IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
APUMIIOEKC

(ARIMIDEX)

Cknao:
ditoua pevosuHa: anastrozole;
1 TabneTka, BKpUTA ITiIBKOBOIO 000JI0HKO0, MiCTATh 1 MT' aHaCTPO30I1y;

0onoMmidcHI peyo8uHU: TaKTO3a, MOHOTIIpaT; MOBIMOH, HATPil0 KPOXMANbIIiKONAT (TUM A), MarHi
cTeapart; IIJIiBKOBa 000/I0HKa: rimpomeno3a, Makporoin 300, tutany miokcup (E 171).

JIikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHosHi ¢i3uko-xiMiyHi 8aacmusocmi: Kpyrii, 6imi, gBoonyKJii TabneTKu, BKPUTI ITiBKOBOIO
o0osioHKOI0. TabneTKy BUTpaBipyBaHi.

dapMakoTepaneBTHYHA rpyna. AHTaroHiCTU TOPMOHIB Ta CIIOpPigHeHi 3acobu. [HribiTopu
apomara3su. Kog ATX L02B GO03.

dPapmakono2iuHi eaacmueocmi.

®apmakoduHamika

MexaniaMm mii Ta dbapMakonuHaMiyHi ebeKTH

ApuMinekc € MOTYKHUM BUCOKOCEJIEKTUBHUM HECTEPOIIHUM iHTiOiTopoM apomaTrasu. Y XKiHOK y
IIOCTMEHOIIay3aIbHOMY NEePiofii eCTpafiosl B OCHOBHOMY IIPOAYKYEThCS IIJITXOM IIEPETBOPEHHS Y
nepudepiiHUX TKaHUHAX aHOPOCTEHAIOHY B €CTPOH 3a JOIIOMOT 00 KOMIIJIEKCY (hepMeHTy apoMaTasy.
EcTpoH pari nepeTBOPIOETHCA Ha eCTPadion. Byno mpogeMOHCTPOBaHO, 110 3HUXKEHHS PiBHS
IIUPKYJII0I0YOT0 €CTPAiONy BUSIBMISIE TEPANIeBTUUHUYN €(EKT y KiHOK, XBOPUX Ha paK MOJIOYHOI
3aJ1034. Y XKiHOK Yy ITOCTMEHOIIay3aJIbHOMY Tepioni mpuiiom Apumigekcy B mo6oBit mo3i 1 mr
IPU3BOMIMB [I0 3HUKEHHS PiBHS ecTpagiony Oinbie Hix Ha 80 %, 110 Oy10 MiATBEPAXKEHO
BACOKOYYTJINBUM TECTOM.

ApuMifieKc He Ma€ IPorecTareHHol, aHAPOreHHo1 ab0 eCTPOreHHOI aKTUBHOCTI.

Apuminekc y qo6oBux mo3ax f0 10 Mr He BIJIMBA€ Ha CEKPELIil0 KOPTU30JY Ta albI0CTEPOHY, SKY
BUMIpIOBAJIM IIepex i MicyIs CTaHAapPTHOIO TECTY Ha CTUMYJIALI0 afPeHOKOPTUKOTPOIIHOIO TOPMOHY
(AKTT). Otxke, HemMae TOTPeOH ¥ 3aMiCHOMY BBe[leHHI KOPTUKOCTEPOIMiB.



KrigiyHa eeKTUBHICTE Ta Oe3meka

INowupeHull pak Mo/104YHOI 3a103U

Tepania nepwoi aiHii 015 HCIHOK Yy NoCMMeHOoNay3aabHoMYy nepiodi 3 NOWuUpPeHUM PAKOM MOAOYHOL
3a/103U

IIBa MOABIMHUX CITIMMX KOHTPOJIbOBAHUX KITIHIYHUX MOCIIKEHHS 3 MOMiOHUM AU3aHOM
(mocmigxenus 10331L/0030 ta gocmigxenrs 10331L/0027) npoBOAUIKCS 3 METOIO OIIiHKH
eekTUBHOCTI ApuMifieKCy OPiBHSHO 3 TaMOKCU(EHOM SK Tepallil epiol JiHil Micueso-
TIOLINPEeHOro a0 MeTaCTaTUYHOTO PaKy MOJIOYHOI 3aJI031 3 MTO3UTUBHUMU ab0 HEBiTOMUMU
[IOKa3HWKaMU PeleNnTOPiB TOPMOHIB y XKIHOK Y IIOCTMeHOoIIay3albHOMY Iepiofi. 3araisom 1021
nalieHTKy OyJi0 paHOOMi30BaHO OJIs 3aCTOCYBaHHS ApuMifiekcy B mo3i 1 Mr oguH pa3 Ha 700y abo
tTaMoKcudeHy y go3i 20 Mr oguH pa3 Ha [00y. [lepBUHHUMY KiHIIEBUMHU TOYKaMHU B 060X
IOCTiAKeHHAX Oy/IM Yac [0 IPOrpecyBaHHs MyXJIMHY, YacToTa 00’ €KTUBHOI BiNIOBiMi MyXJIMHU Ta
Oe3mneka.

O1rinKa nmepBUHHUX KiHIeBUX TO4OK gociimxkeHHS 10331L/0030 mpogeMoHCTpYBaa, 110 ApuMifeKc
MaB CTaTHCTUYHO 3HAUYIy IIepeBary Haj TaMOKCHA(EHOM II0[I0 Yacy A0 IPOTrpecyBaHHS IMyXINHU
(BipHOmeHHs pusukis (BP) 1,42; 95 % mosipuuu intepsan (OI) [1,11; 1,82], meniana dacy mo
nporpecyBanHs 11,1 Ta 5,6 micsans ang Apumigekcy i TaMokcudery BignosigHo, p = 0,006); wacTtora
00’€KTUBHOI BifiOBiAi myxuHu Oyja OMHAKOBOIO AJIsi ApuMifeKcy Ta TaMOKcubeny. [JoCTifKeHHS
1033IL/0027 mpogeMOHCTPYBao, 0 YacToTa 00'€KTUBHOI BiITIOBiAi MyXJIMHU Ta 4ac O0
IIPOTPECYBAHHS MYyXJTUHU IOyt ApuMigekcy Ta TaMokcudeny Oynu momiOHUMHU. Pe3ynbTaT BTOPUHHUX
KiHIIEBUX TOYOK IiATBEPIKYBaJIA pPe3yIbTaTU IEePBUHHUX KiHIIEBUX TOUOK €(heKTUBHOCTI. [IOCUTH
HU3bKUY PiBEHb CMEPTHOCTI Y I'Pymax JIiKyBaHHS 000X [OCIIKeHb He laB 3MOTH 3p0OUTH BUCHOBKHU
PO BiAMIHHOCTI MMOKAa3HUKIB 3arajlbHOI BUKHUBAHOCTI.

Tepanis Opyeol aiHil 048 HCIHOK Y NOCMMEHONAy3d1bHOMY Nepiodi 3 NOWUPEHUM PAKOM MO/AOYHOL
3a103u

ApuMifieKc BUBYABCA Y XOMi ABOX KOHTPOJIbOBAHUX KIIiHIYHUX AOCHiAXKeHb (gocnimxkernHs 0004 Ta
nocnigxkenas 0005) 3a y4acTio XKiHOK y ITIOCTMEHOIIay3aJbHOMY NEPiofi 3 MOLKUPEHUM PaKOM
MOJIOYHOI 3a/103H, y SIKUX 3aXBOPIOBaHHS IIPOTPECYBAJIO MiCys JTiKyBaHHS TaMOKCH(EeHOM
IOIIMPEHOr0 paKy MOJIOYHOI 3a/103u ab0 paKy MOJIOYHOI 3a/I034 Ha paHHIU cTapil. 3aranom 764
nauieHTKy OyIM paHmoMi30BaHi IJist 3aCTOCYyBaHHS ApuMmigekcy B mo3i 1 mr a6o 10 Mr ogus pa3 Ha
noOy abo MerecTpoiny aueTaty y mo3i 40 Mr 4oTupu pa3u Ha mo6y. HYac mo mporpecyBaHHs Ta YacToTa
00’€KTUBHOI BifiOBiAi Oy OCHOBHUMU ITOKa3HUKaMu e(eKTUBHOCTI. TaK0XK BU3HAYaAIM YaCTOTY
BUIIaIKiB ITPOJIOHTOBaHOI (Oinbiie 24 THUXKHIB) cTabisi3allii 3aXBopioBaHHS, YaCTOTY IIPOTPeCcyBaHHS
Ta 3arajibHy BUKUBaHICTE. B 000X HOCTigXKeHHAX 3HAUYIIUX BiIMIHHOCTeH MiX IpylaMu JIiKyBaHHS
110710 OYOb-SIKOTO 3 MapaMeTpiB eeKTUBHOCTI BUSBIIEHO He OyII0.

Ad’toeaHmmue AiKy8AHHA iHBA3UBHO20 PAKY MOJA0YHOI 3d/103U 3 NO3UMUBHUMU NOKA3ZHUKAMU
peuenmopie 20pMOHI8 HA PAHHIX cmadiax

Y xomi Benmukoro gocnimxkenHs II1 ¢ha3wy, 110 mpoBoaumocs 3a y4acTio 9366 KiHOK y
IIOCTMEHOIIAay3abHOMY Iepiofi 3 omepabeTbHIM PaKOM MOJIOYHOI 3aJ103H, SKUX JIiKYBaIM IIPOTITOM
5 pOKiB (IUB. HUXKYeE), TPOAEMOHCTPOBAHO, 10 ApUMiieKC CTaTUCTUYHO IlepeBakaB TaMOKCU(EH 3a
ITOKAa3HMKOM BHKMBAHOCTI 6€3 03HAK 3aXBOPIOBAHHS. 3HAYHO OiJbIli mepeBary BiTHOCHO ITOKAa3HUKA
BHKMBAHOCTI 6€3 03HaK 3aXBOPIOBAHHS CIIOCTePiranucs Ha KOPUCTh ApHMifeKCy OPiBHSHO 3
TaMOKCH(}EeHOM y IPOCIIEKTUBHO BU3HAYEHiN NOMysLil 3 TO3UTUBHUMU ITI0Ka3HUKaMU PELETITOPiB
TOPMOHIB.



Tabnuis 1

CymapHa Tabullg KiHIIeBUX TOYOK, OTPUMaHUX Mif yac gocuimxkenHs ATAC: aHani3 micns
3aBepIeHH JIiKyBaHHS, 1110 TPUBAIO 5 POKiB

KinpkicTh BUIIamKiB (4acToTa)
[TT-monmynsnis (momynsauis
3rifiHO 3 MPHU3HAYEHUM

Kinmesi Touku epeKTUBHOCTI [TyxnvHa 3 TO3UTUBHUMU

MOKa3HMWKaMU PEILENTOPiB

JIiIKyBaHHSIM) TOPMOHIB
Apumigekc Tamokrcuden Apumimekc Tamokcuden
(N=3125) (N=3116) (N=2618) (N=2598)
Budicusanicmo Ges osnak 575 (18,4)  651(20,9) 424 (16,2) 497 (19,1)
3axXB80PHBAHHA
BigHOImEHHS PU3UKIB 0,87 0,83
IBo6iunmH 95 % [II 0,78 - 0,97 0,73 -0,94
p-3HAYEHHS 0,0127 0,0049
BuotcusaHicmb 6e3 03HakK
MemacmasyB8aHHA 500 (16,0) 530 (17,0) 370 (14,1) 394 (15.2)
3ax80pH0BAHHA"
BifgHOLIEHHS PU3UKIB 0,94 0,93
IOBob6iynuH 95 % [l 0,83 -1,06 0,80 -1,07
p-3Ha4YEHHST 0,2850 0,2838
Yac 0o HacmaHHs peuudusy’ 402 (12,9) 498 (16,0) 282 (10,8) 370 (14,2)
BigHOIIEHHS PU3UKIB 0,79 0,74
IBobGiuruH 95 % I 0,70 -0,90 0,64 - 0,87
p-3HAYEHHA 0,0005 0,0002
dac 0o HacmanHA peuuousy - 504 10 4y 375(12,0) 226 (8,6) 265 (10,2)
memacmasy8aHHs
BigHOIIEHHS PU3UKIB 0,86 0,84
IBoGiunMH 95 % [I 0,74 - 0,99 0,70 - 1,00
p-3Ha4YeHHS 0,0427 0,0559
ITepguHHUul pak
KOHmMpaamepanavHoi 35(1,1) 59 (1,9) 26 (1,0) 54 (2,1)
MO/0YHOI 3a103U
BigHOIIEHHS PU3UKIB 0,59 0,47
IOBob6iunmH 95 % [l 0,39 -0,89 0,30-0,76
p-3Ha4YeHHS 0,0131 0,0018
3aeanvHa suxcusavicmy’ 411 (13,2) 420 (13,5) 296 (11,3) 301 (11,6)
BigHomeHHs puU3uKiB 0,97 0,97
IBoGiunuH 95 % I 0,85-1,12 0,83-1,14
p-3HaA4YEHHST 0,7142 0,7339

‘IToka3HUK BUKMBaHICTh 0€3 03HAK 3aXBOPIOBAHHS BKJIIOYAE BCi BUMAKH PELMINBIB Ta BU3HAYAETHCS
SIK TIepIINi emi30] MiClleBOT0 perioHalbHOT0 PeIUAKNBY, HOBOT'O paKy KOHTpaTepaabHOI MOJIOYHOI
3aJ103H, BifganeHui peuuguB abo cMepTh (3 Oyab-IKOi MIPUYKUHHU).

"BiXUBaHICTh 63 03HaK MeTacTa3yBaHHS 3aXBOPIOBAHHSA BU3HAYAEThCS K IEPHINil eIi3of
peluguBy MeTacTalyBaHHS abo cMepTh (3 Oyb-IKOi IPUYUHHU).

“Jac mo HACTaHHS PEIUAWBY BU3HAYAETHCS SK MEPIIHH eIi30[ MiCIIeBOTO Y PerioHaIbHOT0
PelUarBY, HOBOTO paKy KOHTp/IaTepalbHOI MOJIOYHOI 3aJ103H1, BiffameHui peruauB abo CMepTsh 3
IPUYUHN pPaKy MOJIOYHOI 3a/I03H.

‘Jac 1o HaCTaHHA PELUAMBY MeTacTa3yBaHHS BU3HAYAETLCA K HepIINi emi30f] peluauBy
MeTacTa3yBaHHSA ab0 CMepTh 3 MPUUUHYU PaKy MOJIOYHOI 3aJI03H.



°KinpkicTb (%) MaIiEeHTiB, 10 TOMEPIIH.

Kombinamisi ApuMinekcy Ta TaMoKcu(peHy He IPOoAeMOHCTpYBasa 6ifbinoi e(peKTUBHOCTI ITOPiBHSAHO 3
TaMOKCH(}eHOM y BCiX IallieHTiB, @ TAKOXK Yy MOMYJILil 3 TO3UTUBHUMH ITOKa3HUKAMU PELENTOPiB
ropMmoHiB. L rpyna nmikyBaHHs GyJla BUBeIeHa 3 HOCIiIKEHHS.

3rigHo 3 OHOBJIEHMMH JAHUMM IIOMI0 TIOJAJIBIIOT0 CIIOCTEPEXKEHHS 3 MefiaHoio 10 poKis,
IOBIOCTPOKOBI e(eKTH JIiKyBaHHSA APUMiIeKCOM MOPIiBHSHO 3 TaMOKCHU(EHOM y3TOAKYIOThCS 3
IIOIlepenHiM aHali30M.

AQ’r08aHmHe /NiKyBaHHA iHBA3UBHO20 PAKY MO/A04YHOI 3d/103U 3 NO3UMUBHUMU NOKA3HUKAMU
peuenmopie 20pMOHI8 HA PAHHIX cmadisx y HCiHOK, Akum 6y/aa npogedeHa ad’108AHMHA _mepanis
mamokcugeHom

Y xopi kniniunoro pocnigxkenHs I1I ¢pa3u (Austrian Breast and Colorectal Cancer Study Group
[ABCSG] 8), B sikomy Opanu ydacTb 2579 XkiHOK ¥ TOCTMEHOIIay3aJIbHOMY Tepiofi, sSiKi cTpaxmany Ha
PaK MOJIOYHOI 3aJI031 3 MO3UTUBHUMH ITOKA3HUKAMU PELENTOPiB TOPMOHIB Ha PaHHIX CTafdisx Ta
akuM OyJI0 IPOBeeHO XipypriuHe BTpy4YaHHS 3 pagioTeparieio abo 6e3 Hel, aje SIKUM He IPOBOAUIIA
XiMioTepariio (OuB. HUXKYe), MOKAa3HUKH BUXKUBAHOCTI 063 03HAK 3aXBOPIOBAHHS y I'Pyi, 110 6yIta
mepeBefieHa Ha ApuUMifeKc micsg 2 POKiB afi' ToBAHTHOI Tepallil TaMOKCHU()EHOM, CTaTUCTUYHO
IepeBaXkajly TaKi IOKa3HUKHU Y T'PYIIi, 10 3aJIUIINAIacd Ha JIiKyBaHHI TaMOKCH(EHOM, IiCIs mepiomy
IIOJaJIbIIOr0 CIIOCTEPEXKEHHS 3 MediaHO0 24 Micsli.

Tabmnuig 2
CymapHa Tabmulg KiHIIeBUX TOYOK Ta pe3yibTaTiB mocuimxkenHs ABCSG 8

. . KinpkicTs BUIIaaKiB (4acToTa)
Kinnesi noka3HUuK"

. Apuminekc Tamoxcuden
e(heKTHUBHOCTI (N=1297) (N=1282)
BuoicusaHicmb 6e3 03Hak 65 (5,0) 93 (7.3)
3ax80pPHBAHHA
BifHOLIEHHS PU3UKIB 0,67
IOBoGiynnH 95 % [II 0,49 - 0,92
p-3HaYEeHHA 0,014
Yac 0o HacmaHHs 6y0b- 36 (2,8) 66 (5,1)
K020 peyudusy
BifHOLIEHHS PU3UKIB 0,53
IBoGiunuH 95 % II 0,35-0,79
p-3HaYEeHHS 0,002
Yac 0o HacmaHHA peyudusy 22 (1,7) 41 (3,2)
memacmasy8aHHA
BifHOLIEHHS PU3UKIB 0,52
IOBoGiynmH 95 % [II 0,31 -0,88
p-3HaYEeHHS 0,015
Hosuti pak
KOHMp/amepanvHoi 7 (0,5) 15(1,2)
MO/I0YHOI 3a/103U
BifgHOLIEHHS PU3UKIB 0,46
IOBoGiynmH 95 % [II 0,19-1,13
p-3HaYEeHHS 0,090
3aezanvHa sucusaHicmow 43 (3,3) 45 (3,5)
BifgHOLIEHHS PU3UKIB 0,96
IBoGiunuH 95 % II 0,63-1,46
p-3HaYEeHHS 0,840



IBa mogansiii momibHi mocmimxkenHs (GABG/ARNO 95 Tta ITA), B omHOMY 3 SKUX MAIliEHTKH
OTPUMYBaM XipypriuHe NikyBaHHS Ta XiMioTeparilo, a TakoK KOMOiHOBaHU aHai3 JOCTiAXKEHb
ABCSG 8 tTa GABG/ARNO 95 mifgTBepAXKyOTh Iii pe3y/IbTaTH.

[Tpodins 6e3nexku ApuMineKcy y X TPbhOX JOCHTigXKEHHSX BifmnoBifas npodinio 6e3neku, 1o 6yB
BCTAHOBJIEHUH Y KiHOK y IIOCTMEHOIIay3aIbHOMY IIePiofi 3 paKOM MOJIOYHOI 3a/1034 3 TO3UTUBHUMU
ITIOKa3HWKaMU PELENTOPiB TOPMOHIB Ha PaHHIX CTagidx.

MinepaavHa wiabHicms Kicmok (MIIK)

Y mocnipxenHi III/IV ¢a3u (Study of Anastrozole with the Bisphosphonate Risedronate [SABRE]) 234
JKIHKY y IOCTMEHOIIay3aJIbHOMY I1epiofi 3 paHHIM pakKOM MOJIOYHOI 3aJI034 3 MO3UTUBHUMU
[IOKa3HUKaMU pPeLEeNTOpiB TOPMOHIB, SKUM IIJIaHYBajoCd IIpU3Ha4YeHHS ApuMmifekcy B mo3i 1
Mr/mo0y, 6ynu po3mofisieHi Ha TPyny 3 HU3bKUM, CepeiHiM Ta BUCOKMM PU3UKOM BiIIOBIIHO [0
ICHYI0YO0T0 y HUX PU3UKY BUHUKHEHHS OCTEONIOPOTUYHOrO0 repeioMy. [IlepBUHHUM ITapaMeTpoM
eexTUBHOCTI OYB aHasli3 MIiTBHOCTI KICTKOBOI Macu MOIIEPEKOBOTO BifAiny xpe6Ta 3 BUKOPUCTaHHIM
ckanyBaHHA DEXA. Bci manieHTKy oTpuMyBaiu BitaMiH D Ta kanblid. [TalfieHTKY y IPyIi 3 HU3BKUM
PU3KUKOM OTpUMYBasu Tinbku Apuminekc (N = 42), mallieHTKu y TPYIIi 3 cepenHiM pu3ukoM Oyiu
PaHAOMi30BaHi i 0OTpUMyBaIu APUMIifeKC IUII0C pU3eAPOoHaT y A03i 35 Mr ofiuH pa3 Ha TuXaeHb (N =
77) abo Apuminekc nmioc nnaiebo (N = 77), malieHTKH y TPYIIi 3 BUCOKUM PHU3UKOM OTPHUMYBaJIu
ApuMifekc Ioc pu3egpoHar y 1o3i 35 Mr oguH pa3 Ha TuxaeHb (N = 38). [IepBUHHOO KiHIIEBOIO
TO4YKOI0 OyJia 3MiHa IIiTbHOCTI KiCTKOBOI MacH IOIEePeKOBOro Bifminy xpe6Ta uepe3 12 micsuis
IIOPiBHSTHO 3 BUXIJHUM PiBHEM.

OcHoBHUY aHai3 yepe3 12 MicALiB 0Ka3as, 110 y NALli€HTOK i3 CepelHiM Ta BUCOKUM PU3UKOM
BUHUKHEHHS OCTEOMOPOTUYHOTO ITEPEJIOMY He CIIOCTEPiranocs 3MeHIIeHHS LIiIbHOCTI KiCTKOBOI
MacH (oIliHIoBajiacsi MiHepasbHa IIiTbHICTh KiCTKOBOI MacH IOIIePeKOBOI0 Bigminy xpe6Ta 3
BUKOpPUCTaHHSIM cKaHyBaHHs DEXA) mpu nikyBaHHI ApuminekcoM y mo3i 1 Mr/go0y y KombiHarril 3
pu3empoHaTOM y H03i 35 MI oguH pa3 Ha TukaeHb. Kpim Toro, 3uuxkenHs MIIK, o He Gyno
CTaTUCTUYHO 3HQYYILIUM, CIIOCTePiranocs y rpymi 3 HU3bKUM PU3UKOM IIPU JIiIKyBaHHI TiJIbKU
Apumigekcom y mo3i 1 mr/mo0y. Lli pesynbraTu Oynu Bino6pakeHi BTOPpUHHUM ITOKa3HUKOM
e(eKTUBHOCTI - 3MiHOI0 3aranbHol MIIK cTterHa yepe3 12 MicsIliB MOPiBHSAHO 3 BUXiTHUM PiBHEM.

Lle mocrmigXeHHs TOBOOUTD, IO MOLITBHO PO3TISOATH 3acTOCyBaHHs GichochoHaTiB Mpu MOKIUBOMY
3HMKEHHI MiHepaibHOI LIiJIbHOCTI KiCTKOBOl TKAHMHH y KIHOK y IOCTMEHOIIay3aJbHOMY Iepiofi 3
pPaKoM MOJIOYHOI 3a/1031 Ha PaHHIX CTaflisgX, SKUM IIPU3HAUEHO JIiKyBaHHSI APUMiIeKCOM.

dapmMaxkoKiHemuxka.

BcMoOKTYBaHHSA

BcMOKTYBaHHSI aHaCTPO30J1y € MIBUOKUM, MaKCAMaJlbHa KOHIIEHTPallid y IJla3Mi KpOBi 3a3BAYai
INOCSTAETHCS MPOTATOM 2 TOOUH (HATIIE). [3ka memo crioBiNBHIOE IIBUAKICTD, ajie HE CTYIIiHb
BCMOKTYyBaHHs. He3HauHi 3MiHY WIBUAKOCTI BCMOKTYBaHHS He MalOTh KJIIHIYHO 3HAYYIIOTO BIIJIUBY Ha
piBHOBaXKHi KOHI[EHTpAIlil y IIJ1a3Mi KPOBi ITpu 3acTOCyBaHHi TabneToK ApuMigeKkcy oguH pa3 Ha fo0y.
[Tpu6nusno 90-95 % piBHOBaXKHUX KOHIIEHTpAllil aHACTPO30J1y B IJIa3Mi KPOBi JOCATAIOTHCS MiCIIs 7
[HIB IIOJEeHHOT0 3aCTOCYBaHHS IIpenapaTy, HaKONu4YeHHs € 3-4-KpaTHuM. HeMae BigomocTeil Ipo
3aJIeKHiCTh (hapMaKOKiHETUUHUX ITapaMeTPiB aHACTPO30J1y Bifl yacy abo mo3u.

dapMaKOKiHETHKa aHAaCTPO30J1y He 3aJIeXKUTh Bif] BiKy KIHOK Y IOCTMEHOIIay3albHOMY Iepiofi.



Posnmopin

Tinmeku 40 % aHACTPO301y 3B’I3y€ThCS 3 OiNKaMu Ia3Mu.

BuBeneHHsa

AHACTPO030JI BUBOAUTHCA IIOBIIBHO, IIEPIO HAaiBBUBENEHHS 3 IINTa3Mu CTaHOBUTEL 40-50 roguH.
AHacTpo30/1 eKCTEHCUBHO MeTaloJIi3yeThCsl y KiHOK y IIOCTMeHOIay3albHOMY Iepiofi, MeHIie 10
% [o3u BUBOOUTHCH i3 ce4yer0 Yy He3MiHEHOMY BUTJIAML IPOTATOM 72 TOOUH MIiCJIg BBEAEHHS.
MeTabomi3aM aHaCTPO30JIy 3iNCHIOEThCS MUIAXOM N-IeanKimyBaHHS, TiIPOKCUTIOBAaHHS Ta
TJIIOKYPOHi3arlii. MeTabomiTi BUBOOSITLCS IIEPEeBazKHO i3 ceuero. Tprasos, OCHOBHUN MeTabOoJIiT y
IIJTa3Mi KPOBi, He IIPUTHIYYE apoMaTasy.

[MopymeHHs GYyHKITI HIPOK a00 MeYiHKK

[TopiBHSIHO 3 BiAMIOBiGHUM KOHTPOJIEM Y MOOPOBOJIBIIB 3 KOMIIEHCOBAHUM LIMPO30M MEYiHKYM BUAUMUN
kiipesrc (CL/F) aHacTpo301y Iicis mepopaibHOro 3acToCyBaHHs 0yB mpubau3no Ha 30 % HUXKYIUM
(mocmimxxenus 10331L/0014). OgHak KOHIIEHTPaIlil aHaCTPO30J1y Y MJIa3Mi KpoBi HOOPOBOJIBIIIB 3
IIMPO30M IeUiHKX OyJIM B MexXKax fianma30Hy KOHIIEHTpaLlil, 0 CIIOCTEPIranucs y 3m0POBUX
y4aCHUKIB iHIMX mociiaxkeHb. [171a3M0Bi KOHIIEHTpALllii aHaCTPO30JTy, 10 CIIOCTepiraaucs y
IOBTOTPUBAJIUX OOCIIIXKEeHHAX e(eKTUBHOCTI y NalliEHTIB 3 MOPYLUIeHHAM (QyHKII nedyinku, Oynu y
MexXKax [ialma30Hy I1a3MOBUX KOHIIEHTPAIli# aHACTPO30JTy, 10 CIIOCTePiraaucs y maiieHTisB 6e3
NOpYIIeHHS (PYHKI] IeYiHKA.

Y mocnipxenni 10331L/0018 y 0oOpOBOJIBIIB 3 TSKKUM IOPYIIEeHHAM (QYHKIIII HUPOK (IIBUAKICTH
Ki1y6oukoBoi ¢inprparii [[IIK®] < 30 my/xB) Bugumuit kniperc (CL/F) aHacTpo30:y mics
TIepopajIbHOTO 3aCTOCYBaHHS He O0yB 3MiHEHHUH, 10 Y3TOAXKYEThCS 3 (PaKTOM, 110 aHACTPO30JT
BHBOMIUTHCS TEPEBAXKHO IIJITX0M MeTabomi3aMy. KoHIleHTpallii aHaCTpo30JTy y I1a3Mi KpOoBi, I10
CIIOCTepiranucs Imif 4ac JOBrOCTPOKOBUX MOCIIIXKeHb e(DeKTUBHOCTI V MAIiEHTIB 3 IOPYIIEHHSIM
GyHKIII HUPOK, 3HaXOOUIIKCS Y MeXKaX [iana30Hy KOHIIEHTpallil aHaCTPO30J1y Y IJla3Mi KPOBi, 110
CIIOCTEepiranucs y maiieHTiB 6e3 mopyiieHHs QYHKIl HUPOK. 3aCTOCYBaHHS ApPHUMieKCy malieHTaM 3
TSKKUMH MTOPYIIEeHHIMHU QYHKIIII HUPOK CIIiJ IPOBOAUTH 3 00epexkHicTio (IuB. po3ninu «Crocid
3aCTOCyBaHHS Ta 03u» Ta «OCOOIMBOCTI 3aCTOCYBaHHS»).

KrinigHi xapaKTepHCTHKH.
IToka3anHs.
ApuMigekc rmokKalaHu OJis:

- a[I'I0OBaHTHOTO JTIKyBaHHS iHBa3MBHOT'0 PaKy MOJIOYHOI 3aJ103U 3 MTO3UTUBHUMU
IIOKa3HUKaMU PeLeNTOPiB TOPMOHIB Ha PaHHIX CTafifX y KIHOK Y IOCTMEHONay3aIbHOMY
nepiomi;

- a['I0BAHTHOT O JTIKyBaHHS iHBa3UBHOT0 PaKy MOJIOYHOI 3aJI03U 3 IO3UTUBHUMU IOKa3HUKaMU
pellenTopiB TOPMOHIB Ha PaHHIX CTafisAX Yy KIiHOK y IIOCTMEHOIIay3aJIbHOMY Iepiofi, SKuM 6yo
IIPOBEMEHO af] I0BaHTHY Tepallilo TaMOKCH(PEHOM MPOTAroM 2-3 POKiB;

- TiKyBaHHS MOMIKXPEHOT0 PaKy MOJIOYHOI 321031 3 TO3UTUBHUMH ITOKa3HUKAMU PEleNTOPiB
TOPMOHIB Yy XiHOK Yy ITOCTMEHOIIay3albHOMY ITepiofi.



IIpomunoka3aHHs.
ApuMigekc MpOTUIIOKA3aHUY MallieHTKaM:
- y IIepiofu BariTHOCTI Ta FOOYyBaHHS I'PYOII0;

- 3 BilOMOI0 TiepuyTIUBICTIO O aHACTPO30J1y a00 Ho OyOb-IKO1 3 MOIMOMIiKHUX PEYOBUH.

Oco0auei 3axo0u 6e3nexu.

Bynp-siKi HeBUKOpPHCTaHi MiKapchKi 3acobu abo Bigxonu MOBHHHI OyTH yTUIi30BaHi BiAOBIgHO 0
MiCIIeBUX BUMOT.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

AHnactpo3on in vitro npurHiuye ¢pepmenTtu CYP 1A2, 2C8/9 ta 3A4. KniniuHi gocnifgxkeHHd i3
3aCTOCYyBaHHSM aHTUIIIPHHY Ta Bap(apuHy NPOAEeMOHCTPYBaIH, 1[0 aHACTPO30J1 Y [03i 1 MT icTOTHO
He IpUrHiuye Metabomi3m anTunipuny i R- ta S-Bapdapuny, i Taki gaHi cBiguaTh, 110 OqHOYACHE
3aCTOCYBaHHS ApUMifeKCy 3 iHIIMMU TiKapChbKUMU 3aco0aMy HaBpS[ YU MPU3BELE [0 KIIiHIYHO
3HAUYIIMUX B3aEMOMiH JTiKapchKuxX 3aco0iB, omocepenkoBanux ¢pepmentamu CYP.

depMeHTH, 110 0IIOCEPETKOBYIOTH MeTab0Ii3M aHacTPo30iy, He Oynu inenTudikoBaHi. LlumMeTunuH,
cnabkuit Hecnenudiuuwmii iHridiTop depmenTtis CYP, He BIxBa€ Ha IIJIa3MOBiI KOHIIEHTpAIlil
aHacTtpo3o:y. [laHi mpo BIIKMB NOTyKHUX iHTiOiTOpiB CYP BigcyTHI.

BuBueHHs 0a3u gaHUX 110710 6e3MeKy Impernapary, HaKOMMYeHUX V XO/i KTIHIYHUX HOCTiAXKeHb, He
BUSIBUJIO BiIOMOCTEH IIPO KJTIHIYHO 3HAUYIIY JIiKapChKY B3a€MOLII0 y MALliEHTOK, SIKi IpAiMau
OIHOYACHO ApUMIifeKC Ta iHIII ITpenapaTy, 110 YacTo IprU3HavyaThCA. [1po KIiHIYHO 3HaYyII
B3aemofmil 3 GichochoHaTaMu He MOBIHOMIISIIOCH (OUB. Po3min «®apMaKoIOriyHi BIaCTUBOCTI»).

Cnip yHMKaTH OIHOYACHOT'0 3aCTOCYBaHHSA TaMOKCH(eHy a0o 3aco0iB, 1110 MiCTATL eCTPOTEHH, 3
ApuMineKkcoMm, OCKilIbKH 1Ie MOXKe IMOCIa0uTH Horo ¢papMaKoIoriuyny mito (muB. po3minu «OcobIuBOCTI
3acTocyBaHHSI» Ta «®apMaKoIOTriyHi BIaCTUBOCTI»).

Oco06.1ueocmi 3acmocye8aHHs1.
3arabHi

ApuMinekc He CIlif 3aCTOCOBYBATH XKiHKaM y Iepiof mpeMeHomnay3u. MeHomay3a Mae 0yTu
nigTBEpAKEHa pe3ynbTaTaMu 6ioXiMiYHUX JOCHTigXKeHb (PiBHI MoTeiHi3yioyoro ropmony [JII],
domnikynoctumymnoodoro ropmony [®CI'] Ta/abo ecTpagiony) y pa3i CyMHiBIiB I[oJ0 MeHOIIay3aIbHOTO
CTaTycy maiieHTKu. BimcyTHi gani momo o6rpyHTyBaHHS 3aCTOCYBaHHS APUMIIEKCy 3 aHalIoraMu
pumni3uHr-hakTopa JTelHi3yio49oro ropmony (POJIT).

Cnig yHUKATH OOHOYACHOTO 3aCTOCYBaHHS TaMoKcudeHy abo 3acobiB, 1110 MiCTSTh ECTPOTEH, 3
nmpenapaToM ApHUMifIeKC, OCKiJIbKU 1€ MOXKe 3HU3UTH KOoro (hapMaKOoJIOTiuHy Hito (IUB. PO3Tinu



«B3aeMopmis 3 iHIMMMY JTiKapChbKUMHU 3aco0aMu Ta iHII BUAM B3aEMOiit» Ta «apMaKooriuni
BJIQCTUBOCTI»).

BonuB Ha MiHepadabHVY HIiIBHICTD KiCTOK

Ockinbku ApuMifgeKC 3HUKYE PiBHI IUPKYJIIOI0UOT0 €CTPOreHy, 1ie MOXKe IIPU3BECTU [0 3HUKEHHSI
MiHepaIbHOI IMIiIBHOCTI KiCTOK 3 MOXK/IMBUM 30i/IbIIEHHSIM PU3UKY TepenioMy (auB. po3pin «Ilobiuni
peaxtii»).

Y XiHOK, XBOPUX Ha OCTEOIOPO3 YU 3 PU3UKOM OCTEOII0PO3Y, CJIif OLiHIBATU MiHepasbHY IIIbHICTh
KiCTOK Ha I0YaTKy JiKyBaHHS Ta 3 PEeTyISPHUMU iHTepBajaMu micis nikyBaHHA. [Ipu He0OXigHOCTI
CJIifl MpU3HaYaTH NTiKyBaHHS a00 Mpo¢inakTUKy 0CTEOIIOPO3Y Ta PETENIbHO CIIOCTEPiraT 3a CTAHOM
NalieHTKU. 3aCTOCyBaHHS crienudivyHux 3aco0iB, Hanpukiap 6ichochoHaTiB, MOXKe MPUTUHUTHU
IIOfla/IbIITy BTPATy MiHepasbHOI LIiIbHOCTI KiCTOK, CIIPUYMHEHY APUMIiIEKCOM y XKiHOK y
IIOCTMEHOIAay3i, i CITig OiHUTH JOIiIMBHICTh TAKOTO 3aCTOCYBaHHS (OuB. po3mdin «I1o0iuHi peakirii»).

[TopyuieHHs QYHKINI TeYiHKN

He pgocnigKyBasnocst 3aCTOCyBaHHS IIpelapaTy ApHMifgeKc mallieHTKaM 3 pakoM MOJIOYHOI 3aJI03U Ta
IIOMipHUM a00 TSXKKUM [OPYIIEHHSAM QYHKINI MediHKy. V MalieHToK 3 NOPYLIIeHHAM (QyHKIiI Ie4iHKN
€KCIIO3UIli aHACTPO30J1y MoxKe OyTH 30i/blIeHOI0 (OUB. po3hin «PapMaKOJIOTiuHi BIaCTUBOCTI»);
3aCTOCyBaHHS ApUMIifieKCy MallieHTKaM 3 IOMIPHUM Ta TSXKKUM IOPYUIeHHSAM (PYHKI1 NeYiHKI
noTpebye o6epexHOCTI (quB. po3min «Crmocib 3acTocyBaHHS Ta Ho3u»). JIiKyBaHHS IIOBUHHO
6a3yBaTUCh Ha OIiHII CIiBBiTHOIIEHHS KOPUCTI Ta PU3UKY IJI KOXKHOI OKPEMO] MalliEeHTKH.

[MopvuieHHES OVHKIINI HUPOK

He mocnigXyBanocst 3aCTOCyBaHHA IIpeliapaTy ApUMifeKc malieHTaM 3 pakoOM MOJIOYHOI 3271034 Ta
TSKKUM [TOPYIIeHHIM QYHKIIII HUPOK. EXCIo3uilisi aHaCcTpo301y He 36ibIIyETLCS Y MAlliEHTOK 3
TSKKUM ITOPYIIeHHIM QYHKIIII HUPOK (IBUAKICTh Kyb6oukoBoi ¢inbTparttil [[IIK®] < 30 My/xB, OuB.
po3ain «®apMakoJIOoTriyHi BJaCTUBOCTI»); 3aCTOCYBaHHS APUMIiIEKCy NallieHTKaM 3 TAKKUM
MOPYIIEHHAM (QYHKIII HUPOK CJIil TPOBOOUTH 3 00epexkHiCcTIO (muB. po3min «Crocid 3acToCyBaHHS Ta
OO3U»).

iTn

ApuMinekc He MOKa3aHUM AJIS 3aCTOCYBAHHS IiTAM, OCKIIbKY [ ITi€]l TPyNH NallieHTiB Oe3meKa Ta
e(peKTUBHICTb BCTAHOBJIEH] He OyIH.

XnomnyukaMm 3 fediliuToM TOPMOHY POCTy ApUMifIeKC He CJIi[l 3aCTOCOBYBATH SK [TOIOBHEHHS [0
TiKyBaHHS TOPMOHOM POCTY. Y 6a30BOMY KJTiHIYHOMY HOCTiXKeHHi edeKTUBHICTEL He Gyra
IIPOJIEMOHCTPOBAHA i He Oyya BcTaHOBIeHa 6e3neka. OCKiIbKM aHACTPO30J1 3HUKYE PiBHI ecTpamiony,
ApuMifieKC He CIIifi 3aCTOCOBYBaTH AiBYaTKaM 3 Ae(illiTOM rOPMOHY POCTY K JOIMOBHEHHS [0
JiKyBaHHS TOPMOHOM POCTY. BificyTHi aHi OBroTpruBanoro CrocTepekeHHs Mono 6e3meKu
3aCTOCYBaHHSA OiTAM.

[inepyyTnMBICTL 00 JAKTO3HU

[IpemapaT MiCTUTh 1akTO3y. [lalieHTKaM 3 PiAKMMHU CIIagKOBMMU CTaHaMU, TAKUMU SK
HEeIepeHOCUMICTh rajlakTo3H, JJakTa3Ha HeflloCcTaTHIiCTh Jlanmna abo nopyieHHsS BCMOKTYBaHHS
TJIIOKO3U-TAJIaKTO3H, He CIIifl MpuiMaTH el miKapChKui 3aciob.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

[laHi Ipo 3aCTOCYBaHHSA ApPUMIiIEKCY BariTHUM XKIiHKaM BifCYyTHI. [JOCNIiIXKeHHS Ha TBapUHAX
IIPOOEMOHCTPYBAIX PENPOAYKTUBHY TOKCUYHICTh. ApUMigeKC MIPOTUIIOKa3aHUY IIifl Yac BariTHOCTI
(muB. po3pin «IIpoTUnoKa3aHHA»).

Iani mpo 3acTocyBaHHsI ApUMifeKCy B Iepiof JakTalil BigCcyTHi. ApuMifeKc NpOTUIIOKa3aHU B
nepion rofyBaHHS IPyAA0 (OuB. po3nin «[IpoTumnoka3zaHHS»).

QepTUNLHICTD

Brnnus Apuminekcy Ha QpepTUIbHICTD TIOAUHYN He OOCigXKyBaBcs. [locmigKeHHs Ha TBapuHax
IIPOOEMOHCTPYBAIX PENPOAYKTUBHY TOKCUYHICTE.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

ApumMinekc He BIIMBa€ ab0 Ma€ He3HAUYHUM BIJIMB Ha 3[aTHICTh KePyBaTH TPAHCIOPTHUMHU 3aco0aMu
Ta MpalfoBaTy 3 iHIMMMU MexaHisMaMu. OgHak Oysu OTpUMaHi TOBiIOMJIEHHS NP0 BUMAAKMU acTeHil
Ta COHJIMBOCTI, TTOB’sI3aHi 3 MpUAOMOM ApUMifeKCy, TOMY CJIii HOTPUMYBaTHUCS 006€peXKHOCTI IifT Yac
KepyBaHHS TPaHCIOPTHUMU 3acobamu abo poOOTH 3 iHIIMMYU MexaHi3MaMHu, SIKIIO CIIOCTEPiraloThCs
TaKi CUMIITOMH.

Cnocid 3acmocyeaHHsi ma do3u.
ApuMifekc IpuiMarTh IepOpaIbHo.

PexomeHfoBaHa [03a OIS OOPOC/INX, BKJIIOYAl04YM KIiHOK JIiTHBOTO BiKy, CTaHOBUTH 1 TabneTky (1
mr) 1 pas Ha mo0y.

[Tpu iHBa3UBHOMY pPaKy MOJIOYHOI 3ajI031 3 MO3UTUBHUMU IT0Ka3HMKaMHU PEIeNTOPiB TOPMOHIB Ha
PaHHIX CTafigaxX y XKIiHOK y IOCTMEHOIIay3aJlbHOMY I1epiofi peKoOMeHI0BaHa TPUBAIICTh afi F0BAaHTHOT'O
€HIOKPUHHOI'O JIIKyBaHHS CTAHOBUTH O POKIB.

ITopyweHHA pYHKUII HUPOK

[NTauieHTKaM 3 IerkuM ab0 MOMipHUM IOpYyIIeHHAM (YHKIIl HUPOK KOPUTYBATH 403y He MOTPiOHO.
3acTocyBaHHS IpenapaTy ApUMineKc MalieHTKaM 3 TIKKUM MOPYIIeHHIM (YHKIIiI HUPOK oTpedye
o0epexkHOCTI (auB. po3minu «OcobauBOCTi 3acToCcyBaHHA» Ta «PapMaKoJIOTiYHi BlTaCTUBOCTI»).

IMopyweHHA pyHKUII neviHKu

TTaIfieHTKaM 3 3aXBOPIOBAHHSM MEYiHKK JIETKOTO CTYIIEHS TSIKKOCTi KOPUTYBATH 03y He MOTPiOHO.
I[MarieHTKaM 3 MOMIPHUM Ta TSIXKHM IOPYLIIEHHSIM (QYHKIIIi IeYiHKH IpemaparT CJIifl 3aCTOCOBYBATH 3
obepexHicTO (mUB. po3minn «OcoOMMBOCTI 3aCTOCYBAHHS»).

Himu.



ApuMinekc He peKOMEHIY€ETHCSA TPU3HAYaTy AiTSIM Yepe3 HeJOCTAaTHICTh JaHUX IIPo Oe3MeKy Ta
eeKTUBHICTD (uB. po3nin «Oco6IUBOCTI 3aCTOCYBaHHS»).

Ilepedo3yeanHsi.

Kniniynuit 0ocBif BUMTaIKOBOTO Iepe03yBaHHs 00MexKeHU!. Y X0/l HOCTifKeHb Ha TBapuHax
aHaCTPO30JI IIPOAEeMOHCTPYBaB HU3BKY I'OCTPY TOKCUYHICTG. [1if] Yac KITiHIYHUX OOCIIIAXEHDb
3aCTOCOBYBaJIH pi3Hi J03yBaHHS ApuMifekcy: 1o 60 Mr ogHOPa30BO 3MOPOBUM YOJIOBIKaAM-
no6poBobLsaM Ta fo 10 Mr IIOeHHO XKiHKaM y IIOCTMEHOIIay3albHOMY Iepiofi 3 MOMKUPEHUM PaKOM
MOJIOYHOI 3a/103H; 11i 103U gobpe mepeHocunucs. OgHOPa30BY 03y APUMiOeKCy, 110 MPHU3BOOUTH 10
CHMIITOMIB, SIKi 3aTPOXKYIOThH KUTTIO, BCTAHOB/IEHO He Oyno. CrenudigyHoro aHTUAOTY IIPU
nepeno3yBaHHi He iCHY€E, TiKyBaHHS MOBUHHO OYTH CHMIITOMaTUYHUM.

[Tpu niKyBaHHI Mepeqo3yBaHHS CJIifl BpaXOBYBATH MOXKJIUBICTh TOTO, II0 MOTJTIA OYTH MPUUHSATI KilbKa
PEeUYoBHH. FKIIO MallieHT He 3HENPUTOMHIB, MOKHAa BUKJIUKATU OnioBaHHS. Moxke 6yTH KOPUCHUM
miani3, ocKinbKu ApHMifgeKc He Ma€ 3HaYHOTO 3B’I3yBaHHS 3 IpoTeiHaMU. PeKOMeHyeThCS 3arajbHe
MigTPUMYyIOYe JTiKyBaHHS, BKITIIOYAIOYX YaCTUN MOHITOPUHT XKUTTEBUX (PYHKIIIN, Ta peTEJIbHE
CIIOCTEPEXKEHHS 3a MalliEHTOM.

ITo6iuni peakuii.

Y Tabnuni 3 mpeacTaBiaeHo no0iYHiI peakiiii, 110 CIIOCTEPIraaucs y Xoni KITiHiYHUX Ta
micsapeecTpaliifHuX AoCifKeHb abo 6ynu OTpUMaHi y BUTJISAI CIIOHTAHHUX IIOBiIOMIEHD. AKIIO He
BKa3aHO iHakKIlle, KaTeropil 4acToTy Oy po3paxoBaHi Ha OCHOBI KiIbKOCTi MOOIYHUX peakllii, 10
crocTepiranucs y BenukoMy pocuipxeHHi 11 ¢a3u 3a yuyacTio 9366 XKiHOK y TOCTMeHOIIay3aIbHOMY
nepiofi 3 onepabenbHUM PaKOM MOJIOYHOI 3aJ103H4, SIKi OTPMMYBAJIX aji IOBaHTHY Tepalliio MPOTATOM
II'SITH POKiB (mocmimxkeHHs Arimidex, Tamoxifen, Alone or in Combination [ATAC]).

HaBepeni Huxk4e mobivHi peakii KimacudikyoTh 3a 4aCTOTOIO Ta KinacaMu cucteM oprasis (KCO).
Knacudikaiis 3a 4aCTOTOI0 IIPOBOAUIIOCH 3a TAKMMHU KPUTEPiAMHU: OyxKe gacTo (=1/10), gacto (Big
=1/100 go <1/10), mewacTo (Big =1/1000 mo <1/100), pigko (Big =1/10000 mo <1/1000) Ta nyxe
pioko (<1/10000). HattuacriIme moBimoMsiiaocs PO TaKi mo6iuHi peakiii: TOI0BHUM 0iflb, IPUTIIUBY,
HY[IOTa, BUCHII, apTPAJITis, IOPYIIEHHS PYXJIUBOCTI B Cyrio6axX, apTPUT Ta aCTEHis.

Tab6muig 3
[To6iuHi peaknii 3a KCO Ta 9acToTo10
[TopymenHst 06MiHy peuoBuH i [Hacto AHOpEKCis
Xap4yyBaHHSA [inepxonecTepruHeMis
HeuacTo [imepkanbliemist (3 migBuiieHHSIM abo 6e3

iOBUINIEHHS PiBHSA MapaTUPEOIfHOTO TOPMOHY)
[IcuxiuHi po3nagu [lyxxe yacto |denpecia
[TopyueHHst 3 60Ky HepBoBoi  |[Iyxe yacto |[onoBHMI 6inb
CHCTEMHU HacTo COHIUBICTD

3am’aCTHUYU TYHEeJIbHUU CUHAPOM*

Po3agy 4yTIUBOCTI (BKJIIOUAKOYU IIapecTesito,

BTpaTy CMakKy Ta 3MiHU CMaKOBUX BiYyTTiB)
[TopymenHs 3 60Ky cysuHHOl |[yxe yacto [[Ipunnusu
cUCTEMU




[TopyireHHS 3 00Ky TpaBHOI [yxke yacto |Hymora
CUCTeMHU HacTo [liapes
broBaHHSA
[TopymieHHs 3 60Ky JacTto [TinBuIIeHHS PiBHIB IyKHOI docdaTasy,
remaToOimiapHoi cucTeMu anaHiHaMiHOTpaHC(depas3u Ta
acrnaprataMiHOTpaHC(epasu
Heuacto [TinBumeHHs piBHiB ramMa-I'T Ta 6inipy0iny
ematut
[TopyuieHHs 3 00Ky wikipu Ta  |[JyXke dyacTto |Bucun
MMiIIIKIPHOI KITITKOBUHY JacTo CTOHIIIEHHS BOJIOCCS (aJIomeris)
Anepriuni peakiil
HeuacTto Kponus’siHKa
Pinko Epurtema noniMmopdHa
AHadinakToigHa peakiis
[IIKipHUY BaCKYJIT (BKJII0OYAIOYHX [I€BHY KiJIBKICTh
[TOBiIOMJIEHD NIPO BUIIAKHU ITyPIyPU
[[Tennerina-I'enoxa)**
[lyxe pigko Cunpgpom CriBeHCca-/IKOHCOHA
AHTIOHEBPOTHUYHUYN HaOPSK
[TopyiuieHHSs 3 00Ky KicTKOBO-  |[IyXke 4acTo |ApTpasris/mopyiieHHs PyXJIUBOCTI B CyTiIo0ax
M’s1I30BO1 CUCTEMH Ta CIIOJTy4YHOL APTPUT
TKaHUHU OcTeonopo3
JacTto binb y KicTKax
Mianris
HeuacTo CUHAPOM KJIallalouoro naibls
[TopyuieHHS 3 00Ky HacTo CyXiCTb HiXBU
PENPONYKTUBHOI CUCTEMHU Ta BarinanbHa KpoBOoTeda***
MOJIOYHOI 3271031
CucTeMHI IOPYLIEHHS Ta [lyke yacto |AcTeHia
YCKJIafiJHEHHS V MiCI|i BBEJIeHHS

*JacToTa BUHUKHEHHS 3all’ICTHOTO TYHEJIbHOTO CUHAPOMY Oya Oi/IbIIoi0 y MallieHTOK, SKi
OTpPUMYyBaIX ApUMIifEKC y XOOi KITiHIYHUX OOCIiIXKeHb, IOPIBHAHO 3 TAKOI y MallieHTOK, SKi
oTpuMyBau TaMokcudeH. OpHaK OinbIIiCTh XX BUMAOKiB BUHUKAJIA V HAlliEHTOK 3 BU3HAYEHUMHU
(baxTOpaMy pU3UKYy PO3BUTKY LILOTO CTaHY.

**Ockinbku y pocnigxeHHi ATAC Bunafky WIKIpHOTO BacKyity Ta nypnypu lllennerna-I'enoxa He
CIIOCTEepiranucs, 4acToTa IUX SBUII MOXKe BBaxKaTHUCs pigkoio (Big =0,01 % mo <0,1 %) Ha oCHOBI
HaUTipIIoro 3Ha4YeHHST TOYKOBOI OIiHKH.

*+*BariHasibHi KPOBOTEUYi BUHMKAIN YaCcTO, B OCHOBHOMY V TAIliEHTOK 3 MOIIMPEHNM PakKOM MOJIOYHOI
3aJ103H TIifi Yac IepIInx KiTbKOX TUKHIB IiC/Is 3aMiHU TOpMOHAJILHOI Teparlil Ha JTiKyBaHHS
mpenapaToM ApuMifieKc. AKII0 KpOBOTEYi IPOIOBKYIOThCS, CIIifl ITPOBECTH IOfabIile 00CTEXKEHHS.

Y Tabnuni 4 mpeacTaBieHa YacTOTa MONepefHbO BU3HaYEHUX NMO0IYHNX peaklliil y X0mi HOCTiIKeHHS
ATAC (mepiof ciocTepeXeHHS 3 MefiaHOw0 68 MicsIiB) He3alexKHO Biff IPUYKUH 1X BUHUKHEHHS, 1110
CIIOCTepiranucs y MalieHToK, SKi ogepXKyBald JOCIiAXKyBaHy Tepallilo, Ta IPOoTAroM Iepiogy mo 14
mi6 micys MpUIMHEHHS JTiKyBaHHS.

Tabmuig 4

YacToTa nomnepenHbo BU3HaYEHUX MOOIYHUX peakmiit y gocmimxenHi ATAC



.. ApuMineKc [TaMokcudeH
[To6iuHi peaxirii (1\?=30%2) (N=3094()b
[TpunnuBu 1104 (35,7 %) 1264 (40,9 %)
Binb/IOpYIIEeHHS PYXJIMBOCTI B cyriobax 1100 (35,6 %) 911 (29,4 %)
[TopyIeHHSI HaCTPOIO 597 (19,3 %) 554 (17,9 %)
CToMJIeHiCTh/acTeHisa 575 (18,6 %) 544 (17,6 %)
Hynorta Ta Om0BaHHS 393 (12,7 %) 384 (12,4 %)
[Tepenomu 315 (10,2 %) 209 (6,8 %)
[lepenomu xpebTa, cTerda abo 133 (4,3 %) 91 (2,9 %)
3amn’scrsa/mepenoM Kommica
[Tepenomu 3an’sacts/nepenom Kommica 67 (2,2 %) 50 (1,6 %)
[Tepenomu xpedTa 43 (1,4 %) 22 (0,7 %)
[TepenoMu cTerHa 28 (0,9 %) 26 (0,8 %)
KaTapakTa 182 (5,9 %) 213 (6,9 %)
BarinanbHa KpoBOTEYaA 167 (5,4 %) 317 (10,2 %)
[memiyHa xBopoba cepis 127 (4,1 %) 104 (3,4 %)
CTeHOKapmis 71 (2,3 %) 51 (1,6 %)
[HbapKT MioKapma 37 (1,2 %) 4 (1,1 %)
3axBOPIOBaHHS KOPOHAPHUX apTepiii 25 (0,8 %) 3 (0,7 %)
[meMist Mmiokapaa 22 (0,7 %) 14 (0,5 %)
BarinanbHi BUOiNeHHSA 109 (3,5 %) 408 (13,2 %)
Bynb-siKe sIBHIIle BEHO3HOI TpoMO0oeM0OoTil 87 (2,8 %) 140 (4,5 %)
TpoMOGoeMO0ITisi TTOOKUX BeH, BKIIOYAI0OYH 48 (1,6 %) 74 (2,4 %)
emM0071iI0 TereHeBoi apTepil
[eMiyHi MOPYyIIeHHST MO3KOBOTO KPOBOOOITY 62 (2,0 %) 88 (2,8 %)
Pak eHIOMeTPisg 4 (0,2 %) 13 (0,6 %)

Y rpynax Apumifekcy Ta TaMOKCH(eHy CIIocTepiragach Taka KilnbKiCThb mepesnoMis: 22 Ha 1000
malieHTo-pokKiB Ta 15 Ha 1000 maIfieHTOK-pOKiB BiOMIOBIAHO (Mepiof CIIOCTepexKeHHS 3 MefliaHOw 68
MmicsiiB). YacToTa mepenoMis y rpymi Apumigexcy Oyna nofibHa Ao Takol, 0 cIocTepiranacs y
Iali€HTIB BiAOBIIHOIO BiKYy y IIOCTMeHOINay3aJlbHOMY Iepiofi. YacToTa BUIIafKiB OCTEOIIOPO3Y
craHoBuia 10,5 % y nauieHToK, AKUX JIiKyBaau ApuMinekcoMm, Ta 7,3 % y NalieHTOK, IKUX JIIKyBaJli
TaMOKCHU(GEHOM.

He Oymo BcTaHOBIEHO, UM BimoOpaka€ 4acTOTa IIePEeIoMiB Ta 4acTOTa OCTEOIIOPO3Y, 10
crioctepiranucs y gocnipxendi ATAC y naimi€eHToK, SKi npuiiManu ApuMifleKC, TPOTEKTOPHUN e(heKT
tTamMoKcudeny, cmenudiunui epekt Apuminekcy abo obungBa eheKkTH.

[ToBigoMIEHHS PO Mif03pI0BaHi M00iYHI peakxirii

[ToBimoMIeHHS IIPO Mig03pioBaHi MOGiYHI peakiil micyis peecTpaliil 1iKapchbKoro 3aco0y € BaxKIUBUM.
Lle mae 3Mory IIPOIOBKYBATU KOHTPOJIb 3a CIIiBBiAHOIIEHHSIM KOPUCTh/PU3UK 3aCTOCYBaHHSA
nikapchbkoro 3aco0y. IIpoxaHHs [0 MeIMYHUX PALiBHUKIB MOBiIOMIISTH PO Oyab-gKi migo3pioBaHi
no0OiuHi peaxiil.

Tepmin npudamHocmi. 5 poKiB.



YmMmoBHu 30epirannsi. 36epiraTi B OpuTiHasbHINM yIAKOBIN Ipu TeMiepaTypi He Buine 30 °C.
30epiratu y HEJOCTYIIHOMY IJISI OiTe# MicCIi.

YnakoBka. ITo 14 tabmeTok y 6mictepi, mo 2 6micTepu y KapTOHHiN KOPOOITi.

Kareropis Bigmycky. 3a peLenToMm.

BupoOHHUK.

Actpa3eneka HOK JlimiTen, Benuka bputa#nis.

Micue3HaxoaKeHHsI BUPOOHHKA Ta HOro aJgpeca MicCIisi IpOBaIKeHHs Tis/IbHOCTI.

Cink Poap bisnec I[Tapk, Makkncdinm, SK10 2NA, Benuka bpuTtasis.



