pax waynka

[Ipenapar Orispi mokaszauuii y komOiHamii 2 MCIIATHHOM Ta KamenmTabiHOM abo

3- Gropypaiuiom uis JiKyBaHHs NAUi€eHTIB 3 pakoM NLTyHKa 3 rimepexcrpecieio HER2 aGo 3

aICHOKapIHHOMOIO racTpoe30(areaylbHOro 3'€/IHaHHs, SIKi He OTPUMYBATH paHille JiKyBaHHS

METAaCTaTHUYHOT O 3aXBOPIOBAHHS.

ITpomunokazanna.
l'inepayTiuBicte 10 TpacTysymaly a6o Oyab-KHX iHIIEX KOMIIOHCHTIB npenapary 4
PO3YMHHHKA.

Ocodnuei 3ax00u deznexu.

3acrepeskeHHA: Kapiomionaris, indysiiini peakitii, eMGpio-eraibHa TOKCHIHICTD Ta JereHesa
TOKCHYHICTh

Kapoiomionamis. 3actocyBanHs npenapariB TpacTy3ymaly Moyke TIPU3BECTH 0 CYOK/IiHIHOT Ta
KIIHIYHOI cepreBoi HemocTaTHOCTL. YacToTa Ta THKKICTH OY/IH HAHBHIIAME y MAli€HTIB, SKi
OTPHMYBAJIH TPAcTy3ymad 31 cXeMaMy XiMioTepartil, 110 MICTSTh AHTPAHKITIH.

PexomenioBano ouinntn QyHKIi0 MiBOro MITyHOUKA Ceprs y BCIX NAi€HTIB 10 Ta mix bac
AikyBaHHS npenaparom Orispi.

Ilepepsaty nikyBanns npenaparom Orispi mamienTiB, ki OTpUMYIOTH a1’ IOBaHTHY TEpario, Ta
BiZIMIHMTH 3acTOCYBaHHs npenapary OriBpi MamieHTaM 3 MeTacTaTHUHHM 3aXBOPIOBAHHSM Y pasi
KIHIYHO 3HAYYIIOro 3HIKEHHS (yHKuii jiBoro muyHouka cepis (Oue. posoin «Cnocif
3acmocyeanus ma 0o3u).

Inghysiumi _pearyii; neceneea moxcuynicms. BseneHHs npernaparis  Tpacty3ymaly MoxKe
IPU3BECTH JI0 CEPHO3HUX Ta JIETAIBHUX iHQY3IHHUX peakiiil Ta nereHneBoi TOKCHYHOCTI. 3a3BHYail
CHMITOMH BHHHKAIOTh M7 4ac abo npotarom 24 roxus micns seenens. Ilepeppatn indysito
npenapaty Orispi y pasi 3aqmmkyn abo KITiHI9HO 3HAYYIIOT apTepiabHOI MIOTEH3Ii.
Crioctepirath 3a naii€eHTaMu 10 OCTaTOYHOTO 3HHKHEHHS CHMITTOMIB. [TpununnTy 3acrocyBanus
npernapaty Oriepi y pazi awadinakcii, aurionerporuwmoro mnabpsky, IHTEPCTHIAIBLHOTO
THEBMOHITY a00 TOCTPOro PecHipaTOpPHOrO IMCTPEC-CHHAPOMY (OUE. po3oin «Ocobausocmi
3acmocy6aniay).

Embpio-hemanvna moxcuunicms. Brms npenapatis TpacTy3ymaly M1 Yac BariTHOCTI MOKe
PU3BECTH JI0 OJIIroriipaMHiony Ta HOro HACIiAKIB, IO MPOSBIAIOTECA 5K CiOIUIA3is TereHb,
aHOMAJIIT CKEIIETY Ta CMEPTh HOBOHAPOUKEHUX. PEKOMEHI0BAHO MOBIIOMHUTH MAIIEHTA 1010 IHX
PH3HKIB Ta HEOOXiTHOCTI e)eKTUBHOT KOHTpaentii (Qus. po3din «Ocobrusocmi 3aCMOCYBAHHA ).

Bzaemodia 3 inutumu aikapcskumu 3acobamu ma inuei 6udu e3aemodiri.

Buxonsun 3 pesynbrarie momyssuiiHOro asamizy tdapmakokineTukn (®K), namientu, sxi
OTPHUMYIOTH AHTPAUMKIIIH MiC/Is MPUNIMHEHHS 3aCTOCYBAHHS IPENapaTiB TpacTy3yMaly, MOKYTh
MaTH TiABHUICHWH pPH3MK cepueBol mucdyHKUii uepes TPUBA/IMi M[epio]] BUMHUBAHHS
TpacTy3ymaOy. PeKOMEeHJI0BaHO yHMKATH NpH3HAYEHHS Tepamii Ha OCHOBI AHTPALMKIIIHY
OpOTAroM 7 MICAUIB TIC/Is NPHIMHEHHSA 3aCTOCYBaHHS TpacTysymaby. YV pasi 3aCTOCYBaHHS
aHTPAUKMKITHY C/Ti/l PETEIbHO KOHTPOMOBATH Y NaieHTa QYHKIIO CepLst.



Ocoéaueocmi zacmocysanns.

Kapoiomionamis

[Tpenaparu TpacTy3ymaly MOKyTh CHIPHYMHUTH IMC(YHKIIIO TIBOrO MITyHOTKA CepIls, apHUTMIl,

apTepiaibHy TinepTeHsiio, cepleBy HeJI0CTaTHICTh, KaplioMionarito Ta parToBy 3YIHHKY CepIIs.

Takox mpemapati Tpacty3ymaby MOXYTh CHPHYHHHTH Oe3CHMITOMHE 3HIKEHHs (paxmil

BHKH/TY JIiBOro nutyHouka (OBJILL).

Hacrora cepuesux nopymens Ginbie y 4-6 pasis cepen namientis, ki OTPUMYBAJIM IIpeTiapaTH

TpacTysymaldy sfK MOHOTepamiio abo y KoMmOiHOBaHiH Tepamil, MOPIBHAHO 3 THMH, XTO He

OTpHMYBaB npenapard Tpactysymady. Haiismma aGcomorna wactora crocrepirasack y pasi

3aCTOCYBaHHsI IpenapariB TpacTy3yMaly 3 aHTpalMKIi HaMH.

Pexomenniopano Biaminuti mpenapar Orispi y Bumaaky suwkenns ®BJII ma > 16 % sin

3HAaYeHb, fKi CriocTepiramucs 1o nikyBaHHA, abo npH 3umKenni GBI HikYe BCTAHOBIEHOT

MeXi HopmH Ta abcomoTHoMmy 3urkenni GBI wa > 10 % Bix 3nauens, gxi criocrepiraiucs

Mepe]l MOYaTKOM 3aCTOCYBaHHS JIKapchKoro 3acoly (0us. posdin «Cnocib 3acmocysanHs ma

003uU»).

besmneka nonosnenns abo mo0BKeHHA TiKyBaHHA npenapary OriBpi nauieHTam i3 quchyHkiiero

JIiBOTO ILTYHOYKA CEpIIs, CIPHYMHEHOI0 TPACTY3yMaboM, He JOCIKYBaIacs.

TlarienTy, sKi OTPUMYIOTh AHTPALMKIIHM TMiC/sA NPHIHHCHHS TiKYBAHHS npenaparom OriBpi,

MaIOTh [I[BHIIEHUH PH3HK CepieBoi mucdyHKIiT (THB. po3in «Bsaemodis 3 IHUUMU NIKAPCOKUMU

3acobamu ma inuwii 6uOU 83aemo0iily).

Monimopune cepyesoi gynxyii. PexoMeH0BaHO MPOBOIHTH peTenbHy OIIHKY GYHKIIT ceprs,

BKJTIOYAI0UH 301p aHamue3y, QizukaibHe o0cTexeHHs Ta Bu3HadeHHs PBJIIII 3a K0MOMOrow0

exokapaiorpadii abo panioizoronHoi BenTpuKyTOrpadii (MUGA). PexomeH0BaHO HACTYyIHY

CXEMY KOHTPOJIIO:

* BusHaueHHs BuXijgHOT ®BJIIII Gesnocepentbo mepen mowaTkoM 3acTocyBaHHs npenapary
OriBpi;

* BusHauenHs OBJIII koxni 3 micsti miz 9ac Ta mic/is 3aBepLICHHS 3aCTOCYBAHHSA npenapary
Orispi;

* koHTponb ®BJIII 3 4-TKHEBHME iHTEpBANAMH, SKIIO 3aCTOCYBAHHS npenapary Orispi
NIPUITHHCHO 4€pe3 3HAYHy AMCHYHKUIIO JIBOro NUTYHOYKa cepust (Oue. posdir «Crnocib
3ACMOCYBAHHA MA 003UY).

* BusHavenHs OBJIII koxwi 6 micariB npoTsrom monaivenre 2 pokis mic/s 3aBEPLICHHS
3acTocyBanHs npenapary OriBpi sIK KOMITOHEHTY a1 FOBAaHTHOI Tepartii.

Inghysiini peaxyii

Indysiiini peakiiii ckiagaoThes 3 CUMIITOMOKOMILJIEKCY, 1110 XapaKTEPH3YEThCSA JIMXOMAHKOIO Ta
03HOOOM, iHOAI BKITIOYAa€ HyAOTY, GmoBaHHs, Gilb (B I€SKHX BHNAAKAX B OGIACTi YXJIMHH),
TOJIOBHHii O111b, 3aIIAMOPOYEHHS, 3a/IMLIKY, ApTepiaTbHY TITOTeH3ii0, BACHIAHHS Ta aCTeHIIo (Que.
po3oin «llobiuni peakyii»).

Y mepion micaspeecTpauwifiHOro 3acTOCYBAHHS IIOBIIOMIAIOCS npo CepHo3HI Ta JleTalbHi
indysiitni peaxuii. Tsokki peaxuii, ski Bkmouam Gporxocnasm, aHainakcio, aHriOHEBPOTHYHMiT
HaOpsIK, TiNOKCII0 Ta TSKKY aprepiaibHy TilOTEH3il0, 3a3BHYAil peecTpyBaiH mix 4ac abo
OesnocepeHBO micsst nepioi ingysii. OHAK TOYATOK i KIiHIYHwMIT nepedir Oy BapiabesHEMH,
BKJIFOYAIOYH IIPOTPECYI0YE [OTIPUICHHS, MOYATKOBE IOKPAIIEHHS 3 HACTYNHHM KIiHI9HHM
noripmennsm abo BincTpodeni nicnsingysifui peakiii 31 WBAAKMM KIiHISHEM MOTiPINEHHSIM.
SIKINO y mauienTa cnocTepiraeThes 3a/MINKa, KIHIYHO 3HAYyIa aprepiajibHa TilOTeH3is, Cmin
nepepsaty iHgysito npenapary OriBpi Ta HpU3HAYHTH MEIMKaMEHTO3HY Teparilo (Hanpukiai,
eriHepUH, KOPTHKOCTepOian, AM(eHriipamin, GPOHXOMITHKM Ta kucens). [lamienris crin
CIIOCTEPIraTy J0 MOBHOTO 3HUKHEHHS O3HAK 1 CHMITTOMIB.

3 METOI0 3HHKCHHS PH3MKY BHHUKHEHHS iHQY3iHHUX peakiii MOXKHA 32CTOCORYRATH
MPEeMEIHKALII0 aHTUTICTAMIHHHMH [pernapaTaMy 1a/a6o KOPTHKOCTEPOIAaMH.
Embpio-hemanvna moxcuunicme i X
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3a JaHUMH TTiC/ApeecTpallifiHIX JOCTIDKEHD TIPH 3aCTOCYBAHH] ThACT 3ymaby mij yac BaritHocTi -~
p P

TMOBIZOMJICHO MPO PH3HK PO3BUTKY OJIrOTiAPaMHiOHy Ta Horo HACJILIKIB, IO MPOSIBISIOCH SK
TinomUIasis JereHs II0/1a, AHOMAJIT CKeleTy Ta CMEPTh HOBOHAPOKEHUX.

KiHkaMm penpoayKTHBHOTrO BiKy CJIi BHKTIOYMTH HASBHICTh BATITHOCTI Mmepea TMOYaTKOM
3acTocyBarHs npenapary Oripi. Citia nonepeauTs BariTHUX Ta KIiHOK PEIPOLYKTHBHOTO BIKY,
o BruMB mpenapaty Orispi mi Yac BariTHOCTI abo MPOTAroM 7 MICAIIB 10 3aYaTTs MOXKe
CHPUIHHNTH IIKOYy JUlsi PO3BATKY TT0/a. JKiHKaM perpoayKTHBHOIO BiKy CIJIiJ 3aCTOCOBYBATH
e(eKTHBHI MCTOM KOHTpALENIil i/ yac JIKYBAHHS T4 TPOTArOM 7 MIiCSIIiB MIC/As OCTAHHBLOTO
BBeIeHHs npenapaty Orispi.

Jleceneea moxcuynicmo

3acTocyBaHHs mpemapaty TpacTy3ymaGy Moe CIPHYHHUTH CEepHO3HY Ta JICTANbHY JIEr€HEBY
TOKCHYHICTh. [IposiBH JlereHeBoi TOKCHYHOCTI BK/TIOMAIOTH 3a/MUIKY, IHTePCTHIIATBHHIL
THEBMOHIT, JIereHeBi indinbTpari, ekcyaar y mieBpanbHy MOPOKHUHY, HEKapIIOTeHHUIT HaOpsK
JICTeHb, MXaTbHY HEIOCTATHICTH Ta TiMOKCiI0, TOCTPUH pecmipaTopHuii JIMCTPEC-CHHAPOM Ta
(ibpos nerens. Taki ycKmanHeHHSs MOXYThb BHHHKHYTH SIK HACILIOK indy3iitHux peakuiii
[laienTH 3 BPO/UKEHHMH 3aXBODIOBAHHSIMH JIereHb a00 METACTA3aMU y JIereHsx, 1o
CYNPOBOUKYIOTBCS 3aIMIIKOIO Y CIIOKOI, MAKOTh OLIBII TSHKKI MPOSBH TOKCHYHOCTI.

llocunenns neiimponenii, indyxosanoi ximiomepanieio

Y paHaOMi30BaHHX KOHTPOJIBOBAHHX KIIHIYHHX JOCTIIKCHHSIX YacToTa HeliTponeHii Ta
(heOpubHOT HelTponenii 3—4 cTyneHs Gy1a BHIIOI0 y Mali€eHTIB, SKi OTPHMYBAIH TPACTY3yMal y
KOMOIHAIIi 3 Mi€IOCYNPECHBHOIO XiMIOTEpariclo MOPIBHAHO 3 THMH, XTO OTPHMYBaB TiIBKH
ximioTepariio. YactoTa cMepTi BHACIII0K cerncucy Oyna noaibHOIO MiXk IpynaMy: NamieHTH SKOi
OTPUMYBAH TPacTy3ymad, Ta Ipynoio, e He 3acTOCOBYBAIH HOTO (Ous, po30in «llobiuni
peaxyiin).

Buicm copbimy

Jlikapewkuit 3aci6 Orispi 150 mMr mictute 115.2 Mr cop6iry y KO)KHOMY (nakoni. Jlikapcekuii
3aci6 Orispi 420 mr micTHTb 332,6 Mr copBiTy y KoskHOMY (iakoni. TTAMIEHTH 3 BCTAHOBICHOKO
HEMePEHOCHMICTIO JIESIKUX IyKPiB, 30KpemMa (pYKTO3H, TOBUHHI MPOKOHCYJIBTYBATHCA 3 JTIKApeEM,
epIl HiXK NpUAMaTH 1ek TiKkapehKuii 3acio.

3acmocysanns y nepioo eazimmocmi abo 200yeanns epyooio.

BaritHicTs.

[Ipn 3actocyBanHi BariTHi# KiHIi npenaparu TPacTy3yMaly MOXKYTh CIIPHYHHHUTH HIKO/LY IUIOAY.
3a moBinomnenHsiMM y Ticnspeecrpauiiiuuii mepiox, 3actocysamus TpacTy3ymaly mijx dac
BariTHOCTI MPU3BOJIHIIO JI0 BHIA/KIB OJMIrOriApaMHiOHy Ta HOro Hac/imKiB, sKi MPOSIBIIAIIACS SIK
rifonasis jerenb, aHOMaJIi CKeleTa Ta CMepTh HOBOHAPOLKeHoro. CIrij HOIH(OPMYBATH KIHKY,
sIKa 3aBariTHijA, 010 NOTeHIIHHIX PHU3HKIB IS TJ1014.

Axmo Baritha otpumye Tepamito Orispi afo sKINO nauieHTka BariTHie Mg bac TMKYBaHHS
npenapatom OriBpi abo mpoTsroM 7 MicsLiB mic/s 3aCTOCYBAaHHS OCTAHHLOT 103H npenapary, ciij
POBOAKTH PETETbHE OOCTEKEHHS I1710/1a BiTOBI/THO /10 recTaLiffHoro Biky Ta 3rigHo CTaHJ1apTiB
MEIHYHOI JIONOMOTH.

l'ogyBanHs rpyuto.

Bincyrns inopmartist cTocoBHO TPOHUKHEHHS TpacTy3ymady y rpy/iHe MOJIOKO JIKO[AHHH, BILTHBY
Ha HEMOBJIA, K€ BHIOMOBYIOTH IPYUIIO, a0 BILIMBY Ha YTBOPEHHs MoJjloka. Bimomo, mo IeG
JIOZMHH CCKPETYETBCA Y IPY/IHE MOIIOKO, ajle He HAIXOIUTh Y KPOBOOGII HOBOHAPOIKEHOrO Ta
JIUTHHH Y 3HAYHUX KLTBKOCTSX.

Y ociuKeH ] Ha TBapHHAX TpacTy3ymad OyB BHABICHMI Y MOTOL JIAKTYIOYHX SIBAHCBKHX MaKak
Y KOHUEHTpallii, mo cTaHoBuTh npubmmsto 0,3 % Bin kKoHneHTpauii y CHpOBATLi KpoBi Marepi
1ic/1s BBEIGHHS y 71031 25 Mr/kr (10 y 25 pasis IIEPEBHIIYE PEKOMEHJIOBAHY 103y TPACTy3ymady
JULSL JIOTHHM — 2 MT/KT), ajle He acOoMioBaBCs 3 TOKCHYHUM BILIHBOM HA HOBOHAPO/UKEHHX MABII.
PekoMeHI0BaHO NPHIONHUTH TOAYBAHHA TPYILIO Mix 4ac JikyBanHs mpernapatom Orispi 3
BPaxXyBaHHSAM Mepiojly BUBEISHHS Ipenapary 7 MicauiB micis 3aBEpILEHHS Tepallii.




DeprunbHicTb. 4

i

KiHkaMm penponyKTHBHOIO BiKy CJiI BHKIIOYATH HASBHIiCTh BACITHOCT Mepel MOYaTKOM
3acrocyeanHs npenapary Orispi.

Kontpanenuis

Kinkam penpoaykTHBHOIO BiKy €J1in 3acTocoByBatH e(beKTHBHI METO/H KOHTpaLenii mix gac
JIKYBaHHS Ta MPOTITOM 7 MICSIIiB MiC/IS OCTAHHBOTO BBEICHHS npenapary Orispi.

30amnicme enaueamu Ha wieuoKicmy peaxyii npU Kepysanui asmompancnopmom abo iHuumu
Mexanizmamu,

Hegizomo, 4n BrumBae TpacTy3ymal Ha 31aTHICTH KepyBaTH aBTOTPAHCIIOPTOM abo mpaloBaTH 3
IHITHME MeXaHI3MaMH.

[Tanientam, y skux po3BuHYIHCH iHDY3iiiHi peakuii, cix MOPAJMTH HE CIZATH 32 KEPMO Ta HE
NPAIOBATH 3 IHITUMH MeXaH{3MaMH, IOKH CUMITOMH OCTATOYHO He MHHYTh.

Cnocio 3acmocysanna ma do3u.
Jlikypanns npenaparom OriBpi NpOBOIMTH MiA HArIAIOM Jikaps i3 TOCBiZOM JiKyBaHHS
OHKOJIOT{YHHX XBOPHX.
Busnauennss nyxmmmHOi excnpecii HER2 10 mouatky nikyBaHHs npenaparom Orispi e
000B’ A3KOBHM,
He BBOAMTH BHYTPIlIHBOBEHHO ¢TPYMHHHO 260 GomocHo. He smimysaT npenapar Orispi
3 iIHIIHMHM [IpenapaTamm.
He 3amintoBatn npenapar Orispi (tpacry3yma6) na ajio-Tpacry3ymad eMTaH3HH.
A0 ‘losanmna mepanis paxy monouHor 3aio3zu
BBozuTH BIINOBIHO 103 Ta CXEM BKA3aHMX HEXKYE MPOTATOM 52 THIKHIB:
[Tin wac Ta micxts 3acTocyBaHHs MakmiTaKcey, I0UETAKCETY a00 JI0IETaKCe Ty Ta KapOoIUaThHy:
® T0YaTKOBa /1032 4 MI/KI Yy BHITISI BHYTPIIIHBOBEHHOT iH(Y3il mpoTsrom 90 XBummH, noTiM
2 MI/KT y BUIISUI BHYTPIIIHBEOBEHHOT iH(y3il mpoTsroM 30 XBHIMH MIOTHKHS MiA 4Yac
Ximiorepanii npotsrom nepumx 12 THkuiB (maxiitakcen abo Jorerakcen) abo 18 tuxkuin
(momerakcen Ta KapOOIIAaTHH);
® Uepe3 THXNK/ICHB I1iC/Is OCTAHHBOTO IOTHKHEBOIO BBEICHHS IIPENapaTy OriBpi BBOAHTH y 11031
6 MI/KT y BHIJISIL BHYTpIIIHBOBEHHOT iH(Y3iT mpotsrom 30—-90 XBUIMH KOKHI 3 THIKHI
Sk MOHOTeparis BIPOXOBK 3 THKHIB IHC/IS MYJIbTHMOTATEHHX CXEM XimioTepanii Ha OCHOBI
aHTPALMKIIHY:
® [OuaTKOBa 7032 8 MI/KT y BHIUIAAL BHY TPIIIHBOBEHHOT iH(Y3il mpoTsirom 90 XBUJIMH;
® HACTYNHI BBEAEHHS y 7031 6 MI/KI y BHIJISLL BHYTDIIIHBOBEHHOI iH(y3ii mpoTarom 30—
90 XBHJIMH KOXKHI 3 THKHI;
® HE PEKOMCHIYEThCA IPOJIOBKYBATH A/l IOBAHTHY Tepaliio OiIbLIe 0/IHOrO POKY.
JliKysanns Memacmamuuno2o paxy MoIoYHoi 3a103u
® 3acrocosysatu mpenapat Orispi okpemo aGo B KoMGiHaIT 3 MAKTiTAKCEIOM Y HOYaTKOBIiH
711031 4 Mr/kr y Burmsiai 90-XBHIMHHEOT BHYTPIIIHEOBEHHOT IHQY3IT 3 MOAAIBITUM BBETCHHSIM
OIHMH pa3 Ha THXICHb 2 MI/KT y BHrASAI 30-XBHIMHHOL BHYTpimHbOBeHHOI iH(Y3ii 110
POrpecyBaHHs 3aXBOPIOBAHHS.
Jlikysanns memacmamuyno2o paxy wivHka
® 3acrocoBysatn mnpenapar OriBpi y mouatkosiii m03i 8 Mr/kr y BUrnsaai 90-xBuimHHOL
BHYTPIIIHROBEHHOI iH(Y3il 3 mojanbmmMM BBEJGHHSM y 1031 6 MI/Kr Yy  BHIIST
BHYTpilIHbOBeHHOI iH(Y3il npotsrom 30-90 XBWIHH KOKHI 3 THOKHI 10 IIPOrpecyBaHHs
3aXBOPIOBAHHSL.

3

Baxumsi pekomenauii mo 1o 03YBaHHSA

SIKINO MALlEHT NPOMYCTHB BBEICHHS TPAacTy3yMaly Ha OJMH THKAEHb a00 MEHIIe, CIij BBecTH
SIKOMOTa paHilie 3BHYAHHY MIATPHMYBAIbHY 03y (IMOTHKHEBHE PEXKUM: 2 MI/KT; TPHTHIKHERHIL
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peskimM: 6 mr/kr). He ouikyBati HacTymHoro rasoBoro mukmy. Hacrymmi OiATPUMYBATEHI 103U
ity BBOMMTH Yepe3 7 IHIB abo uyepes 21 [eHb 3a1€KHO Bil HIOTHKHEBOTO 460 TPUTHKHEBOTO
PEKHUMY BiANOBIIHO.
AKimo namieHT nponycTHB BBeAeHHS TpacTy3yMaly Giblue HiXK Ha OIMH THIKISHD, CIILT SIKOMOTa
paHille BBECTH TOBTOPHO HABAHTAKYBAIBHY JI03Y MPOTATOM npudau3Ho 90 XBUIMH
(IMOTHKHEBHI pexuM: 4 MI/Kr; TPHTHKHEBHI peskum: 8 mr/kr). Hactynai MIATPHMYBATBHI 1034
TpacTy3ymady (WMOTHAKHEBHH PERKHM: 2 MI/KT; TPUTHKHEBHI PeKHM: 6 MI/KT BITIOBI/THO) CJTiJT
BBOZUTH 4epe3 7 HiB abo yepe3s 21 1eHb 3a/1eKHO Bijl HOTHKHEBOrO a60 TPUTHIKHEBOIO PEXKUMY
BLITIOBI/THO.
Incbyzinmi peaxyii (Ous. po3oin « Ocobrusocmi 3acmocy6anHa»)
* 3MeHIINTH WBHAKICTH iHdY3ii y pasi erkux aGo nomipaux indysiiiaux peaxiiii.
 llepepsarn indysito namienrtam i3 3azumkol0 aGo KIHIYHO 3HAYYIIOKN apTepialbHOI0
rifnoTeHsieio.
¢ Illpunuauty 3acrocypanns mpenapary OriBpi y pasi THKKHX a60 HeOe3MEUHUX TS KHTTS
iHQY31HHAX peakuii.
Kapoiomionamis (0us. posoin « Ocobausocmi sacmocyeans»)
Omninnra ppakiiio BUKKY jiBoro mutyHouka (OBJIII) xo NOYATKY 3aCTOCYBAHHA IIpenapary
Orispi Ta yepe3 piBHi iHTepBaTM T/ Hac JiKyBaHHS. BinMiHuTH BBeICHHS npenapary Orispi
NpHHAAMHI Ha 4 THXKHI Y Oy/Ib-9KOMY 3 HACTYIIHHX BUIIAIKIB:
® alcomotHe 3HMKeHHa OBJIIII Ha > 16 % Bix 3HaYCHD, IO CIIOCTEPIraTHCs 10 JTIKYBaHHS;
* OBJILI HuKYe BCTAHOBEHHX MEX HOPMH Ta abcomoTHe 3HmKerHst GBIIII na > 10 % Bin
3HAYCHB, IO CIIOCTEPIralUCs Mepe]] MOYAaTKOM JTiKYBaHHS.
3acrocysanns npenapaty OriBpi MOXHA BiHOBHTH, SKIIO HpoTsiroM 48 Twkmie GBJILL
[IOBEPTAETHCS 10 HOPMAIBHHX MEX Ta a0COMOTHE 3HIKCHHS BiJ BHXIZHOTO PiBHS CTAHOBHTH
<15 %.
Ocrarouso npunMHUTH 3acTocyBanns npenapary OriBpi y pasi cTilkoro (> 8 THIKHIB) 3HMKEHHS
OBJILI abo komm BBenenHs mpenapaty OriBpi NPH3YIHHSETHCS OiTbine HiK TpUYi uepes
BHHHKHEHHS Kapiominarii.

Ocobnusi epynu nayicumis

Himu

besneka Ta eekTHBHICTE 3acTOCYBaHHS MpenapaTis TpacTy3ymaly IiTAM HE BCTAHOBJCHI.
Hayienmu nimnvo2o gixy

Tpacrysymab sacrocoysann 386 namicntam Bikom Bix 65 pokiB (253 — y sKOCTi a1 IOBAHTHOL
tepanii Ta 133 — npu JiKyBaHHI METACTATHYHOrO PaKy MOJOYHOL 3ano3u). Pusuk cepuesoi
machyHKuii OyB MiIBHIEHAM Y MAIEHTIB JITHBOrO BiKy MOPIBHAHO 3 MOJONIHMH TAIEHTAMM
SIK [IPH JTIKYBaHHI METacTaTHYHOI'O 3aXBOPIOBAHHSA (J0CIIKeH S 5 Ta 6), TaK i mpu a1’ FOBaHTHIM
Tepamii (pocrmipkenns 1 Ta 2). OOGMexeHHs HabOpy [aHHX Ta BiAMIHHOCTI B u3aiimi
4 focii/UKeHb a7’ IOBAHTHOT Teparlii paKy MOMOYHOT 3a103H TPacTy3ymMabom MEPENTKO/ KA Th
BH3HAYEHHIO TOTO, YH BIAPI3HAETHCA TMPOGIIL TOKCHYHOCTI TpacTy3yMaly NALIEHTIB JTTHHOTO
BIKYy BII Takoro MOJIOAIIMX NamieHTiB. HasgBHOro KiIiHIiYHOTO JIOCBIZly HE JOCTATHBO IS
BH3HAYCHHS TOTO, UM BIIPI3HACTECS NOKPALICHHS apamMeTpis edeKTUBHOCTI (qacToTH 3aranbHOL
BUANOBI/II Ha JKyBaHHs, 4acy A0 MpOrpecyBaHHS 3aXBOPIOBAHHs, 3arajlbHOI BHOKHBAHOCTI,
BHJKHBAHOCTI €3 3aXBOPIOBAHH:) JIKYBaHHS TPACTY3yMaOOM MALI€HTIB JITHHOTO BIKY BiJl TOTO,
L0 CTIOCTEPIraocst y MallieHTiB BIKOM < 65 poKiB MpH TiKyBaHHI METACTATHYHOIO 3aXBOPHOBAHHS
Ta aj1 FOBaHTHI# Teparii.

Y nociipkenni 7 (MeTacTaTHuHMIA paK IDTYHKA) 3 294 MalieHTiB, SKHX JIKYBaJIH TPACTy3yMaboMm,
108 (37 %) Oynu Bikom Bix 65 pokis, a 13 (4,4 %) — BikoMm Big 75 pokiB. He cnocrepiranocs
3arajibHAX BIAMIHHOCTEH y Gesneni Ta eeKTHBHOCTI 3aCTOCYBAHHS npenapary.

[IpuroryBanus ta BBe/1IcHHS JIKAapChKOro 3acody
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3 MeToI0 3anodiraHHs NOMHIKOBOMY 3aCTOCYBAHHIO JIKApPChKOro 3aco0y Bak/IMBO MEPEBIpUTH
CIMKCTKH Ha (IIaKOHAX, 00 MepeKOHATHCS, 110 JTiKapChKHUii 3aci6, SKHil FOTYETHCS Ta BBOIUTHCS,
€ Orispi (TpacTy3yma0), a He aZio-TPacTy3yMad eMTaH3HH.

bacamooozosuii ghraxon 420 me

Bionosaenna: smict oanoro drakony, mo Mmictuts 420 mr npenapary Orispi po3umanTH y 20 M
OakrepiocTaTdgHOl BOAM A iH'ekmiit (Mictuts 1.1 % GEH3WIOBOTO CIHUPTY Y SKOCTI
KOHCEpBAHTY), 00 OTPHMATH PO3UMH I 0aratopasoBOro BBEICHHS. KUl MicTHTH 21 Mr/ai
Tpactysymady, mo posnoainserses y 20 m (420 mr tpactyzymaly).

Jl1st BBeIeHHSA NAIiEHTaM 3 BCTAHOBJICHOIO T1IIEPIyTIHBICTIO /10 GEH3UIOBOIO CIIHPTY PO3YMHUTH
y 20Mn crepuiabHOi Bomu i im'ekuili Ge3 KOHcepBaHTY, IOG OTPHMATH DPO3YHH UIS
OIHOPA30BOI'0 3aCTOCYBAHHS.

JloTpuMyBaTHCS BIANOBINHUX MPABIII ACENITHKH, BUKOHYIOYH HACTYIIHI ST BiHOBJICHHS.

* BHKOPHCTOBYIOYM CTEPUIILHME ITIPUIL, MOBLIBHO BBeCTH 20 M/ PO3UMHHMKA Y (IIAKOH, IO
MiCTHTB Jio¢inizoBanmit nopomok Orispi y BUrsai minsHoi Mack. [ToTik po3unHHNKa C1if
HANPABIATH y yiodinizoBany macy. Y pesyiabTari BiAHOBIEHHS Y (JIaKOHI YTBOPIOETHCS
PO34HH U1 6araTopas’oBoro BBEAEHHS, IO MIiCTHTB 21 MI/M1 TpacTy3ymaby.

O6epexno obepryTH (hrakon, mo6 crnpusta Bignornenno. HE CTPYIIYBATMH.

e Ilicsist BiHOB/IEHHS MOYKe GyTH HASBHHM He3HAYHE NiHOYTBOPeHHS. J/laTH (IIaKoHY MOCTOATH
IPOTATOM NPUOIH3HO 5 XBHIHH.

» IlapentepasbHi TikapchKi 3ac00M epet BBEACHHAM CIIiJl IEPeBipsTH Bi3yalbHO HA HASBHICTE
TBEPMX YaCTHHOK Ta 3MiHY KOJIBOPY, AKIIO PO3YHH T4 YIAKOBKA JAIOTh 3MOTY L€ 3pOGHTH.
IepeBipuTH Bi3yalbHO Ha HASIBHICTh YACTHHOK Ta 3MiHY KOIbopy. Posunn nosrunen Oytu Ge3
BHMMHX YaCTHHOK, IIPO30pHM a00 371erKa onajieceHTHUM, Ge30apBHUM ab0 01110-KOBTOTO
KOJIBOPY.

* 30epirarn BisHOBNeHMI npenapar OriBpi B X0MOMMILHUKY npH Temmepatypi Bix 2 10 8 °C:
YTHII3YBAaTH HEBHKOpHCTaHWii nperapar Orispi uepes 28 amis. Skmo npemapar Oriepi
BUIHOBIIIOETHCS 3 JIOTIOMOTOFO CTEPUIbHOT BOJIM JUTS iH€KITiil Ge3 KOHCepBAHTY, 3aCTOCYBATH
HEraiHo Ta yTuii3yBaTh Oy/Ib-AKy He3acTOCOBaHy yacTuny. He 3amopozyBath.

Pozeedenna

® Bushauutu m03y (mr) mperapary Orispi. OGUHMCIHTH HeoOXinHHH 06’€M BiIHOBIEHOTO
po3urHy npenapary Oriepi, mo mictuth 21 Mr/mi.

e Habparu wo kinekicts 3 ¢uakony ta goxatu ii B indysiitauit maxer, mo mictuts 250 M
0,9 % posumny natpito xuopuay s in'ekuiii. HE 3ACTOCOBYBATH PO34YUH
I'TIOKO3H (5 %).

ObepexHO mepeBepHyTH MaKeT, o0 NepeMilliaTH PO3uHH.

* Posuun npenapary Orispi mis ingysii, possesennii y nakerax 3 nosisiniaxaopuy a6o 3
nomeTiIeHy, aKi Mictats 0,9 % pos3unn Harpiio Xn0pHay A iK€k, ¢ 36epiraty npn
Temieparypi Bix 2 g0 8 °C He nosme 24 roaus 10 3actocyBanns. He 3aMOPOKYBATH.

Qonooososuii ghraxon 150 mz

Bionosnenns: Bvict ooro drakona, mo Mictuts 150 Mr npenapary Orispi po3uuHHTH ¥ 7.4 M

CTEPHJIBHOT BOJM JUISL iH’€KUIM, MO0 OTPHMATH PO3YMH JUIA OAHOPA30BOrO BBEICHHS, SKHif

MicTHTb 21 Mr/mi TpacTy3ymaly, mwo posnogingersest y 7,15 mut (150 mr Tpacty3ymaoy).

JloTprMyBaTHCs BiNOBIHAX MPABHII ACENTHKH, BAKOHYIOUH HACTYIIHI €TAIH BiHOBICHHSL.

® BHKODHCTOBYIOUH CTepHJIbHHE IIPHI, [OBUIBHO BBECTH 7,4 MJ CTEPHIBHOI BOMHM JUIS
iH'eKUill y drakon, mo MicTHTh iodinizosanuit nopomok OriBpi y B MIHHOT MacH.
Iotik po3unnnuKa citix HampasisTh y jmioditizoBany macy. V pe3yJIbTati BiJHOBICHHS Y
(brrakoHi YTBOPIOETBCS PO3YHH JUISL OAHOPA30BOTO BBEACHHS, IO MICTHTH 21 MI/M
TpacTy3ymaoy.

* OGepexro 0bepuyTH (rakoH, mob cupustu BigHortenuo. HE CTPYIIYBATH.




o [licna BigHoBIeHHA MOKe OyTH HassBHAM He3HAuHeE IIHOYTBOpeHHS. JlaTh (IIaKOHY OCTOSITH
[POTATOM IPHOIU3HO 5 XBHIIHH.

¢ [lapenTcpankHi jikapchKi 3ac00H mepe BBEASHHAM CJIijl UEPEBIPSTH Bi3yalbHO HA HASBHICTD
TBEP/IMX YaCTUHOK Ta 3MIHY KOJbOPY, AKIIO PO3YMH Ta YIIAKOBKA JAIOTh 3MOTY LIE 3pOGHTH.
[lepeBipuTy BisyaqbHO HA HASABHICT YACTHHOK Ta 3MiHY KOJIbOpY. Posuun nopunen 6ytu Ge3
BHIMMHX 9aCTHHOK, IPO30pHM abo 3/7erka onaiecueHTHIM, 0e30apsaum abo 01110~ K0BTOTO
KOJIBOPY.

¢ 3acrocyBaTH po3uuH npenapaty Orispi HeraiiHo micis BiIHOBICHHS CTEPHILHOK BOIOK JUIS
iH €K1, OCKIIbKH BiH HE MICTHTh KOHCEPBAHTIB Ta MPU3HAYCHHH TLIBKH JUIS OJHOPA30BOTO
BBEJICHHS. SIKINO HE 3aCTOCOBYIOTH HeraiiHo, 30epiraTd BiJHOBIEHHI PO3YHH Mpenapary
Orispi He noeme 24 rojun npu Temmeparypi Bix 210 8 C: yTumisyBatH Oyab-siKy
HE3aCTOCOBaHY YacTuHY npenapary Orispi micas 24 rogus. He 3amoposxkyBarn.

Poseeoenns

® BusHauutu HeoOXinny n03y (Mr) mpenapary Orispi.

* OGuncantn HeoOXimuuit 06°€M BiIHOBIEHOro po3uMHy npenapaty OriBpi, MO MIiCTHTEH
21 mr/muL.

* Binibparn mwo xinekicTs 3 drakony Ta nonatu ii B indysifinuit naket, mo MictuTs 250 M
0.9 % posuuny warpito xmopuay st in’exuiii. HE 3ACTOCOBYBATH PO3UUH
I'JIFOKO3H (5 %).

e O0epekHO IIEPEBEPHYTH MAKET, 100 NePeMillaTH PO3UHH.

Posuun npenapary Orispi s indysiii, posBesiennii y makerax 3 mosiBiHiIXI0pHLY 260 3
nomieTieHy, ki MictaTe 0,9 % posunH HATpilO XIOpULY s iH eKuii, cin 36epiraty 10
3aCTOCYBaHHs MpH Temreparypl Bix 2 1o 8 C He noBme 24 rogud. YTuiisyBaTu uepes
24 roquuu. Ileii yac 30epiranHs € J0AaTKOBHM 10 9acy, JA03BOJICHOTO ISl BIIHOBJICHHX
posuuHiB y ¢rakonax. He 3amopozkysaTH.

Himu.

Besnexa ra edpekTHBHICTh 3aCTOCYBAHHS MPEMApaTiB TPACTY3yMa0y JiTAM HE BCTAHOBJIEHA.

IHlepedosysanna.
JlocBiz mepe103yBaHHs y X0/ KIiHIYHHX TOCTIDKEHb 32 y4acTIO JIOAMHH BiACyTHIi. OxHOpasoBi
JI03H BHILE 8§ MI/KI' HE BUBYAIHCH.

Hobiuni peaxuii.

Y DamieHTiB, sAKi OTpUMYBATM TpacTy3yma® B al IOBAHTHOMY pEXHMi Ta MpH JIKYBaHHI
METaCTaTHIHOIO PaKy MOJIOYHOT 3a/1031, HAHYACTIIIMMH MOOIYHIMH peaKiisMu OyJIM THXOMAHKA,
HyZnoTa, OmoBanHs, iHQy3iliHi peakuii, miapes, indekuii, nocuaeHn Kammeb, rogoBHuit OB,
BTOMJIIOBAHICTb, 3a/IMIIKA, BHCHIIAHHS, HEHTPONEHis, aHeMis Ta miairid. [lo6iuni peakiuii, 1o
noTpeOyBaiy nepepuBaHHA abo MPHUIHHEHHS TiKyBaHHS IIpernapaTaMi TPacTy3yMady, BKIIOUATH
CEpUEBY HEIOCTATHICTB, 3HAYHE 3HIKEHHs (YHKIIT JiBOro mulyHOUKa cepist, TSKKI iH(y3iiui
peaxiii Ta JereHeBy TOKCHYHICTb.

Ilpn nikyBaHHI METAaCTATUYHOrO paKky NUIYHKA HAHGUIBLI 9acTHMH MOGIYHHMM peakiismMu
(= 10 %), Oynu HeliTpomeHis, miapes, BTOMJIOBaHICTh, aHEMisl, CTOMATHT, BTpaTa Macu Tija,
IH(eKUil BepXHIX JMXaTbHEX MUIXIB, JHXOMAHKA, TPOMOOLHTOICHI, 3aMaleHHs CIH30BHX
000JI0HOK, Ha30(hapUHIIT Ta MCreB3id, YacToTa KuX OyI1a MiBUIEHO (pi3HALS > 5 %) y rpyti
NALIEHTIB, AKi OTPHMYBAIH TPAcTy3ymal MOPIBHSHO 3 MAIEHTAMH, $IKi OTPUMYBTH TiIILKH
Ximiorepanito. HaiGinbm wacTuMHM MOGIUHMMH peakuisMu, fKi NpH3BEIH 10 MPHIMHEHHSA
MiKYBaHHs TPacTy3ymMaboM MpH BiACYTHOCTI MPOrpecyBaHHS 3aXBOPIOBAHHS, Oymm iHexris,
miapes Ta peOpHiIbHA HEHTPONEHis.

JaHi KITHIYHEX J0CTIIKEHD
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Ockibky KITiHIYHI JOCTIKEHHS IPOBOAATHCS B /y’Ke BapiaOe/bHHX YMOBAX, YacTOTA MOOIYHUX
peaxilii, 1o crocrepiracThes B KIHIMHIX JOCITIDKEHHSX JTIKapehKoro 3acoby, He Moke OyTH
Ge3nocepeIHLO MOPIBIANA 3 YACTOTOKO, IO CIIOCTEPIracThesl B KIIHIYHUX JOCTIUKeHHAX HILIOTO
JIKApChKOro 3acofy, Ta MOKe He BiZI0OpaKaTH YacTOTy, IO COCTEPIracThCs Ha MPAKTHLL.
Locaioocenns ad losanmmoi mepanii paxy monounoi 3aiozu

HaBeneni Hukue nami, oTpuMaHi y TpbOX paHAOMI30BaHMX BIiJIKPHTHX AOCIi/UKECHHSX
(nocmikenns 1, 2 1a3) an’roBanTHOI Tepamii paKy MOMOYHOI 3aJ03M i3 3aCTOCYBAHHAM
TpacTy3ymady (n=23678) abo Oe3 mnboro (n=3363), BimoOpakaioTs BIUMB Teparnii
TPacTy3ymMadoM npoTarom 1 poky.

Haui nocnizkenns 3, ysaranpHeni Hmkde B Tabauui 3, BiIoOpakaroTh BIUIHB 3aCTOCYBAHHS
Tpacty3ymaOy 1678 naiienTam; 3 cepeHbOI0 TPUBATICTIO JIKYBaHHS S| THK/IEHD, 3 CEPEIHBOIO
KinbKocTIo indys3iii — 18. Cepeaniii Bik 3386 namieHTiB, BKITIOYEHHX 10 IPYIIH CIOCTEPEKEHHS Ta
TPYIH JIIKyBaHHS TpacTy3yMaGoM mpoTsroM | poKy AOCHTiIKEHHS 3 3 CepelHBOI0 TPHBAIICTIO
CIOCTEPEXCHHS Y Ipymi TpacTy3ymady 12,6 micsiuis, cranosus 49 pokis (siamason: Big 21 1o
80 poki), cepen Hux 83 % mamientis Gynu npeacTaBHHKaMH €BpomeoinHoi pacH, a 13 % —
BUXIZIAME 3 A3il.

Tabmumsa 3
[ToGiuni peakwii ycix crynenis Tsokkocti® y gocimkenni 3
[ToOiuyna peakis JlikyBaHHS TpacTy3ymabom ['pyna
npoTATOM 1 poky CIIOCTEPEIKEHHA
(n=1678) (n=1708)

3 Boky cepus
ApTepianbHa rineprensis 64 (4 %) 35 (2 %)
3anamopoueHHs 60 (4 %) 29 (2 %)
3umKeHHs PpaKIii BUKHIY 58 (3.5 %) 11 (0,6 %)
BimuyTrs cepueburrs 48 (3 %) 12 (0.7 %)
Cepuesi apurmii® 40 (3 %) 17 (1%)
3acTiifHa ceplieBa HeOCTaTHICTD 30 (2 %) 5 (0,3 %)
Cepuesa HerOCTaTHICTh 9 (0,5 %) 4 (0,2 %)
3axBOpIOBaHHS Cepls 5 (0.3 %) 0 (0 %)
JuchyHKIis IUTyHOUKIB ceprist 4 (0,2 %) 0 (0 %)
Posnagm 3 Goky juxaneHOi cHCTeMH,
OPraHiBR PYHOT KIIITKH Ta CepeJoCTIHHS
Kamens 81 (5 %) 34 (2 %)
['pun 70 (4 %) 9 (0,5 %)
3agunika 57 (3 %) 26 (2 %)
IH(exuis BepXHiX AMXaIbHUX IUIAXIB 46 (3 %) 20 (1 %)
Punit 36 (2 %) 6 (0.4 %)
DapunHronapuHreanbHuii 6116 32 (2 %) 8 (0.5 %)
Cunycur 26 (2 %) 50,3 %)
Kposoteua 3 Hoca 25 (2 %) 1 (0,06%)
Jlerenepa rinepreHsis 4 (0.2 %) 0 (0%)
[HTepeTHIiaTbHII THEBMOHIT 4 (0.2 %) 0 (0%)
Poznanu 3 6oky TpaBHOI cHcTEMH
Hiapest 123 (7 %) 16 (1 %)
Hynora 108 (6 %) 19 (1 %)
bitoBanns 58 (3,5 %) 10 (0,6 %)
3anop 33 (2 %) 17 (1 %)
Jucnencis 30 (2 %) 9 (0.5 %)
Bine y Bepxusomy Bigsini kuBoTa 29 (2 %) 15 (1 %)
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Posnamm 3 Goky  KicTKOBO-M’S30BOI

CHCTEMH Ta CIIOJYYHOI TKAHHUHH

Aptpanris 137 (8 %) 98 (6 %)
Bine y criuni 91 (5 %) 58 (3 %)
Mianris 63 (4 %) 17 (1 %)
Bisb y xicTkax 49 (3 %) 26 (2 %)
Cniasmu M’ g3iB 46 (3 %) 3 (0.2 %)
Posnamu 3 Goky HepBOBOI cHcTEMU

["onoBnwuii 6116 162 (10 %) 49 (3 %)
[lapecresii 29 (2 %) 11 (0,6 %)
Posnamn 3 Goky mkipu Ta mifmkipHOI

KJITKOBHHH

Bucunanng 70 (4 %) 10 (0,6 %)
YpakeHHs HIrTiB 43 (2 %) 0 (0 %)
Crepbix 40 (2 %) 10 (0,6 %)
3aranbHi po3nanu

[liaBuIneHHs TeMOepaTypu 100 (6 %) 6 (0.4 %)
[lepudepuuni HaOpsiku 79 (5 %) 372 %)
O3H00 85 (5 %) 0 (0 %)
ActeHis 75 (4.5 %) 30 (2 %)
["punononibue 3axBoproBaHHs 40 (2 %) 3 (0.2 %)
PantoBa cmepthb 1 (0,06 %) 0 (0 %)
Hasodapusrit 135 (8 %)

[ndexuii cevoBuBiqunx musxis (ICIII) 39 (3 %)

Poznanu 3 Goky iMyHHOT cucTeMu

['inepyuyTiHBicTh 10 (0,6 %) 1 (0,06 %)
AyTOIMYHHHH THPeOiTHT 4 (0.3 %) 0 (0 %)

“ Y rpyni fikyBaHHS TpacTy3ymaGoM mpoTsroM 1 poky Cepe/iHsl TPUBAIICTh CIIOCTEPEKEHHS
craHoBunal 2,6 MicariB.

P Yacrora moGivHuX peaxuiii 3-ro a6o BHIe CTYNEHs TAXKKOCTI cranHoBhIa < 1 % B 060X rpynax
OO0 KOKHOTO MEPeiueHoro TepMina.

¢ I'pynoBi TepMiHH BHIIOro piBHS.

Y nmocnimkenni 3 Takok OyJI0 NPOBEIEHO TNOPIBHAHHS 3-THKHEBOTO PEeXKHMY JIKYBaHHS
TpacTy3yMaboM MHpoTsaroM 2 pokiB Ta mporsaroM 1 poky. Yactora Ge3cHMITOMHOL CepLUeBOT
aucdynknii Oyna MmiABHIIEHOW Y TPy JTiKyBaHHS TpacTy3symabom mnporsirom 2 pokis (8,1 %
npotu 4,6 % y rpyni JikyBaHHS Tpacty3ymabom mpotarom 1 poxy). V GinbmocTi marmieHTis
crocrepiranacs ImoHalimMenIe oaHa no6iuHa peakiuis 3-ro abo BHIe CTYNEHS TSKKOCTI Y IpyIIi
JIKYBaHHA TpacTy3ymaGoMm mpotsrom 2 pokis (20.4 %) IIOPIBHSAHO 3 TIPYNOI0 JIiKYBaHHS
Tpactyzymabom mpotsarom 1 poky (16,3 %).

HMani  nocnizxens 1 Tta2 mogo Gesmeku Oyam orpumani Big 3655 MALIEHTIB, 3 SKHX
2000 oTpumyBami TpacTy3ymad: cepemHs TPHBATICTH JIKYBaHHS CTaHOBWIA 51 THIKIEHb.
Cepenwiit Bik cranosus 49 pokis (gianason: Bia 24 10 80); 84 % manienTis Oy npecTaBHHKAMH
€BPOIEOIIHOT pacH, 7 % — Herpoianoi, 4 % Oy.M JTaTHHOAMEPHKAHCHKOTO TTOXOLKEHHS Ta 3 Y% —
BHXIALAMH 3 A3il,

Y nociizukenHi 1 mijx yac Ta mpotsarom 3 Micsis TikyBaHHS 6y 3apeecTpoBaHi modiuHi edexTH
3-5-ro cTymens, noB’s3aHi 3 JIKYBaHHAM eeKTH 2- rO CTYIEHS Ta 3a1MIIKA 2—5-ro CTYNEHS
TsOKKOCTI. Husxdgenaseseni Hekapianshi nobGiuni peaxiii 2—5-ro CTYHEHA TSKKOCTI BUHHKAIH
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npuHaiMHi na 2 % wuactime cepei MAL€HTIB, SKi OTpUMYBATH TpacTysymad pazom i3

XiMioTeparmieio, MOpiBHSAHO 3 IPYNOK TiMBKH XimioTepanii: Brommosamicts (29.5 % mnpotu
22,4 %), indexuis (24,0 % nporu 12,8 %), npunmusn (17.1 % mpotn 15.0 %). anemist (12,3 %
npotu 6,7 %), samuuika (11,8 % npotu 4.6 %), Bucunanns/necksamaris (10,9 % npotu 7.6 %),
nefikontenis (10,5 % nporu 8.4 %), meltrponenis (6.4 % nporu 4,3 %), rososuuii 6i16 (6,2 %
npoti 3.8 %), 6i1b (5,5 % npotu 3,0 %), HaGpsik (4,7 % npotu 2,7 %) Ta Gesconns (4,3 % pOTH
1,5 %). Binbmmicts 3 mux siBuLL Oy:u 2-ro CTYNeHs TAKKOCTI.

Y nocnimxenni 2 omucani HacTymHi moOiuHI peakuii: remaronoriuHa TOKcHuHicTH 4 Ta
5-T0 CTYNMEHS TSHKKOCTI, HEreMartoIoriuHa TOKCHYHICTH 3—5-T0 CTYIEHS TSDKKOCTI, OKpeMmi
T0B’53aHi 3 €0 TAKCAHiB TOKCHYHI peakuil 2—5-ro cTymens TsKKOCTi (Miaris, apTpaurii, 3MiHH
HIFTIB, MOTOpHa HeHpomaris, ceHcopHa HeHpomaris) Ta KapAiOTOKCHYHICTH 1-5-T0 CTYIICHS
TSDKKOCTI, 110 BUHMKAIH IMi/1 yac XimioTepanii Ta/a6o nikyBanus TpacTy3ymadom. Hukuenaseneni
HeKapianbHi no0iuni peakuii 2-5-ro CTymeHs TSKKOCTI, MO BHHMKAIM npuHaiiMui Ha 2 %
Jacrile cepes| MAUi€HTIB, sIKi OTPHMYBAIH TPAacTy3ymad pasom i3 ximioreparmiero, MIOPIBHSHO 3
PYOIO IAIEHTIB TLTHKK Ha XimioTepanii: aprpairis (12,2 % npotu 9,1 %), 3Minu HIrTiB (11,5%
npotH 6.8 %), 3aaumka (2,4 % npotu 0,2 %) ta giapes (2,2 % npotu 0 %). BilbmicTs 3 MHX SBHII
OyaH 2-10 CTYNEHs TSKKOCTI.

Jlani mono Gesneku pocimimkents 4 BiAoGpa)aioTh BILIMB TPacTy3ymaly SK YacTHHH pexKUMY
ar'1oBaHTHOI Tepanii y 2124 nauieHTis, ki OTpUMATH NpHHANME] OHY 103y JOCITIKYBaHOTO
npenapary (cxema mikyBanHst AC-TH: n=1068; cxema TCH: n=1056). 3aramom cepemss
TPUBAIICTB JIiKyBaHHA cTaHOBHJIA 54 TwkHI B 060X rpynax (AC-TH ta TCH). Cepeans KibKicTs
ingys3iit cranosmaa 26 y rpyni AC-TH ta 30 y rpyni TCH, BKIHOYQI0UM MOTHKHEBI iH}y3il mix
4ac (asu XimioTepanii Ta BBeJIGHHS KOKHI TPH THXHI y TIepioJ MOHOTEpaIIi. Cepenniif BiK mux
nauienTis cTaHOBHB 49 pokiB (ziamasom Bin 22 no 74 pokie). YV jociimkenni 4 npodine
TOKCHYHOCTI OyB MOIOHMM 10 MOKa3HHKIB, OTPHMMAaHUX Y JOCIDKEHHSX |, 2 Ta 3 3a BHHATKOM
HHU3bKOI 4aCTOTH 3aCTiHHOI ceplieBoi HenocTatHocTi y rpymi TCH.

Hocnidowcenns memacmamuyno2o paxy MoA04HOI 3a103u

Haseneni mwxue nami BinmoGpaxaioTh BIUIMB TpacTysymaly B OXHOMY paHIoMI30BaHOMY
BIIKDHTOMY JoCTibkenHi (qocnimkenni 5) Ximiotepanii 3 TpactysymaGom (n=235) abo Ge3
HBOTO (N =234) 3a y4acTIO Nalli€HTIB 3 METACTATHYHHM PAKOM MOJIOUHOT 341034 Ta B OJIHOMY
HETOPIBHSIBHOMY JI0CIIUKeHHI (10CIiDKeH s 6, n = 222) 33 yYaCTIO MALIEHTIB 3 METACTATHYHIM
PaKoM MOJIOYHOI 3aJ103H. Y TaOnui 4 npeacTaBIeHo AaHi J0CTiUKeHb 5 Ta 6.

Cepeaniii ik manientis (n = 464), akux JiKyBaIH y pamMKax J0C/IUKEHHS 5, CTAHOBUB 52 POoKHu
(mamazon: Bim 25 mo0 77 pokiB). BiciMmecaT 1eB’sTh BiICOTKIB Oynu mnpeacTaBHHKAMH
€BPOMNEOIAHOI pacH, 5 % — Herpoinnoi, 1 % — BUXiAMH 3 A3il Ta 5 % Hajgexanu A0 iHIIHX
pacoBuX/eTHIYHEX rpyn. Bei mamientn oTpuMmyBain no4aTKOBY 103y Tpacty3ymaly 4 mr/kr 3
HACTYMHAM BBEJCHHAM 2 MI/KI IIOTHXHA. YacTka nNauieHTis, sKi OTpUMYBaIH JiKyBaHHS
TPAcTy3yMabOM MpoTAroM > 6 micsuiB Ta > 12 micsuis cranoButa 58 % ta 9 % BiamoBiIHO.
Cepex 352 nauieHTiB, SKHX JHIKyBaIH B paMKaX IOCIi/DKEHb OIHONO TKapchKOro 3acody
(213 mamientis y nocmimkenni 6) cepeauiit Bik cranosus 50 pokis (ianazon Bix 28 1o 86 POKiB),
86 % Oynu npesicTaBHUKAMH €BPOIIEOiTHOT pacH, 3 % — HerpoinHoi, 3 % OyaH BEXIALAME 3 A3il
Ta 8 % Haje)anu 10 IHIAX PacoBHX/eTHIYHMX TpyN. Bimbmicrs namieHtis oTpuMyBsau
TpacTy3ymad y mouaTkoBiif 1031 4 MI/Kr 3 HAaCTYIIHHM BBeJCHHSM 2 MI/KT IOTHKHS. YacTka
NAU€HTIB, AKi OTPUMYBAIIM JIiKYBaHHS TPACTy3yMaBoM MPOTSToM > 6 Micawis ta > 12 Micsuis
cra”osuiia 31 % Ta 16 % BianosiaHo.

Tabmuus 4
Yacrora moGiukmx peaxiiif, mo BUHUKIM y > 5 % namienTis y xoxi HEKOHTPOJIbOBAHHUX
JI0CITiJUKEeHb, a00 IPH I1i/IBHIEHH] YaCTOTH Y IpyIi TpacTy3ymaby (1ociimkerHs 5 Ta 6)

0

v-} 4

!

Omn Tpacrysymao Tineku Tpacty3ymad | Tineku
npenapar® cob + maKsiTaKcesn - AcCt
(n=352) | maknitakcen (n =95) AC? (n=135)
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40

(n=91) (n=43)
3aranbHi peakirii
bine 47 % 61 % 62 % 57 % 42 %
Acrenis 42 % 62 % 57 % 54 % 55 %
JInxomanka 36 % 49 % 23 % 56 % 34 %
03100 32% 41 % 4% 35% 11 %
IonoBuwmii 611k 26 % 36 % 28 % 44 % 31 %
Binb y xuBoTI 22 % 34 % 22 % 23 % 18 %
bigb y ciuni 22 % 34 % 30 % 27 % 15 %
[HOeKIis 20 % 47 % 27 % 47 % 31 %
I"punonomiOuuit cuHIpOM 10 % 12 % 5% 12% 6 %
Bunankosa TpaBma 6 % 13 % 3% 9% 4 %
AJnepriyHa peaxiis 3% 8 % 2% 4% 2%
3 OOKY CepieBo-CYAMHHOT
CHCTEMH
Taxikapzais 5% 12 % 4% 10 % 5%
3acriiina cepieBa 7% 11 % 1% 28 % 7%
HEJIOCTATHICTh
3 60Ky TpaBHOI CHCTEMH
Hynora 33 % 51 % 9 % 76 % 77 %
Jiapest 25 % 45 % 29 % 45 % 26 %
bitoBanHs 23 % 37 % 28 % 53 % 49 %
Hynora i 6moBanHs 8 % 14 % 11 % 18 % 9 %
AHOpekcist 14 % 24 % 16 % 31 % 26 %
3 Ooky xpoBi Ta
miMpaTHYHOT CHCTEMH
AHeMis 4 % 14 % 9% 36 % 26 %
Jlelikonenis 3% 24 % 17 % 52 % 34 %
3 Goky MeTaboizmy
[lepudepuuni HaOpsku 10 % 22 % 20 % 20 % 17 %
HaOpsik 8 % 10 % 8 % 11 % 5%
3 GOKY KICTKOBO-M’A30BO1
CHCTEMU
bise y KicTkax 7% 24 % 18 % 7 % 7 %
Aprpairis 6 % 37 % 21 % 8 % 9 %
3 BoKy HEPBOBOI CHCTEMH
be3conns 14 % 25 % 13 % 29 % 15%
3anamMopoUueHHs 13 % 22 % 24 % 24 % 18 %
[lapecTesii 9% 48 % 39 % 17 % 11 %
Henpecis 6 % 12 % 13 % 20 % 12 %
[Tepudepuunuit HeBpUT 2% 23 % 16 % 2% 2%
Heitponaris 1% 13 % 5% 4% 4%
3 0OKY JUXaNbHOL
CHUCTEMH
[Tocuenuii kamen 26 % 41 % 22 % 43 % 29 %
3anuika 22 % 27 % 26 % 42 % 25 %
Punit 14 % 22 % 5 % 22 % 16 % |
Dapuurit 12 % 22% 14 % 30 % 18%
Cunycut 9% 21 % 13 % 6 %

1% |,
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3 Boky mKipu /
Bucunanus 18 % 38 % 18 % 27 % 17 %
IIpocTuii repriec 2% 12 % 3% 7 % 9 %
AxHe 2% 11 % 3% 3% <1%

3 ©Goky  cedocTtareBoi

CHCTEMH

[Hexkiis  ceyoBUBIAHUX 5% 18 % 14 % 13 % 7%
HUIAX1B

* Hani momo TpacTy3ymaly SIK OJHOTO Mpenapary oTpuMaHi y 4 JOCTUDKeHHSX, BKIFOYAI0YH
213 nauienTiB nocmipkenns 6.
® AHTpatmKiin (10kcopyGinun aGo enipyGinuy) Ta uukIogochamis.

Memacmamuynuii pax wiynra

Haseneni Hibk4e [aHi IpPyHTYIOTBCS Ha 3acTOCYBAHHI Tpacty3ymaly B KoMmOiHamii 3
(ropripumizunaom (kamenurabiHoM a6o S-(TopypaurioM) Ta MUCIIATHHOM (AOCTiKeHHS 7)
294 manienram. V rpyni tpacTy3ymaly 3 ximiorepamieto (XT) mouarkosy 103y Tpacry3ymaby
8 MI/Kr BBOMIH B 1-i IeHB (10 XiMioTepartii) 3 mogansImmM BBEIEHHSM 6 MI/KT KoxkeH 21 1eHs
70 TporpecyBaHHs 3axBoproBaHHsS. Ilucriatun BBOmMNM y m03i 80 mr/m’ y 1-if zeHs, a
¢ropuipuminun BBoMIH ab0 AK Kanerwmrabin 1000 Mr/M* mepopansHo mBiui Ha 100y 3 1-T0 10
14-ro mus, abo sik 5-¢ropypaunn 800 mr/m*/moby y BHrISLI] OesnepepBHOi BHYTPIIIHBOBEHHOT
iHQy3ii 3 1-ro 10 5-ro aug. XimioTeparis NpoBOAMIACS MPOTArOM IECTH 21-TeHHUX IHKIIB.
Cepenus TpuBaticTh JNiKyBaHHA TpacTy3ymaOom craHoBuaa 21 THKISHDB; cepelHs KiTbKICTh
indys3ii Tpacty3ymaly cranosuna 8.

Tabmuus 5
Hocnipkenns 7: YactoTa moSidHMX peakiliil yeix cTyIeHiB TSKKOCTI (PI3HHILT 9acTOTH MiK
rpynamu > 5 %) abo 3/4-ro crynens THKKOCTI (PI3HHIE 9acTOTH Mik rpynavu > 1 %) ta 6imbi
BHCOKA 4acTOTa Y Ipylli Tpacty3ymaly

Cucrema opratismy/no6iuxa Tpacryzymab + XT XT
peakiis (n=294) n (%) (n=290) n (%)
Yei Crynisb VYei Crynine

CTyTIEHi TSOKKOCTI 3/4 CTyIeHi TSOKKOCTI
TSOKKOCTI TSOKKOCTI 3/4

JlaGoparopHi nocnipkenns

Helitponenis 230 (78) 101 (34) 212 (73) 83 (29)

['inoxamiemis 83 (28) 28 (10) 69 (24) 16 (6)

Anemis 81 (28) 36 (12) 61 (21) 30 (10)

TpomOoumToNEHIs 47 (16) 14 (5) 33(1D) 8(3)

Posmanu 3 Goky kpoBi Ta

niMdaTHYHOT CHCTEMH

DebpuiibHa HEHTpOEH s - 15 (5) - 8(3)

Posnanu 3 00Ky TpaBHOI cucTEMH

Jiapest 109 (37) 27 (9) 80 (28) 11 (4)

Cromarur 72 (24) 2(1) 43 (15) 6(2)

Hucdaris 19 (6) 7(2) 10 (3) 1(£1)

3arainbHi peakuii oprasizmy

BrommoBanicTs 102 (35) 12 (4) 82 (28) 7(12)

JIuxomanka 54 (18) 3(1) 36 (12) 0(0)

3ananeHHs CIH30BUX 000IOHOK 37 (13) 6(2) 18 (6) 2(1)

03100 23 (8) 0 (0) 0(0)

1(<1)
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Posnanu 3 Ooky merabolizMy Ta

XapuyBaHHs
3HUKEHHs MACH T1J1a 69 (23) 6(2) 40 (14) 7(2)
Indexuii Ta iuBasii

[adexmii BepxHIX AUXATIBHHX 56 (19) 0 (0) 29 (10) 0 (0)
LLISIXiB

Hazogapunrit 37(13) 0 (0) 17 (6) 0 (0)

Poznanu 3 OoOKYy HHpPOK _Ta
CCYOBMBI/IHMX [LIAXIB

HupkoBa Henmocrarnicte Ta| 53(18) 8(3) 42 (15) 5(2)
nopymenHs GyHKUii HEPOK
Posmanu 3 GOKY _ HEpBOBOI
CHCTEMH

Jlucres3is 28 (10) 0 (0) 14 (5) 0(0)

Hukde mpescraBieHoO JOJATKOBI JeTali CTOCOBHO MOGIYHMX pEaKIlii, IHO CHOCTEPIraaucs y
KIIHIYHHX ~ JOCII/DKEHHSX a1 IOBAHTHOI Tepamii paky MOJOYHOI 3aj103H, JIKyBaHHS
METAaCTaTHYHOTO PaKy MOJIOYHOI 3all03M, METAacTaTHYHOrO paky IuIyHKa abo y mnepion
nicasipeecTpamiiHoOro 3acTOCyBaHHA.
Kapoiomionamis
[lepioquune Bu3HavenHs Qynkuii cepus (PBJIII) nposoaunocs y X0 KIHIYHUX T0CITIDKEHD
QJUIOBAHTHOI Tepamii paky MOJTOYHOI 3ai03u. Y JOCHKEHHI 3 CcepeiHs TPHUBATICTH
criocrepekenns craHosuina 12,6 micsuis (12,4 micani B rpyni cnoctepexenns; 12,6 micauis y
rpymi JiKyBaHHSA TpacTy3ymabom mpoTsroM 1 poky); Ta y gocimimkenssx 1 ta 2 — 7,9 pokis y
TpyII, 10 OTpUMYBAJIa Tepamito: JokcopyOimH, uukinodochamig 3 HACTYITHUM 3aCTOCYBAHHSIM
nakmrakceny (AC-T), 8,3 pokiB y rpyni Teparii: nokcopy0imus, rknodocdami + nakmitakce
3 TpacTty3ymabom (AC-TH). V nocaimxenssax 1 1a 2 6 % ycix paHaoMizoBaHHX MAIi€HTIB, SKHM
oninosama OBJII micns 3acrocyBanns peskumy AC (1okcopyOinus, mukinodocdamin), e 6yino
J03BOJICHO PO3MOYHHATH JIKYBaHHS TpacTy3ymMaOoM Mic/s 3aBepIleHHs XiMioTepamnii B peKuMi
AC yepes cepreBy auchynkuito (PBJIII < auxuboi Mexi nopmu (HMH) ado 3nwkenns OBJILI
Ha > 16 MyHKTIB BiJl BUXiJIHOTO PiBHS HA MOMEHT 3aKinueHHs 3actocyBanus AC). [Ticns mouyarky
Tepanii Tpacty3ymaboMm HacToTa BIieplie BHABICHOT quchyHKIIT Miokapaa, mo o6Mexye 103y,
Oyna BHINOIO Cepel MalicHTIB, sIKI OTPUMYBAIH TpacTy3yma® Ta MakIiTaKCel MOPIBHAHO 3
nanieHTaMH, AKi OTPUMYBAIH TiNBKH MakiiTakcen (MociiukeHHs 1 Ta2), Ta y mamieHTiB, SKi
OTPUMYBAIH MOHOTEpANil0 TpacTy3ymMaboM MpOTATOM | pOKY, MOpIBHAHO 3 TPYIOIO
crioctepekeHns (aocaiukenna 3) (muB. Tabauiro 6). Yacrora Bhmepuie BHABICHO! cepreBoi
muchyHkuii, Bu3Ha9eHoi 3a nokasaukom OBJIILLL 3anmuuranacs nogiGHOK TaHUM CIIOCTEPEKEHHS
cepesHboio TpuBaIicTiO 2 poku y rpymi AC-TH. [leit anani3 Tako BHSBHB JI0Ka3H 3BOPOTHEOIO
PO3BUTKY AUCYHKLIT JiBoro mutyHowka cepisi: y 64,5 % mauientis rpymu AC-TH, y skux
CIIOCTEPIraiucs CHMITOMHM 3acTiffHOT CepIeBOi HENOCTATHOCTi, CHMITOMM OYIM BiiCYTHI
HANPUKIHII Tepioxy cnoctepexeHHs, a y 90,3 % crnocrepiramocss moBHe abo YacTKOBeE
BigHOBIeHHS DBJIILIL.

Tabmuus 6°

Yacrota Brepuie BusBJIeHOT AncyHKIiT Miokap/a (3a mokasaukom OBJIL) y
pocaipkenusx 1,2, 3 ta 4

OBJIII < 50 % Ta abcoIOTHE 3HUKEHHS Bij AOCOoMOTHE 3HUKEHHS
BUXITHOTO PiBHS OBJIIII
OBJIII 3HIKEHHS SHIKEHHS <20 % Ta >20%
<50 % Ha > 10 % Ha> 16 % >10%
Hocaipkenns 1 ta 2P¢ 7

—
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\Q, L

AC—TH 23,1 % 18,5 % 11.2% 379 % 8.9%
(n=1856) (428) (344) (208) (703) (166)
AC—T 11,7 % 7,0 % 3,0% 22,1 % 3.4%
(n=1170) (137) (82) (35) (259) (40)
Hocaijkenns 39

Tpacty3ymalb 8.6 % 7.0 % 38% 22,4 % 3.5%
(n=1678) (144) (118) (64) (376) (59)
['pyna

CIIOCTEPEIKEHHS 2,7% 2.0% 1,2 % 11,9 % 1,2%
(n=1708) (46) (35) (20) (204) (21)
Jocnixrenns 4¢

TCH 8.5% 5,9 % 3.3% 345 % 6.3%
(n=1056) (90) (62) (35) (364) (67)
AC - TH 17 % 13.3 % 9.8 % 44.3 % 13.2%
(n=1068) (182) (142) (105) (473) (141)
AC—-T 9.5% 6.6 % 3.3% 34% 5,5%
(n=1050) (100) (69) (35) (357) (58)

* Ioxii y nocmipkennsx 1, 2 ta 3 migpaxopani Bil moYaTKy JTiKyBaHHS Tpacty3ymabom. [lonii y

JOCITIIKeHH] 4 miapaxoBani, TOYHHAIOYH 3 JaTH pangomi3artii.

® Peskumu JTiKyBaHHS y A0CTiDKeHHax | Ta 2: sokcopy6inue Ta maknopochamia 3 HacTymHEM

3acTocyBaHHsM nakitakceny (AC — T) abo makiitakceny 3 Tpactyzymadom (AC — TH).

¢ CepeHsi TPHBAIICTH CHOCTEPEKESHHS y JOCTIDKeHHAX 1 Ta 2 y NO€HaHHI cTaHOBHIA 8,3 poKy

y rpyni AC — TH.

¢ Cepenst TpuBasicTs coctepeskenns 12,6 Micsin Y TpYIIi JTIKYBaHHS TPacTy3yMaboM MpoTAroM

1 poky.

¢ Pexxumu nikyBamHs y mocaimkenmi 4: aokcopyGiumH Ta mukinodochamin 3 HacTyIHUM

3actocyBaniam aouerakceny (AC —T) abo momerakcemy 3 Tpactysymadom (AC — 1HY;

AoneTaKce Ta Kapodomiarus 3 Tpactyzymabom (TCH).

Hacrora 3acTiliHOl cepLeBOi HEJOCTATHOCTI, MO BHHUKIA T 9ac TIKyBaHHS TMAUi€HTIB y XOIi

JIOCII/PKEHb METACTATHIHOTO PAKy MOJIOYHOI 3anmo3H, GyJ1a po3moiieHa 3a CTYIICHEM TSIKKOCTL

3rizHo 3 Knacudikamiero Hero-Mopkeskoi kapiotoriunoi acoriarii (xmacu I-1V, ne IV — pisens

HAUTSOKYOI cepLeBol HeZocTarHoeTi) V J0CTIIKeHHAX MeTacTaTHIHOTO pPaKy MOJIOYHOI 3a103H

BIPOTIJHICTH cepueBoi auchyHKUiT Oyaa HABHIIOW y NALi€HTIB, SKi OTPHMYBAIIH TPACTy3ymad

OJIHOYACHO 3 aHTPAIHKIIHAMH.

Y mocnizkenni 7 5,0 % mauientis rpymu tpacrysymaGy 3 Ximiorepamieio nopiBusHo 3 1,1 %

NALIEHTIB TPYMH Timbk Ximiorepanii Mamu 3mavenus OBJII mmxue 50 % 3 a6COMOTHHM

sHukeHHAM OBJII Ha > 10 % Bin 3HaueHHs, sIKe COCTEPIranocs 10 JiKyBaHHs.

Inghysiini peaxyii

Y Xoxi KIHIYHUX JOCTi/DKeHb Mifl Yac nepuIol iHdys3it TpacTy3ymaldy HaifuacTillle peecTpyBain

TaKi CHMITOMH SIK JTHXOMaHKa Ta 03HOO, IO BHHHKATH y 40 % mauientis. s TiKyBaHHSA

CHMIITOMIB 3aCTOCOBYBANM ateTaMiHO(eH, audenriapamin Ta MenepHIuH (13 3MEHIIEHHSM

mBHAKOCTI iH(DYy3ii Tpacrysymaly abo Ge3 HBOro): OCTATOYHOro MPUMIMHEHHS 3aCTOCYBAHHS

Tpacty3ymaly uepes indysiiini peaxuii moTpedyBamu < 1 % mamienTin. Inmi osmaku Ta/ado

CHMITOMH BK/IIOYATH HYJOTYy, OutoBaHHA, Oinb (y JSKHX BHNAAKAaX B 0OMacTi myXiuHmM),

PHMTiIHICTE M’S3iB, roMOBHHI Giib, 3allaMOPOYEHHS, 3a/IMIIKY, apTepiaibHy TilOTEH3iI0,

NiJABUIICHHIT apTepiaibiuil THCK, BHCHITAHHS Ta aHEeMilo. Ingysiiini peaxkuii Bunuxamm y 21 % Tta
N A
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35 % mauientis Ta Gy.1u ToKKEMH Y 1,4 % Ta 9 % BHNAKIB mix yac Apyroi Ta HACTYIHEX iHy3iii
TpacTy3ymaly, 1110 3aCTOCOBYBaBCs y MOHOTepaii abo y komGinauii 3 XimioTepaniero BifnosiHo.
Y micasepeectpaniiinoMy nepiozi MOBiIOMISIIOCS Mpo TsKKi iHY3iitHi peakuii, BKITIOYaIOYH
TinepuyTIMBiCTh, aHadinakciio Ta aHr0HeBPOTHIHMIA HAOPSK.

Anemia

Y  paHIOMi30BaHHX KOHTPONIBOBAHMX KIHIYHMX JOCTIDKEHHSX 4YacToTa aHeMii Oyna
MiBUILEHOK Yy IPYTIi TMAMieHTiB, sSKi OTpHMyBaIH TpacTy3ymab 3 XiMiorepamieio MOPIBHSHO 3
THMH, XTO OTPHUMYBaB TUIbKH Ximiorepamito: 3aranmom (30 % mpotu 21 % [mocmimkenns 5]),
aHemii 2-5-ro CTynmens TAKKOCTI BiANOBIAHO 10 €AMHAX TEPMiHOMOTIUHIX KPUTEPIIB MOGIUHIX
peakuiif Harionansroro inctutyty paky (National Cancer Institute-Common Toxicity Criteria,
NCI-CTC) (12,3 % npotu 6,7 % [nocimkenns 1]) ta anemii, mo norpeGysaia remorpancdysii
(0,1 % nporu 0 namienTiB [nocmimxenns 2]). [Ticns 3acTocyBanHs TpacTy3ymaly K MOHOTeparii
(mocrmiukeHHs 6) wactota aHemil 3-ro crymens Tskkocti 3a NCI-CTC cramouma<1%. ¥V
OCITi/DKeHH] 7 (MeTacTaTHUHHMIl pak MUIYHKa) Y TPYIl TpacTy3yMaly NOPIiBHSHO 3 IPYIIOIO TLIbKH
XimioTepanii 3aragbHa dactora amemii craHoBmna 28 % mopisHsHO 3 21 % Ta amemii 3/4-
ro crynesst TskkocTi 3a NCI-CTC cranoeuna 12,2 % nopisuszo 3 10,3 %.

Hetimponenis

Y paH/I0Mi30BaHHX KOHTPOJIBOBAHHMX KIHIYHMX JOC/TIVKEHHSX a1 OBAHTHOI Teparii 4acTtoTa
Heiitponenii Oyna miaBuIieHOIO y Trpynmi DANi€HTIB, fAKi OTPHMYBamH Tpactysymab 3
XiMiOTepari€io MOPiBHAHO 3 THMH, XTO OTPHMYBAaB TLIBKHM XiMIOTEpamifo: 4—5-ro cTymeHs
tsukkoeti 3a NCI-CTC (1,7 % nporu 0,8 % [mocnimxkenns 2]) Ta Heiitponenis 2—5-ro cTyneHs
TSOKKOCTL (6,4 % npotu 4,3 % [nocmikenss 1]). Y pangomizoBaHOMY KOHTPOJILOBAHOMY
JOCHI/DKEHHI 32 YYacTIO MAIEHTIB 3 METACTATHYHMM paKOM MOJIOYHOI 3Ql103H YacTOTa
HEHTpOMeHii Takoxk Oy/Ia MiABHINEHO y MAII€CHTIB, PAHIOMI30BAaHUX Y IPYIy TpacTy3ymaly 3
Mi€IOCYNIPECHBHOIO XiMiOTEpaMielo MOPIBHAHO 3 IPYIOIO TilbKH XimioTeparii: 3/4-ro CTYIEHS
msokKocti 3a NCI-CTC (32 % npotu 22 %), deGpunsna neitrponenis (23 % npotu 17 %). ¥
AocHi/keHH] 7 (MeTacTaTHYHUil pak NUTyHKa) y TPyl TpacTy3ymaly MOpIiBHAHO 3 TPYIIOO TiIbKH
XimioTepamii wacrota Helitpomenii 3/4-ro crynmens tskkocti 3a NCI-CTC  craHoBmia
36,8 % nopisusno 3 28,9 %; hebGpunbHoi HeliTporenii — 5,1 % nopiHsHO 3 2,8 %.

Ingheryis

Hacrora indekuiii 3aranom Gyna BHIIOW y Ipymi NMAINEHTIB, sIKi OTPUMYBAIH TpacTy3ymad 3
XiMiOTepami€lo MOPIBHSHO 3 THMH, XTO OTPHMYBAB TiNbKH XimioTepamiio (46 % mpotu 30 %
[mocnimkenns 5]), indexuii/pedpunsna HeliTporenis 2-5-ro crynens Tsxkocti 3a NCI-CTC —
24,3 % npotu 13,4 % [nocrimrenna 1] ta indexuin/pebpuapna neiitpornenis 3—5-ro cryness
TsoKKoCTi — 2,9 % mpotn 1.4 % [mocmimkenns 2]. B ymoBax am’ioBaHTHOT Tepanii HaUbGiIbII
4acTolO MoKanizaui€ero indexuii Oym BepXHi MXaTbHi IUISXH, MIKipa Ta CeYOBHBITHMIT TPAKT.

Y nmocmiukenni 4 3arambHa wactoTa iHQekuii Gyaa BUINOK MpH A0XaBaHHi TpacTy3ymaldy 10
cxemu AC-T, aze ve 10 TCH [44 % (AC-TH), 37 % (TCH), 38 % (AC-T)]. Yacrora indexwuii 3—
4-ro crynens Tsukkocti 32 NCI-CTC B ycix Tpsox rpymnax Gyna mosi6moro [25 % (AC-TH),
21 % (TCH), 23 % (AC-T)].

Y panioMizoBaHOMY KOHTPOJIBOBAHOMY JOCIIKEHH] JTIKYBAHHSL METACTATUUHOTO PaKy MOJIOYHOT
3aJ1031 3apeecTpoBaHa acToTa (pedpuiibHoi HefiTponenii Oya Buue (23 % npotu 17 %) y rpymi
MAMIEHTIB, SKi OTPUMYBAIM TPACTy3yMad y KOMOIHALLT 3 Mi€TOCYIPeCHBHOIO XiMioTeparTiero, Hisk
y TPymi TUTBKH XiMioTeparrii.

Jlezenesa moxcuunicmo

A'IOBaHTHA Teparlis paKy MOJIOYHOI 3a/1031

Cepex xiHOK, Ki OTPHMYBAIH a1’ FOBAHTHY TEPAIiIO PAKy MOJOYHOT 31031, YACTOTA JErCHEBOT
TOKCHYHOCTI OyJ1a BUILOIO y PYII MAIli€HTIB, SIKi OTPHMYBaIH TpacTy3ymal 3 XiMioTepartiero, Hix
Y Tpymi TiTbKH XimMioTepanii: 2-5-ro crymens Tsukkocti (14,3 % npotn 5,4 % [nocmimkerns 1]),
3-5-ro crymens tsmkkocti 3a NCI-CTC Ta samumks 2-ro CTymeHs TSKKOCTI 33 CHOHTAHHHME
nosiomneHHsMA (3.4 % nporu 0,9 % [gocmimkenns 2]). Haifgactimme mpossoM jereHeBoi
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ToKeHyHOCTI Oyna 3ajumika: 2-5-ro crymenst Tskkocti 3a NCI-CTC — 11,8 % npotu 4,6 % L//
[rocmimkenns 1]; 2-5-ro erynens suxkoceti 3a NCI-CTC — 2,4 % nporu 0,2 % [nocaimvkenns 2],
[Tesmonit/nerenesi inditsrpatn Buauk y 0,7 % namieHTis, sKi oTprMyBaNH TpacTy3ymad
nopiBusAHO 3 0,3 % THX, XTO OTPUMYBAB TUIBKH XiMioTepanio. JleTansHa THXanbHa HeJIOCTaTHICT
PO3BHHYJIACS y 3 NALUEHTIB, SKi OTPUMYBATH TpacTy3ymad (y OIHOTO AK YaCTHHA MOJIOPraHHOL
HEIOCTATHOCTI) MOPIBHAHO 3 | mamieHToM y rpymi TiTbKH XiMioTeparii.
Y jociipkenni 3 cnocTepiranocst 4 BUMAAKH IHTEPCTHIHATEHOTO THEBMOHITY Y TPyl JIKYBaHHS
TPacTy3yMaboM NpoTaroM 1 poky MopiBHAHO 3 BICYTHICTIO TAKOTO y TPYTI CIIOCTEPEKEHHS TPH
CepelHil TPUBATOCTI criocTepeskeHHs 12,6 Micsis.
MeracTaTuyHuii pak MOJIOYHOT 331034
Cepen *iHOK, AKi OTPHMYBAJIH JIKYBaHHS 3 NPHBOAY METACTATHYHOIO PAKY MOJIOYHOI 3a7103H,
4acToTa JICreHEeBOI TOKCHYHOCTI Takox Oyna MiZBHMINEHOW. Y mepiojl micisipeecTpaniiHoro
3aCTOCYBAHHS MOBIZOMISIIOCA PO NoGiuHi edekTH 3 GOKY AMXATBHOI CHCTEMH SK HaCTHHY
CHMITTOMOKOMILIEKCY iH(Y3iiianx peakitiii. Jlerenesi yCKiIaaHEHHs BKIIOHAIOTh OPOHXOCHA3M,
TIIOKCII0, 3aIUIIKY, JereHeBi iHQLIBTPaTH, eKcynaT y TNOPOXHHHY IUICBDH, HeKap1ioreHHuH
HAOpAK JIET€Hb TA IOCTPUI pecripaTOpHHl IHCTpec-CHHAPOM. JIeTaqbHUil ONMHC BHKIAAEHO y
po3imi «OcobIHBOCTI 3aCTOCYBAHHS.
Tpombos/embonia
3 4 paHIOMI30BaHUX KOHTPOJIBOBAHHX KJIIHIYHHX JOCIi/DKEHb y TPHOX YaCTOTA TPOMOOTHYHHX
NOGIYHMX sIBUIN GyJTa BHINE Y TPYIi MALIEHTIB, AKi OTPUMYBAIH TPACTy3yMal 3 XimioTeparnieio
NOPIBHAHO 3 TPYNo0 Tilbku Ximiotepamii (2,6 % nporu 1,5 % [mociimkenns 1], 2.5 % Ta
3,7 % npotu 2,2 % [nocmimkenns 4] ta 2,1 % nporn 0 % [nocnimkenns 5]).
Hiapes
Cepent KiHOK, sIKi OTpHMYBaJIH a1’ FOBAaHTHY TEPAIi0 paKy MOJIOYHOI 37031, 4acToTa Aiapei Oyna
BHIIOIO Y IPYII MAUIEHTOK, Ki OTPHMYBAIM TPACTY3yMal, NOPIBHIHO 3 KOHTPOILHOIO TPYIIOK:
miapesi 2-5-ro crynens TskkocTi 32 NCI-CTC — 6,7 % npotu 5.4 % [mocsimkenns 1], xiapes
3—35-ro crynmens Tsokkocti 3a NCI-CTC - 2,2 % nporu 0 % [nocnimkenns 2] Ta miapei 1—4-ro
crynens TskkocTi — 7 % npotu 1 % [nocmimkenns 3]. ¥ aoctimkenHi 4 yactora miapei 3—4-ro
CTYNEHS TAKKOCTI Oyna BHINE Cepell XKiHOK, fIKi oTpumyBanu Tpactysymad [5,7 %y rpymi
AC-TH, 55% y rpyni TCH nporn 3,0 %y rpyni AC-T]; wacrora miapei 1-4-ro crynens
TOKKOCTI Takoxk Gyma suime [51 %y rpyni AC-TH, 63 %y rpyni TCH nporu 43 % y Tpymi
AC-T]. [Miapest cnoctepiranacs y 25 % naunieHTiB, $Ki OTpHUMyBatM TpacTy3ymab s
MOHOTEpAIIiIO JUIsl TIKYBaHHS METACTATHIHOTO paky Moso4Hoi 3a103u. [Tisuimena sactora aiapei
criocTepiranacst y rpymi manieHTiB, AKi A1 JKyBAlHA METACTATHYNOIO PaKy MOJOYHOI 31031
OTPHMYBAJIH TpacTy3ymad y komOiHallii 3 XimioTepamiero.
Hegpomokcuunicme
Y nocrnipkenni 7 (MeTacTaTHYHUI PaK LUTYHKA) y TPyl TIKYBAHHS 3 BKIIOYCHHSM Tpactyzymaly
NMOPIBHSHO 3 TPYNOIO TiIbkM XimioTepamii wactota nopymieHHs (YHKIII HHPOK CTAHOBHIIA
18 % mopiBusno 3 14,5 %. Tsxkka (3/4-r0 CTymeHs TSKKOCTI) HMPKOBA HENOCTATHICTD
crioctepiranacsi y 2,7 % BUTIJIKIB y rpymi JiKyBaHHS 3 BKIIOYEHHAM TPAcTy3ymady, [IOPIBHSIHO 3
1.,7%y rpyni Ttineku Ximiorepanii. JlikyBauHs Oy10 NpUIMHEHO BHACIIZOK MOPYIIEHHS
(byHkuii/HegocTaTHOCTI HUPOK y 2 % BUIAMKIB y TPYIi JIKYBAHHA 3 BKIIOYCHHSM TpacTy3ymaby
1ay 0,3 % — y rpymi TiibkH XimMioTeparii.
Y mepioa micispeecTpaliMHOrO 3acTOCYBAHHS MOBIZOMIISIIOCS —IIPO PLAKICHI BHIAAKH
HE(QPOTHYHOrO CHHAPOMY 3 MaTOMOP(OIOriYHUMH O3HAKAMH riaomepy:onarii. Yac mo ioro
N0SBH KONIMBABCS BiJl 4 MICsLiB /10 Maiike 18 MicALIB BiX MoYaTKy JMiKyBaHHS TPAcTy3ymaGoMm.
[Tatomopdornoriani  o3Haku BKmMOYanH MeMOPaHO3HHIT IIOMepyJIOHEe(PHT, (doxanbHM
IJIOMEpYNIOCKIepo3  Ta  QIOpuiIsSpHH  rioMepy/ioHedpUT.  YCKIAAHEHHS  BKIIOYATH
TIepeBaHTAXEHHS 00’ €MOM Ta 3aCTiifHY ceplieBy HEI0CTATHICTE.

Ivynoeennicmo
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Sk mpu 3acTocyBanHi yeix TepaneBTHUHKX GiIKiB, icHye noTenuilina iMyHOTeHHICT. BHABTCHHS
AHTHTILI 3HATHOIO MIPOIO 3aJICKUTh BiJl 4y T/IMBOCTI Ta cetH(iMHOCTI METOLY HOCII IKEHHSI. Kpim
TOTO, Ha YacTOTy MO3UTHBHOIO PE3yJbTaTy BHUSIBICHHS AHTUTLI (anmqamqu Henrpam:;y}oql
AHTHTLIA) MOKYTh BIUTHBATH JeKibKa (aKTOPIB, y TOMY UHCIi METOIOIOris aHamisy, 06pobka
3pasKiB, 4ac 300py 3paskiB, CYNYTHE 3aCTOCYBAaHHS IHKAPCHKHX 3aco0iB Ta OCHOBHE
3aXBOPIOBAHHs. 3 IIMX NMPHYWH MOPIBHSHHSA YaCTOTH BHUSBJIECHHS AHTUTI B OMHCAHMX HIDKUE
JOCIIDKEHHAX 3 YacTOTOI0 B IHINMX JOCITIIKEHHAX a00 3 BHABICHHAM AHTHUTIA 10 1HIIHX
IIpenapariB TpacTy3ymady MosKe MPH3BECTH 10 HEPABHIBHIX BHCHOBKIB.

Cepen 903 iHOK 3 METaCTATHYHHM PAKOM MOJIOYHOI 3a/03M AHTHTINA JIOAMHH 10 AHTHTLN
monauan  (HAHA) Oyno  Busenero y | mauieHTKH 32 I0MOMOroK0  (hepMEHTHOTO
iMyHocopGentHoro anamisy (ELISA). V uiei nauientku He cnoctepiranocs ajepriquoi peaxuir.
Marepian s oninku HAHA y fociikeHHSX a1’ IOBaHTHOI Tepamii paky MOJOYHOI 37031 He
30upany.

Hoceio nicisapeecmpayitinozo 3acmocysanus

HmxuenaBezeni noGiuni peakmii BHABIGHI mig dac micaspeecTpaniifHOro 3acTOCYBAHHS
TpacTy3ymady. JIOCTOBIpHEX CTATHCTHYHUX JAHHUX [P0 IX YaCTOTY Ta MPHUMHHUI 3B’ 30K 3 Ji€I0
Nperapary HeMae .

. [ndysiiina peakuis (Jus. po3zdin «Ocobausocmi sacmocysannsny).

® Onmirorigpamuion ab0 HaCJIiI0K OJIIroripaMHioHy, BKIKOYAIOYH TillOILIA3il0 lereHs,
aHoMaJIii CKeJieTa Ta CMepTh HOBOHAPOUKEHOTO (0u. po30in « Ocobrusocmi 3acmocyeaniay).

* ['nomepynomnaris.

° [MyHHa TpOMOOLUTONEHIS.

. Cuazpom mizucy myxmanu (CJIIT): nosizommsinocs mpo sunmaaxu CJIIT npu mikysasHi
NAUIEHTIB TpacTy3ymMaOoM. bBilbil BHCOKHH pPH3MK MOXKYTh MATH NAIEHTH i3 3HAYHHM
OYXJIMHHUM HABaHTAKEHHAM (HANpHKIAX OOIIMPHMMH MeracTazamu). Y MAli€HTIB MOKe
criocTepiraThes rinepypukemis, rinepgocdaremis Ta rocTpa HHpKOBa HEIOCTATHICTD, AKi MOXKYTh
Oyrtn nposisavu motennitinoro CJIII. Meau4ynnum npamiBHUKAM CIiA PO3MISHYTH [HTAHHS
JLOZIaTKOBOTO CIIOCTEPEIKEHHS Ta/abo JIiKyBaHHS MaIli€HTIB 38 HASBHOCTI KITIHIYHHX TOKA3aHb.

Tepmin npuparnocri.
4 poxw.

¥YMoBu 30epirannsi.

36epiratu B opurinanbHiil ynakosui npu temmepatypi 2-8 °C. 36epiraty y HEJOCTYITHOMY ISt
JITeH MicIi.

Hecymicuicmo.
He 3mimyBaru npenapar OriBpi 3 iHIIAME npenapaTaMu.
He 3acrocosysaru ny1st po3BeseHHs po3dnH rokosH (5 %).

YnakoBka.

Ana posysamEs 150 wmr: 1 omHomosoBuH (nakon 3 miodimizoBaHMM [OpOMIKOM  JUIs
BHYTpIIIHBOBEHHOT iH(Y3il o 150 Mr B KapTOHHIH KOpoOIIi.

Jis nosysannst 420 wmr: 1 GaratogosoBuii ¢uakon 3 miodimizosammm MOPOIIKOM  JUIA
BHYTPIIIHbOBEHHOT 11—1pr311 no 420 mr pasom 3 1 duakonom posunnamka no 20 mi (crmupr
OeH3uII0BMIT, BOTA JUTst iH €KIIH) B KAPTOHHIH KOpOOLIi.

Kareropis Bizmycky.
3a perentom.
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Bupoouuk.
Biokon Bionomkike Iunig Jlimiten
Biocon Biologics India Limited

Micue3naxozxennss BHPOOHMKA Ta ajipeca MicLsl IPOBA/KEHHS HOro isILHOCTI.

Crnemrian Exonomik 3oy, Ilnor 2, 3, 4 ta 5, ®eiiz IV, bomwmacannpa-/Ixirani Jlink Poan,
bommacanipa [loct, Benranypy, 560099, Innis

Special Economic Zone, Plot 2, 3, 4 & 5, Phase IV, Bommasandra-Jigani Link Road,
Bommasandra Post, Bengaluru, 560099, India

3asiBHHK.

M.BIOTEK JIIMITE]]

M.BIOTECH LIMITED

Micue3Haxo/sKeHHA 3aABHAKA.

['nencroyn Xays, 77-79 Xait Crpit, Eram TB20 9T'U, Cyppeit, Besnka Bpuranis
Gladstone House, 77-79 High Street, Egham TW20 9HY, Surrey, United Kingdom

/laTa 0CTAaHHBLOTO MepPerJsLy.
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