BpaxoByroun 0co0JIMBOCTI 3aKOHOJABCTBA 3 PEECTpAILlii JIIKAPCHKUX 3ac00iB B YKpaiHi, 3aTBEpIKEHI
MiHicTepCcTBOM OXOPOHHM 3A0POB’ ST YKpaiHU IHCTPYKITIT ISl MEMYHOTO 3aCTOCYBaHHSI JIIKAPCHKUX
3ac00iB, 3apeeCTpOBAHUX B YKpaiHi, MOXKYTh JICIIO BIAPI3HATHCS BiJl YNHHHUX 1HCTPYKLIN 10
3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Slkmo Bam ctano BigoMo mpo BUHUKHEHHsI MO014HOT peakilii y Bac abo 6ym3bKkoi mroauHau, abo mpo
BUMAJIOK BIACYTHOCTI e(eKTy BiJ Oynb-SKOTo0 3 MPOAYKTiB KommaHii Actpa3eHeka, Oyab jlacka,
noBigomTe mpo 11e 10 TOB «AcTtpa3eHeka Ykpaina» y 0JuH 13 HaBeICHUX HIKYE crioco0iB. Le
MO>KJIUBO 3aiicHUTH 3a TenedoroM: +38 050 382 99 89 abo eneKTpOHHOO MOMITOIO

PatientSafety. Ukraine@astrazeneca.com Tako, Bl MOKETE ITOBIJIOMUTH HaM JaHy iHpoOpMaIlito 3a
nocunanasaM: https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/amp-
form.html (BuGepiTh MOBY Ta OIIifO- IOBIJOMHUTH MPO MOOIUHY PEAKIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
Is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety.Ukraine@astrazeneca.com Also,
you can tell us this information at: https://contactazmedical.astrazeneca.com/content/astrazeneca -
champion/en/en/amp-form.html (select a language and an option "report an adverse reaction").

3ATBEP/IKEHO
Haxa3 MinicrepcTBa 0XopoHn
310pOB’A YKpaiHu
16.04.2019 Ne 858
PeecTpaniiine mocBigueHHst
Ne UA/2417/01/01

IHCTPYKIIA
AJIS1 MEeIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

APUMIJEKC
(ARIMIDEX)

Cknao:

oitoua pewosuna: anastrozole;

1 TabreTka, BKpUTA IJIIBKOBOIO 000JIOHKOIO, MICTUThH 1| MI' aHAacTpo30Iy;

OONOMIICHI peuosuHU.; JaKT03a, MOHOT'1IpaT; MOBIJIOH, HATPil0 KPOXMAJBITIKOMIAT (TUM A), MarHito
cTeaparT; IUIIBKOBa 000JI0HKa: rinpomMenosa, Makporoi 300, tutany aiokeua (E 171).

Jlikapcbka ¢opma. TabieTku, BKpUTI IJTIBKOBOKO 000JIOHKOIO.
OcnosHi  ¢hizuxo-ximiyni eracmueocmi: Kpyrii, Oimi, TBOONMYKJi TaOJEeTKHU, BKPHUTI IUIIBKOBOIO
o0ononkoro. TabneTku BUrpaBipyBaHi.

dapmakoTepaneBTHYHA Tpyna. AHTAaroHICTH TOPMOHIB Ta cCHOpiAHEeHI 3acoOu. I[HriGiTopH
apomata3u. Kon ATX L02B GO03.

Dapmakonoziuni eracmueocmi.
Dapmakoounamika
MexaHi3Mm Jii Ta papMakoMHaAMIYHI eheKTH
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ApHUMIJIEKC € MOTYXHHM BHCOKOCEJIIEKTUBHUM HECTEpPOiTHUM IHTIOITOpOM apomaraszu. Y >KIHOK Yy
MOCTMEHONAay3aJIbHOMY TEpiofl €cTpaaion B OCHOBHOMY IMPOIYKYETbCS IUIIXOM IMEPETBOPEHHS Y
nepudepiiHuX TKAaHWMHAX aHAPOCTEHIIOHY B E€CTPOH 3a JIOMIOMOTOI0 KOMILIEKCY (epMeHTy
apomata3u. EcTpoH mani mepeTBOproeThCsl Ha ecTpaiion. byno mpoaeMOHCTpOBaHO, IO 3HMKEHHS
PIBHS IHMPKYJIOIOYOTO E€CTPAAIoNy BUSBISAE TEPaNeBTHYHUN e(eKT y JKIHOK, XBOpMX Ha pakK
MOJIOYHOT 3a103M. Y KIHOK y ITOCTMEHONAay3aIbHOMY Iepioi mpuiioM ApHUMiJeKCy B T0OOBIH 1031
1 Mr npusBOAMB 10 3HIKEHHS PiBHA ecTpamiony Oinbie HiX Ha 80 %, mo Oyi0 miaTBEpIHKEHO
BHUCOKOUYYTJIMBUM TECTOM.

ApHuMiIeKC HE Mae MPOTrecTareHHo1, aHIPOreHHOi a00 €CTPOreHHOT AKTUBHOCTI.

Apuminekc y m1o6oBux no3ax 10 10 Mr He BIUTMBA€E HA CEKPEIi0 KOPTH30Y Ta allbJOCTEPOHY, SKY
BHUMIPIOBAJIU TIEpe] 1 Micisl CTAaHAAPTHOTO TECTY Ha CTUMYJISIIIO0 aIpeHOKOPTUKOTPOITHOTO TOPMOHY
(AKTT). Orxe, HeMae moTpedu y 3aMICHOMY BBEJCHHI KOPTUKOCTEPOI/iB.

Kniniyna eekTUBHICTh Ta Ge3neka

Howupenuii pak Monounoi 3a103u

Tepanis nepwioi ninii’ 0151 JHCIHOK Y NOCMMEHONAY3ANbHOMY NEPI0di 3 NOWUPEHUM PAKOM MOJIOYHOL
3a103u

JIBa TOABIMHUX CIINMUX KOHTPOJHOBAHUX KIIHIYHUX JIOCTI/DKCHHS 3 TIOAIOHMM JU3aitHOM
(mocmimkennss 1033IL/0030 ta mocmimkenus 1033I1L/0027) npoBOAWIMCS 3 METOK OIHKU
e(eKTUBHOCTI ApuUMiJIeKCy TOpIBHAHO 3 TaMOKCHU(EHOM SK Teparii mnepmoi JiHii MicleBo-
MOIIMPEHOTO a00 METACTaTUYHOTO pPaKy MOJIOYHOI 3aJI03U 3 TMO3UTUBHUMH a00 HEBIJIOMUMHU
MOKa3HWKAMH PEIENTOPiB TOPMOHIB Yy KIHOK Yy MOCTMEHOMNay3albHOMY Imepiomi. 3aramom 1021
HaIieHTKy OyJ0 paHIOMi30BaHO IS 3aCTOCYBaHHS ApHMIJIEKCy B 1031 1 Mr onuH pa3 Ha 100y abo
tamokcudeny y mo3i 20 mr omuH pa3 Ha 100y. llepBUHHMMM KiHIIEBUMH TOYKaMu B 000X
JOCTIPKEHHSX OyJIM 9ac 0 MPOrpecyBaHHS MYXJIMHU, 9acTOTa 00 €KTUBHOI BIIIOBIII IyXJIMHU Ta
Oesreka.

Omninka nepBUHHMX KiHIEBUX TO4OK gocuimkenHs 10331L/0030 npoaemMoHcTpyBana, mo ApuMigeKc
MaB CTAaTHCTUYHO 3HAUyIly MepeBary HajJ TaMOKCH(EHOM IIOJ0 Yacy A0 MPOTrpeCcyBaHHS MyXJIUHU
(BigHomeHus pusukiB (BP) 1,42; 95 % nosipuwmii intepsan (AI) [1,11; 1,82], meniana gacy mo
nporpecyBanus 11,1 ta 5,6 micsans mis Apuminekcy i tamokcudeny Biamosiauno, p = 0,006);
gacToTa O0’€KTHUBHOI BIAMOBIMI IMyXJUHU Oyjia OJHAKOBOI IS ApPHMIJIEKCY Ta TaMOKCH(EHY.
Hocnimpxenns 10331L/0027 npoaeMOHCTpYBaJo, 1110 YacToTa 00’ €KTUBHOT BIAMOBI/I MyXJIMHU Ta 4ac
JI0 TPOTPECYBAaHHSA MYyXJIMHU UIsi ApuMiJiekcy Ta TaMokcugeHy Oynu noaiOHumu. PesynpraTn
BTOPUHHUX KIHIIEBUX TOYOK MIATBEPKYBAJIM peE3yJbTaTH TMEPBUHHMX KIHIIEBUX TOYOK
epekTuBHOCTI. JIoCUTh HU3BKUI PIBEHb CMEPTHOCTI y IpyIax JIIKYBaHHsS 000X JIOCIHI)KEHb HE JaB
3MOTH 3pOOUTH BUCHOBKH PO BiIMIHHOCTI MMOKA3HUKIB 3arajibHOT BUKHUBAHOCTI.

Tepania Opyeoi niHii 0151 HCIHOK Y NOCMMEHONAY3aNbHOM)Y Nepiodi 3 NOWUPEHUM PAKOM MOJOYHOL
3an03u

ApumizieKC BUBYABCS Y XOA1 JIBOX KOHTPOJIbOBAHUX KIIHIUHUX HOcHipkeHb (pociimkeHHs 0004 ta
nociijpkeHHs 0005) 3a ydacTio JKIHOK y IMOCTMEHOIAy3aJbHOMY MEpioAl 3 MOIIMPEHUM DPaKOM
MOJIOYHOI 3aJl03U, Yy SKHX 3aXBOPIOBAHHS TNPOTPECyBajo Micis JIKYBaHHA TaMOKCH(EHOM
HOLIMPEHOr0 paKy MOJIOUHOI 3a703u abo paky MOJIOYHOI 3ajJ03M Ha paHHIN crafii. 3aranom 764
NaieHTKU OyJiM paHa0MI30BaH1 JUIsl 3acToCyBaHHsS Apumijiekcy B 1031 1 mr abo 10 mr oguH pa3s Ha
no0y abo merecTpony aneraty y o031 40 mr 4otupu pasu Ha n00y. Yac 1o mporpecyBaHHs Ta
yacToTa 00 €KTUBHOI BIANOBIAI OyJIM OCHOBHHUMH IMOKa3HMKaMM €(EeKTUBHOCTI. Takok BU3Hayallu
YacTOTY BUMNAJKIB TpoJIoHTOBaHOI (Oinbmie 24 THKHIB) cTabimizaiii 3aXxBOPIOBAHHS, YacTOTY
MPOTpEeCyBaHHsSI Ta 3arajibHy BHKMBAHICTh. B 000X TOCHIDKEHHAX 3HAYYIIUX BIIMIHHOCTEH MIX
rpynaMu JIIKyBaHHS 1I0J10 OyAb-SKOT'0 3 MapaMeTpiB e(heKTUBHOCTI BUSBJIECHO HE OyJI0.

AO’roeanmue NiKy8amHs IHBA3UBHO20 pAKY MONOYHOI 3aN03U 3 HO3UMUBHUMU HOKAZHUKAMU
peuenmopie 20pMoHi8 Ha PaHHIX cmaogisax

VY xomi Bemukoro pocmimkeHHs III ¢a3m, mo mnpoBommmocs 3a ydactio 9366 KIHOK Yy
OCTMEHONAay3aJIbHOMY MEPioi 3 onepabeabHUM PaKoOM MOJIOYHOT 3aJ103H, SIKUX JIKYBaJIU MPOTATOM
5 poKiB (IMB. HIKYE), TPOJIEMOHCTPOBAHO, IO APUMIZEKC CTATUCTUYHO NIEpeBakaB TaMOKCU(EH 3a
MOKA3HUKOM BIDKMBAHOCTI 0€3 03HAK 3aXBOPIOBAHHA. 3HAYHO OLIBIII MepeBark BiIHOCHO MOKAa3HUKA

2
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BIKMBAHOCTI 0€3 O3HAK 3aXBOPIOBAHHS CIIOCTEPIrayiucsi Ha KOPUCTb APHMIJEKCY IMOPIBHAHO 3
TaMOKCH(EHOM Yy MPOCIEKTHBHO BU3HAUCHIM MOIYJIAIi 3 MO3UTUBHUMH IMOKa3HUKAMHU PEIENTOPIB
TOPMOHIB.

Tabmuns 1
CymapHa Ta0uuis KiHIIEBUX TOYOK, OTpUMAaHUX i dac nochimkeHHs ATAC: anamiz micius
3aBEpIICHHS JTIKYBaHHS, 1110 TPUBAJIO 5 POKIB

KinpkicTh BUMaaKiB (4acToTa)

Kinnesi Touku eeKTUBHOCTI

ITT-momysstrtist (mormy s [TyxnuHa 3 TO3UTUBHUMH

3TiAHO 3 PU3HAYCHUM MOKa3HUKaMH PEeLEenTOopiB
JIKYBaHHSIM) TOPMOHIB

Apuminexc | Tamokcuden | Apuminexc | Tamokcuden

(N=3125) (N=3116) (N=2618) (N=2598)
Buscusanicmo 6es osnar 575(18,4) | 651(20,9) | 424(16,2) | 497(19,1)
3aX60PIOBANHSL
BigHomeHHs pu3KKiB 0,87 0,83
JIBoGiunuit 95 % J1 0,78 -0,97 0,73-0,94
p-3HaYCHHS 0,0127 0,0049
Buoicusanicmo 6e3 o3nak
Memacmasyeants 500 (16,0) 530 (17,0) 370 (14,1) 394 (15.2)
3ax60p106aHHS"
BimHOIICHHS pU3UKIB 0,94 0,93
JIBoGiunwmit 95 % M1 0,83-1,06 0,80 1,07
p-3HAYCHHS 0,2850 0,2838
Yac 0o nacmanns peyuougy® 402 (12,9) | 498 (16,0) 282 (10,8) | 370(14,2)
BimHOIICHHS pU3UKIB 0,79 0,74
JIBoGiunwmit 95 % M1 0,70-0,90 0,64 - 0,87
p-3HaYCHHS 0,0005 0,0002
dac oo nacmannz peyuousy | 354 194y | 375(12,0) | 226(8,6) | 265(10.2)
MemacmasyeanHts
BiHONIICHHS PU3UKIB 0,86 0,84
JIBoGiunwmit 95 % I 0,74-0,99 0,70-1,00
p-3HAYCHHS 0,0427 0,0559
Ilepeunnuu pax
KOHMPLAmepanibHoi 35(1,1) 59 (1,9) 26 (1,0) 54 (2,1)
MOJIOYHOI 3a7103U
BigHOIICHHS PU3UKIB 0,59 0,47
JIBoGiunuit 95 % J1 0,39-0,89 0,30 -0,76
p-3HaYEHHS 0,0131 0,0018
3acanvra suscusanicmn® 411 (13,2) | 420 (13,5 296 (11,3) | 301 (11,6)
BinHoIIEeHHS pU3HUKiB 0,97 0,97
JIBoGiunuit 95 % J1 0,85-1,12 0,83-1,14
p-3HaYEHHS 0,7142 0,7339

Tloka3HUK BM)KHMBAHICTH 0€3 O3HAK 3aXBOPIOBAHHS BKJIOYAE BCi BHUIAIKU PELHUIMBIB Ta BH3HAYAETHCH 5K
MEPIIUI emi30/] MICIIEBOTO PETiOHAILHOTO PEUUINBY, HOBOTO PaKy KOHTpPIATEPaTbHOI MOJIOYHOI 3aJI03H,
BiIJIAJICHUH pelianuB a00 CMePTh (3 Oy /1b-5IKOT MPUUMHK).

PBykuBanicts Ge3 o3HaK MeTacTa3yBaHHS 3aXBOPIOBAHHS BHU3HAUYAETHCH SK IEPIIUN €Mi30]] PEIUIUBY
MeTacTa3yBaHHS a00 cMepTh (3 OyIb-SIKOT TPUYNHH).

“Qac 110 HACTaHHS PELUMAWBY BHU3HAYAETHCS K IMEPUIMH €IMi30] MICIIEBOrO YM PETiOHAIBHOIO PEIHUIUBY,
HOBOTO paKy KOHTPJIATEPATbHOI MOJOYHOI 3aJl03H, BIIJAICHWH pEeluauB a00 CMEpPTh 3 MPHYUHH PaKy
MOJIOYHOI 3aJI03H.
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9Yac 10 HACTAHHS PELMIMBY METACTA3YBAHHS BU3HAYACTHCS SIK MEPLIMIl SIi30 PELMMBY METACTA3yBAHHS
a00 cMepTh 3 MPUYNHH PAaKy MOJIOYHOT 3aJI03H.
°KinbkicTh (%) MAIi€HTIB, 1[0 TIOMEPIIH.

KomOinamiss Apumizekcy Ta TaMOKCHGEHy He TMpOJAEMOHCTpyBajga OUIBIIOI e(PEeKTUBHOCTI
MOPIBHSIHO 3 TAMOKCH()EHOM Y BCiX MAII€HTIB, a TAKOX y MOMYJIAIii 3 TO3UTHBHIUMH MTOKa3HUKAMH
penenTopiB TopMoHiB. LIs rpyna sikyBaHHs Oyiia BUBEACHA 3 JOCIIKEHHSI.

3rifHO 3 OHOBJIEHHUMH JaHMMHU IIOJAO TOAAJIBIIOTO CHOCTEpEXKEeHHs 3 Meaianor 10 pokis,
JIOBIOCTPOKOBI €(PeKTH JIIKyBaHHS APHMIZICKCOM IMOPIBHSHO 3 TaMOKCH(EHOM Y3TOJDKYIOTHCSA 3
HOTIEPETHIM aHAIi30M.

A0 tosanmue niKV8aHHA IHBA3UBHO20 pPAKY MOJNOYHOI 3a103U 3 NOSUMUSHUMU NOKAZHUKAMU
peuenmopie 20pMoHi6 HA PAHHIX CMAQIAX Y JHCIHOK, AKUM OVia nposedeHa ad 108anmua _mepanisi
mamoxcugenom

VY xoxi kiiHiuHOTO nociimkeHHs Il ¢asu (Austrian Breast and Colorectal Cancer Study Group
[ABCSG] 8), B sxomy Opanu yuacTh 2579 KiHOK y MOCTMEHOIAy3aJIbHOMY TEPioii, SIKi CTPaXKIaIn
Ha PaK MOJIOYHOI 3aJI03M 3 MO3UTUBHUMH MOKa3HUKAMHU PEIETITOPiB TOPMOHIB Ha paHHIX CTaAisgX Ta
SKUM OYJIO IPOBEJICHO XipypriyHe BTPYUYaHHs 3 pajiioTeparnieto abo 6e3 Hel, alie SKUM He TIPOBOIUITN
ximioTeparmito (JIMB. HWXKYE), TOKA3HUKN BIKMBAHOCTI 0€3 03HAK 3aXBOPIOBAHHS y Ipymi, mo Oyia
nepeBeleHa Ha ApHUMIiJEKC Mmicias 2 pPOKIB aJ’IOBAaHTHOI Teparii TaMOKCH(EHOM, CTaTUCTHYHO
nepeBakaIy TaKi MOKA3HUKH Y TPYIIi, 0 3aJHIINIACS Ha JIIKYBaHHI TaMOKCH(EHOM, TICIIs Mepioay
MOJAJIBIIIOTO CIIOCTEPEIKEHHS 3 MEIIaHOK 24 MicCsIIi.

Tabmums 2
Cymapha TabauIsl KIHIIEBUX TOUOK Ta pe3yibTatiB pociimkeHHss ABCSG 8
. . KinpkicTh BUMaaKiB (4acToTa)
KiHeB1 noka3zHuKHU -
edeKTHBHOCT] Apumizekc Tamokcuden
(N=1297) (N=1282)
Buoicusanicms 6e3 o3nak 65 (5,0) 93 (7,3)
3aX60PIOBAHHS
BiHOIICHHS PU3UKIB 0,67
JBoGiuHmit 95 % JI1 0,49 -0,92
p-3HaYEHHS 0,014
Yac 0o nacmanmus 6y0o- 36 (2,8) 66 (5.1)
K020 peyuougy
BiHOIICHHS PU3UKIB 0,53
JBoGiuHmit 95 % JI1 0,35-0,79
p-3HAYCHHS 0,002
Yac 0o HacmamnHs peyuousy 22 (1,7) 41 (3.2)
Memacmasyeanhs
BinHoIIeHHS pU3HUKiB 0,52
JBoGiuHmit 95 % JI1 0,31-0,88
p-3HaYEHHS 0,015
Hoeuui pax
KOHMPIamepaioHol 7 (0,5) 15(1,2)
MONOYHOI 3a103U
BiiHONICHHS PU3UKIB 0,46
JBoGiunmit 95 % JI1 0,19-1,13
p-3HAYCHHS 0,090
3azanvha suscusanicmo 43 (3,3) ‘ 45 (3,5)
BinHOIIEeHHS pU3UKIB 0,96
JIBoGiunmit 95 % /1 0,63-1,46
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KiHIesi MoKa3HK KinbkicTh BUMAKIB (4acToTa)
. ApumMijziekc Tamokcuden
edex ocTi
dercrprioct (N=1297) (N=1282)
p-3HaYCHHS 0,840

JBa monaneini moxioHi mocmimkeHHs (GABG/ARNO 95 ta ITA), B omHOMY 3 SKUX TalliEHTKH
OTPUMYBAJIM XIpypriuHe JIKyBaHHS Ta XiMIOTEpariio, a TaKOK KOMOIHOBaHHWI aHali3 JOCIIIKEHb
ABCSG 8 Ta GABG/ARNO 95 miaTBepKyIOTH 111 pe3yIbTaTH.

[Tpodins 6e3nekn ApUMiZEKCy Y IMX TPHOX JOCHTIKEHHSAX BiANOBigaB mpogimo Oesneku, mo OyB
BCTAHOBJIEHUH Yy IHOK y IIOCTMEHOIAy3aJIbHOMY I1E€pioJii 3 PAKOM MOJIOYHOT 3aJ103U 3 TO3UTUBHUMU
MOKa3HUKaMH PELEeNnTOPiB TOPMOHIB Ha PaHHIX CTaIisX.

Minepanvua winonicme xkicmok (MIIK)

VY nocnimkenni [1I/IV ¢a3u (Study of Anastrozole with the Bisphosphonate Risedronate [SABRE])
234 XIHKM y MOCTMEHOINAy3aJIbHOMY IEpioJi 3 PaHHIM PaKOM MOJIOYHOI 3aJI03M 3 NMO3UTUBHUMU
NOKa3HUKaMH pELENTOPiB TOPMOHIB, SKHM IUIaHYBaJlOCS TNPHU3HAUYEHHS ApPHUMIIEKCYy B 1031
1 Mr/no0y, Oyiu po3MoiIeH] Ha TPYIH 3 HU3bKUM, CEPEIHIM Ta BUCOKHUM PH3UKOM BIIMOBIIHO 10
ICHYI0YOTO y HUX PU3UKYy BUHUKHEHHS OCTEONOPOTHUYHOrO mepeiomy. IlepBHHHMM mapameTrpom
edexkTuBHOCTI OyB aHami3 IIUIBHOCTI KICTKOBOI MacH TIONEPEKOBOro Biamiry xpebra 3
BUKOpucTaHHsAM ckanyBaHHs DEXA. Bci manienTku orpuMyBanu Bitamid D ta kaneiiil. [TanienTku
y Tpymli 3 HU3BKUM DPH3UKOM OTpPHUMYBamu TuUlbku Apumigexc (N = 42), mamieHTKd y Trpymi 3
CepelHIM pU3UKOM OyJi paHIOMi30BaHi 1 OTpUMYBaIH ApPHUMIZEKC IUTFOC PU3EIpOHAT y 1031 35 Mr
onuH pa3 Ha TwxaeHb (N = 77) abo Apuminekc mmtoc 1iane6o (N = 77), mamieHTKd y rpymi 3
BUCOKHM PH3HKOM OTPHMYBAJM ApPHUMIIEKC IUTIOC PU3EIPOHAT y 7031 35 Mr OIMH pa3 Ha THXKICHb
(N = 38). IlepBuHHOIO KiHIIEBOIO TOYKOIO Oyja 3MiHA MIIBHOCTI KICTKOBOI MacH IOMEPEKOBOTO
BiJIiTy XpeOTa uepe3 12 MicsiiB MOPiBHSAHO 3 BUXITHUM PiBHEM.

OcHoBHHI aHami3 yepe3 12 MicsIliB MoKas3aB, HI0 Y MAIIEHTOK 13 CEPEeIHIM Ta BUCOKHUM PHU3UKOM
BUHUKHEHHS OCTEONOPOTUYHOTO MEPEIOMY HE CIIOCTEPIranocs 3MEHIIEHHS HIUIBHOCTI KICTKOBOI
Macu (OLiHIOBallacs MiHEpalbHA MIUIBHICTh KICTKOBOI MacH IONEPEKOBOrO BiALTY Xpebra 3
BUKOpUCTaHHsAM ckanyBaHHs DEXA) npu nikyBanHi ApuMigexcoM y 1031 | Mr/no0y y komOiHarii 3
pu3enpoHaTOM y 1031 35 Mr oauMH pa3 Ha TwxaeHb. Kpim toro, 3umwxkenns MIIK, mo He Oyno
CTaTUCTHYHO 3HAUYIIUM, CIIOCTEPIranocst y TPyIi 3 HU3BKAM PH3UKOM IIPU JIKYBaHHI TiIBKH
ApumigekcoMm y no3i 1 wmr/moby. Lli pesynpratu Oynu BigoOpakeHi BTOPUHHHM MOKAa3HMKOM
edexkTuBHOCTI — 3MiHOO 3aranbHoi MUK crerna yepes 12 Mics1iiB MOpiBHSAHO 3 BUXITHUM PIBHEM.
Ile nmocnmikeHHS MOBOIUTH, ILIO JOLIIBHO PpO3IIAAATH 3acTocyBaHHs OichocdoHariB npu
MOKJIMBOMY  3HIJKEHHI  MIHEpaJbHOI  LIUIBHOCTI  KICTKOBOI ~ TKAHMHM Y  KIHOK Yy
NOCTMEHONAay3aJbHOMY TepioJii 3 pakoM MOJIOYHOI 3aJI03M Ha PaHHIX CTafisAX, SKUM HNPU3HAYEHO
JKyBaHHS APHUMIJIEKCOM.

Dapmaxokinemuxa.

BcMmokTyBaHHA

BcMokTyBaHHST aHACTPO30JTy € MIBHIKAM, MaKCHMalbHa KOHIICHTpAIlis y IIa3Mi KpoBi 3a3BUYAi
JOCATaeThesl TIPOTATOM 2 TOAMH (HATIiE). [ka JeIo CHOBiNBbHIOE IIBHIKICTb, ale He CTYIiHb
BCMOKTYBaHHs. He3HauH1 3MiHU IIBUIKOCTI BCMOKTYBaHHSI HE MalOTh KJIIHIYHO 3HAUYIIOIO BIUIMBY
Ha PIBHOBA)XHI KOHIEHTpalii y mj1a3Mi KpoBi IPU 3aCTOCYBaHHI Ta0lIeToK ApHUMIZEKCY OAMH pa3 Ha
n00y. [Tpubmmzno 90-95 % piBHOBAXKHMX KOHIIEHTpAIlI aHACTPO30JIy B IJIa3Mi KPOBI JIOCATAIOTHCS
micisgs 7 JHIB IIOAEHHOTO 3acTOCYBaHHsS Ipenapary, HakonuueHHs € 3—4-kpatHum. Hemae
B1JIOMOCTEH PO 3aJIeKHICTh (hapMaKOKIHETUYHUX MTapaMeTPiB aHACTPO30JTy BiJl 4acy abo J03H.
dapmMaKoKiHETHKa aHACTPO30JTy HE 3aJIeKHUTh BiJl BIKY KIHOK Yy TIOCTMEHOIAY3aIbHOMY MEPioJi.
Posznonin

Tineku 40 % aHacTpo30iy 3B SA3yEThCA 3 OLIKAMU IJIa3MH.

BuBeneHHs

AHACTpO30J1 BUBOJUTHCS IMOBUIBHO, MEpioJ HAMiBBUBEAEHHS 3 IUa3Mu cTaHOBUTH 40-50 romuH.
AHacTpO30J1 EeKCTEHCHMBHO MeTa0OoI3yeThbCsl Yy KIHOK Y NMOCTMEHOMNAy3aJlbHOMY IEpiojii, MEHIIIe
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10 % 103u BHBOAMTHCS 13 CEUC0 Yy HE3MIHEHOMY BHUIVIAII MPOTATOM 72 TOAUH MICs BBEICHHS.
MeTabosi3M  aHACTpO30Jdy 3IIMCHIOETBCS MNUIAXOM N-JIealKuUTyBaHHS, TI1IPOKCUJIIOBAHHS Ta
[IIIOKYpoOHi3alii. MeTabomiTi BUBOJATHCSA MEPEBaKHO 13 cedero. Tpua3os, OCHOBHHM MeTabotiT y
J1a3Mi KPOBi, HE IPUTHIYYE apoMaTasy.

[MopymieHHs GYHKITIT HUPOK a00 MEYiHKU

[TopiBHSHO 3 BIAMOBIIHUM KOHTPOJIEM Y JOOPOBOJIBIIIB 3 KOMIIEHCOBAaHHUM IIMPO30M II€UIHKH
Buaumuii kiipenc (CL/F) anactposoiy miciist mepopaibHOTO 3aCTOCyBaHHS OyB npubiau3Ho Ha 30 %
HwkuuM  (mocmimxenus 10331L/0014). Opnak KOHIEHTparii aHAacTpo30Jly y IUIa3Mi KpoOBi
JIOOPOBOJIBIIIB 3 ITUPO30OM TEUIHKK OyJIM B MeXax Jiarma30Hy KOHIICHTPAIliH, 10 CIOCTEepIraaucs y
3I0pPOBHX YYaCHHUKIB 1HIIMX JOCIIIKeHb. [11a3MoB1 KOHIIEHTpallii aHacTpo30J1y, 10 CIIOCTEPiraIncs
y JOBIOTPUBAIIUX JOCIHIDKEHHAX €(EKTUBHOCTI y MAII€HTIB 3 TOPYIICHHAM (PYHKITIT IeUiHKH, OyH
y MeXax Jiana3oHy IJIa3MOBUX KOHIICHTpAIlill aHACTPO30Jy, IO CIIOCTEpIraiucs y MAaIli€eHTiB 0e3
nopymieHHs QYyHKIIIT MeYiHKY.

VY nocnimxenni 10331L/0018 y 1oOpoBobLIB 3 TSKKUM MOPYIIEHHSAM (QYHKIIT HUPOK (IIBUAKICTH
kiryooukoBoi ¢inpTpamii [IIK®] < 30 mn/x) Bumumuii kmipenc (CL/F) anactpo3zony micis
NEpOPANLHOTO 3aCTOCYBaHHS He OyB 3MIHEHHH, IO Y3TOJKYEThCS 3 (DaKTOM, IO AHACTPO30J
BUBOJIUTHCS TIEPEBAXKHO ILISIXOM MeTabomizmy. KoHIeHTpamii aHacTpo30iy y Iuia3mi KpoBi, IIO
CIOCTepIrajucs Mijl Yac JOBFOCTPOKOBHX JOCIIIKEeHb €(EKTHBHOCTI y MAII€HTIB 3 MOPYLICHHSIM
GyHKIIT HUPOK, 3HAXOMINCS Yy MeXax Jlana3oHy KOHIIEHTpAIiil aHacTpO30Jy y Iia3Mi KpPOBi, 110
CHOCTepiraiucs y namieHTiB 0e3 mopymeHHs (yHKIil HUpOK. 3acTOCYBaHHA APHUMIJEKCY MallieHTaMm
3 TSOHKKUMHU TOPYIIEHHSAMH (YHKIIIT HUPOK CIiJl MPOBOJUTH 3 00epexHicTiO (quB. po3aimu «Croci0
3acTOCYBaHHA Ta 103M» Ta «OCOOIMBOCTI 3aCTOCYBaHHS).

Kuainiuni xapakrepucTuku.

Ilokasannus.

ApHUMIJEKC TTOKa3aHUH JUIs:

- aJ’FOBAHTHOTO JIIKYBaHHS 1HBa3WBHOI'O PaKy MOJIOYHOI 3aJI03U 3 MO3UTUBHUMU MOKa3HUKaMHU
peLenTopiB TOPMOHIB Ha paHHIX CTAisAX Y )KIHOK y IIOCTMEHOIay3aIbHOMY MEPIOL;

- aJ’FOBAHTHOTO JIIKYBaHHS 1HBa3WBHOI'O PaKy MOJIOYHOI 3aJI03U 3 MO3UTHUBHUMU MOKa3HUKaMHU
peuenTopiB TOPMOHIB Ha PaHHIX CTajisIX y KIHOK y IOCTMEHONAy3aJlbHOMY IEpiojii, KM OyJio
IPOBE/ICHO a/1 FOBAHTHY Teparnito TAMOKCHU(EHOM MPOTATOM 2—3 pOKiB;

- JIIKYBaHHSI TOLIMPEHOTO paKy MOJIOYHOI 3aJi03M 3 TO3UTHBHUMH IIOKa3HUKAMHU pELENnTOpiB
TOPMOHIB Y )KIHOK Y IOCTMEHOMay3a1bHOMY HEepioJii.

Ilpomunokaszanns.
ApHuMiIeKC MPOTUIIOKA3aHUH Malll€EHTKaM:
-y IepioJiu BariTHOCTI Ta TOAyBaHHs IPyIIO;
- 3 BIJIOMOIO TIIEPUYYTIUBICTIO JJO aHACTPO30J1y a00 /10 OyAb-gKOi 3 TOMOMI)KHUX PEUOBHUH.

Ocoonusi 3ax00u 6e3nexu.
Bynab-siki HEeBUKOPUCTaHI JIKapchKi 3aco0u abo BiJIXOAM MOBMHHI OyTH yTHUJII30BaHi BiJNOBITHO J0
MICLIEBHUX BHUMOT.

B3aemooia 3 inwumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83a€MoO0ii.

Amnactpo3son in vitro npurniuye dgepmentu CYP 1A2, 2C8/9 ta 3A4. KuiHiyHI JOCTiKEHHS 13
3aCTOCYBaHHSM aHTHIIPUHY Ta Bap(apuHy MPOJAEMOHCTPYBAIH, 110 aHACTPO30J1 y 1031 1 MT iICTOTHO
HE MpUTHidye MeTaboni3Mm anTunipuHy i R- ta S-Bapdapuny, i Taki naHi cBii4arh, M0 OJHOYACHE
3aCTOCYBaHHSA APHUMIJEKCY 3 IHIIMMH JIIKAPCBKUMU 3aco0amMH HaBpsJl YU IpU3BEAE 10 KIIHIYHO
3HAYYIIMX B3a€EMOJIM JiKapChKUX 3ac00iB, onocepenkoBanux ¢pepmentamu CYP.
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®depMeHTH, 1110 OIOCEPEIKOBYIOTH METa00Ii3M aHACTPO30I1y, He Oynu ineHTudikoBani. [lumernau,
cnabkuii Hecrienudiuamii 1HTIOITOp (epmentie CYP, He BImMBae Ha IIa3MOBI KOHIICHTpAIlii
aHactposouty. JlaHi Ipo BIUTUB MOTYXHUX 1HT10iTOpiB CYP BifCyTHI.

BuBuenns 6a3u gaHuXx mo0 O6e3neku npenapary, HaKOMUYEHUX y X0l KIHIYHUX JOCIIKEHb, HE
BUSIBWIO BIZJOMOCTEH MPO KIIIHIYHO 3HAYYILy JIIKAPCHKY B3a€EMOMII0 Yy MAIIEHTOK, SIKi MpUAMau
OJIHOYAaCHO ApHMIJIEKC Ta IHIINI TMpenapard, M0 4YacTo MpU3HAYarThesA. [Ipo KIIHIYHO 3HauyIIi
B3aemo/ii 3 OicochoHaramu HE OBITOMIISUIOCH (MB. po3is «PapMaKoIOTiYHI BIACTUBOCTI»).
Crnil yHUKAaTH OJHOYACHOTO 3aCTOCYBaHHS TaMoKcH(peHy abo 3aco0iB, 10 MICTATh €CTPOTeHH, 3
ApUMIJIEKCOM, OCKIIBKH I1€ MOK€ TIOCIa0UTH Horo (apMakojoTiyHy [i0 (IUB. PO3ILIH
«Oco01MBOCTI 3acTOCYBaHHS» Ta «DapMaKOIOTiYHI BIACTUBOCTI»).

Ocobaueocmi 3acmocy8anns.
3aranbHi
ApuMiZIeKC HE CITiJ 3aCTOCOBYBATH JKIHKaM y Tepioa mpeMeHomay3u. MeHomayza mae OyTa
MiATBEp/DKEHA pe3ysIbTaTaMu O10XIMIYHHUX JOCIIKeHb (piBHI JtoTeiHizyrouoro ropmony [JII'],
domikynoctumymordoro ropmony [DCI'] Tta/abo ectpamiony) y pa3i  CyMHIBIB  IIOJIO
MEHOIIay3aJbHOTO CTAaTyCy NAallleHTKH. BiacyTHi AaHi 1moOAO0 OOIpyHTYBaHHS 3acTOCYBaHHS
Apumiziekcy 3 aHaJIoraMu puiIi3UHT-(hakTopa JtoTeiHi3yto4doro ropmony (POJIT).
Cnig yHUKaTH OAHOYACHOTO 3acCTOCyBaHHS TaMoOKcu(eHy abo 3aco0iB, IO MICTATh €CTPOTEH, 3
npermapaToM ApPUMIIEKC, OCKIIBKM 1€ MOXE 3HU3UTH HOro (apMakoJIOTivYHy Jif0 (IWB. pO3ALIN
«Bzaemonis 3 1HIIMMH JIIKAPCHKUMM 3aco0aMM Ta IHIII BHJIM B3aemMojii» Ta «DapMakoJIoTrivHi
BJIACTHBOCTI»).
BrnuB Ha MiHepanbHY HIIBHICTh KICTOK
OckiuTbKH APHUMIICKC 3HIDKYE PiBHI IIUPKYIIIOIOYOTO €CTPOTEHY, 1€ MOXKE TPU3BECTH JO 3HIKECHHS
MiHEpaJbHOI MIJTFHOCTI KICTOK 3 MOKIJIMBUM 301IbIICHHAM PU3UKY TeperoMy (nuB. po3ain «[1obiuni
peakiii»).
Y KIHOK, XBOPHUX Ha OCTEONOPO3 YU 3 PHU3UKOM OCTEONOpPO3y, CIifl OI[IHIOBATH MiHEpallbHy
IIUTBHICT KICTOK HA IMOYATKy JIKYBAaHHS Ta 3 PEryJSAPHUMH iHTEpBaJIaMH Micis JiKyBaHHA. [lpm
HEOOXIZHOCTI CIiJ TMpU3HAa4YaTH JiKyBaHHS a00 MNpoQUIAKTHKY OCTEONOpO3y Ta pEeTEeNbHO
criocTepiraTd 3a CTAaHOM TAIliEHTKH. 3aCTOCYBaHHSA CHEHH(IYHUX 3ac00iB, HANPHKIA]
6icocdonaTiB, MOKE MPUINHUHUTH MOAANBIITY BTPATy MIHEPAJIbHOI HIUIBHOCTI KICTOK, CIPUYHHEHY
ApHUMIIEKCOM y KIHOK y TOCTMEHOMNAay31, 1 CJIiJ OL[IHUTH JIOLUIbHICTh TAaKOT'O 3aCTOCYBAaHHSI (JIMB.
po3ain «I1o6iuHi peaxiriin).
IMopymeHus QyHKINI IEYIHKH
He nocnimxyBanocs 3acTocyBaHHs npenapary ApHUMIJEeKC MalieHTKaM 3 pakoM MOJIOYHOT 3aJ1031 Ta
NOMIPHUM a00 TSKKUM MOPYLIEHHSIM (QYHKIIT NEYiHKU. Y MAall€eHTOK 3 MOPYLIEHHSAM (QYHKIIT
NEYiHKM EeKCIO3MIlisl aHacTpo30dy Moke OyTH 30uiblIeHor0 (auB. po3aiun  «dapmakonoriyi
BJIACTUBOCTI»); 3aCTOCYBaHHS ApHUMIJEKCY MAall€EHTKaM 3 IMOMIPHMM Ta TSDKKUM TIOPYILIEHHSIM
¢byHKuUii neyiHku notpedye odepexkHocTi (1uB. po3ain «Crnocid 3actocyBaHHs Ta 1031W»). JIiKyBaHHS
MOBMHHO 0a3yBaTHCh Ha OILHI CIIBBIAHOUIEHHS KOPHUCTI Ta PHU3UKY MJs KOXKHOI OKpeMoi
MMAII€HTKH.
Iopymenus GVHKINT HUPOK
He nocnipkyBanocs 3acTocyBaHHs Mpenapary ApUMIJEKC MaIieHTaM 3 pakoM MOJIOYHOI 3aJI03H Ta
TSOKKUM TOpYLIEHHSAM (QYHKIIT HUpoK. Excrio3unis aHacTpo30iy He 30UIbLIYETHCS Yy MAlllEHTOK 3
TSOKKUM TOpYIIEHHSIM (PYyHKIIT HUPOK (MBHUAKICTh KiyOoukoBoi ¢inmbrpamii [IIK®] < 30 mur/xs,
IUB. po3nin «PapMakoJOTiyHl BIACTUBOCTI»); 3aCTOCYBaHHS ApPHUMIJIEKCY MAIllEHTKaM 3 TSKKUM
nopymeHHsM (YHKIIT HIPOK CIIiJl MPOBOJIUTH 3 00epexkHICTIO (quB. po3aul «Crocid 3acTocyBaHHS
Ta JJ03U»).

iTH
ApuMIJIeKC HE TIOKa3aHHUM ISl 3aCTOCYBaHHSI JIITSAM, OCKIJTBKH JUTSI 111€1 TPYTH TAII€HTIB Oe3mneKa Ta
e(eKTUBHICTb BCTAHOBJIECHI HE OYJIH.
XnomyukaM 3 AepiuToM ropMOHY pocTy ApHMIJIEKC HE CIiJ 3aCTOCOBYBATH SIK JIOIOBHEHHS 0
JIKYBaHHS TOPMOHOM poOCTy. Y 0a30BOMYy KIIHIYHOMY JOCHTIJDKEHHI e(eKTHBHICTh He Oyia
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IpOJEMOHCTpOBaHa 1 He Oyina BcraHoBieHa Oe3meka. OCKUIBKM aHAaCTPO30J 3HUXKYE piBHI
ecTpamiony, ApHUMIZEKC HE CIiJI 3aCTOCOBYBATH JiBYaTKaM 3 JAe(IIIUTOM TOPMOHY pOCTY SK
JIOTIOBHEHHS 710 JIIKyBaHHS TOPMOHOM pocTy. BincyTHI JaHi JOBrOTPUBAIOrO CIOCTEPEKEHHS 11010
0e3MmeKy 3aCTOCYBaHHSA JITSAM.

[inep4yTIHBICT J10 JTAKTO3U

[Mpenapatr wmictuTh JakTo3y. llamieHTKaM 3 pIOKAMH  CHAJAKOBUMH CTaHAMH, TaKUMH SK
HENIEPEHOCUMICTh TaJaKTO3H, JaKTa3Ha HeAOCTaTHICTh Jlamma abo TOpyHIeHHS BCMOKTYBAHHS
ITFOKO3U-TaJIaKTO3H, HE CIIiI MPUAMATH 1IeH JIKapChKui 3acio.

3acmocysanus y nepiod sacimuocmi abo 200y8amis 2pyoow.

Jani mpo 3acTocyBaHHs ApPHUMIJIEKCY BariTHUM J>KiHKaM BijcyTHIi. JlocnikeHHsS Ha TBapuUHaxX
MPOJIEMOHCTPYBAIN PENPOAYKTHBHY TOKCHUHICTh. APUMIIEKC MPOTUIIOKA3aHUH ITiJ] 9ac BariTHOCTI
(muB. po3ain «IIpoTUioKa3zaHHs»).

Jani npo 3actocyBaHHA ApUMiJEKCy B Mepioj JakTamii BiACYTHI. ApuUMiJeKC MPOTUIIOKa3aHUH B
nepioJ] roAyBaHHs TpyAaio (AuB. po3ain «IIpoTHIioKa3aHHsS» ).

DepTUIILHICT

Brume Apuminekcy Ha (QepTUIIBHICTD JIFOAMHHM HE JOCHIKyBaBcs. JloCmikeHHs Ha TBapuHAX
MIPOJICMOHCTPYBAIH PEPOAYKTHBHY TOKCHYHICTb.

30amuicme enaueamu Ha WEUOKICMb peaxyii npu Kepy8aHHi A8MOMPAHCNOPMOM aOO0 [HUWUMU
MeXaHizMamu.

Apumizekc He BIUIMBaE a00 Ma€ HE3HAYHWH BIUIMB HAa 3JIaTHICTh KEPYBATH TPAHCIIOPTHUMU
3acobaMy Ta MpaIioBaTd 3 IHIIUMH MexaHi3smMamu. OpHak Oyjau OTpuUMaHl MOBIAOMJICHHS PO
BUIIAJIKA aCTEHIi Ta COHJIMBOCTI, MOB’sI3aHI 3 TMPUHOMOM ApPHUMIJIEKCy, TOMY CIiJI JOTPHUMYBATHUCS
00epekHOCTI MijJ 4ac KepyBaHHS TPAHCHOPTHUMHM 3aco0amMu abo poOOTH 3 1HIIMMU MeXaHi3MaMH,
SIKIIIO CIIOCTEPIraloThCS TaKi CUMIITOMHU.

Cnocio 3acmocysanna ma 0o3u.

ApHUMiJIEKC TPUIMAIOTH TIEPOPAIIEHO.

PekoMennoBana 1o03a Uisl JOPOCIHX, BKJIIOYAIOUM KIHOK JIITHBOTO BiKY, CTAHOBUTH | TableTKy
(1 mr) 1 pa3 Ha 100y.

[Tpu iHBa3MBHOMY PaKy MOJIOYHOI 3aJI03U 3 MO3UTHBHUMH MOKA3HUKAMH PEIENTOpPiB TOPMOHIB Ha
paHHIX CTaAisIX y OKIHOK Y TIOCTMEHONAay3aJbHOMY TIEpiojll PEKOMEHJ0BaHa TPHUBAIICTh
a1’ FOBaHTHOT'O €HJOKPUHHOTO JIIKyBaHHS CTAHOBUTH 5 POKIB.

Topywenns ¢hynxyii Hupox

[TarienTKaM 3 JIerKUM a00 MOMIPHUM MOPYIIEHHSAM (QYHKIIT HUPOK KOPUTYBaTH J03Yy HE MOTPIOHO.
3acTocyBaHHs Ipenapaty ApUMiJIeKC NallieHTKaM 3 TSOHKKUM MOpPYIIEHHSAM (QyHKIIT HUPOK NOTpedye
o0epexHOoCTI (IuB. po3autn «Oco0IMBOCTI 3acTOCYBaHH» Ta «DapMaKoIoTriuH1 BIaCTUBOCTIY).
THopywenns ¢hynxyii nevinku

[TarieHTKaM 3 3aXBOPIOBAHHSAM IE€UYIHKH JIETKOTO CTYIICHS TSHXKKOCTI KOPUTYBATH 703y HE MOTPIOHO.
[TamieHTKaM 3 MOMIPHUM Ta TSDKKUM HOPYLICHHSM (YHKIIT MEYiHKH Mpenapar ciijl 3aCTOCOBYBATH 3
ob6epexHICTIO (UB. po3AlT «OcOOIUBOCTI 3aCTOCYBAHHS).

Jimu.
ApuMiieKC HE PEKOMEHIYEThCS MPHU3HAYATH TITSAM 4epe3 HEeIOCTATHICTh JaHUX Mpo Oe3meKky Ta
eheKTUBHICTD (IuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS).

Ilepeoo3ysanns.

Kniniunuii 10CBiJ BHUIIAJKOBOTO MEpeA03yBaHHS OOMEXeHHH. Y X0l JOCHiKeHb Ha TBapUHaX
aHACTPO30JI TPOJIEMOHCTPYBAB HHU3BbKY TOCTPY TOKCHYHICTH. Ili 4Wac KIIIHIYHHUX JOCTIIHKCHBb
3aCTOCOBYBAJIM Pi3HI J03yBaHHS Apumizekcy: 1o 60 Mr oJHOpPa30BO 3J0POBUM YOJIOBIKAM-
n00poBoNbIsM Ta 10 10 Mr HIOAEHHO JKIHKaM Yy MOCTMEHOIay3ajlbHOMY Mepiofl 3 MOLIUPEHUM
paKoM MOJIOYHOI 3ajio3M; i J03u J00pe mepeHocumucs. OnHOpa3oBy 103y ApHUMIAEKCY, IO
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OPU3BOJUTH JIO CHUMIOTOMIB, SIKI 3arpoKyIOTh JKHUTTIO, BCTaHOBJIEHO He Oyio. CrenugiqHoro
AHTUJIOTY TIPH TIEPeI03yBaHHI HE ICHYE, JIIKyBaHHS IOBUHHO OyTH CUMIITOMAaTUYHUM.

[Tpu nikyBaHHI mepeno3yBaHHS CIIiJi BPaXOBYBAaTH MOXJIMBICTh TOTO, IIO0 MOIJIM OyTH NPHHHSATI
KUIbKAa PEYOBHH. SIKIO MAaIlieHT HE 3HEMPUTOMHIB, MOXXHA BUKJIMKATH OJfoBaHHA. Moxe OyTu
KOPDUCHUM Jialli3, OCKUIbKM ApHUMIZEKC HE Ma€ 3HAYHOTO 3B’A3yBaHHS 3 MpOTEeiHAMHU.
PexoMeHyeThes 3arajgbpHE MiATPUMYIOYE JIIKYBaHHS, BKJIIOYAIOYM YaCTHH MOHITOPHHT JKHTTEBHX
(yHKILIH, Ta peTeNIbHE CTIOCTEPEKEHHS 3a MAI[IEHTOM.

IHloo6iuni peakuii.

Y Tabmuui 3 mpexncrtaBieHo MOOIYHI peakiii, MO0 CHOCTEPIrajucs Yy XOAl KIIHIYHHX Ta
MICIAPEECTPALIMHUX TOCTIDKeHh a00 OyJIM OTpUMaHi1 y BUIJISAI CHOHTAaHHUX MOBiAOMIIEHB. SIKIIO
HE BKa3aHO 1HAKIIe, KaTeropii 4acToTu Oy po3paxoBaHi Ha OCHOBI KUIBKOCTI MOOIYHUX PEaKIIiH,
mo coocrepiranucsas y Benmukomy gociimxenHi Il ¢asm 3a yuactio 9366 kiHOK Yy
MOCTMEHOTIAY3aJIbHOMY TEpiofi 3 omnepadelbHUM paKOM MOJOYHOI 3aJI03H, $IKi OTPUMYBAU
aJ’FOBaHTHY TEparito MpoTAroM II'STH pokiB (mociimkeHHs Arimidex, Tamoxifen, Alone or in
Combination [ATAC]).

Hagpeneni Hrkde mo6iunHi peakiii KiracudikyroTh 3a 4acTOTOI Ta kiacamu cucreM opranis (KCO).
Knacudikamis 3a 9acTOTOI0 MPOBOJMIOCH 32 TAKUMH KpUTEpisMU: ayxe dacto (>1/10), gacro (Big
>1/100 mo <1/10), meuacto (Bix >1/1000 mo <1/100), pimko (Bix >1/10000 mo <1/1000) Ta myxe
piako (<1/10000). Haituactime mOBIZOMIISUIOCS TMPO Taki MOOIYHI peakiiii: TOJOBHHHA Oinb,
NPUTUTMBH, HYJ0Ta, BUCHII, apTPAJITis, TOPYIICHHS PYyXJIMBOCTI B CyIJI00ax, apTPHUT Ta aCTCHIsL.

Tabmuus 3
[To6iuni peakuii 3a KCO Ta yactoToro
[Topyurennst oOMiHy pedoBuH i | YacTto AHOpeKcis
XapuyBaHHS I'inepxoJyiecTepuHeMis
Heuwacro [inepkanpIiemis (3 miaBuIeHHIM abo 0e3
I1JIBUINICHHS PIBHS MapaTUPEOITHOTO TOPMOHY)
[TopymienHs 3 60Ky HEPBOBOI Hyxe yacto | ['oioBHU# 61716
CUCTEMH Yacro CoHIUBICTB
3an’sCTHUM TyHEIbHUM CUHAPOM™
Poznanu gyTiauBocTi (BKIIOYAIOUH MapecTesito,
BTpaTy CMaKy Ta 3MiHM CMAaKOBHX BIIUYTTIB)
[Topymienns 3 6oky cynunHoi | ly»ke dacto [Tpunnusu
CHUCTEMH
[TopymieHHs 3 60Ky TpaBHOI Hyxe gacto | Hynora
CUCTEMU Yacro Hiapes
biroBaHHs
[Topymienns 3 60Ky Yacro [TinBuieHHS piBHIB Jy>kHOI (ocdarasy,
renaToOU1iapHOT CUCTEMU aja”iHaMiHOTpaHcdepasu Ta
acrnapTaraMiHoTpaHcdepazu
Heuacto [TinBumenns piHiB ramma-I'T Ta 61ipyOiHy
I'ematur
[Topymienns 3 OOKy HIKipU Ta Jyxe gacTo Bucun
MiIIKIPHOT KJIITKOBUHU Yacto CTOHIIIEHHS BOJIOCCS (aomeltist)
Anepriusi peaxii
Heuacto Kponus’sHka
Pinko Epurema nonimopdna
AHadinakToigHa peaxiis
IkipHHiA BacKyJIT (BKJIIOYAIOUX IEBHY
KUIBKICTb MOBIJJOMJIEHb PO BUIAJIKH ITypPITypU
[lenneitna—I enoxa)™**
Jyxe pigko Cunnpom CriBeHca—/[>KOHCOHA
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AHT10HEBPOTHUYHHIA HAOPsIK

[Topymenns 3 00Ky KicTkoBo- | Jly’ke 94acTo | ApTpanirisi/OpyImIeHHs PyXJIUBOCTI B CyTiio0ax
M’S130BO1 CUCTEMU Ta Aptput
CIOJTyYHOT TKAaHUHU OcTteomnopos
Yacro binb y xicTkax
Miaunris
Heuacto CHUHApPOM KJIAIAI0UOT0 MajIbIs

[Topymienns 3 60Ky Yacro
pPEnpOLyKTUBHOI CHCTEMU Ta
MOJIOYHOI 3aJ103U

CyxicTb MiXBU
Barinanpaa kpoBoTEeUa***

CucreMHI IOPYIIEHHS Ta Hyxe yacto | AcTeHis

YCKJIQJTHEHHS y MICIll BBEJICHHSI

*YacToTa BUHMKHEHHS 3aIl’ SICTHOTO TYHEIBHOTO CHHAPOMY Oyna OifbIIOI y MAIi€HTOK, SIKi OTPUMYBaIH
Apuminekc y Xomi KIHIYHAX TOCIiIKEeHb, TIOPIBHSIHO 3 TAaKOIO y TMAIIEHTOK, SKI OTPUMYBAJIN TaMOKCH(EH.
OpHak OUTBLIICTH IMX BHUIAAKIB BUHHKAJA y MALiEHTOK 3 BU3HAYCHUMH (PaKTOPaMHU PU3HUKY PO3BUTKY IIHOTO
CTaHy.

**Qckinpku 'y gocmimkxerHi ATAC Bumagky mKipHOTO BackymiTy Ta mypmypu Lllenmeiina—I eHoxa He
CIIOCTEPITAINCS, YacTOTa IMX SIBHUII MOKe BBakaTtucsi piakoro (Bim >0,01 % mo <0,1 %) Ha oCHOBI
HAUTIPIIOro 3HAYEHHS TOYKOBOT OIIIHKH.

***BarinanpHi KpOBOTeYi BHHUKAIM YacTO, B OCHOBHOMY Y MAI[iEHTOK 3 TOIIMPEHUM PaKOM MOJIOYHOT
3a]I03U i/ Yac MepIIrX KUTBKOX TIDKHIB TCIA 3aMiHM TOPMOHAIBHOI Tepamii Ha JIKyBaHHS MpernapaToM
ApumMizgekc. SIKIo KpoBOTeUi MPOJOBKYIOTECSI, CJIiJl IPOBECTH MOAANbBIIEC 00CTESKEHHSI.

Y rtabmuui 4 mpenctaBieHa YacTOoTa TIONEPEIHHO BU3HAYEHUX TOOIYHUX peakuid y Xomi
nocmimkenas ATAC (mepiox CIOCTEPEKEHHS 3 MEIiaHOK 68 MICSIIB) HE3aIEKHO BiJ MPHYMH 1X
BUHUKHCHHS, IO CIIOCTEPIralMcs Yy TMAIIE€HTOK, SKi OJEPKyBAIHM JOCHTIKYBaHY TEpaIiim, Ta
poTAroM nepiogy a0 14 aib micias mpunuHEHHs JTiKyBaHHS.
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Tabmuus 4
YacroTa nonepeHb0 BU3HAUCHUX MOOIYHUX peakuiid y nociimkenHi ATAC
. Apuminexc Tamoxcuden
[To61uHi peakirii (llzl:3092) (NZBOQ%
[TpurnvBu 1104 (35,7 %) 1264 (40,9 %)
Binp/mopynieHHs pyXJIMBOCTI B CyTi00ax 1100 (35,6 %) 911 (29,4 %)
[TopytieHHSI HACTPOIO 597 (19,3 %) 554 (17,9 %)
CTOMJICHICTB/aCTeHIs 575 (18,6 %) 544 (17,6 %)
Hynora Ta GyitoBaHHs 393 (12,7 %) 384 (12,4 %)
[Tepenomu 315 (10,2 %) 209 (6,8 %)
[Tepenomu xpedTa, cTrerna abo 133 (4,3 %) 91 (2,9 %)
3an’sictsi/nepenom Kosrica
[epenomu 3an’sictsi/mepenom Korica 67 (2,2 %) 50 (1,6 %)
[Tepemomu xpedTa 43 (1,4 %) 22 (0,7 %)
[lepenomu crerna 28 (0,9 %) 26 (0,8 %)
KarapakTta 182 (5,9 %) 213 (6,9 %)
BarinanpHa KpoBOTEUa 167 (5,4 %) 317 (10,2 %)
ImemivHa XxBopo0Oa cepiis 127 (4,1 %) 104 (3,4 %)
CreHokapis 71 (2,3 %) 51 (1,6 %)
IHdapkT Miokapaa 37 (1,2 %) 34 (1,1 %)
3axBOpPIOBaHHs KOPOHAPHUX apTepiit 25 (0,8 %) 23 (0,7 %)
lmemist Miokapaa 22 (0,7 %) 14 (0,5 %)
BarinanpHi BUALICHHS 109 (3,5 %) 408 (13,2 %)
By p-sike siBUIIle BEHO3HOT TPOMOOEMOOJTIi 87 (2,8 %) 140 (4,5 %)
TpomboemOois TIMOOKUX BEH, BKITFOYAIOUN 48 (1,6 %) 74 (2,4 %)
eMO0JTiI0 JIETeHEBOi apTepii
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o Apumizexc Tamokcuden
[To61uHi1 peakirii (N=3092) (N=3094)
[memiyHi MOpYIIEHHSI MO3KOBOTO KPOBOOOIrY 62 (2,0 %) 88 (2,8 %)
Pak engomerpis 4 (0,2 %) 13 (0,6 %)

VY rpymnax Apumizekcy Ta TaMOKCH(EeHYy crocTepirajiach Taka KiulbKicTh mepenomi: 22 Ha 1000
narienTo-pokiB Ta 15 Ha 1000 mamieHTOK-poKiB BiMOBIAHO (TIEPio] CIOCTEPEKEHHS 3 MEIiaHOI0 68
MicamiB). Yacrora mepenomiB y rpymni ApuMinekcy Oyra momiOHa J0 Takoi, IO criocTepiraiacs y
MAI[iEHTIB BiJMOBIAHOTO BIKY Yy MOCTMEHOIAYy3aJlbHOMY Tepioai. YacToTa BUMAAKIB OCTEOTOPO3Y
cranoBuia 10,5 % y marieHTOK, SKUX JKyBadud ApumigekcoM, Tta 7,3 % y Mami€eHTOK, SKUX
JIKyBaJIl TAMOKCH(EHOM.

He Oyno BcraHoBieHo, 4M BigoOpakae YacToTa IEpPEIOMIB Ta dYacToTa OCTEONOpo3y, IO
cnoctepiranucs y gocmijkenHi ATAC y mamieHTOK, sKi npuiiManu ApUMIIEKC, TPOTEKTOPHUI
edexT Tamokcudeny, cnenudiuanii epext Apumigekcy abo oouaBa eQpeKTH.

[ToBiTOMIJICHHSI PO MMiI03PIOBaHi MOOIYHI peakiii

[ToBimomMiIeHHST TPO MiJAO3pIOBaHI MOOIYHI peakiii Mmicisi peecTpalii JiKapChbKOTo 3acody €
BayMBHM. lle mae 3Mory TpOJOBXKYBAaTH KOHTPOJIb 3a CHIBBIJIHOIICHHSM KOPHUCTH/PHU3HK
3aCTOCYBaHHS JIKapchbKOro 3aco0y. [IpoxaHHs A0 MEAMYHUX MPAIiBHUKIB MOBIIOMIIATU MPO OY/b-
SIK1 Mi03pIOBaHi MOOIUHI peakxiii.

Tepmin npuoamnocmi. 5 poKis.

YMmoBu 30epirannsi. 30epiraTi B OpuUTiHaNBHIM ymakoBmi mpu temmnepatypi He Bume 30 °C.
30epiratu y HeZJOCTYITHOMY ISl IITEH MiCIIi.

¥YnakoBka. [To 14 Tabnerok y 6micrepi, 1o 2 61icTepu y KapTOHHII KOpoOIi.
Kareropis Bianmycky. 3a peuentom.

Bupoonuk.
Actpa3eneka FOK Jlimiten, Benuka bpuranis.

Micue3naxonxeHHs1 BHPOOHUKA TA HOro aapeca Micus NpoBaJKeHHs AisJILHOCTI.
Cink Poag biznec [lapk, Makkicding, SK10 2NA, Benuka bpuranis.

JlaTta ocTaHHBOrO neperasaay. 16.04.2019
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