IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AH2KEJIIK

(ANGELIQ®)

CKnao:
0itoui peyosuHU: eCTPafiosl, APOCIiPEHOH;
1 TabneTka MiCTUTE ecTpafiony (y BUTIsAAL ecTpagiony remirigpaty) 1,0 mr i gpocnipenosny 2,0 Mr;

0onoMidCHI pe4oB8UHU: TAKTO3W MOHOTIApAT, KpoXMallb KyKypyA3sSHUM, KpoXMallb
npexenaTuHi3oBaHuM, MoBimoH 25 000, MarHio cTeapart, TiZPOKCUIIPOIIiIMETULEN0I03a, MaKPOTr ol
6 000, Tanek, TuTany miokcup (E 171), 3aniza okcup yepBouuii (E 172).

JIikapcbka ¢opma. TabneTku, BKpUTiI 060I0HKOIO.

OcHo8Hi (i3uko-ximiyHi 81acmueocmi: Kpyriii, ABOOMYKJIi, ITOMIPHO YEPBOHOTO KOIHOPY TabJIeTKH,
BKPUTi 000JIOHKO10, 3 TUCHEHHAM «DL» y TpaBUIBHOMY IIECTUKYTHUKY 3 OTHOTO GOKY.

dapMakoTepaneBTHYHA rpyna. [0OpMOHU CTaTeBUX 3aj103. EcTporeH-rectareHHi koMmOiHarrii.

Koxm ATX GO3F A17.

®Papmako102iuHi 8 1acmueocmi.

®apmakoduHamika.

EcTpamion.

AHXeJK MiCTUTh CUHTeTUYHMH 17B-ecTpamios, SKui 3a CBOIMHU XiMiUyHMMH i OiomorivHEMHU
BJIACTUBOCTSIMU iTEHTUYHUYN €CTPaMdiofy, 1110 BUPOOIIEThCS B OpraHi3mi moguHu. Bin KoMIieHCye
3MEHIIIeHHS TPONYKYBaHHS €CTPOTEeHY Y XKIHOK Y MEeHOIay3i Ta MOoJIeTye CUMITOMAaTUKY
ITOCTMEHOIIay3aIbHOTO Iepiogy. EcTporenu mnomepeakamTh BTPATY KiCTKOBOI MacH ITiCIIst MEHOIIay3u
abo oBapiekToMil.

[IpoCHipeHoH.

IIpOCHipeHOH € CUHTETUYHUM IIPOreCTOTEHOM.

OCKinbKM €CTPOreHH IIPOBOKYIOTh PICT €HIIOMETPisA, MOHOTEpalis eCTporeHaMy IIiABUIIY€E PU3UK



rinepmnasii Ta paKy eHIOMETPis. 3aCTOCYyBaHHS HONAaTKOBO IPOreCTOTeHY 3HUXKYE, ajle He BUKIII0UAE
TIOBHICTIO BUKJIMKAHUM €CTPOTeHaMU PU3UK TinepIiasii eHIoMeTpis y XkiHOK 3i 36epekeH010
MaTKOIo.

[IpocmipeHOH BUSBIIS€ aHTAarOHICTUYHY aKTHUBHICTh BiTHOCHO ajlbAOCTEPOHY. TOMYy MOXKe
crocTtepiratucs 30inblIeHHST BUBEEHHS HATPilO Ta BOOM i 3HUKEHHST eKCKpelil KaJtiio.

V mokiniHiYHUX JOCTIIXKEHHSIX IPOCIIIPEeHOH He IT0Ka3aB eCTPOTreHHOI, IITI0KOKOPTHUKOITHOI a00
QHTUTTIOKOKOPTHAKOIAHOI aKTUBHOCTI.

[laHi, OTpYMaHi B X0l KIIIHIYHUX JOCIIIXKEHb.

3MeHIIIeHHS CUMIITOMIB fedilliTy eCTPOTEHiB Ta MOJINIIeHHS TPodinio KPOBOTEY.

[TpoTsroM KibKOX MEePIIUX TUXKHIB JIiIKyBaHHSA OyJI0 JOCATHYTO 3MEHIIEHHS MeHOIlay3aIbHUX
cuMnToMiB. AMeHopes crnocTepiranacs B 73 % xkiHok nporsarom 10-12 Micsanis nikyBaHHS.
MeHcTpyanbHONONiOHI KpoBOTeUi Ta/abo KpoBoMa3aHHS 3ycTpivanucs y 59 % XKiHOK NpOTAroM
IePIIUX TPHOX MicsLiB Teparnil Ta y 27 % XKiHok mpoTtaroMm 10-12 MicsiiB miKyBaHHS.

[TonepenKeHHSI OCTEONOPO3Y.

IediuuT ecTpOreHiB IiJg Yac MeHONay3u acCOIIETHCS 3 MiIBUINEHOIO IIBUAKICTIO KiCTKOBOTO
peMofie/TIOBaHHS Ta 3HUXKEHHSM KiCTKOBOI MacH. BIIIMB eCTPOTeHiB Ha MiHEpPaIbHY WIiJIbHICTh
KiCTKOBOI TKaHUHU € 00303a/1eXXHUM. EQeKTUBHUM 3aXUCT 3a0e3MeUyeThCS MPOTSATOM Iepiony
nmikyBaHHS. [licyis mpunrHEHHS 3aMiCHOI ropMoHasbHOI Teparmii (3I'T) BTpaTa KiCTKOBOI Macu
BimOyBa€eThCS 3 Ti€l0 K MIBUOKICTIO, 1[0 i y XKIiHOK, IKi He IPOXOOMIN TiKyBaHHS.

PesyneraTy mocnigxenusa WHI Ta maHi MeTaaHani3y iHIIUX NOCIIAXKEHDb [I0KA3YIOTh, 1110
3actocyBaHHS 3['T mepeBaxHO y 3MOPOBUX XKiHOK, 0KpeMo abo B KoMOiHallil 3 TPOreCTOreHOM,
MO3BOJISIE 3HU3UTHU PU3HUK MEPEIOMIB IMUKK CTerHa, XpeOTa Ta iHIIMX IepeioMiB, acoIilioBaHUX i3
ocTteornopo3oM. 3I'T TakoXK MoOXKe [olepenXKaTi PO3BUTOK I1€PEJIOMIB Y XKIHOK i3 HU3BKOIO IIJIBHICTIO
KiCTKOBOI TKaHMHU Ta/a00 0CTEO0IOPO30M, ITPOTE HaHi, 0 MigTBEPIKYIOTh BKa3aHUM (aKT,
00MeXKeHi.

Yepes 2 poku Teparii mikapcbkKuM 3aco00M AHXKeTiK 30iIbIIeHHsT MiHepaIbHOI ITiTBHOCTI KiCTOK
cTerta cranosmio 3,96 + 3,15 % (B cepeHbOMY + CTaHAAPTHE BiOXWUJIEHHS) Y XBOPUX Ha OCTEOIIOPO3
12,78 £ 1,89 % (B cepenHbOMY * CTaHOApPTHE BiIXUJIEHHS) y 0Ci0, 1110 HE CTPaXKAaloTh Ha
ocTeonopo3. KinbKicTh XiHOK, y KUX IIif Yac NiKyBaHHS BigMmidanu 30epexeHHS ab0 30inbIIeHHS
MiHepasbHOI UIiIbHOCTI KiCTOK CcTerHa cTaHoBuIa 94,4 % cepen XBOpUX Ha ocTeornopo3 Ta 96,4 %
cepeq Nalli€HTOK, AKi He MalTh OCTEOIIOPO03Y.

BcTaHOBIEHO TaKOXK BIIJIUB JTiKapChKOro 3acoby AHXKeJiK Ha MiHepasibHY IIIbHICTh KiCTOK
TI0TIEPEKOBOT0 Bimminy xpe6Ta. 36ibIneHHs HIIBHOCTI Yepe3 2 pOKU Teparii ctaHoBuio 5,61 = 3,34
% (cepernHe 3Ha4YEHHS * CTAHOAPTHE BiOXUJIEHHS) ¥ XKiHOK 3 0CTeonopo3oM Ta 4,92 + 3,02 %
(cepenHe 3HAUEHHS * CTaHOApPTHE BiIxXuieHHS) y XKiHOK 0e3 ocTeonopoay. [lifg yac jmikyBaHHS
BigMiueHO 30epexeHHs a00 MiIBUINEHHST MiHepasbHOI IIiIbHOCTI KiCTOK ITOMEPEKOBOI0 Bimimy
xpebTta y 100 % XKiHOK 3 ocTeomopo3oM Ta y 96,4 % xkiHOK 6e3 0CTeomnoposy.

AHTUMIHEPATIOKOPTHUKOITHA aKTUBHICTB.

[ poCIipeHOH YMHUTL KOHKYPYIOUy @aHTArOHICTUYHY Ail0 LIO00 aJIbIOCTEPOHY, 3aBOIKN YOMY MOXKe
CIIOCTEePIraTucs 3HUXKEHHS apTepialbHOr0 TUCKY V XKIiHOK, XBOPUX Ha apTepianbHy rinepreHsiwo. ITig
Yyac MMPOBeeHHSs MOABIMHOTO CIIIOro miIane60KOHTPOIEOBAHOTO NOCTIAKEHHS Y KiHOK 3



apTepiasbHOI0 TinepTeH3iel y IOCTMEHOIIay3aIbHOMY N1epiofi, SKi oTpuMyBanu AHXerniK (n = 123)
IIPOTSATOM 8 THUXKHIB, CIIOCTEPIrajsocs CYTTEBE 3HMUKEHHS ITOKa3HUKIB apTepiabHOTO0
CHCTOJIIYHOTO/AiaCTONiYHOT0 TUCKY (0(iCHI MOKa3HUKHU, OTPUMaHi IPU BUMipIOBaHHi 3a OIIOMOT 00
MaHXeT, [IOPIBHAHO 3 BUXITHUMHU ITOKa3HUKaMU: -12/-9 MM pPT. CT., y TOMY YMCJIi 3 YpaxyBaHHAM
nnane6o-epexTy: -3/-4 MM PT. CT.; 24-ToguHHE aMOyIaTOpHE BUMipIOBaHHS apTepialbHOTO TUCKY
IIOPiBHSHO 3 IOYAaTKOBUMHU IIOKa3HUKAMHU: -5/-3 MM PT. CT., B TOMY YHCJIi 3 ypaxyBaHHAM Iinaiebo-
edekrTy: -3/-2 MM PT. CT.).

AHXKeJiK He 3aCTOCOBYIOTh IJIs1 JIiKyBaHHS apTepianbHOl rineprenail. 2KiHKM, XBOpi Ha apTepialbHy
rinepTeH3iio, IOBUHHI OTPUMYBATH JIiKyBaHHS BiNOBIAHO OO MPOTOKOJIB Teparil apTepiaabHOl
rinepreHsil.

dapmakoKiHemuka.
IlpocmipeHoH.

A6copbuid. [Ticiasa mepopanbHOT0 3aCTOCYBaHHS APOCIiPEHOH IMIBUAKO i MalKe IOBHICTIO
abcopOyeThcsi. MakcuMalbHa KOHIIEHTPAIlis pEYOBUHY B CUPOBATIIi KPOBi IOCSATAETHCS MPUOTU3HO
yepe3 1 roguHY MiCIs OGHOPA30BOT0 IIEPOPAIbHOTO 3aCTOCYBaHHS JIIKaPChKOT0 3ac00y AHXKeTTK i
ctaHoBuTh 21,9 Hr/min. IIpu 6araTopa3oBOMy 3aCTOCYBaHHI MaKCHMaJlbHa PiBHOBaXKHA KOHIIEHTPALlis
35,9 Hr/mn criocTepiraeTscs OpieHTOBHO 4yepe3 10 gHiB. BiogocTynHIiCTs cTaHOBUTH 76-85 % 1 He
3aJIEKUTH Bifl TOTO, YX IPUHMMAEThCS JTIKapChKUM 3acib pa3oM i3 ixkero, YU HaTIIE.

Poanogin. Ilicng mepopaspHOro 3aCTOCyBaHHS KOHIIEHTPALliA APOCIIPEHOHY B CUPOBATLL KPOBi
3HUXKYETHCS MIPOTATOM ABOX (a3 i3 cepefHiM KiHIIeBUM I1€PiOOM HalliBBUBEIEHHS TPUBAJIICTIO
npu6nu3no 35-39 roguH. [JpocnipeHoH 3B’ A3YETHCS i3 CHPOBATKOBUM albOyMiHOM, aje He
3B’I3y€ThCS 3 TI00yIiHOM, 110 3B’s13y€e cTareBi ctepoinu ('3CC), i 3 rmobymiHoM, 1110 3B’s13y€
koptukoigu (I'3K). V Burnsazi BiTbHOT0 CTEPOINY B CUPOBATII NPUCYTHI TinbKH 3-5 % Bif 3arajibHOL
KOHIIeHTpallil mpocnipeHony. CepenHilt yaBHUN 06'€M PO3MOIiNY APOCIipeHOHY CTaHOBUTD 3,7-4,2
JTI/KT.

Metabomi3M. [Ticis mepopaibHOTo IPUIOMY APOCIipeHOH 3HAUYHOI0 Mipoi0 MeTaboITi3yeThCs.
OcHoBHUMU MeTabomiTaMu B IJIa3Mi € KMCIOTHA popMa APOCIipeHOHY, III0 OTPUMYETHCS BHACTIIIOK
PO3KPHUTTS JTAKTOHOBOT'O KifbIlsl, a TAaKOXK 4,5-OUTifApo-ApocCIipeHoH-3-CynbdaT, 10 YTBOPIOETHCS
IIJITXOM BiTHOBJIEHHS i3 HAaCTYNHUM CyJbdaTyBaHHAM.L]i 1Ba OCHOBHUX MeTab0iTH €
(bapMakoJIoTiyHO HeaKTUBHUMHU. [IPOCIiPEHOH TaKOX IiJIArae OKMCHIOBaIbHOMY MeTab0i3My, 1110
KaTalli3yeTbCsa HUuToXpoMoM P450 3A4.

BuBenenHd.I11a3mMo0BuU KIipEeHC OPOCIIPEHOHY CTaHOBUTH 1,2-1,5 MJI/XB/KT 3 iIHAUBIAyaIbHUMU
BiIXUIEHHSIMHU LIbOTO ITOKa3HUKA Ha PiBHI 671u3bK0 25 %. JIulle nyke He3HAYHi KiTbKOCTI
IPOCIipEHOHY eKCKPETYIOThCS Y He3MiHeHOMY BUTIISIAL. MeTabomiTi ApocnipeHOHY BUBOIATHCS 3
dekanisimMu i cedelo y criBBigHOIeHHI mpubnu3Ho 1,2 : 1,4. [lepion HamiBBUBeneHHS MeTa0OJTiTiB i3
ceuelo i pekanigmu - npubausHo 40 roguH.

PiBHOBakHa KOHIIEHTpAIlis Ta JiHiiHICTh. PiBHOBaXXHa KOHIIEHTpPAIliS HOCSATAETHCS MPUOIU3HO Yepes
10 pHiB MIOEHHOTO IEPOPAIBHOT0 IPUMOMY JTIKapChKOT0 3aco0y AHXKeMiK. K HacIimok
CIIiBBITHOIIIEHHS MiX KIiHIIEBUM II€PiOfOM HalliBBUBEOEHHS Ta iHTepPBaJoOM [A03yBaHHS, KOHLIEHTPALisd
IPOCIipeHOHY B CHPOBATII KPOBi 36inbIyBanacs npubau3Ho B 2-3 pa3u. B piBHOBaxKHOMY CcTaHi
cepenHs KOHI[eHTpallisd OPOCIIiPpEHOHY B CUPOBATIL KPOBi 3MiHIOETHCA Y Aiana3oHi Big 14 o 36 Hr/mi
IIiCJI 3aCTOCYBaHHA JTiKapchKoro 3aco0y AHxkeik. PapMaKOKiHETUYHI BIaCTHBOCTI APOCIipEHOHY
IIpY 3aCTOCYBaHHI IIpenaparty B fo3aXx 1-4 Mr nponopuiiHi 10 4O3H.



EcTpagion.

A6copbuid. [Ticasa mepopalbHOT0 3aCTOCYBaHHS €CTPafiion MBKUAKO i moBHICTIO abcopOyeThes. Ilig gac
abcopO1il i mepIoro MPoXoaKeHHs Yepe3 MediHKy eCTpadiosl 3HaYHO MeTabomi3y€eThes, 0 CKOPOUuye
abcomoTHY 6i0JOCTYIIHICTh €CTPOTeHY IIiC/Is TepoPaIbHOr0 3aCTOCYBAHHS MPUOINU3HO [0 5 %
OTPHMaHOI f03u. MakcuMasibHa KOHIIEHTPaLlisl, TpubIu3HO 22 IT/MJI, Jocsaraiacs IpubIu3Ho yepes
6-8 roguH mics 0gHOPaA30BOI0 MTePOPasbHOTO0 3aCTOCYBaHHS JIiKapChKoro 3acoby Anxernik. Ha
6iomoCTyIHICTE eCTpafiony MpUKoM 1XKi He BIJIMBAE y MOPIiBHSIHHI i3 3aCTOCyBaHHSIM HaTIIIE.

Posnopin. ITicns mepopabHOTO 3aCTOCYBaHHS JIiKapChKOT0 3ac00y AHXKeNiK IpoTsaroM 24-rogruHHOTO
iHTepBaly MiXK OTPMMaHHSM [I03 JTIKapChKOI0 3aC00Y CIIOCTEPIraioThCs JIUIIE MOCTYIIOBI 3MiHK
KOHIIeHTPallil eCTpafiiony B CHpOBaTLi KPoBi. Yepe3 Benukui 06’'eM HUPKYIIIOIOYNX CyIbQaTiB i
TJTIOKYPOHIIB eCTPOTeHy 3 OMHOTO OOKY Ta eHTEPOIeUiHKOBY PEIUPKYJIALI0 - 3 iHIIOTO KiHI[eBUM
nepiop HaliBBUBEIEeHHS eCTPafioly € CKJIafleHUM IlapaMeTpoM, 10 3a1eXKUTh Bifl YCIX 3a3HaYeHUX
npotieciB i TpuBae npubau3no 13-20 roguH mics mepopasbHOr0 3aCTOCYBAHHS.

EcTpanion HecnemnudiyHo 3B’ A3YETHCS i3 CHPOBATKOBUM aibOyMiHOM i crienudivHo - i3 rino0ysiHoMm,
mo 3B’s13ye craTeBi crepoinu ('3CC). V Burngai BinbHOTO CTEpOIny HUpKyoe numie 1-2 %
ectpapiony, 40-45 % 3B’si3aHo 3 ['3CC. VsiBHUI 00’€M PO3IOAiNy eCTpafiony micis OGHOPa30BOT0
BHYTPIIIHbOBEHHOT'0 3aCTOCYBAHHS CTAHOBUTE MIPUONIU3HO 1 JI/KT.

Metaboni3aM. EcTpagion mBupko Metabomi3yeTbCs, TP IIbOMY, KpiM €CTPOHY Ta €CTPOHY Cyabdary,
YTBOPIOETHCS BeJIMKa KiNIbKIiCTh iHIIMX MeTabomiTiB i KoH 1oraTiB. AK hapMaKoIoTiyHO aKTUBHI
MeTaboJIiTH ecTpamiony BiqoMi eCTPOH i ecTpios. Y 3HAYHUX KOHIIEHTPALiSIX Y IJIa3Mi BU3HAYaBCS
TiNIbKY €CTPOH. BMIiCT ecTpoHy B cHpoOBaTIi KPoBi NpU6IN3HO ¥ 6 pa3iB mepeBuIlye KOHIEHTPAIlio
ectpaniony. KoHreHTparii KoOH'1oraTiB eCTPOHY B CUPOBATIi Mpu6Iu3HO B 26 pa3iB BUIL, HiXK
BiATIOBigHI KOHIIEHTPaIlil BiTbHOTO ECTPOHY.

BuBenenns. MeTtaboniyHui KTipeHC cTaHOBUTD mpuOnu3no 30 mi/xB/Kr. MeTabomiTi ecTpamiony
BHUBOMSITHCS i3 cevero i 2K0BYI0 3 MePiofoM HalliBBUBENEHHSI, 1110 CTAHOBUTD MPUOIU3HO 1 meHb.

PiBHOBaxkHa KOHIIeHTpalis. [Ticis 1moeHHOro IepopaIbHOr0 3aCTOCYBaHHS TiKapChKOro 3aco0y
Auxeik piBHOBaXKHa KOHIIEHTpAIlisl eCTpagiony JOoCATaEThCS NIPUOIU3HO Yepes II'ITh JHIB.
KoH1eHTpalis eCcTpafiony B CUpoOBaTii 30iblIyeThCsl MPUOIN3HO B 2 pa3u. [Ipu nepopanibHOMY
3aCTOCyBaHHI ecTpafion iHAyKye yrBopeHHs ['3CC, 1110 BIIMBa€ Ha PO3MOMiN B YaCTUHI CUPOBaTKOBUX
0inkiB, BHACTimOK Yoro BuHUKAE 30inmbinenHs ['3CC-3B'g13aH01 Gpakilil Ta 3MEHIIIeHHS 3B’s13aHOI 3
anbOyMiHOM i HE3B's13aHO1 GpaKkilii, 1110 BKa3ye Ha HEJiHIMHUM XapaKTep papMaKOKiHETUKHU
eCTpafiiony micysg npuioMy JiKapchkoro 3aco0y Auxkemik. [Ipu 24-roquHHOMY iHTepBaJli JO3yBaHHS
cepenHs piBHOBaXKHA KOHI[EHTpAllisl eCTpafiony B CHPOBATII KPOBi 3MiHIOEThCA ¥ Mexkax 20-43 nr/Mn
icys IpUoMy JTiKapchKoro 3aco0y Auxkenik. PapMaKOKiHETHYHI BIaCTUBOCTI €CTPafiioNy IPsIMO
IIPOIOPLINHO 3ajiexkaTh Bif 403U IIPU 3aCTOCYBaHHI IIpenapaTy B fo3ax 11 2 wmr.

Oco0nuBi KaTeropii XBOpUx.

¢ JleyiHkoB8a HeOoCcmMamHicmeo.

OuiHKy papMaKOKiHETUYHUX BIIaCTHBOCTEM OMHOPA30BOl IIEPOPaIbHOL 03U 3 MI' APOCIiPEHOHY B
kKoMOiHatii 3 1 Mr ectpagiony npoBoaunu y 10 maIfieHTOK i3 Me4iHKOBOIO HEOCTATHICTIO CEPeNHBOTO
CTyIeHs TAXKKOCTI (knac B 3a knmacudikanieto Yaitnga - [1'10) Ta 10 3mopoBux KiHOK BiATIOBIZHOTO
BiKy, Baru i aHaMHe3Yy 1[0f0 KypiHHSA. CepenHi CHPOBAaTKOBI TOKa3HUKYU KOHIIEHTPAIlil/9acy Ois
IPOCIipEHOHY BUSIBUIMCS aHAJIOTiYHUMU B 000X Tpymnax XiHok mig 9ac ¢a3 abcopbitii/po3mominy 3
OHAaKOBUMHU 3HauUeHHAMH C,,, i t,,,, 110 JO3BOJISIE IPUIYCTUTH, 10 yPaKEHHS EUYiHKY He BIJIMBAE



Ha MBUOKICTL abcopOiii. Y malrieHTiB i3 me4iHKOBOIO HEOOCTATHICTIO CEPEIHBOT0 CTYTIEHS TSXKKOCTI,
TIOPiBHSHO 3i 3[OPOBUM XKiHKaMu 6€3 ypaxKeHHs IeYiHKU, cepefHill KiHleBuil mepiopn
HaliBBUBeJeHHs OyB Malxke y 1,8 pa3a TpuBamimuM, a yIBHUY 3aranbHuit Kiipesc (CL/f) mpu
IIepopajbHOMY 3aCTOCYBaHHI 3HMKYBaBCS Ha 6;1u3bK0 50 %.

* Hupkosa HedocmamHicmb.

BrnuB HUPKOBOI HEOOCTATHOCTI Ha (papMaKOKiHEeTUYHI BIaCTUBOCTI APOCIIPEHOHY (3 MT IOOEeHHO
npotsiroM 14 mi6) mocmimKyBaBCs Ha MallieHTKaX i3 HOPMaJIbHOI QYHKIIEI0 HUPOK Ta 3 HUPKOBOIO
He[0CTaTHICTIO JIETKOTO Ta CEPENHbOr0 CTYIIEeH TAKKOCTIL. [Ipy HOCATHEHHI PIBHOBaXKHOTO CTaHy IIif
Yac Teparlii ApoCcipeHOHOM Y T'PYIIi XKiHOK i3 HUPKOBOIO HEJOCTATHICTIO JIETKOTO CTYIeHs (KIipeHc
kKpeatuniny 50-80 mn/xB) Ta y rpymi XiHoK 6e3 nopymeHHs QYyHKIIl HUPOK (KJIipeHC KpeaTuHiHy

> 80 m1/xB) ciocTepiranucs aHalOrigHi KOHIIEHTPAIlil IPOCIipeHOHY B CUPOBATIi KPOBi. Y rpymi
JKIHOK i3 HIPKOBOIO HE[JOCTATHICTIO CEPENHBOT0 CTYIIEeHS TSIXKKOCTI (KJipeHc KpeaTuHiHy 30-50
MJI/XB) CUPOBATKOBI KOHIIEHTpallii ApocmipeHoHy 6ynu B cepeguboMy Ha 37 % BUIli, HiX y rpymi
JKIHOK i3 HOpMaJIbHOIO (DYHKITE€I0 HUPOK. 3a pe3y/IbTaTaMU JIIHIHHOTO PerpeciiHoro aHamily
noka3HuKiB AUC mgpocmipeHoHy (0-24 roguH{) CTOCOBHO [0 KJIiPEHCY KpeaTUHIHY BUSBIIEHO
3pocTaHHd Ha 3,5 % 3i 3MeHmeHHIM Ha 10 MJI/XB KiIipeHCy KpeaTHHiHy. He3HauHe 30i/blIeHHS HE €
TaKUM, 1110 Ma€ KITiHIYHY 3HAYMUMICTb.

IokaiHiyHi OaHi 3 6e3nexu.

HocrnigXeHHS Ha TBapUHAX i3 3aCTOCYBaHHAM €CTpafiosly Ta OPOCIipeHOHY IT0Ka3alu 04iKyBaHUM
eCTPOTeHHUM Ta recTareHHu edekTy. [laHi HOKIIHIYHUX OOCITigXKeHb, SKi O JOTIOBHIOBAIU
indopMatrrito, 110 BXKe 3a3HayeHa B iHIIMX MyHKTaX AaHOl iHCTPYKIIil A1 MEOUYHOTO 3aCTOCYBaHHS
JiKapchbKOro 3ac0o0y AHXKeTK, BiCyTHi.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

3aMicHa ropMmoHasnbHa Tepamnis (3I'T) mpu cuMnToMax gediuTy eCTPOreHiB y XKiHOK
IIOCTMEHOIIay3aIbHOr 0 Ilepiony noHan 1 pik micis HacTaHHS MEHONay3Hu.

[TorepenKeHHS 0CTEONIOPO3Y Y KIHOK [IOCTMEHOIIAay3aJIbHOI0 IIepiofy, 10 BXO4ATh [0 IPyIU
MIIBUINEHOT 0 PU3UKY PO3BUTKY IIE€PEJIOMIB KiCTOK Ta MalOTh HEIIePEHOCUMICTD IHIINX JIIKAPChKUX
3aco0iB, 110 3aCTOCOBYIOTH 71T TPO(iTaKTHKK 0CTE0Iopo3y, abo SKUM MPOTUIIOKAa3aHi Taki 3acobu
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

ITocBim 3aCcTOCyBaHHS IIpenapaTy y XKiHOK BiKOM Bif 65 pokiB 00MekKeHUH.

IIpomunoka3aHHs.
[eHiTanmbHiI KPOBOTEYI HE3 ICOBAHOI €TiOMNOTII.
Pak MOJI049HOI 3aJI03H, MMio3pa Ha HbOro, a00 HassBHICTh BKA3aHOI IIATOJIOTIi B aHaMHe3i.

EcTporeHnsanexHi 3105KicHI myxauHU abo Iifo3pa Ha HUX (HapUKIaf, pak eHooMeTpis).



HernikoBaHa rinepmmna3sisi eHqoMeTpid.

Beno3na TpomM6oeM0OoJisg abo HasBHICTL BKa3aHOi aTOJIOTii B aHaMHe3i (TpoM603 rmuboKux
BeH, TpomMboeMO0JIis TereHeBol apTepii).

AprepianbHa TpoMO0eM0OOJIig ¥ TOCTpiii cTafil abo nepeHeceHa HelaBHO (HaIpPHUKIIaf,
CTeHOKapHis, iHpapKT MioKapza, iHCYNbT).

Bucokuli pu3uK BeHO3HOT0 ab0 apTepiasbHOr0 TpoMO03y.

['ocTpe 3axBOpIOBaHHS MeYiHKM a00 XBOPOOU IEeUiHKK B aHAMHE3i - JJOKU NMOKa3HUKU QyHKIIii
TIeYiHKY He TIOBEPHYThCS 10 HOPMAJIbHUX 3HAYEHb.

TsXKKe 3aXBOPIOBAHHS IIEYiHKU.
HasBHi Ha faHU! MOMEHT ab0 B aHaMHe3i MyXIuHYU nedinku (oO6poskicHi abo 370sKicHi).

CxunbHICTh IO PO3BUTKY TPoMO03iB (Hampukiap, nediuut npoteiny C, medinuT mpoTeiny S
abo aHTUTPOMOIHY, IUB. pPo3Min «OCOBIUBOCTI 3aCTOCYBaHHS»).

[MopymenHst PyHKINI HUPOK a00 rocTpa HUPKOBA HEJOCTATHICTh.
HepocTaTHICTE HaAHUPKOBUX 3aJI03.

Bigomi anadinakTuyni peakiii, Habpsk KBiHke, migBuilleHa YyTIUBICTh [0 Hil0YUX PEYOBUH
ab0 g0 Oymgb-IKOi 3 MOMOMIXKHUX PEUYOBUH IIpemnapary.

[Topdoipis.

TsXKKa rinepTpuriinepuneMis.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[TpuMiTKa: ciig 03HaHOMHUTHCS 3 iH(GOpPMalli€lo OO0 JTiKapchKoro 3aco0y, 110 3aCTOCOBYEThCS
OIHOYACHO, OJIsI BUABJIEHHS IIOTEHIIIMHUX B3a€EMOMIH.

BnnuB iHmKX miKapChbKUX 3aC00iB Ha npenapaT AHXKEJIK.

PeyosuHu, w,o 36in6Wyoms KAipeHC cmameaux 20DMOHI8 (3MeHWYymb epekmusHicmb
waAxom iHOYKUil pepmeHmis)

MeTabo011i3M eCTPOreHiB Ta IPOTeCTOreHiB MoXKe OyTU MOCUIEeHNI OOHOYACHUM 3aCTOCYBaHHSIM
PEUYOBUH, IO iHAYKYIOTh pepMeHTH, 0cO0IUBO pepMeHTH IuToxXxpoMy 450, TaKuX IK
AHTHUKOHBYJIbCAHTH (Hanpukian henobapbitan, GpeniToin, kapbamMa3senin) Ta npoTuindexuifiHi 3acobu
(Hanpuknan pudamminuH, pudabyTuH, HeBipanil, edasipenn); denbamaT, rpuseodybBiH,
okckapOaselliH, Tomipamar Ta iKapchKi 3acobu, 1110 MiCTSITh eKCTPaKT 3Bipo6oio (Hypericum
Perforatum).

Kniniyno 306inbieHHss MeTab01i3My eCTPOTeHiB Ta IPOreCTOreHiB MOXKe IIPU3BECTH 10 3HUKEHHS
e(eKTUBHOCTI Ta 3MiHU IPOPiITI0 MAaTKOBUX KPOBOTEY.

[upyk1is hbepMeHTIB MoxkKe OyTH BUSIBIEHA Yepe3 OeKinbKa [HIB NiKyBaHHS. MakcuMasbHa iHOYKIisS



(dhepMeHTIB 3arajioM CIIOCTEPIraeThCS Yyepe3 meKinbka TUXKHiB. [Ticisa BimTMiHM TiKyBaHHS iHTYKIIis
(bepMeHTiB MOXKe TpUBATH OIM3BKO 4 THUKHIB.

PevoB8uHU 31 3MIHHUM 8N/1UBOM HA K/AIPEHC cmamesux 20PMOHI8

[Tpu cynytHbOoMy 3acTocyBaHHi i3 3I'T 6inpuicts BIJI-iHribiTopiB mpoTea3 Ta HEHYKIE03UTHUX
inribiTopiB 3BOPOTHOI TPAaHCKPUIITa3H, BKI0Yaouu KoMOiHallii 3 iHribiTopamu Bipycy rematuty C
(BI'C), Mmoxe cipuuuHUTH 30ibiIeHHs a00 3MeHIIeHHST KOHIIeHTPaIlill eCTPOreHiB Ta IPOTeCTHHIB.
LIi 3MiHM MOXKYTh MaTH KIIiHIYHE 3HaYEHH Y JesKUX BUMIAAKaX.

ToMy fisi BUSIBIEHHSI IOTEHLIMHUX B3a€EMOLIU CIIifl 03HAHOMUTHUCA i3 iHpOpPMaLi€lo M0A0 MEJUUHOTO
3aCTOCyBaHHS JIiKapCchbKoro 3aco0y mys nikyBaHHS BIJI/BI'C, mo npuiiMaeThCsl OGHOYACHO.

PevosuHu, w0 3MeHWYy0Mb KAipeHC cmamesux 20pMoHi8 (iHzibimopu ¢pepmeHmis)

[MTotyxHi abo momipHi inribitopu CYP3 A4, Taki 9K TpOoTUTrpuOKOBI IpeliapaTy IPynu a30JIiB
(Hampukiag ¢GpIyKOHA30J iTpaKOHa30J1, KETOKOHA30J1, BOPUKOHA30J1), BepanaMmis, MakKpoIiau
(HampuKJaf KJIapUTPOMILIMH, EPUTPOMILIMH), JUAJITia3eM Ta TPeUnPPyTOBUM CiK, MOXKYTh CIPUUYUHATH
no 30inbINeHHS MIa3MOBUX KOHIIEHTPAIIi eCTPOTeHiB Ta MPOreCTHHIB. Y X0OMIi HOCTiIXKeHHS
OaraTopa30Bux 103 KoMOiHallii ApocmipeHoHy (3 Mr/meHs) Ta ectpagiony (1,5 r/oneHb) ogHOYACHE
3acTocyBaHHS MOTYyxkHOrO iHTi0iTopy CYP3 A4 KeTokoHa30my mpoTsaroM 10 gHiB pH3Beso [0
36inbimenHs AUC (0-24 ron) gpocmipenony y 2,30 pa3a (90 % Hosipuuit Intepsan (II): 2,08; 2,54).
XKopHux 3MiH He CIOCTepiranocs y mapaMeTpax ectpamiony, Takox AUC (0-24 rof) Woro MeHII
CUJIbHOTO MeTaboJtiTa ecTpony 36inbmunaca y 1,39 pasza (90 % [I: 1,27; 1,52).

BrnnuB nmikapchkoro 3aco0y AHKemik Ha iHIm miKapchbKi 3aco6u

In vitro gpocmipeHoH 3maTeH c1abko abo OMIpHO MPUTHIYYBATH GepMeHTH HuToxpoMy P450
CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

Ha migcTaBi pe3ynbTaTiB moCTiiKeHHS B3aEMO{Iii in vivo, 1110 0710 ITPOBeieHO 3a Y4acTiO 3[[0POBUX
n0OPOBOJIBLIIB-XKIHOK, IKi OTPUMYBaJIX APOCIiPEHOH Y BCTAHOBIEHUX [[03aX 110 3 MT Ha 00y i3
3aCTOCyBaHHSIM OMeIpa30jly, CUMBAaCTaTUHY ab0o Mifa3onaMy siK CyOCTpaTiB-MapKepiB, KIiHIYHO
3HayYyllla B3a€MOIis IPOCIipEHOHY 3 iHIIMMU TiKapCbKUMU 3aco0aMu, MeTabo0J1i3M SIKUX 3aIeKUTh
Big uuToxpoMy P450, BBaKaeThCS MaJOUMOBIPHOIO.

MarnoimMoBipHO, 1110 KOMOiHOBaHe 3aCTOCYBaHHS JiKapcbkoro 3acoby Anxemnik i HIT3IT (HecTepoigHux
IIPOTHU3aMalbHUX IIpelapaTiB) a0o iHribiTOpiB aHTi0TEH3WHIIEPETBOPIOIOYOT0 PePMEHTY/aHTaroHiCTiB
petieniTopiB aHrioTeH3uny II, 30inbiIye KOHIIEHTpAaIlii0 Kalio y cupoBaTili KpoBi. OgHaK ogHOYaCcHe
3aCTOCYBaHHS IIUX TPbOX TUIIIB IIpelapaTiB MOXKe 3yMOBUTH HeBeJIMKe 30i/blIeHHST KOHIIeHTpallii
KaJIilo ¥ CHpOBAaTILi KPoBi, Oi/bII BUpaxkeHe Yy XKiHOK, XBOpUX Ha AiabeT. Y XKiHOK 3 apTepiaabHOI0
rinepTeH3i€lo mig yac Teparmii mikapchbkuM 3ac060M AHXKeJTiK MOXKe CIIOCTepiraTucs [0faTKOBe
3HUKEHHS apTepiaybHOT0 TUCKY (OUB. Po3ain «Oco06MMBOCTI 3aCTOCYBaHHSI»).

3710BXKUBaHHA ankoroieM npotsarom 3I'T Moxe IPU3BOOUTU [0 3POCTaHHS PIBHA LUPKYIIYOI0
€CTPOreHy y KPOBi.

IH1T1i BUOK B3aEMoOMil

Y xopi KJTiHIYHUX OOCIIAXKEeHb 3a y4YacTHo MallieHTiB, Ki OTpUMYyBaJIU Tepalito OJis JIiKyBaHHS
BipycHoro remnaTtuty C nikapcbkuMu 3acobami, 110 MiCTSITh oMOiTacBip/mapuTanpeBip/pUuToHaBip 3
nmomaBaHHSM macabyBipy a0o 6e3 Takoro, mifgBuIleHHs piBHS TpaHcaMmina3u (AJIT) y moHapm 5 pasiB



BHUIIe BepxHbOi Mexki HopMu (BMH) cniocTepiranmocsi 3Ha4HO YacTillle y XKiHOK, SKi 3aCTOCOBYBajIu
niKapchKi 3aco0H, 1110 MiCTSTh €TUHINECTPaAion, Taki sK KOMOiHOBaHi TOPMOHaJIbHI KOHTPALENITUBU
(KTK).

[Toka3uuk nigsuinenHs piBHa AJIT y XKiHOK, SKi TpuiiMany JTiKapchKi 3aco6bu, 110 MiCTSITh €CTPOTEHH,
BimMiHHI Bif eTuHinecTpamiony, Taki sk ectpamiosn, OyB momiOHUM [0 MTOKA3HUKIB Y XKiHOK, SIKi He
OTPUMYBAJIA XKOJHUX ecTporeHiB. OgHak yepe3 00MeKeHY KiJIbKiCTh XKiHOK, SIKi TPUNMaOTh
eCTPOTeHH, BigMiHHi Biff eTHHiNeCcTpadiony, HeoOXiIHO HOTPUMYyBaTUCS 00ePeKHOCTI IIpU
OJHOYAaCHOMY 3aCTOCYBaHHi 3 likapChKUMU 3acobaMu, 110 MiCTATh oMOiTacBip/mapuTanpesip/
pUTOHaBIp 3 momaBaHHSM AacaOyBipy ab6o 6e3 Takoro, a TaKox i3 KoMbiHallie
reKanpesip/mibpenTacsip (quB. po3ain «OcoOMUBOCTI 3aCTOCYBaHHS»).

JlabopamopHi 00CAiOHCEHHS.

3aCTOCyBaHHS CTAaTEBUX TOPMOHIB MOXKE BIIJIMBATH Ha PE3yNIbTAaTH IEBHUX JTaO0OPaTOPHUX
MOCTiAKeHb, BKITIOYaoun 6ioxiMiuHi moKa3HUKY QYHKINI MeYiHKy, IMUTOMOmi0HOI 3a/103H,
HAJHUPKOBUX 3aJ103, HUPOK, pPiBeHb OiNKiB (TpaHCIIOPTEPIB), HAIIPUKIIAL CTATEBOTO TOPMOHY, III0
3B’s13ye€ rno0yminy, minigu/dpakiiil ninonpoTeidiB, moKa3HUKM Koaryssiil Ta GiopuHomnmisy. Ak
[IPaBUIIO0, 3MiHU 3alUIIAI0TLCA B MeXKaxX HOPMaTUBHUX 3HaYeHb. [IPOCHIPEeHOH BUKIVKAE MiIBUILIEHHS
aKTUBHOCTI pPeHiHY IJIa3MU KPOBi Ta a/JlbIOCTEPOHY I1JIa3MU KPOBI, 1[I0 CIPUYUHEHE MOT0 TOMiIpHOI0
AHTUMiHEPAIOKOPTUKOITHOIO aKTUBHICTIO.

Oco06.1ueocmi 3acmocyeaHHs1.

[Ipu nikyBaHHI po3nafiB, 0B’ A3aHUX i3 TePi0OM ITOCTMEHOIay3H4, 3acTocyBaHHs 3T cif
PO3NOYMHATH TIIBKY IPU HASBHOCTL CUMIITOMIB, IO MOTIPIIYIOTh AKICTh KUTTA. B yCix Bullagkax
HeoOximHO mpuHaMHi 1 pa3 Ha pik MPOBOAUTH PETENbHUM aHalli3 CIiBBiIHOIIEHHS KOPUCTL/PU3UK Ta
nponoBxyBaT 3I'T ,TIIBKY KO KOPUCTH IIEPEBULLYE PUSUKU.

Hani mpo pu3uky, moB’si3aHi i3 3I'T npu nikyBaHHi epeg4yacHOl MeHoNay3H, € oOMexkeHrnMu. OHaK,
yepe3 HU3bKUM pPiBeHb aOCOMIOTHOTO PU3UKY Y KiHOK MOJIOAIIOTO BiKYy CIIiBBiTHOIIEHHS
KOPHUCTH/PU3UK Y TAaKUX KiHOK MOXKe OyTH OiJIbII COPUATINBUM, HiXK Y CTapiIINX KiHOK.

Menuyne OGCTG}KGHHHZHOEB.HLI_HG CIIOCTEPEKEHHI.

[Tepen moyaTkoM abo moHOBIEeHHSIM 3I'T CIlig JOKTamHO BUBYUTH OCOOMCTHH i CiMeHMI aHAMHE3
MAIliEHTKHY, IPOBECTH (i3uKabHe 00CTeXKeHHs (BK/II0Ya0uYn 00CTEKEeHHST OPraHiB Ta3a Ta MOJIOYHUX
3as03), 6epydu g0 yBaru nNpoTUIoKa3aHHs (po3fin «[IpoTunokasaHHg») Ta 3acCTepexkeHHs (PO3Min
«ITobiuHi peakirii»), i mepiomUYHO MOBTOPIOBATH NOMi0HI 006cTexXKeHHsA. HacToTa i XapakTep
00CTexkeHb MMOBUHHI I'PYHTYBATUCS Ha YMHHUX HOPMaX MEIUYHOI IIPAKTUKHU 3 YPaxyBaHHSIM
iHgUBimyambHUX 0COOIMBOCTEN KOXKHOI MalieHTKU. 2KiHOK HeoOXigHO MOBiIOMUTH MIPO T€, CTOCOBHO
SKMX 3MiH B MOJIOYHHUX 3a/103aX BOHU MalOTh iHHOPMYyBaTH CBOTO jiKaps abo MegUYHy CECTpY.
OOcTexkeHHS, BKJTI0Yal0uy BiIIOBiAHI MeTOMX Bi3yarilallii, Hampukian, MamMorpadiio, Ciig ITPOBOAUTHI
BiITIOBIgHO [0 iCHYI0YO0l MPaKTUKYU CKPUHIHTY, afallTOBaHOl 0 iHAMBiAyaNbHUX KITiHIYHUX OTPED.

38.XBOQIOB8.HH${, 110 HOTQe6yIOTB Hariadany.

Akmo Oynp-siKe i3 3a3HaUYeHUX HUXKYe 3aXBOPIOBaHb HasiBHE Ha MaHUU MOMEHT, MaJio Miclie B
aHaMHe3i Ta/ab0 crocTepiranocs #Oro MOTipIIeHHS i Yac BariTHOCTI YU MOMepenHbOol
TOPMOHAJIbHOI Tepartii, malieHTKa Ma€ nepebyBaTH Mif peTelbHUM HariaamoM. HeoOxigHO
BPaxXOBYBATH, II0 TaKi 3aXBOPIOBAHHS MOXKYTh PelUOUBYBaTH abo ix mepebir MoxKe MOTipIIyBaTUCS



i Yac Tepamil TiKapchkuM 3acob6oM AHXKelliK. 30KpeMa MalThCs Ha yBasi:
neriomioma (Mioma MaTKu) abo eHIOMETPios;
HasIBHICTh (paKTOPiB PU3UKY PO3BUTKY TPOoMO0EeMOOiYHUX YCKIagHEeHb (OUB. [ai);

HasIBHICTh ()aKTOPiB PU3UKY PO3BUTKY €CTPOTeH-3a/IeKHUX NMyXJINH, Hanmpuknag 1-u
CTYIIiHb CTIagKOBOI CXUJILHOCTI 10 PaKy MOJIOYHHUX 3aJ103;

apTepianbHa rinepTeHsis;

3aXBOPIOBaHHSA MeYiHKYU (HampuKiaf, remnaroafeHoMa);
IIyKPOBUH fiabeT 3 CYOUHHUMHU ypaxKeHHIMHU abo0 6e3 HUX;
JKOBYHOKAM’siHa XBOpo0a;

MirpeHs ab0 (CUIbHUM) FONIOBHUY OiNb;

CUCTEMHUY 4epBOHU BoBYak (CUB);

rifepIiiasis eHJgoMeTpis B aHaMHe3i (OuB. mari);
elinerncis;

acTMa;

OTOCKJIEPO3.

HQI/I‘-II/IHI/I HEeraHoro IMPpUTIMHEHHA Tepanﬁ

3actocyBanHs 3['T cig HEraHO MPUITMHUTH Y pa3i BUSBIEHHS OyOb-KOTO i3 TPOTUIIOKA3aHb, a
TAKOXK IPY HASIBHOCTi 3a3HaYEHUX HUXKYEe CTaHIB Ta 3aXBOPIOBAHb:

JKOBTSIHMLIS a00 MOTipIIeHHs PYyHKIl] NeYiHKY;

CYTTEBe MIBUILIEHHSA apTepiaIbHOTO TUCKY;

- Ieplla II0siBa MirpeHemnomibHoro rojaoBHOTO 00JIIO;

BariTHICTE;

X0JIecTaTUYHuY cBepOiXk, 110 BUHUK BIiepille abo Iif yac BariTHOCTI, abo micis
BUKOPHUCTAHHS CTaTEBUX CTEPOIfiB;

- cuMmmnTomMu TpoMO03y abo migo3pa Ha TPOMOO3.

3axBOPIOBAaHHA JKOBYHOI'0 MiXypa.

EcTporenu 36inbIIyI0OTh TITOreHHICTh K0BYi. [lesKi XKiHKU CXUITbHI IO PO3BUTKY 3aXBOPIOBaHb
JKOBYHOI'0 MiXypa IIifi 4ac Teparil ecTporeHamu.

linepnnasig eHIoOMeTpid Ta KapImHOMA.

Y XkiHOK 3 HeBUaJIeHOI MATKOI TPUBaJla MOHOTEPAIIis eCTPOreHaMu 30i/IbIIy€e PU3UK PO3BUTKY



rinepmnasii abo KapIHOME eHOOoMeTpis. Bin3HaueHe 30iblIeHHS PU3UKY PO3BUTKY paKy
E€HIOMETpis cepeq MallieHTOK, SKi IpU¥MaIl eCTPOTEHHU y BUTJISIAL MOHOTEpAaTil 3a7eKHO Bif
TPUBAJIOCTI JIIKyBaHHS Ta 03U €CTPOTEHIB, B 2-12 pa3iB epeBulllye TaKuil PU3UK y KIHOK, SKi HE
OTPUMYBaJIX eCTporeHu (muB. po3min «IT1o6iuni peakirii»). ITicis NpuNUHEHHS JTiKyBaHHS MMiIBULIEHUH
pU3KK MoxKe 30epiraTucst mpoTsaroM IoHawMene 10 pokis.

BxnroyeHHSs porecTareHiB y CXeMy JIiKyBaHHS LMKJIiYHO IIPOTArOM IIPHHaKMHI 12 OHIB Ha MicAIb
(28-mennnit nuki) abo mocTiiHa KOMOiHOBaHa Tepallisi eCTPOreHaMHU-IIPorecTareHaMy J03BOJISIE
NIOTIEPENUTH MigBUIIEHHS PU3UKIB, IIOB’I3aHMUX i3 3aCTOCYBaHHSIM rOPMOHO3aMiCHOI MOHOTeparil
€CTpOreHaMu y XKiHOK 3 HEeBUAJIEeHOI MaTKOI0.

MeHcTpyanbHOIIOAIOHI KPOBOTEYi Ta KPOBOMa3aHHS MOXKYTh CIIOCTEPITaTHCS MPOTATOM IIEPIINX
MicsLiB miKyBaHHS. SIKIO Taki SBUIa BUHUKAIOThH Yepe3 [esIKUH Yac Bifl MOYaTKYy JTiKyBaHHS abo
IIPOMOBKYIOTHCS IIC/IS MPUNMHEHHS Tepallii, HeoO0XiIHO BUSBUTHU iX IPUYUHHU, [JIS YOTO 3 METOI0
BUK/IIOUEHHS 3JI0SIKiCHUX HOBOYTBOPEHDb EHIOMETPis Moxke OyTH IpoBeeHa eHgoMeTpianbHa Giomcis.

Paxk Mo104YHOI 3a51034.

€ maHi Ipo MigBUINEHWN PU3UK PO3BUTKY PaKy MOJIOYHOL 3aJI03U Y XKiHOK, SIKi OTPUMYIOTh
KOMOiHOBaHY eCTPOTeH-IIporecTareHoBy Tepariio abo, #iMmoBipHO, 3I'T ecTporeHamu; Iiel PU3UK
3anexuTh Bim TpuBanocTi 3IT.

Kom06iHOBaHa €CTPOreH-IIPOrecTareHoBa Tepaiis

Pe3ynbpTaTi paHmoOMi30BaHOTO, I1ale60KOHTPOILOBAHOTO NOCITimKeHHs «[HilliaTBY 3apagu 3MOPOB’s
XkiHok» (Women’s Health Initiative study - WHI) Ta MeTaaHasni3 NpoCIeKTUBHUX €IifeMiOIOTiYHUX
OOCIi?KeHb BUSIBUIIM 3POCTAHHS PU3UKY BUHUKHEHHS PaKy MOJIOYHOI 3aJI03H Y XKiHOK, SIKi
OTPUMYIOTh KOMOiHOBaHY ecTporeH-nporectareHoBy 3I'T. Lle#t pu3uk BUHUKAB MPUOIN3HO Yepes 3
(1-4) poku Tepamii (guB. po3min «ITobiuHi peakirii»).

3I'T ecTtporeHamMu

Hocnigxennss WHI He BUSBUIIO MigBUIIIEHOTO PU3UKY PO3BUTKY PaKy MOJIOYHOI 3a/m03u Ha Tii 3['T
eCTporeHaMu Y XiHOK, IKUM 0yJI0 IpoBefieHo ricTepekToMito. O6cepBalliiini OCTinKeHHS B
OinbIIIOCTi BUMAAKIB TOKA3aIy eIl IMiIBUIIeHUH PU3UK BCTAHOBJIEHHS [qiarHO3Y PakK MOJIOYHOI
3as103u npu 3actocyBaHHi 3['T ecTporeHamu, aje pusuk OyB HUXKYUM, HiK PU3UK Y XKIiHOK, AKi
3aCTOCOBYIOTh KOMOiHOBAHY €CTPOTEH-IIPOTeCTareHoBy Tepariio (OuB. po3nin «[1o6iuHi peakii»).

PesynbraTy BeIMKOTO MeTaaHasli3y oKa3aH, 110 MigBULIeHNN PU3UK 3MEHIIYETHCSA 3 4aCOM MiCIIs
3aKiH4YeHHSs Teparrii i 1110 Yac #oro moBepHeHHS 00 6a30BOT0 PiBHS, ITOB’SI3aHOTO 3 BiKOM, 3a/I€3KUTh
Big TpuBasnocTi 3actocyBanHs 3I'T. Akmio 31T 3acTocoByBanu Oinblle 5 POKiB, pU3UK MOXKe
30epiratucs npotsrom 10 pokiB a6o mosiie.

3I'T, ocobmuBo KOMOiHOBaHa €CTPOTEH-IPOTeCTareHoBa Tepallis, MigBUIIY€E UIibHICTh 3HIMKIB ITPU
MaMorpadiyHuX JOCTIIXKEHHSX, 1[I0 MOXKe HEeraTUBHO BIJIMHYTU Ha PafioioriyHy OiarHOCTUKY paKy
MOJIOYHOI 3a/I03H.

Beno3zHa TpomboemOboItis

3I'T, nop’si3aHa 3 MiABUILIEHHSIM PU3UKY PO3BUTKY BeHO3HOI TpoMmOoemborii (BTE) B 1,3-3 pa3u, To6TO
TpoM0603y IrMuboKKUX BeH abo eM0OoIil TereHeBUX CyauH. BiporigHicTh BUHMKHEHHS 3raflaHUX SBUII €
Oi7bIII0I0 ITPOTSTOM IIEPIIOr0 POKY poBeneHHs 3T, HiXK MPOTSATOM HACTYIHUX POKiB (IUB. PO3MiN
«ITo0OiuHi peakirii»).



3arajnbHOBU3HAHUMU (hakTopaMu pu3uKy po3BUTKY BTE € 3acTocyBaHHS €CTPOTEHIB, TiTHIN BiK,
BEJIMKIi XipypriuHi BTpy4YaHHS, 0XKUPIHHSA NallieHTKY Y¥ HasBHICTh JaHOI TATOJIOTil B POAUHHOMY
anamHesi (IMT > 30 kr/m’), BariTHicTh/micnsAmoNOroBuil nepion, CYUB Ta pak. €AUHOI TOYKH 30py
IIJ0ZI0 POJIi BAPMKO3HOT 0 PO3IIMPEHHS BeH y P0o3BUTKY BTE Ha maHUM MOMEHT HEMae.

[TarieHTKY 3 BifOMOIO CXUJILHICTIO 0 PO3BUTKY TPOoMOO03iB MatoTh mifBuinenust pusuk BTE i 3T'T
MOXKe J0aTKOBO 30inbiryBaTu 1ed pusuk. Tomy 3I'T mpoTunokasaHa Iii rpyi MaiieHToK (IuB.
po3min «IIpoTunokasaHHSI»).

4K i y Bcix micnsionepaniifHux namieHTiB, He0OXiqHO BXKUTH MPOdinaKTUYHI 3aX00u AJIs 3arnobiraHHs
BTE micns xipyprignoro BTpydaHHs. fKIIO Iics MIaHOBOI onepallii HeoOxifHa TpuBaa
iMMoOimizallisg, peKoMeHAyeTbCS TUM4YacoBo NpunuHUTH 31T 3a 4-6 THXKHIB 0 BTPyYaHHS.
JIikyBaHHST MOXKHa PO3MOYMHATY 3aHOBO TiJTbKH ITiCJISI TIOBHOTO BiTHOBJIEHHS PYX0BOI aKTUBHOCTI
XKIHKH.

Kinkam 6e3 ocobuctoro anaMmHe3dy BTE, ane npu HasiBHOCTI B aHaMHe3i Yy POAUYIB IIEePIIOr0 CTYIIEHS
emi3omiB TPoMOO3y B MOJIOIOMY Billi, MOXKHa 3aIIPOIIOHYBATH MTPOBEAEHHST CKPHHIHTY, OMHAK PETEJIbHO
00roBOPUBIIY 00MEKEHICTh JaHUX, 1110 OYAyTh OTPUMaHI (ITig Yac CKpUHIHTY MOxKe OyTU BUSBIEHA
TiTBKM YaCTHHA TpoMOOdiniuHuX po3afmiB). Y pasi BUsIBIIEHHS IIEBHOTO BapiaHTy CXUIBHOCTI [0
PO3BUTKY TPOMOO3iB, 1[0 TAKOXK CIIOCTEPIra€ThCS Yy iHIINX YJIeHIB pOAUHH, a0 SKIIO0 TaKUM Po37af €
TSAKKUM (Hanpukiag, nediut aHTuTpoMOiny, mpoTeiny S, npoteiny C abo gekinbka po3mnafis),
npoBenenHs 3['T npoTunokasaHe.

Y XiHOK, gKi BXXe OTPUMYIOTh [IOCTiHY aHTUKOATyISHTHY Tepallio, CIIiJl peTeIbHO 3BaXKUTHU
CIIiBBiIHOILIEHHS KOPUCThL/PU3UK Bif 3acTocyBanHs 3I'T.

fAKmo BeHO3Ha TpoMO0eMO0Iisl pO3BUBAETHCS MMIiC/IA TOYATKY Teparllil, pemnapar NoTpibHO BiAMiHUTH.
[MamienTky Mar0Th OyTH TONEepeXKeH] TPo HeoOXiHICTh HETaHO 3BEPHYTUCS [0 JIiKaps IIPU MOsBi
MOTEHIINHUX CUMIITOMIB TpoMOoeMOomii (Hampukiam, 6osicHol HaOPSKIOCTI HOT'H, PAlITOBOTO GO0 V
TPY[HIiN KIIiTHHI, 3aJUILIKHA).

ImewmiyHa xBopoba cepis (IXC).

OTpuMaHi B X0Ai paHIOMi30BaHUX KOHTPOJIbOBAHUX AOCIIIIXKEHb JaHi CBi4aTh IIPO BiCYTHICTH
IIPOTEKTUBHOTO e(peKTy 00 PO3BUTKY iHGapKTy MioKapaa y xkiHok 3 IXC ab6o 6e3 Hel, sKi
oTpuMyBaiu KoMOiHOBaHY ecTporeH-nporectareHoBy 3I'T abo MOHOTepaIii0 eCTPOreHaMu.
BigHocHu# pu3uk BuHUKHeHHS IXC Ha Ti1i 3acToCyBaHHS KOMOiHOBAHOI €CTPOTEeH-IIPOTecTareHoBol
3I'T € memro mipBumeHuM. Ockinbku 6a30Buit abcomoTHu pu3nuk IXC 3HaYHOIO MipOI0 3aJIEKUTH Bif
BiKy, KiNIbKiCTh AOJaTKOBUX BUIaakiB [XC, 3yMOBIEHUX 3aCTOCYBaHHSIM €CTPOTeHiB Ta IPOTreCTareHis,
IyKe HEBeJIMKa Y 300POBUX XKIiHOK, BiK IKUX HaGIUKAETHCS IO MEeHOIay3H, ane Oyme 3poCcTaTy y
OinTbII CTAPIIIOMY Billi.

[ImeMiYyHWN IHCYTIBT.

KoM06iHOBaHy ecTporeH-mporecTareHoBy Teparliio Ta MOHOTePaIilo eCTporeHaMu OB’ sI3yI0Th 3i
36inbpmeHHSIM 10 1,5 pa3a pU3UKy PO3BUTKY illleMigyHOTrO0 iHCYNbTYy. BifHOCHUM PU3UK HE 3MIiHIOETHCS
3 BIKOM YU 3 4aCOM, IJ0 MUHYB IIiCJIg HaCTaHHS MeHonay3u. [IpoTe, OCKiNbKY BUXIGHUN PU3UK
BUHUKHEHHS 1HCY/IbTY CYTTEBO 3aJIeKHUTh Bif BiKy, 3arajlbHUM PU3UK PO3BUTKY iHCY/IBTY V XKIiHOK, II1O
3actocoByioTh 3I'T 3 Bikom Oynme 3pocTaTu (OuB. po3min «[Tobiuni peakirii»).

Pak s1€e4yHUKIB.

Pak s€4HUKIB 3ycTpidaeThcs HabaraTo pifiie, HiK pak MOJIOYHHUX 3a/103.



Enipemiosnoriuni gani BenukoMacmTabHOT0 MeTaaHasi3y NPUIyCKalTh Oel0 MigBUIIeHUN PU3UK
PO3BUTKY PaKy S€YHUKIB Y XKiHOK, SKi 3aCTOCOBYIOTh MOHOIIPEIIapaTy 3 eCTPoreHoM abo KoMOiHOBaHi
IpenapaTy 3 eCTPOreHOM Ta ImporectareHoM npu 3I'T, skuii cTae GifbIl BUPaXXEHUM IPOTSATOM 5
POKiB 3aCTOCYBaHHS Ta 3HUXKYETHCS [IPOTATOM [IEIKOr'0 Yacy Iic/s NIPUIIMHEHHS 3aCTOCYBaHHS.

PesynbraTy meskuX NOCIIIXKeHb, BKII04auu nocnigxenss WHI, BKa3yooTs, 1110 3aCTOCYBaHHSA
koM0OinoBaHoi 3I'T Moxke OyTH OB’sI3aHUM i3 aHaNMOriYHUM ab0 TPOXY HUXKYUM PU3UKOM (OUB. PO3MiN
«ITo0OiuHi peakirii»).

[IyXJIVHY IEeYiHKU.

Y noogrHOKUX BUIIafiKaXx IIiC/Is 3aCTOCyBaHHSA TOPMOHAIbHUX IIpenapaTiB (Hanpuknag, ans 31'7T),
crocTepiranucst foOPosKicHi (pifiie 370AKiCHI) TyXIUHY MeYiHKU. [HOMI 11l MyXJIMHU TPHU3BOAUIIM [0
PO3BUTKY BHYTPIIIHBOUEPEBHUX KPOBOTEY, 1110 3arPOKYBajIU XKUTTIO.

l'ematut C.

Y xopi KiIiHIYHUX AOCHIAXKEHD 3a Y4YacCTIO IallieHTiB, AKi OTpUMYyBaJIX Tepallilo [Jis IiKyBaHHSI
BipycHoro rematuty C nikapchbKHMU 3aco0aMH, 110 MiCTATh OMOiTacBip/mapuTanpeBip/puToHaBip 3
nmomaBaHHAM macalyBipy abo 6e3 Takoro, nigBuieHHs piBHsA AJIT y moHap 5 pasiB Buile BMH
CIIOCTEpIranaocs 3HaYHO YacTillle y XKIiHOK, IKi 3aCTOCOBYBAJIU JIiKapChKi 3ac00H, 110 MiCTSTh
eTtuHinectpagion, Taki 9k KI['K. Kpim Toro, migsuiienss pisHsa AJIT cnocTtepiranocs y XKiHOK, gKi
3aCTOCOBYBaJIM JTiKapChKi 3aco0wu, 1110 MIiCTSTh eTHHiNIeCTpamios, mif yac Teparii
rIeKamnpeBipoM/miOpeHTacBipoM.

[Toxka3uuk migBuiiieHoro piBHs AJIT y XiHOK, SIKi mpuiiManu J1iKapchKi 3aco0u, 110 MiCTATh
eCTpOreHH, BigMiHHi Biff eTHHiNeCcTpadiosny, Taki sIK ecTpayion, OyB MogibHUM [0 TOKA3HUKIB Y XKiHOK,
SIKi He OTPUMYyBaJii KOJHUX ecTporeHiB. OgHak yepe3 00MeKeHY KiJIbKiCTh XKiHOK, SIKi IPUIAMaoTh
€CTPOTeHH, BifMiHHI Biff eTHHiNIeCTpaAiony, HeoOXifHO HOTPUMYyBATUCS 00ePeKHOCTI IpH
OOHOYACHOMY 3aCTOCYBaHHi 3 JlikapCchKUMU 3acobamu, 110 MiCTATh oMOiTacBip/mapuTanpesip/
PUTOHABIp 3 HogaBaHHSIM HacabyBipy abo 6e3 Takoro, a TaKoxX i3 KomOiHaIlE€0
rIeKamnpeBip/miOpeHTacBip (AuB. po3min «B3aeMopmis 3 iHImMMHY JTiKapChKUMHK 3aco00aMHu Ta iHII BUH
B3AEMOMI»).

IHmIi cTanu.

EcTporeHu MOXKYTb BUKIUKATH 3aTPUMKY PiIMHM, TOMY MAIliEHTH 3 MOPYIIeHHIM QYHKIIi cepist abo
HUPOK MOTPeOYIOTh PETEIHLHOT0 HATISAY.

2KiHKY 3 TTOMIpHO MigBHUINEHUM PiBHEM TPUTIIillepPHiB MOTPeO6yI0Th 0COOIUBOTO CIIOCTEPEXKEHHS. Y
nofiOHMX BUIaiKax 3acTocyBaHHs 3['T MoxXKe CTaTy IPUYUHOIO IIOAJBIIIOT0 3POCTAHHS PiBHS
TPUTJILIEPHUAIB, 110 3aTPOXKY€E PU3UKOM PO3BUTKY MaHKPEATUTY.

EK30reHHi eCTPOTeHH MOXYTh iHAYKyBaTy ab0 IOCUII0BAaTH CUMIITOMU CIIagKoOBOro abo HabyToro
AHTiOHEBPOTUYHOT'0 HAOPSIKY.

EcTporenu 36inbIIyI0Th piBeHb THPOKCUH3B 13y10490ro rinobyniny (T3I), 1m0 Tpu3BOgUTh OO
IiABUINEHHS 3arajlbHOTO PiBHS IIUPKY/II0IYNX TOPMOHIB IIMTOBUAHOI 3a/103U. [[aHUM ITOKA3HUK
BM3HAYAETHCS 3a PiBHEM HOMYy, 3B's13aHOT0 3 6inKoM, piBHeM T, (BUMIPIOETHCS MITIIXOM aHalli3y 3
BUKOPUCTAHHSIM KOJIOHOK a0 pafiioiMyHHOr0 aHanidy) uu T, (BUMipIOETHCS 3@ JOTIOMOTI0I0
paaioiMyHHOr0 aHasi3y). 3axomneHHs T, 3MEHIIYEThCH, 110 BKa3ye Ha MifBullleHu piBeHb T3I.
KonnenTpauii Binmbuux T; i T, He 3MiHI0I0TbCS. PiBHI iHINMX 3B’ A3yl04unx OiNKiB B CUPOBATIIi -
KOPTUKOCTEPOIA3B’I3yI040T0 T100yIiHy Ta rnobyiHy, 110 3B's3y€e CTaTeBi TOPMOHY, - MOXKYTh



3pOCTaTH, 110 TPU3BOAUTH [0 30iNbIIEHHS KOHIIEHTPAIil HUPKYIII0YNX KOPTUKOCTEPOI/IIB i CTAaTEBUX
rOpMOHiB, BigmoBigHo. KoHIleHTpaIlil BinbHUX a00 6i0/T0TiYHO aKTUBHUX TOPMOHIB HE 3MiHIOIOThCS.
MoxXyTh 3pOCTATH KOHIIEHTPAIlil iHmKX OiNKiB M1a3mMu (aHrioTeH3WHOTEeHY/CyOCTpaTy peHiHy, anbda-
[-aHTUTPHUIICUHY, [IEPYJIONIa3MiHy).

3actocyBanHs 3I'T He nosiniye KOTHITUBHI GyHKII. [CHYI0TH 00MeXkeHi faHi, 1110 3aCTOCYBaHHS
TpuBasoi komOiHoBaHoi 3I'T abo MOHOTeparii ecTporeHaMu 30ibIIye PU3UK PO3BUTKY AEMEHII],
SKITO JIIKYBaHHSI PO3II0YaTo Y XKiHOK BiKOM Bifl 65 pOKiB.

[TporecTepoHOBUII KOMIIOHEHT JIiKapChKOT0 3ac00y AHXKEJIK € aHTaroHiCTOM aTlbIOCTEPOHY, 1110
IIPOSIBIISIE He3HAYHUM Kaiii30epirarouuit BIIUB. Y OiNbIIOCTI BUMIAKIB MigBUIIEeHHS PiBHS Kalliio B
CHPOBATI]i KPOBi € ManoMMOBipHUM. [IpoTe y K/IiHIYHOMY OOCTIAXKEHH] y AeIKuX MallieHTiB i3
HUPKOBOIO HEIOCTATHICTIO JIETKOTO Ta CEPEAHBOI0 CTYIIeHs TAXKOCTL IPU OGHOYaCHOMY
3aCTOCYyBaHHI Kaniii30epiraoyux npenapariB (Hanpukiag, inribitopis AII®, anTaroHicTiB perenTtopis
anrioten3uny II abo HII3II) cnocTepiranocs He3HauHe 30ibIIeHHS PiBHS KaJliio B CHPOBATII KPOBi
i Yac MpUKUOMY OPOCIipeHOoHY. TOMy IIPOTSITOM IIEPIIOTro MicsIld TiKyBaHHS, a 0COGIMBO IIifl Yac
CYNIyTHBOI Teparii Kasnili30epiraiounMu J1iKapChbKMU 3ac00aMu, PEKOMEHYETLCS TIepeBipsATH
CHPOBATKOBI KOHIIEHTpAIlil KaJlifo y XBOPUX 3 HUPKOBOIO HEOCTATHICTIO, ¥ SKUX [0 II0YaTKY
JIIKYBaHHS IOKa3HUKU KaJlilo B CUPOBATL] KPOBi 3HAXOOUJIACS HA BEPXHIiN MeXki HOPMU (OUB. PO3Li
«B3aeMopmis 3 iHIMMH JTiKapChbKUMHK 3aC00aMM Ta iHIIII BUOM B3aEMOIii»).

Y XiHOK i3 migBUIIEHUM apTepiaJlbHUM THCKOM IIifl Yac JIiKyBaHHS JTiKapChbKUM 3ac000M AHXKeJiK
MOXKe€e BiAMidyaTHUCs 3HUXKEHHS apTepiaJbHOI0 TUCKY, 3yMOBJIEHE aHTarOHICTUYHOK aKTUBHICTIO
OPOCIIiPEHOHY BiFHOCHO [I0 albA0CTEPOHY (IUB. po3min «dapMaKogrHaMiKa»). AHXKeIIK He
3aCTOCOBYIOTH IJ1s1 JIiKyBaHHS apTepianbHOi rineprensil. 2KiHkH, SKi cTpaXkmaloTh Ha apTepianbHy
rinepTeH3iio, TOBUHHI OTPUMYBATH JIiKyBaHHS 3TifHO 3 BiAMOBIAHMM IIPOTOKOJIOM Tepaii.

Y mesikvx BUIIagKaxX MOXKe CIIOCTepiraTucs Xjoa3Ma, 0COOIMBO Y KiHOK i3 XJI0a3MOI0 BariTHUX B
a"namHe3i. [Ipu npoxomxkenHi Kypcy 3I'T KiHKaM, CXUIbHUM OO BUHMKHEHHS XJI0a3MHU, BapTO YHUKATHU
nepeOyBaHHS Ha COHIII YX yIbTPadioTeTOBOro OIIPOMiHIOBAHHS.

KoxHa TabneTka AHXemiK MicTUTh 46 MT nakTo3u. [IallieHTaM 3 PigKiCHUMU CITafKOBUMU
3aXBOPIOBAHHSMH HETIEPEHOCUMOCTI TajakTo3u, JediluToM JTaKTa3H JIomnapiB ab0 MOpyIIeHHIM
BCMOKTYBaHHS I'JIIOKO3U-TaJIaKTO3U He CJIiJ 3aCTOCOBYBATH lLiei JlikapchKuil 3acil.

HeBaxki mopyueHHs GyHKIII MediHKY, BKITI0Yalo4yu TrinepOinipybiHeMito (HanpuKiam, CHHOPOM
Iy6ina - [I2koHCOHA, PoTopa), moTpeby0Th peTeTbHOT0 KOHTPOIII; TAaK0XK HEeOOXigHUM €
nepiofUYHUN MOHITOPUHT ITOKa3HUKIB QYHKIII IIeYiHKX. Y pa3i IaTonoriyHuxX 3MiH MOKa3HUKIB
¢byHK1il medinku, 3actocyBaHHsA 3['T He0OXimHO MPUTTUHUTH.

[TarieHTH 3 MPOTAKTUHOMOIO IOTPEOYIOTH peTelbHe MeANYHe CIOCTepekKeHHS (BKII0Yal04n
nepioguyHe BU3HAUYEHHS PiBHA IIPOJIAKTUHY).

[Tpu3HaueHHs eCTPOTEeHIB MOXKe IIPU3BECTU [0 BazKKOI TinepKaibllieMil y KiHOK 3 paKOM MOJIOYHOI
3aJ103¥ Ta KiCTKOBUMM MeTacTa3aMu. [Ipy PO3BUTKY TillepKaibIllieMil 3aCTOCyBaHHS IIpenapaTy
HeOoOXiTHO IPUNIMHUTHU Ta BXKUTHU HEOOXiTHUX 3aXO0MiB AJIS 3HUXKEHHS PiBHS KaJbIliio KPOBI.

Tepamis ecTporeHamMu IIOBUHHA 3aCTOCOBYBATHCS 3 00€PEXKHICTIO y KIiHOK 3 TilomapaTupeoigu3MoM,
OCKIJIbKY Y HUX MO2K€e PO3BUHYTHUCS €CTPOTreH-iHAyKOBaHa TiloKablLieMis.

[ToBigoMnsAny Ipo BUMIAHKKU TPOMOO3y CYAUH CIiTKIBKU y XKIHOK, SIKi OTPUMyBaJi eCTPOreHHu. Y pasi
PamnToBol 4acTKOBOI ab0 IMOBHOI BTPATU 30PY, PAITOBOTO PO3BUTKY IPOITO3Y, AUIIONIl abo MirpeHi,
He0OXiHO TPUNMHUTY NPUNOM TipenapaTy. [Ipy BUHUKHEHHI HaOPsKY OUCKY 30POBOTO HepBa a0



VIIKOMKEHb CYAUH CiTKiBKM, He0OXigHO MPUIUHUTY IIPUIOM ECTPOTEHIB.

4K aHTarOHICT anbIOCTEPOHY, OPOCIiPeHOH MOKe 306ibIITyBaTH BipOTiAHICTE TinmoHaTpiemil y
NallieHTiB BUCOKOI TPy PU3UKY.

CupoBaTKOBi KOHIIEHTpalil (OJiKyJI0CTUMYIII0I0Y0r0 TOPMOHY Ta eCTpafiony He OyIu IOKa30BUMU Y
BeJ[leHH] NAIli€HTIB 3 BA30MOTOPHUMU CUMIITOMaMU CEPENHbOI0 Ta BAXKOI'0 CTYIIEHIO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
BaritHicTb

AHXeJTiK IPOTUIIOKa3aHUY [JI 3aCTOCYBaHHS BariTHUM XiHKaM. fKII0 BariTHICTH HacTasa IIif 4ac
3aCTOCYBaHHS JIiIKapChKOT0 3ac00y AHXKeTIIK, C/Tifl HerallHO IPUIIMHUTH IIPHUKUOM Ipemnaparty. KiiHiusi
[laHi IIpO BIUIUB OPOCIIPEHOHY Ha BariTHICTH BifCyTHI. Pe3ynbTaTu JOCHIAXKEHD, IPOBENEHUX Ha
TBapHHaX, CBiluyaTh PO HECIPUSTIIUBY [il0 ITpenapaTy IPOTSATOM BariTHOCTI Ta JlaKTallii
(penpogyKTUBHY TOKCHUYHICTE (AUB. po3gin «®apMaKoIOriyHi BMaCTUBOCTI»)). [I0TEeHUIMHNN PU3UK
OJ1s MIOOWHY HeBimoMuy. HasBHI Ha JaHUM 4ac pe3yJibTaTy emigeMioIoTiYHuX OOCTigXKEeHb He
BKa3yI0Th Ha TepaToreHHYy abo eMOpioTOKCUYHY Ait0 KoMOiHallill eCTpOTeHy/IIporecTareHy mpu ix
BUIIAJIKOBOMY 3aCTOCYBaHHI IIiJl 4aC BariTHOCTI.

TongyBaHHA TPYANI0

AHXeJIiK IPOTUIIOKa3aHUY KiHKaM, Kl TOAYIOTh I'PYLALIO.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlikapcekui 3aci6 AHXKeJiK He BIUIMBA€E Ha IIBUIKICTh peakliii Mpy KepyBaHHI aBTOTPaHCIOPTOM abo
po0OTi 3 IHIMUMYU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHsi ma do3u.

dxmo 3I'T 6yno npu3HadyeHo Bepine abo Ma€ Miclle mepexig Ha AHXKeJIiK 3 KoOMOiHOBaHOTO

npenapaty s 0e3nepepsHoi 3I'T, To mpuiioM TabneTok AHXKeIK MOXKHa PO3MOYaTH V Oyob-IKUI
yac. AKIo Ma€ Miciie nepexin Ha AHXKeiK 3 1uKIIiyHoro kom6iHoBaHoro npenapaty ans 30T, crig
3aBEPIIUTH MIOTOYHUY IIUKII Tepallii mepef IoYaTKOM 3aCTOCYBAHHS JTIKAPChKOTO 3aC00y AHXKETK.

Ho3ysaHHA.
I[To 1 Tabnetui Ha noOy. KoxXHa ymakoBKa po3paxoBaHa Ha 28-IeHHUN KypC JIiKyBaHHS.
Cnocib 3acmocyBaHHA.

TabnmeTKy npuiiMaTi He PO3:KOBYIOYH, 3allMBal0YX HEBEJIUKOIO KiNbKiCTIO piguHu. JIiKyBaHHS
IIPOBOASATH Oe3MepepBHO, TOOTO MPUtOM TabIeTOK 3 HaCTYyIIHOI yIIaKOBKU PO3IOYMHAIOTh 0fIpa3y
mic/s 3aKiHYeHH IONMepeaHboi yiakoBKY, 6e3 Oyap-aKux inTepBasiB. TabneTku 6axaHo
3aCTOCOBYBATH B ONMH i TOM caMull 4ac. fAKIIO € 3ali3HeHHs y NpuiMaHHi 4eproBol TabIeTKy, Ciifg
IPUUHATH il SKOMOTa IBUfIIe. K0 yeproBa TabmeTka He Oyja MpUUHSATa IPOTIroM Oinblle Hixk 24
TOJMH He MOTPiOHO NMpHUUMaTH OOOATKOBY TabaeTKy. Ko 0y/i0 MpomymeHo AeKinbka TabneToK



IIOCIIi/Ib, MOXKE PO3II0YaTUCSA KPOBOTEYa.
[ln1a niKyBaHHS TOCTMEHOIIay3albHUX CUMIITOMIB 3aCTOCOBY€ETHCS HaMeHIla e(heKTUBHA 103a.

[I71s1 moYaTKy Ta IPONOBXKEHHS Tepallil IOCTMeHOoIay3albHUX CUMIITOMIB BUKOPHUCTOBYEThCS
HaliMeHIa e)eKTHUBHA [103a MIPOTSATOM HaKOPOTIIOTO TEPMiHY (AUB. TAaKOXK Po3min «OcoO6nMuBOCTi
3aCTOCYBaHHS»).

[TomaTkoBa iHdopMalris 1momno 0cobnuBUX KaTEropil mallieHTiB

IlauieHmu AIMHbBO20 BIKY.

Hewmae manux, 110 cBigyaTh IIpo nOTPe0y B KOPEKIil 03U y MalliEHTiB JIiTHBOTO BIKY.
ITauieHmu 3 ne4yiHK0B801 HedocmamHicmio.

Y XKiHOK 3 MeYiHKOBOIO HEJOCTATHICTIO JIETKOTO a00 CepemHbOro CTYIIEeHS TSKKOCTi APOCITipeHOH
noOpe nepeHOCUThCs (OuB. po3min «dapMakoKiHeTHKa»). 3aCTOCYBaHHS JIiIKapChKOT0 3ac00y AHXKeIiK
IIPOTUIIOKA3aHe KiHKaM i3 IMeYiHKOBOIO HeIOCTaTHICTIO TAKKOTO CTyIleHs (IUB. PO3Min
«[IpoTUnOoKa3aHHS»). 3@ CTAHOM TIAI[iEHTOK 3 MOPYIIEeHHSIM QYHKIII ediHKy HeoOXigHUN peTenbHuN
Harjsgy, y pasi noripiieHHs N0Ka3HUKIB QYHKII] nediHKy 3acTocyBaHHs 3['T ciig mpunuHuTY (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

ITauyieHmu 3 HUPKOBOK HedocmamHicmio.

Y XKiHOK 3 HUPKOBOIO HEIOCTATHICTIO JIErKOro abo cepemHbOro CTYIEeHs TSIKKOCTi CIIOCTePIiraeTbCs
merro 36inbIneHa eKCII03UIIist APOCIIipeHOHY, IIPOTe BBAXKAETHCS, IO I1ei eeKT He Ma€ KITiHIYHOTO0
3HaueHHd (quB. po3min «PapMaKoKiHeTHKa»). 3aCTOCYBaHHS JTiIKapChKOTo 3aco0y AHKeiK
IIPOTUIIOKA3aHe XKiHKaM i3 HUPKOBOI HeOCTATHICTIO TSXKKOI'0 CTyIeHs (OUB. PO3AiN
«IIpoTUNOKa3aHHS»).

Himu.

[TpemapaT AHXKeJiK He ITOKa3HUM Oj1g 3aCTOCYBaHHS OiTAM Ta MifTiTKaMm.

Ilepedo3yeanHs.

YV k7TiHIYHUX JOCTIIXKEHHSX, 10 TPOBOOUIKCS 3a Y4acCTI0 HOOPOBOJIBIIB Y0I0BiUO0l CcTaTi, mobpe
nepenocunucs no3u 0o 100 mr gpocnipenony. [lepeno3yBaHHsa MoXKe CIPUYUHUATYU HYAOTY Ta
OioBaHHS, Y AeIKUX KiHOK MOXKe BUHHKHYTH BariHallbHa KpoBoTeda. CrieludiyHOro aHTUAOTY He
icHye, NiKyBaHHS IIOBUHHO OyTU CUMITOMATAYHUM.

ITo6iuni peakuii.

YacToTa no0iYHUX peakllili, PO AKi MOBIAOMIISIIOCS Y X041 KITiHIYHUAX JOCiKeHb i3 3aCTOCyBaHHIM
JiKapCchKOro 3aco0y AHXKeiK, MmiicyMoBaHa y Tabnulli HuXK4e 3a CHCTEMaMU OpraHiB (MegUYHUN
CJIOBHUK perynsaTopHoi akTuBHOCTI (MedDRA SOC). TTo6iyHi peakiii criocTepiranucs y xomi 7



KiiHiyHuX mocmigxeHb Gas3u 111 (N = 2424 XiHKM) ¥ BBAXKalOThCS TaKUMH, 1110 MalOTh TPHHAUMHI
MOTEHIINHUY TPUYMHHUHN 3B’ 30K i3 3aCTOCYBaHHIM JIiIKapChKOT0 3ac00y AHXKeIiK (ecTpamion
1 mr/ ppocmipenon 0,5, 1, 2 abo 3 Mr).

[To6iyHMMHU peakIlisiMu, PO SIKi HalyacTille MOBiqOMIISIIOCS IIPH 3aCTOCYBAHHI JTIKAPCHKOTO 3ac00y
Auxemnik, Oymu 6iy1b y MOJTOUHHX 3aj03ax (> 10 %) Ta, mpOoTAroM Mepiux MicsiiB Teparrii, KpoBoTeui
1 KpoBoMa3aHHA (> 10 %), mo 3a3BUYaid 3HUKAJIA Y Mipy IPOJIOBXKEHHS JTIKyBaHHS (IUB. PO3MiN
«PapMaKoJIOTiyHi BIacTUBOCTI»). HacToTa KpOBOTEeY 3HMKYBAsacs B Mipy 30ibIIIeHHS TPUBAJIOCTI

Teparii.
[CucTemn oprasiB Uacrto HeuacTo I[MooguHOKi
(31/100 go < 1/10) (3 1/1000 mo < 1/100) (< 1/1000)
3 60Ky KPOBOTBOPHOI Ta aHeMis
miM@aTruyHOl CUCTEM
3 00Ky Xxap4yyBaHHS Ta 30iNbIIIEHHS MacH Tina abo
OPYIIeHHS 00MiHY 3HUKEHHS MacCH Tina,
PEeYOBUH AHOPEKCis, MiABUILIEHHS
QIeTUTY, rinepuinigeMis
3 OOKY IICUXiKH nermpecis, emMoIliiHa pO3/1agyu CHY, 3aHETIOKOEHHS,
HecTabiNbHICTD, SHUKEHHS J1i6ino
HEPBO3HICTh
3 60Ky HEPBOBOI CUCTEMHU  [rOnoBHUM 6iTb mapecTesis, 3HNKEHHS BEPTHUTO

30ATHOCTI 10 KOHIIEHTpallii,
3aIIaMOPOYEHHS

3 60Ky OpraHiB 30py

XBOPOOU 04el, po3Iafy 30py

3 00Ky OpraHy CIyXy Ta
piBHOBaru

I3BiH y ByXax

3 00Ky cepiist

IPUCKOpPEeHe CepreduTTs

3 00Ky CyOouH

eM001ist, TPOMOO03 BeH,
apTepianbHA TillepTeH3sid,
MirpeHs, TpoMOodesiT,
BapUKO3HE PO3IIUPEHHS BEH

3 60Ky OpraHiB qUXaHHS,
TPYIHOI KIITHHY Ta
CepemoCTiHHS

SaJHUIITKa

3 00Ky LIIyHKOBO-
KUIITKOBOTO TPAKTy

0inb y KUBOTI, Hy#OTA,
BOYTTSA XXUBOTA

[I/IyHKOBO-KUIITIKOBI pO371afy,
miapest, 3aKpen, O/TI0BaHHS,
CYXICTB y POTi, METEOPU3M,
PO371agu CMaKOBHUX BiUYyTTiB

3 OOKy IeYiHKu Ta
PKOBYOBUBITHUX IIJISIXiB

3MiHU ITOKA3HUKIB QYHKII1
MMeYiHKU

PKOBUHO-KaM' sH4|
xBOpoOa

3 00Ky LIKipu Ta
MiAIIKiPHOL KITITKOBUHU

3allajieHHs MIKipu, aKHe,
aJiomerrist, cBepOiK, BHUCHII,
ripCyTU3M, NaTOJIOTivHi
3MiHM BOJIOCCS

3 60Ky CKeJIeTHO-M s30B01
CHCTEMU Ta CIIOJTY4YHOL
TKaHUHU

0o B KiHIIiBKax, Oilb y
CIIVHI, apTparis, CyqoMu
M’s131B

Miaris

3 00Ky HUPOK Ta
CEYOBUMIIBHOI CUCTEMHU

3aXBOPIOBAHHS
CeYOBHUBIOHUX IIJISIXIB,
iHndeKkIrii ce4oBUBITHUX

MIISIXiB




3 00Ky penponoyKTHBHOI noOpPOsIKiCHi KapIMHOMa MOJIOYHUX CaJIBIIIHTIT,

CACTEMH Ta MOJIOYHUX HOBOYTBOPEHHS 3aJ103, rinepriasisa rajakTopes
3aJ103 MOJIOUHHIX 3aJI03, eHIoMeTpist, moOpPosIKicHi

30i/TbIIIEHHS MOJIOYHUX [HOBOYTBOPEHHS MaTKH,

3aJ103, 30iIbIIeHHS (hi6bpo3HO-KicTO3HA

pO3MipiB MioMK MaTKH, |MacCTOIaTisd, 3aXBOPIOBaHHS

noOpPOsIKiCHi MaTKH{, 3aXBOPIOBAaHHS

HOBOYTBOPEHHS IMUUKU |I€YHUKIB, 3aXBOPIOBAHHSI

MaTKH, PO3/1agu [IUIKY MaTKH, Oinb y

MEHCTPYaJIbHOTO LIUKILY, |IUIAHII Majoro Tasa,
BariHaJIbHI BUIOiIJIEHHS BYJIbBOBariHaJIbHI PO3JIaay,
BariHAJIPHUHN KAHOUI03,
BariHIT, CyXiCTh IiXBU

3araJibHi po3nmagu ACTeHis, MiclieBi reHepaTi3oBaHi HAOPSKH, 03H00
HaOpSIKH Oinb y TpyOHiN KIiTHHI,
mrCKOMGOPT, MiABUIIIEHE
IOTOBUIITIEHHS

[ng onucy okpemoi mo6ivyHOoI peakiiil abo CYyNnyTHIX CTaHiB BXKMBaIOTh HAaWOiMbII IPUUHATHUN TEPMiH
MedDRA.

OkpeMi epynu nauieHmox.

Bkasani Huxk4e nobiuHi peakil po3riasgmaloThCs SIK TakKi, 110 HallMEHII BipOTiiHO OB’ s13aHi i3
3aCTOCYBaHHSIM JIiIKapChKOTO 3aco0y AHXKeITiK, Oyiu Bif3Ha4YeHi y Xomi 2 KITiHIYHUX JOCITiIXKeHb Y
XKIHOK, sIKi CTpaX[IalTh Ha apTepiajbHy rinepTeHsito.

Po3nany xapyyBaHHS Ta 00MiHY PEYOBHH.

lnepkamniemis.

CepiieBi po3nanm.

CeplieBa HeIOCTATHICTD, TPIIOTIHHA Iepencepab, ogoBxXeHHd iHTepBany QT, kapgioMerartis.

JlaGopaTopHi DOCTigXKeHHS.
[TigBuiieHHS PiBHA albIOCTEPOHY B KPOBI.

Ha tri mpoBemenss 3I'T BimMivamuch TaK0OXK HACTYIHI MOOiUHI peakiril: By3THKOBa epUTEMA;
MynbTU(HOPMHA €PUTEMA; XJI0a3Ma; TeMOpariyHuy JepMaTHuT.

Pusuk pPO38UMKY PAKY MO/AOYHUX 3d/103.

Y XKiHOK, 9Ki OTpEMYIOTh KOMOIHOBaHY €CTPOTreH-IPOrecTareHoBy Tepalilo TPUBaicTio Oibie
5 POKIB, TOBIOMIJIAJIOCS IIPO MiABULIEHHS [0 2 pa3iB pU3UKY BUHUKHEHHS PaKy MOJIOYHUX 3aJ103.

30inbIIeHHST PU3KUKY Cepe[l MalliEeHTOK, SKUM ITPOBOMSTh MOHOTEPAIlil0 eCTPOreHaMH, € 3HAYHO
HUXYUM, HiXK Y XBOPUX, IKi OTPUMYIOTh €CTPOTeH-IIporectareHoBi Kombinanii. CTymiHb pu3uKy
3aJIeXKUTh Bifl TPUBAJIOCTI 3aCTOCYBaHHS (AUB. po3in «OcobmIUBOCTI 3aCTOCyBaHHSS»). OIiHKH
abCoIIIOTHOTO PHU3UKY NpefiCTaBIeHi Ha OCHOBI pe3y/IbTaTiB HalbiNbIIIOro paHmoMi30BaHOTO IjIanebo-
KOHTPOJILOBAHOTO foCHifxKeHHd (mocnimxkenus WHI) Ta HaiibinbIIoro Ha ChOT0OHI MeTaaHai3y
IIPOCTIEKTUBHUX €MifleMiOIOTiYHUX OOCTiIXKEHb.



Haibinpinit Ha ChOTOHI MeTaaHalli3 MPOCIEKTUBHUX €MigeMioIoTiYHUX TOCTigXKeHb

OuiHOYHUY NOJATKOBUY PM3UK PO3BUTKY PaKy MOJIOYHOI 3a7103H MicJis 5 POKiB 3acTocyBaHHS 3T y
XKiHok 3 IMT 27 (xr/M°).

Bix Ha mouyaTtkyfHacTtoTa Ha 1000 ocib, ski mikonu |[KoedimienT [KinbKicTb JOIaTKOBUX BUIAIKIB
3aCTOCyBaHHA [He 3acTocoByBanu 3I'T, 3a 5- PU3UKY Ha 1000 ocib, sKi

3I'T (pokKiB) piunuit nepiom(50-54 poku)* 3acTocoByBanu 3T, micns 5-
pidHOTO Nepiony

3I'T TiNBKY eCTpOreHaMu

50 13,3 1,2 [2,7
Kom0OiHOBaHa €CTPOTeH-IIPOrecTareHoBa
Teparnis

50 13,3 1,6 8,0

* BimHOCHO BUXiOHUX ITOKa3HUKIB 3aXBOPIOBAHOCTI B AHT I 1 KiHOK 3 IMT 27 (kr/™M?) y 2015 potii.
[TpumMiTKa: OCKibKY 0a30Bi MOKa3HUKY 3aXBOPIOBAHOCTI HAa paK MOJIOYHUX 3aJ103 BiIPi3HAIOTLCS B
KOXHil KpaiHi €C, BIINOBIAHO KiTBbKiCTh JOJATKOBUX BUMAAKIB 3aXBOPIOBAHOCTI Ha paK MOJIOYHOL
3a7103u Oyje 3MiHIOBATUCS Y KOXKHii Kpaini €C mpomnopiiiHo.

OuiHOYHUY NOJATKOBUY PU3UK PO3BUTKY paKy MOJIOYHOI 3a103u mmicng 10 pokis 3actocyBanHsg 3T y
KiHOK 3 IMT 27 (kr/™M%)

Bik Ha nmoyaTky[dactoTa Ha 1000 ocib, siki Hikonu |[KoedimienT |KinbKicTh mOOaTKOBUX BUIIAQMKiB
3acToCcyBaHHS [He 3acTocoByBanu 3I'T, 3a 10- PU3UKY Ha 1000 ocib, sKi

3I'T (pokKiB) Tupiuauy nepion (50-59 poxkia)* 3acrocoByBanu 3I'T, micns 10-
TUPIYHOI0 Iepiony

3I'T TinpKM ecTporeHaMu

50 26,6 1,3 7,1
KomObiHOBaHa eCTPOTreH-IIporecTareHoBa
Teparis

50 26,6 1,8 [20,8

* BimHOCHO BUXiOHUX ITOKa3HUKIB 3aXBOPIOBAHOCTI B AHT I 7 XKiHOK 3 IMT 27 (xr/™%) y 2015 porii.

[TpuMiTKa: oCKinbKu 0a30Bi MOKA3HUKYU 3aXBOPIOBAHOCTI Ha PaK MOJIOYHOI 3a7103U Bigpi3HSIIOTHCS B
KOXHii KpaiHi €C, BifIoBigHO, KiIbKiCTh OOATKOBUX BUIIAOKiB 3aXBOPIOBAHOCTI Ha paK MOJIOYHOI
3aso03u Oyne 3MiHIOBAaTUCS IMPOIOPLINHO y KOXKHiM Kpaini €C.

Hocnigpxenns WHI (CIIIA) - mogaTKoBUY PU3KK PO3BUTKY PaKy MOJIOUYHUX 3aJI03 4epe3 D POKiB
3aCTOCYBaHHS

BikoBuit KinbKicTh BUIIAOKIB Ha KoedirlieHT KinpkicTh momaTkoBuX Bumankis Ha 1000
niarna3oH 1000 xiHOK y rpymi PU3UKY Ta oci0, 110 3actocoByBanu 3I'T mpoTsarom
(poKiB) nare0o yepe3 5 PokiB 95 % I 5 poxkiB (95 % [II)

3I'T TiTbKY eCTporeHaMu
50-79 21 0,8 (0,7-1,0) |4 (-6-0)°

KoM6iHOBaHa eCTpOreH-IporecTareHoBa Teparis’
50-79 17 1,2 (1,0-1,5) |4 (0-9)




4 Mocnigxenns WHI 3 y4acTIo XKIiHOK 3 TiCTEPEKTOMI€I0 B aHaMHe3i, B IKOMYy He 0yJI0 BiI3HaYueHO
30inbIIeHHS] PU3UKY BUHUKHEHHS PaKy MOJIOUHUX 3aJ103.

b [Tpu 3ByKeHHI Jiana30Hy aHasi3y [0 XIiHOK, sKi He oTpuMyBanu 3I'T 1o y4acTi B HOCIIIXeHH], He
Oy710 BUSIBJIEHO OUEBHUIHOTO 30iTbIIIEHHS PU3UKY IIPOTSATOM IEPIINX D POKIB TiKyBaHHS; yepe3 5
POKiB pu3uK OYB HEI0 BUIIUM, HiXK y XKiHOK, III0 He OTPUMYBaJIi BKa3aHy Tepalrilo.

Pusuk paxy QHOOMQTTIQUL

2KiHKHM y epioq mocTMeHomay3u 3i 30epekeH0 MaTKOH.

Pusuk paky eHmOMeTpis cTaHOBUTH O1M3bK0 5 BuafaKiB Ha 1000 XiHOK 3i 30epekeH0I0 MaTKOI0, SIKi
He mpuiimaioTk 3I'T. 2KinkaM i3 306epekeH00 MaTKOI0 He PEKOMEHYEThCS 3acTocyBaHHs 3T Timbku
eCcTporeHaMu 4epe3 36inbIIeHHS PU3UKY PO3BUTKY paKky eHmoMeTpis (quB. po3pin «Oco6nuBocTi
3aCTOCYBaHHS»). Y XOfi emifieMionoTiuHuX OOCHiAKeHb IT0Ka3aHo, 1110 3aJIe’KHO Bifl TPUBAJIOCTI
MOHOTepaIlil Ta 703 eCTPOTeHiB, TOKa3HUKU PU3UKY PO3BUTKY paKy eHIOMETPil0 3MiHIOBAJIUCh Bifl 5
0o 55 momaTkoBUX Bunafkis, BusiBineHux Ha 1000 xkiHok BikoM Bim 50 mo 65 pokis.

3acToCyBaHHA IIpOTeCTareHiB IPOTAroM IpUHaMHI 12 JHIB Ha LMKJI JOFATKOBO 0 ECTPOTEeHIB MOXKe
3anobirtv TakoMy MiIBUILIEHHIO PU3UKY. Y XOfi gocigKeHHsa «MifbiioH XXiHOK» 3aCTOCYBaHHS
IPOTSATOM 5 pOKiB KOMOiHOBaHOI (TOCMimOBHOI Yu mocTiHo1) 3T He Mpu3Beno Ao MifBUIIEHHS
PU3UKY paKy eHpoMeTpis [BimHOcHuUY pusuk (BP) 1,0 (0,8-1,2)].

Pax seyHuxis.

TpuBase 3acTocyBaHHSI MOHOTepaIllil ecTporeHaMu Ta Kom6iHoBaHoi 3I'T ecTporeHoMm i
IIPOTeCTareHOM acCOIil0ETLCA 3 He3HAYHUM 30iIbIIEHHIM PU3UKY BUHUKHEHHS PaKy S€YHUKIB (OUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Mera-aHarni3 52 enifeMionoriyHux OOCIiAXkKeHb BKa3ye Ha MigBUILIEHUY PU3UK PO3BUTKY paKy
SIEYHUKIB Y XKIHOK, fKi 3aCTOCOBYIOTh 3I'T ITOPIBHAHO i3 XKiHKaMHy, AKi HIKOJIX He 3acTocoByBanu 3['T
(BP 1,43; 95 % II 1,31-1,56). ¥ xinok BikoM Big 50 mo 54 pokiB, 5Ki 3aCTOCOBYIOTE 3I'T poTarom 5
POKiB, IIi pe3ylIbTaT CIIOCTEPIraloThCA i3 4aCcTOTOX OOUH JomaTKoBuY Bunanok Ha 2000. Y xiHok
BikoM Big 50 10 54 pokiB, gKi He 3acToCcoBYI0Th 3I'T 6113bK0 2 XKiHOK Ha 2000 O6ymyTh MaTH OgiarHO3
PaxK SI€YHUKIB IPOTATOM IIepiony 5 pOKiB.

Pusuk 8eHo3HOi mpomboembosii.

3T'T acomitoeThcs 3i 30inpieHHs M y 1,3-3 pa3u BiTHOCHOTO PU3UKY PO3BUTKY BEHO3HOI
tpoMmboeMboil (BTE), To6To TpoMOO3y rnuboKux BeH abo jiereHeBol TpoMOoeMOotil. BiporigHicTh
BUHUKHEHHS TaKUX SBUII € BUIIOIO IIPOTSITOM IIEPIIOro PoKy 3acTtocyBaHHd 3I'T (guB. po3min
«0OcobmuBOCTi 3acToCyBaHHs»). Huxue npeacTaBieHo pe3ynbTaTu gociigxens WHI.

Hocnigxenns WHI - gogatkoBuid pu3uk BTE 3a 5 pokiB 3acTtocyBanus 3I'T

BikoBuit YactoTa BunankiB Ha 1000 |KoeditieHT KinbKicTh MOOAaTKOBUX BUIIANKIB
miana3oH ’KiHOK y manebo-rpymi 3a 5 [pusuky ta 95 % [l jHa 1000 xiHOK, sKi
(poKiB) POKiB 3acTocoByBanu 3I'T




[TepopanbHe 3aCTOCYBAHHS TiJIbKKA €CTPOTEHY"
50-59 7 1,2 (0,6-2,4) Il (-3-10)
[TepopanbHe 3acTOCYyBaHHS KOMOiHAIlil eCTPOTeH-
MMporecraren
50-59 4 2,3 (1,2-4,3) 5 (1-13)

* DocmimXeHHS 3a YYacTIO XKiHOK 3 TiCTepeKTOMi€l0 B aHaMHe3i.

Pusuk iwemiyHoi x80pobu cepus.

Y xkiHoK BikOM Bif 60 poKiB, sKi 3acToCOBYIOTH KOMOiHOBaHY 3I'T eCTpPOreHOM i IIporecTareHoM,
CIIOCTEpPIraeThCsl He3HAUHE IMiABUINEHHS PU3UKY PO3BUTKY illleMiuHOi XBOPOOU ceplid (OUB. PO3Min
«Oco6MMBOCTI 3aCTOCYBaHHS»).

Pu3uk iwemiyH020 iHCY/1bmy.

3acToCyBaHHS TiJIbKU €CTPOTEHY Ta eCTPOTreH-IIPOTeCTareH0BOl Tepallil aCOIil0ETHCS 3 MiABUIIIEHHIM
BiZHOCHOTO PU3UKY illIEMiYHOTO iHCYIbTY [0 1,5 pa3a. PU3uk reMopariyHoro iHCyibTy He 3pOCTaE Ha
¢oni 3acTtocyBanHs 3I'T.

BimHOCHUY pH3WK He 3aJIeKUTh Bifl BiKy a00 TPUBAJIOCTi 3aCTOCYyBaHHS, ajie OCKinbKK 0a30BUil PU3UK
€ CYTTEBO 3aJIeKHUM Bif BiKy, 3arajlbHUM PU3UK IHCYJIBTY Y XKIHOK, sKi npuiiMaioTs 3I'T, 3pocTaTume
3 BikOoM (muB. po3min «Oco0IUBOCTI 3aCTOCYBAHHS»).

O0’ennaHi gaHi gocnigxeHds WHI - gogaTKOBUYM PU3WK PO3BUTKY illIEMiYHOTO iHCYIBLTY 3a 5 POKiB
3acrocyBaHHS 3I'T.

BikoBuit YactoTa BunankiB Ha 1000 |KoediieHT TTomaTKoOBa KiNMbKiCTh BUIIAMKIB
miarnas3oH ’KiHOK 3 m1ale0o-Tpynu 3a 5 [pu3uky Ta Ha 1000 XiHOK, AKi MpUUMaIK
(poKiB) POKIB 95 % M1 3I'T, 3a 5 pokiB

50-59 3 1,3(1,1-1,6) 3 (1-5)

" Be3 mpoBefeHHsT PO3MOMiTy Ha illeMiyHu# Ta TeMopariYHuil iHCYIbT.

a1l mo6ivHi peakiiil, Ipo sKi MOBIIOMIIANIOCS ¥ 3B'I3KY i3 3aCTOCYBaHHAM Teparlil
€CTPOreHaMu/IporecTareHaMu:

- 3aXBOPIOBaHHA 2KOBYHOT'O Mixypa;

- po3nagu 3 60Ky IIKipy Ta MigIIKipHOI OCHOBH (X710a3Ma, MyJIbTU(QOPMHA epuTeMa, By3/IMKOBa
epuTeMa, CyAUHHa Iyprypa);

- MOKJIMBO, IEMEeHIIis y Billi moHay 65 PokiB (AuB. po3min «OCco6IUBOCTI 3aCTOCYBAHHSI»).
TakoK MOXYTh CIIOCTEPIraTHCS HACTYIHI MO6iuHi peakiril: fuCKOMGOPT Y MOJIOYHUX 3aJI03aX,

NYXJINHY TeYiHKY; MOPYIIeHHsS QYHKIIIl IeYiHKY; TilepTPUrilepruaeMis; 3MiHU TOJIEPaHTHOCTI [0
TJII0KO3Y; PELMOUB €HIOMEeTPio3y; IPOIaKTUHOMA; JKOBTSIHUIA Ta/abo cBepOiX, OB AI3aHUY 3



X0JIeCTa30M; eIlijiencis, acTMa, mopdipist, CHCTeMHUN YePBOHUM BOBYAK; OTOCKJIEPO3; XOpes; HaOpsK
Kginke, nepudepunyuni HabpsKU, peakilii rinepyyTauBOCTi, BKJII0OYAIOUYX BUCHUII Ta KPOIIUB THKY.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

[ToBimoMeHHS IIPO Migo3pioBaHi MOOiYHI peakiii y mepiofi I0CTMapKETUHTOBOTO CIIOCTEPEXKEHHS €
OyXKe BaxXJIMBUMHU. Lle mae MOXKIIUBICTD 3[iMCHIOBATY KOHTPOJIb CIiBBITHOIIEHHS KOPUCTh/PUBUK OIS
JiKapCchKUX 3ac00iB. MeauyHi IpaliBHUKY IMOBUHHI ITOBIJOMIISTY IIPO Iif03pioBaHi Mo0iyHi peakiii.

Tepmin npudamHocmi. 5 POKiB.

He 3acTocoByBaTu niKapChKuy 3acib micig 3aBepIllieHHs TEPMiHy NPUAAaTHOCTi, BKa3aHOTO Ha
yIaKOBIIi.

YMmoBH 30epiraHHsi.

30epiratu npu TeMiepatypi He Buile 25 °C y HeIOCTYIIHOMY [JIS [iTel MicCIIi.

YnaxoBka.

[To 28 TabneTok, BKpUTHUX 000710HKOIO, V 61TicTepi 3 KajieHmapHoo IIKaJI00 B TAallepOBOMY MIIlI€UKY, B
KapTOHHIN Iayvlli.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHHK.

Bbauiep AT

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Mionnepmrpacce 178, 13353, bepmix, HiMmeuunHa.



