IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

BITECT-KB

(VIGEST-KV)

Cknao:
Oitoua peyosuHa: 1 TabneTka MiCTUTh OiEHOTECTY MiKPOHi30BaHOTO 2 MT;

0onoMidCcHI pe4oBUHU: TaKTo3a, MOHOTiApaT; noBimoH K30; kpoxManb npexXenaTHHI30BAHUN
KyKypYyI3SHUU; MarHil0 cTeapaT; LeJIf0J103a MIKPOKPUCTaJiYHa; KPOCIOBIAOH (TUll A); KPEMHI0
OIOKCHUI KOJIOIMHUY Oe3BOOHUM.

JIikapceka ¢opma. TaOneTku.

OcHosHi (pi3uko-xiMiyHi 8aacmusocmi: TabneTKu KPyriiol GopMu 3 TUCHEHHSIM «D2» 3 ofHiel
CTOPOHH i BiICYTHICTIO TUCHEHHS 3 iHIIOi CTOPOHHU Oinoro abo 371erka XK0BTYBaTOTO KOJILOPY.

®dapMakoTepaneBTUYHA rpyna. [0OpMOHHU CTaTeBUX 3a/103 Ta IIpenapaTy, sKi 3aCTOCOBYIOTh IIPU
maTooril craTeBux oprais. [Iporectorenu. Kog ATX GO3D B08.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

IlieHOTecCT € MOXigHOI PeYOBUHOI0 HOPTECTOCTEPOHY 0e3 aHIPOTeHHOI aKTUBHOCTI i 3 TEBHOIO
AHTMAHOPOTEeHHOI0 aKTUBHICTIO, 1110 CTAHOBUTD MPUOIM3HO OfHY TPETUHY aKTUBHOCTI IUIIPOTEPOHY
anertary. [lieHOTeCT 3B’43Y€ThCA 3 pellelITOpaMy IIPOreCTePOHY V MaTLi JTroauHu Tibky 3 10 %
BiZHOCHOIO adinHicTI0. He3Baxawuy Ha HU3bKY a(piHHICTH [0 PELIeNTOPiB IPOreCTEPOHY, Hi€HOTEeCT
BUSIBIISIE CUTIbHUM ITPOTECTOTeHHUY eheKT in vivo. [lieHOTeCT He IPOSIBIISIE 3HAYHOI aHIPOTEHHOI,
MiHEPaIOKOPTHUKOIAHOI a0 TTIOKOKOPTUKOIMHOI aKTUBHOCTI in Vvivo.

[lieHorecT BIJIMBAE Ha €HIOMETPi03, 3MEHILYIYY eHA0TeHHe IPOAYKYBaHHS eCTPafiony i TaKuM
YUHOM IPUTHIUYI0YY TpodivuHi epeKTH eCcTpamiony Ha eyTOIMIYHUY Ta eKTONIYHUN eHnoMeTpil. [Ipu
Oe3nepepBHOMY 3aCTOCYBaHHI [iEHOTECT CIIPUSIE YTBOPEHHIO Til0eCTPOTEHHOr0, TilleprecTareHHoro
€HIOKPUHHOI0 CepPefoBUIIa, 1[0 CIPUYKNHSIE I0YaTKOBY JelUayai3alilo TKAaHNHU €HI0MEeTDiq 3
IIOMIAJIBINOI aTPOGicl0 eHIOMETPIOITHUX BOTHHUIII,

IlaHi wodo epekmusHocmi

[TepeBara npu npuitoMi giEeHOTeCTY 2 MT IOPiBHSHO 3 Itale6o Oyja MpomeMOHCTPOBaHa y IPoIleci



TPUMICSYHOTO JOCIiAXKeHHS 3 yuyacTio 198 malieHTOoK 3 eHgoMeTpio3oM. Binb y minsgHil Ta3sa,
IIOB’SI3aHUU 3 €HOMETPi030M, BUMIipIOBa/IM 3@ AOIIOMOTOI0 Bi3yasllbHOI aHAJI0T0BOl IITKa/IN
(0—100 mMm). Yepes 3 Mics1i Teparil mieHorectoM 2 Mr OyJia TPOAEMOHCTPOBaHA CTAaTUCTUYHO
3HauyIlla pi3HUI nopiBHgHO 3 muarebo (D = 12,3 mm; 95 % nosipuuii intepsan (JI): 6,4-18,1;
p < 0,0001) Ta kmiHiyHO 3HAYYIle 3MeHIIEHHS 00JII0 TIOPiBHSIHO 3 II0OYaTKOBUM PiBHEM (CEpenHe
3MEHIIIeHHS CTaHoBUIIO 27,4 + 22,9 MM).

Yepes 3 micani nmikyBanHsg ¥ 37,3 % NalieHTOK, SKi OTpUMYBaIH fieHorect 2 Mr (mane6o: 19,8 %),
Oy710 DOCATHYTO 3MEHILIeHHS BUPaXKeHOCTi 00JI0 y HifITHII Majioro Tasa, 1o OyB OB’ I3aHui 3
eHgomeTpio3oM, Ha 50 % abo Oinbiie, 6e3 BigMOBITHOTO MiABUINEHHS H03U CYIyTHHOTO
3He00ITI0BaIbHOT0 3aC00y; 3MEeHINeHHS BUPaXKeHOCTi 00JII0 Y OiNsSHII Majoro Tala, OB 3aHOTO 3
eHgoMeTpio3oM, Ha 75 % abo Oinbiie (Takoxk 6e3 BifIOBIGHOTO MiIBUILEHHS 03U CYITyTHHOTO
3He001I0BaIbHOTO0 3ac00y) Oy10 gocsaruyTo y 18,6 % mallieHToK, SKi OTpUMyBaju Ai€HOTECT 2 MT
(mmanebo: 7,3 %).

BimkpuTe mpomoBkKeHHS IILOTO MOCIiIXKeHHS IT0Ka3ano 0e3nepepBHe 3MeHIIEeHHST BUPaXKeHOCTi
II0B’513aHOTO 3 €eHAO0MeTPio30M 600 B HiNIAHIN Ta3a IpHU JIiKyBaHHI TPUBAIICTIO [0 15 MicsIIiB.

Pesynbraty nmane00KOHTPOJILOBAHUX NOCTIIIXKEHb MifTBEPAXKYBaIUCA pe3ylbTaTaMy, OTPUMaHUMU Y
XOfi MEeCTUMICAYHOr0 aKTUBHOKOHTPOILOBAHOI'0 JOCTIiAXKEHHS ITOPIBHSAHO 3 arOHICTOM
TOHAIOTPOIIH-PUJTI3UHT-TOPMOHY 3 y4acTi0 252 MallieHTOK 3 eHA0MEeTPiO30M.

Tpu gocrnigKeHHS 3 y4acTio 252 NallieHToK, SKi OTPUMYyBaM Ji€HOTEeCT 110 2 MT Ha [00y,
IIPOEMOHCTPYBAJIU iCTOTHE 3HUXKEHHS eHIOMETPIOIIHUX YpaxKeHb yepe3 6 MicAIiB JTiKyBaHHS.

Y xopi HEBEIMKOTO AOCHiAXKeHHA (n = 8 Ha I'pylly O3yBaHHS) 3aCTOCYBaHHS OIEHOTeCTy y Jo3i 1 mr
Ha J00y BUSIBUJIO BiICYTHICTh OBYJIsIil yepe3 1 Micsirs Teparii. [lieHoTecT 2 MI He HOCTiAKyBaIu
110710 KOHTPALeNTUBHOI e()eKTUBHOCTI y OilbUINX HOCTIgXKEHHSIX.

IlaHi wo0o 6esnexu
PiBeHb eHIOTeHHOT0 eCTPOTeHy TiJIbKY [IOMIPHO IIPUTHIYYETHCA IIif] Yac JIiKyBaHHS OIEHOTE€CTOM 2 MT.

IoTemnep maHUX OOBrOCTPOKOBUX AOCTiAXKEHb 00 MiHEpasbHOI mimbHOCTI KicToK (MIIK) i pusuxy
IIepeJIoMiB y TMalliEHTOK, SIKi 3aCTOCOBYIOTh mieHorecT 2 Mr, HeMae. MIIIK onintoBanu y 21 mopocmoi
MallileHTKHY [0 Ta IiC/isA 6 MICAILIB JIiKyBaHHS [I€EHOTeCTOM 2 MT. 3HUXKEHHS CepPeqHbOr0 ITOKa3HUKa
MIIIK BusBneHo He Oymo. Y 29 maIfieHToK, SKi OTpUMYBajIu JEUIIPOPETIiHY alleTaT, CePeaHe
3HuKeHHS 4,04 + 4,84 % Oyro Big3HaueHo 3a Tou ke nepiox (D mix rpymamu craHoBuio 4,29 %, 95
% [I: 1,93-6,66, p < 0,0003).

He cnocTepiranocs 3Ha4HOr0 BIJIMBY Ha CTaHAAPTHI 1a00paTOpHIi TOKa3HUKY, Y TOMY YKCIIi Ha
pe3ynbTaTy aHami3ly Kposi, 6ioxiMiuHOTO aHani3y KpoBi, piBeHb eYiHKOBUX (ePMEHTIB, PiBeHb JiMifiB
i HbA1C, nig 9ac nikyBaHHS OiEHOTECTOM 2 MT YIpOmoBXK 15 Mmicsuis (n 168).

IlaHi w000 6e3neku 014 nidaimkie

Beameky mieHorecty 2 mr 1mogo MIIK Oymo gocmigkeHo y mpoleci KTiHiYHOTO AOCTimKeHHS
npotsarom 12 micamiB 3a y49acTti 111 nanieHToK mipmiTkoBoro Biky (Big 12 go <18 pokiB) 3 KIiHIYHO
migo3poBaHuM abo migTBepAKeHuM eHgoMeTpio3oM. Cepenus BigHocHa 3MiHa MIIIK momepekoBoro
Bigminmy xpebra (L2-L4) Big BuxigHuX mMoKa3HUKIB ¥ 103 mallieHTOK [0 3aKiHYeHHS JIiKyBaHHS
craHoBuaa -1,2 %. [ToBTOpHe BUMipIOBaHHS Yepe3 6 MiCAIliB micnis 3aKiHUeHHS JIiKyBaHHS y CyOrpymi
3i 3puxkenuMu 3HadeHHsaMu MIIK nmokasano nipgsumienns MIIIK go -0,6 %.



Ilani 0okaiHiuHUX 0ocaidceHb 3 be3neKku

HaHi mOKTiHIYHUX [OCTiAXKEeHb He BKa3yl0Th Ha iCHyBaHHS 0COONMBOTO PU3UKY [JId JTIOOWHU Ha
MigCTaBi CTaHOAPTHUX JOCIiAXKEeHb TOKCUYHOCTI Tpu 6araTopa3oBOMY MPUHOMi, TEHOTOKCUYHOCTI,
KaHIIePOTeHHOI [Iii Ta TOKCUYHOT'O BIIJIUBY Ha PENPORYKTUBHY PyHKII0. [IpoTe crig 6paTu 1o yBaru,
II0 CTaTeBi CTEPOIAX MOXKYTh CIPUSITH POCTY IIEBHUX TOPMOHO3aJIe’KHUX TKaHUH Ta MyXJIKH.

dapmakokiHemuxka.

BcmoxkmyeaHHA. Tlicnst mepopaibHOro NPUMOMY Hi€EHOTeCT IIBUAKO i TOBHICTIO BCMOKTYETHCH.
MakcrMasnbHa KOHIIEHTpALlid Y CUPOBATLL KPOBI AOCATAETHCA YIPOLOBXK 1,5 rogunu micis
OHOPA30BOr0 [IEPOPaJIbHOr0 IPUIOMY i CTaHOBUTH 47 HI/MJI. BioOgOCTYIIHICTD Hi€HOTECTY CTaHOBUTH
npubnusno 91 %. ®apMakoKiHeTHKA OiEHOTECTY 3a/JIe3KUTh Bifl 403U B fiamna30Hi 103 1—8 wmr.

Po3nodia. [lieHorecT 3B’SI3yETHCA i3 CUPOBAaTKOBUM aIb0yMiHOM Ta He 3B’SI3Y€EThCS i3 TI00YITiHOM, 1110
3B’s13ye craTesi crepoigu (I'3CC), abo rinodyminoMm, 1o 3B’s13ye KopTukoigu (I'3K). Jumre 10 % Bix
3araJibHOl KOHIIEHTPaIlil iEeHOTeCTy ¥ CUPOBATIi KPOBi 3HAXOAATLCS Y BUTJIAAL BIIbHOTO CTEPOIAY, a
90 % — HecnenupiyHO 3B’A3aHi 3 anbOyMiHOM. OueBUAHUYN 00’€M PO3MOLINY Ai€HOTECTY CTAHOBUTH
40 .

Memab6oaism. JlieHOrecT IOBHICTI0O MeTab01i3yeThCs BiTOMUMU LIISTXaM¥U MeTa00/1i3My CTEPOIMiB 3
YTBOPEHHSM IepPeBakHO eHNOKPUHOJIOTIYHO HeaKTUBHUX MeTabomniti. Ha mifcrasi

LOCIIiIXKEeHb in vitro ta in vivo CYP3A4 — ronoBHU# hepMeHT, 3aTyueHull y MeTabo1izm
nierorecty. Lli MeTaGomiT IyxKe IIBUOKO BUBOASTHCS 3 IIJIa3MH ¥ TaKUii CIIOCi0, 110 JOMIHYIOUUM
MeTaboTiTOM y T1a3Mi KPOBi € OiEHOTECT ¥ He3MiHEHOMY BUTTISI.

[Tma3MoBuY KITipEHC CTAHOBUTDH 64 MII/XB.

BusedeHHs. PiBeHb Ji€eHOTeCTY B CHPOBATII KPOBi 3HUKYETHCS ABO(DA3HO 3 IIepiogomM
HalliBBUBEMeHHS, 1110 CTaHOBUTE 9-10 romuH. [lieHOTeCT BUBOAUTHLCSA Y hopMi MeTaboIIiTiB i3 ceyelo Ta
KaJIOM Y criBBifmHOIIeHH] npubnu3no 3:1 micns nepopanbHoro npuiomy y mosi 0,1 mr/kr. Ilepion
HalliBBUBEIEeHHS MeTaboJIiTiB 3 ceuero CTaHOBUTD nMpubau3Ho 14 roguH. ITicis mepopaabHOTO
npuiiomy 86 % BBeleHOI 031 BUBOJUTHCS 3 OPraHi3aMy y Mexkax 6 [HiB, Oinbllla YacTUHA ITiEl
KiJIbKOCTi BUBOAUTLCA y Teplli 24 TOOUHY, TOJIOBHUM YMHOM i3 Cedelo.

CmaH pigHosazu. PapMaKOKiHeTHKA [Ji€eHOTeCTy He 3anexuTth Bif piBHsA ['3CC. [Tpu momeHHOMY
IIPUUOMI KOHIIEHTpallisl peY0BHMHU Y CUPOBATLi KPoBi 3pocTae B 1,24 pa3a, mocsararoyu piBHOBaXXHOTO
CcTaHy 4epe3 4 nHi 3acTocyBaHHS. PapMaKOKiHETHKA AIEHOTECTY MiCJs IOBTOPHOI'O 3aCTOCYBaHHS
Moxke Oynu nepenbadeHa Ha MigcTaBi faHUX MOA0 GpapMaKOKiHETUKM OfHiEl mO3MU.

dapmakoKiHemuka 8 0cobausux 2pynax nauieHmis.
Y nmatieHTiB 3 mopyIeHHIM QyHKIil HUPOK papMaKOKiHETHUKY OIEHOTECTY He BUBYAIIU.

Y natieHTiB 3 mopyieHHSIM QyHKIII MediHKu papMaKOKiHETUKY Mi€HOTECTy He BUBYAJIH.

KriniyHi xapaKTepUCTHKH.
Iloka3anus.

IIn1s1 TiKyBaHHS €HIOMETPio3y.



IIpomunoka3aHnus.

Jlikapcekwuit 3aci6 Birect-KB He c1if 3acTOCOBYyBaTH Y pa3i HAsSIBHOCTI OyOb-KOTO i3
HUX4Ye3a3HayeHUX CTaHiB abo 3axBopioBaHb. L5 iHdopMallisi 4acTKOBO OTpUMaHa Ha IifcTaBi
3aCTOCYBaHHS iHIMX IIPeraparis, 10 MiCTSTh TiJIbKY IPOrecToreH. AKIo Oyab-gIKul i3 UX CTaHiB
abo 3axBOpIOBaHb BUHUKAE BIIEPIIIE IIif YaCc 3aCTOCYBaHHS JlikapchKoro 3aco0y Birect-KB, mpuiiom
mpenaparty CIif HeralHO IPUIIUHUTH.

- Benosna Tpomboemoboris (BTE) B akTuBHi# dopmi.

- AprepianbHi a60 KapAioBacKynIspHi 3aXBOPIOBaHHS HUHI ab60 B aHaMHe3i (Hanpukiap indapkT
MioKapfa, epeOpoBacKynIsipHe sBUIIlE, illleMiuHa XBopoOa cepIis).

- LlykpoBuii miabeT 3 ypaxkeHHSIM Cy[IUH.

- TskKi 3aXBOpIOBaHHS IMEeYiHKY HUHI ab0 IX HasBHICTh B aHaMHe3i, IOKY MTOKa3HUKY (QYHKIIii
IIeYiHKY He TIOBEPHYTHCS [0 HOPMHU.

- [TyxnuHu nme4inky HUHI a00 B aHaMHe3i (MoOposiKicHi abo 3/10sKicHi).
- Bigomi abo mimo3proBaHi 37105KiCHI MyXIUHYU, 3aJIeXKHi Biff CTaTEBUX ITOPMOHIB.
- BarinanbHa KpoBOTeYa He3'siCOBaHOI eTioorii.

- [TigBuIleHa YYTIUBICTH [0 Ail040i pe4oBUHU ab0 0o OyIb-IKOT0 3 KOMIIOHEHTIB JIiIKapChKOTO
3aco0y.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[IpumiTKa: Oj1s9 BUABJIEHHS MOXKJIMBAX B3a€MO[iN CJIif 03HAUOMUTHUCA 3 IHCTPYKIIAMHU OIS MEOUYHOT O
3aCTOCYBaHHS JIiKapChKUX 3ac00iB, 1110 3aCTOCOBYIOTHCS CYITYTHEBO.

Bnaus iHwux npenapamis Ha Bieecm-KB

[TporecroreHnu, BK/II0OYaOUX OiEHOTECT, META00Ti3YI0THCS TOJIOBHUM YMHOM CUCTEMOIO LIUTOXPOMY
P450 3A4 (CYP3A4), 1o po3TallioBaHa B CIM30Bil 000JIOHII KMIIEYHUKY Ta B medinili. Tomy
ingykTopu abo inribitopu CYP3A4 M0oXKyThb BIJIMBATH Ha MeTa0b0I1i3M MPOrecToreny. 30i/IblIeHHS
KJIIPEHCY CTaTeBUX TOPMOHIB Uyepe3 iHAYKII0 (epMEHTIB MOXKe 3MEHIIUTH TepaneBTUYHUN epekT
nikapcbKoro 3aco0y Birect-KB i mpu3BecTy 0o HebaxaHux eeKTiB, HallpUKIaz [0 3MiH XapaKTepy
MEHCTPYyaJIbHOI KPOBOTEYi.

3MeHIIIeHHS KIIipeHCYy CTaTeBUX TOPMOHIB 4epe3 NpUTHIYeHHS (PePMEHTY MOXKe 3MEHIITUTI
TepaneBTUYHUM edeKT npenapaty Birect-KB i mpu3BecTy 10 PO3BUTKY MOOIYHUX peakKIill.

- PeyoBuHY, 110 MiABUIIYIOTH KIIIPEHC CTaTEBUX TOPMOHIB (3HUKEHHS €(peKTUBHOCTI
IIJIIXOM iHAYKyBaHHSA (epMeHTIiB), Hanpukian: GeHiToin, 6apOiTypaTy, NpuMinoH, kKapbama3zemiH,
pudammilyH, a TaK0XK, MOXKJIMBO, OKCKapOa3eriH, Tomipamart, ¢GenbbamMaT, rpu3eodyabBiH Ta 3aco0H,
110 MicTsTh 3Bipo0ili (Hypericum perforatum).



[HOyKITis hepMEHTIB MOXKe CIIOCTepiraTucs micis OeKinbKoX OHIB Teparil. MakcuMaibHa iHOYKITis
(dhepMeHTIB 3arajioM BUSIBISIETLCS Yepe3 OeKiNlbKi TUXKHIB.

[HpyKUisg GepMeHTIB MOXkKe TpUBaTH 00 4 THUXKHIB IiC/Is NIPUNMHEHHS Teparil.

Brnnus inpmykTopa CYP 3A4 pudamninuHy goCHigKyBaBCs y 3M0POBUX KiHOK y ITOCTKITIIMAKTEePUIHOMY
nepioni. OmHOYacHe 3aCTOCYBaHHS pudaMIiluHy 3 TabIeToBaHOI (POPMOI0 eCTpamiony
BaJiepaTy/mi€eHOrecTy IPU3BEJIO 10 3HAYHOI0 3HWXKEHHS PIBHOBAXKHOI KOHIIEHTpallil Ta CUCTEMHOT0
BIIMBY AI€HOTECTY ¥ ecTpafiony. CHCTeMHUM BIJIUB Ji€EHOTECTYy Ta €CTPafiosly y PiBHOBaXKHOMY
craHi, Bumipsuun 3a AUC (0-24 rogunu), 3MeHmuBCs Ha 83 % Ta 44 % BimmoBimHO.

- Pe4oBrHY 3 Pi3HKUM BOIMBOM Ha KJIiPEHC CTaTEBUX TOPMOHIB.

OmgHoYacHe 3aCTOCYBAaHHS 3i CTaTEBUMHU MOPMOHAMHM BEJIMKOI KiJIbKOCTI KOMOiHaIIii
inri6iTopis BIJI-npoTea3u Ta HEHYKIE03UOHUX iHTi0iTOPiB 3BOPOTHOI TPAHCKPHUIITA3U Y
noefHaHHi 3 KoMOiHaIigMu iHTibiTOpiB Bipycy rematuty C Moxke 30imbIUTH a00 3MEHIIUTH
piBEHb NMPOTECTHUHY B Ia3Mi KpoBi. CyKyITHUY BIIJIUB IIUX 3MiH MOXKe OyTH KITiHIYHO
3HAQYYLIUM y [IesKUX BANAOKaX.

- PeuoBrHH, 110 3HUKYIOTh KIIiPEHC CTAaTEBUX TOPMOHIB (iHTi6iTOPU hepMeHTiB).
Iienorect € cyoctpaTom utoxpomy P450 (CYP) 3A4.
KniniyHa 3HaYyLIiCTh IOTEHIINHKAX B3aEMOiii 3 iHTiGiTOpaMu pepMeHTIB 3aIUIIaEThCS HEBiIOMOIO.

OpHoYacHe 3acToCyBaHHS CUNbHUX iHTiIOiTOPiB CYP3A4 MoKe 306i/bIyBaTH IJ1a3MOBi KOHIIEHTPAIIil
OiEHOTeCTy.

OpHoYacHe 3aCTOCyBaHHS i3 cunmbHUM iHTiIOiTOpOoM PpepMenTy CYP3A4 KeTOKOHA30JI0M IIPU3BOMUIIO
no migBuieHHs ¥ 2,9 pasa AUC (0-24 roguHu) Oi€HOTECTY y PiBHOBaXKHOMY CcTaHi. OgHOYacHe
3aCTOCYBaHHS 3 IIOMIPHUM iHTi6iTOPOM ePUTPOMIIIMHOM IIPU3BOAMIIO [0 MigBuilleHHsS y 1,6 paza AUC
(0-24 ropvHY) Hi€HOTECTY y PiBHOBaXKHOMY CTaHi.

Bnaue dieHo2ecmy Ha iHWi Aikapcuki 3acobu

3a pe3ynbTaTaM¥ OOCHiXKeHb iHTiOyBaHHS in Vitro, KIiHiYHO 3HAYYyIlla B3aEMOMIsS Mi€HOTECTY 3
iHImMMY TpemapaTamMu, MeTabomi3M IKUX 0II0CePeIKOBYETHCS epMeHTaMu nuToxpomy P450, €
MaJIOMMOBIPHOIO.

B3aemo0is 3 xapuosumu npodyKkmamu
[Tpuiiom 1Xi 3 BUCOKMM BMIiCTOM XKUPiB He BIJINBaB Ha 0i0fOCTYNHICTh npenapaTty Birect-KB.
JlabopamopHi mecmu

[TpuiioM porecToreHiB MOXe BIUIMHYTH Ha Pe3y/bTaTH AeSKUX Tab0paTOpHUX aHai3iB, 30KpeMa Ha
GioxiMiuHi TapaMeTpu NeYiHKY, MUTOBAOHOI 32103, QYHKIIiI HUPOK Ta HAGHUPKOBUX 3aJ103, PiBHI
6inkiB (HociiB) y mna3wmi kposi (Hanpukinag ['3K i dpakuii nimigis/ninonporeinis), mapameTpu
MeTab01i3My BYTI€BOMIB Ta MOKa3HUKYU Koarymsiii i ¢pibpuHomnisy. 3MiHK 3a3BUYall 3aIUIIAIOTLCS Y
Mexkax 1ab0opaTopHOl HOPMH.



Oco6 1ueocmi 3acmocyeaHHsi.

3acTepexKeHHS

Ockinbku Birect-KB € mikapChbKHM 3ac000M, III0 MiCTHTh TiJIbKH IIPOT'€CTOTEeH, BBAXKAETHCS, 1110
0co0muBi 3acTepeKeHHs Ta 3aX0fU Oe3MeKu 00 3aCTOCYBaHHS IPOreCTUHOBMICHUX JTIKAPCHKUX
3ac00iB TaKOXK CTOCYIOThCS JTiKapchKoro 3aco0y Birect-KB, xo4a He BCi 3acTepezkeHHS Ta 3ano0ikHi
3ax00¥ I'PYHTYIOTHCS Ha BiANOBIHUX pe3yibTaTax JOCIIIXKEeHb caMe LIbOTO JIiKapChKOoro 3aco0y.

[Tpu noripmieHHi abo nepoMy BUHUKHEHHI Oyab-SKOT0 i3 3a3HaYeHUX HUXKYe CTaHiB/QaKTopiB
PU3MKY B iHOUBiyanbHOMY IOPSAKY Ma€ OyTH IPOBeleHU aHai3 CliBBigHOLIEHHS PU3UK/KOPUCTh
mepeq moYaTkoM abo MPOIOBKEHHSIM 3aCTOCYBaHHS JIiKapCchKoro 3acoby Birect-KB.

TsKKi MaTKOBI KPOBOTEY

MaTkoBa KpoBOTeYa, HallPUKJIaf y KiHOK 3 aileHOMi030M MaTKu a0 JIelioMioMOI0 MaTKH, MOXe
36inbIIyBaTHCS IPU 3aCTOCYBaHHI Jikapchkoro 3aco0y Birect-KB. fIkio KpoBoTeda BupaXKeHa i He
IPUNMHSETHCS MIPOTSATOM TPUBAJIOTO YacCy, BOHA MOXKe IPU3BECTHU OO0 aHeMil (Y gesIKUX BUIIaAgKax
TKKOI). ¥ TakoMy pa3i moTpiOHO PO3TNISIHYTH IUTAHHS NP0 IPUIUHEHHS ITPUIOMY JTiKapChKOI0
3aco0y.

3MiHa XapaKTepy KPOBOTeUi

Y GinbIIOCTi malieHTOK IIPY IPUHOMI [i€EHOTECTY 10 2 MT BiiOyBa€ThCS 3MiHa XapakTepy
MEHCTpYyallbHOI KpoBOTeYi (OuB. po3min «[1o6iuHi peakirii»).

HI/I PKYIIATO QH] TIOPYITIEHHA

B enifgemionoriyHuxX NOCHIAKEHHAX OTPUMAHO OesdKi faHi o0 iCHyBaHHS 3B’ 43Ky MiX
3aCTOCYBaHHSIM IIpenapariB, 1[0 MiCTATh Ti/IbKY IPOTeCTOTEH, i MifBUILIEHHAM PU3UKY PO3BUTKY
indapkTy mMiokapma abo mepedpanbHOi TpoMOoeMOoItii. PU3UK KapoioBacCKyIIpHUX i 1epedpambHuX
SIBULL IIIBUIIIE [I0B’sI3aHUY 3 BIKOM, apTepiajibHOIO TillepTeH3ielo 1 MaliHHgaM. Y XIiHOK 3 rinepTeHsiero
PHU3KK PO3BUTKY iHCYIIBTY HAell0 30iNbIIyeThCS IIPYU 3aCTOCYBaHHI ITperaparis, 10 MiCTSATh TiTbKU
IIPOTeCTOTEH.

IesiKi gocigKeHHs CBiI4aTh IIPO MEBHE CTaTUCTUYHO He3Hauyle 30ibIlIeHHsS PU3UKY PO3BUTKY
BEeHO3HOI TpoMOoeMOboil (TpoM603 rMbOKUX BeH, TpoMO0eMOOoITisl TereHeBol apTepil), OB’ I3aHOT0 3
BMKOPUCTAHHSM IIperapariB, 1[0 MiCTSATh TiJIbKM IIPOTeCTOreH. 3arajabHOBifOMUME (HaKToOpaMH, 110
MiOBUITYIOTh PU3UK BUHUKHEHHS BeHO3HOI TpoMboeM6bomil (BTE) € Taki: Bunagku BTE B ocobucTomy
abo cimertHOMy aHaMHe3i (Hanpukian Bunagku BTE y 6partis uu cectep abo 6aThKiB y BiTHOCHO
MOJIOIOMY Billi), MiTHiM BiK, 02KUPiHHS, TPUBaa iMMoOGini3allisg, paguKanbHi Xipypriuti BTpy4anHus abo
TpaBMHU. Y pasi TpuBaoi iMMo6imnizallii peKOMEeHIY€EThCS IPUIIMHUTH 3aCTOCYBaHHS JIIKaPChKOTO
3acoby Birect-KB (rpu niaHOBUX Ollepallisfx IoHaiMeHIIe 3a 4 THXKHI [0 I IpoBefieHHs) i He
IIOYMHATU 3HOBY MOT0 MPUIOM paHillle HiXK 4epes3 2 THUXKHI Mics MoBHOI pealbimiTarliil.

Heo06xigHo maM’aTaT PO MiABUILIEHHS PU3UKY PO3BUTKY TPOMO0eMOOIil y IiCIAI0I0TOBOMY
nepioni.

Y pa3i BUHUKHEHHSI CUMIITOMIB BEHO3HUX Ta apTepiaJbHUX TPOMOOTUYHUX 3aXBOPIOBaHb a00 Mmigo3pu
Ha HUX JIIKyBaHHS CJIifi IPUIIUHUTH.

[lyxnuau



MeTaaHani3 emigeMionoriYHuX OOCTIAXKEeHb BKa3y€e Ha He3HaUHe MiABUILEHHS BiTHOCHOTO pu3ukKy (BP
= 1,24) po3BUTKY paKy MOJIOYHOI 3271031 y KIiHOK, IKi 3aCTOCOBYIOTh IIepOpajbHi KOHTPAleNTUBU
(TTK), TO7IOBHMM YMHOM Ti, III0 MiCTATh €CTPOTEH-TIPOrecToreH. Llel migBuilleHuY PU3UK IIOCTYIIOBO
3HUKae npoTsaroM 10 pokiB micns 3akiHYeHHS MpUioMy KOMOiHOBAHUX IIEPOPAIbHUX KOHTPAIIENTHBIB
(KTIK). OckinmbKu paK MOJIOUHOI 3a/103H Y XKiHOK BikoM 10 40 poKiB 3ycTpida€eThCs pifiKo, 30inbIIeHHS
KiJIbKOCTi BUIIA[KiB AiarHOCTUKU PaKy MOJIOYHOI 321031 y XKiHOK, SKi BUKOPHUCTOBYIOTH ab0
HellofgaBHO BuKopucToByBanu KIIK, € He3HAYHUM ILIOMI0 3arajbHOT0 PU3UKY pPaKy MOJIOYHOI 3aJI03M.
IcHy€e omHaKOBUY PHU3UK BUSBIEHHS PaKy MOJIOYHOI 3a/I031 Y XKIiHOK, SIKi IpHiMalu mpenapaTH, o
MicTSATh TinbKu mporectores, abo KITK. OmHak indopMalris momgo mpemnapaTis, SKi MiCTSITh TiTbKH
IporecToreH, 6a3yeThCS Ha JaHUX, OTPHMaHUX Bif HabaraTo MeHIIO] KiJTbKOCTi XKiHOK, fKi iX
3aCTOCOBYIOTH, 1 TOMY BOHA € MEHII IIePEeKOHINBOI0, HiX fmaHi mono KIIK. Pe3yneraté nux
IOCTiAKeHb He HaflaloTh J0Ka3iB iCHyBaHHS MPUYUHHOTO 3B’s3KYy. [ligBUIEHHS PU3UKY MOXKe OyTH
3yMOBJIeHE SIK Oi/lbIll PAaHHBOIO MiarHOCTHKOIO PAaKy MOJIOYHOI 3aJI03H Y XKiHOK, SIKi BUKOPHCTOBYIOTh
[1K, Tak i 6ionoriunoo mieto 1ux mpemnaparis abo moegHaHHIM 000X GakTopiB. Bin3HaueHO
TEH[IeHIIi10, 1[0 paK MOJIOYHOI 3aJI031, BUSIBIIEHUH Y XKiHOK, gKi Konu-HeOynp npuiimany [1K, kniHigHo
MEeHIII BUpPaXKeHUH, HiXK y THX, XTO HIKOJIM He 3aCTOCOBYBaB IlepOpaibHi KOHTPALEeIITUBH.

Y noopnuHOKUX BUIIAfKaX Y XKiHOK, SIKi 3aCTOCOBYBaJIM TOPMOHAJIbHI PeUYOBKHHU, MOAIOHI 0 Ti€l, 110
MiCTHTB JTiKapchkui 3acid Birect-KB, crocTepiranucs noOposiKicHi, a Iie pimine — 3/10SKicHi
IYXJINHY TIEYiHKY, IKi B OKPEMUX BUMIaAKaX IPHU3BOAUIIN J0 HEOEe3MeUHOl IS XKUTTS
BHYTPIIIHbOUYEPEBHOI KPOBOTEYi. Y pa3i BUHUKHEHHS CKapT Ha CUJIbHUY Oifb B emiracTpanbHii
minsHIi, 36imbIIeHHs MediHKy a00 I0SBU 03HAK BHYTPIIIHbOUEPEBHOI KPOBOTEYi NIpY AUdepeHITiiHi i
OiarHOCTHULI CJIif BpaXxOBYBaTU MOKJIMBICTh HAsIBHOCTI IYXJIMHU II€YIHKU Y XKIHOK, SIKi IPUUMalTh
nmikapchkuy 3acio Birect-KB.

OcTeonopo3

3MiHM MiHepaIbHOI MIiTBHOCTI KicTKOBOI TKaHuHM (MIIKT).

3acrocyBaHHs mieHorecty 1o 2 Mr mifyiTkaM (12-18 pokis) npoTarom nepiony jaikyBaHHS 12
MICSIIIB aCOLif0BaIOCA 31 3HUKEHHAM cepenHboro 3HaueHHs MIKT y monepekosoMy Biffini
xpeOta (L2-L4) Ha 1,2 %. [licng npununenss nikyBanHsa MIIKT migBuiiryBanacs 3HOBY y LUX
TalieHTIB.

Cepepnns BigHOCHa 3MiHa MIIKT Bif BUXiAHUX ITIOKAa3HUKIB [0 3aKiHYEHHS JIIKyBaHHSI CTaHOBUJIA
1,2 % 3 miama3zoHoM Mix -6 % Ta 5 % (OI 95 %: -1,70 % Ta -0,78 %, n = 103). [ToBTOpPHE
BUMIDIOBaHHS 4Yepe3 6 MICALIB Iics 3aKiHYeHH JIIKyBaHHS Y HIATPyMi 31 3HUKEHUMU 3HaueHHAMU
MIIIKT moka3ano TeHAEHIII0 00 BiGTHOBIEHHS (CepeqHs BifTHOCHA 3MiHa Bif BUXiTHUX [TOKa3HUKIB:
-2,3 % npu 3aBeplieHH] TikyBaHHA Ta -0,6 % Yepe3 6 MicALIB Iicg 3aKiHYeHHS JIIKyBaHHS 3
miama3oHoM Mix -9 % Ta 6 % [IOI 95 %: -1,20 % ta 0,06 % (n=60)].

[Topy1eHHsT MiHEPAJIbHOI IIiTBHOCTI KiCTKOBOI TKAHMHYU Ma€ 0C0oOJIMBe 3HAYEHHS Y MiATITKOBOMY BiIli
Ta y paHHIU [epiog CcTaTeBOro O3piBaHHS, KPUTUYHUM IIEPiof POCTY KicTOK. HeBimoMo, Ui 3MEHIIUTh
IIiIKOBY KICTKOBY Macy 1 UM MifIBUIIUTh PU3UK II€PEJIOMY KiCTOK y JIiTHbOMY Billi 3HMXKeHHT MIIKT y
it nonynsuii (auB. po3nin «Iitu» Ta «®apMaKoIoriyHi BIaCTUBOCTI»).

[Iepen mo4yaTKOM JIiIKyBaHH JIiKapIo CJIif 3BaKUTHU IlepeBaru 3aCToCyBaHHS npenaparty Birect-KB i
MOXKJIVBi PU3UKU 3aCTOCYBaHHSA I KOKHOI'0O OKPEMOTrO ITiIJIiTKa, BPaX0BYIOYX TAaKOXK HasABHICTH
CyTTEBUX (HAaKTOPiB PU3UKY OCTEOIIOPO3Y.

ArexBaTHe 3aCTOCYBaHHS KaJbllilo Ta BiTaMiHy D npu gieTuuHOMY Xap4yyBaHHiI ab0 IIpU 3aCTOCyBaHHI
Xap4yoBUX [00aBOK € BaKJIMBUM [JI51 3HOPOBOI0 CTAHY KiCTKOBOI TKAHUHU Y XIHOK yCiX BIKOBUX



KaTeropiu.

Y narmi€eHTOoK, AKi 3HaXOAATLCS y TPYIIL MIJBUIIEHOT0 PU3UKY PO3BUTKY OCTEOIIOPO3Y, PETENbHA
OLIiHKa CIHiBBiAHOIIEHHS PU3UK/KOPUCTD TOBMHHA OyTH IIPOBefeHa 00 0YaTKy JTiKyBaHHS
npenapaTtoM Birect-KB, oCKilbKY piBeHb €HIOTE€HHUX €CTPOTEeHIB IOMIPHO 3HUKYETHCS Ha TIIi
JiKyBaHHS (OuB. po3fin «PapMakoguHaMiKa»).

IH1Ii cTanu

3a CTaHOM IAl[i€eHTOK 3 [elpecielo B aHaMHEe31 CJIif peTeJIbHO CIIOCTepiraTu i IpUIUHUTU
3aCTOCyBaHHS IIpenapaTty Ipu PO3BUTKY BUPaXKEHUX MIPOSIBIB Jelpecil.

[lieHorecT 3a3BU4Yail He BIUIMBAE Ha apTepilaJbHUM TUCK Y HOPMOTEH3UBHUX XKIHOK. [IpoTe, 9KII0
TpUBaJja KJIiHiYHO BUpaxXKeHa rinepTeH3isd BUHUKAE Il 4ac 3aCTOCyBaHHS IIpenapary,
PEKOMEHIYEThCS BITMiHUTH JTiKapchKui 3aci6 Birect-KB Ta nikyBaTu rineprensiio.

[Tpu penuauBi XxonecTaTUYHOL KOBTSHUIIL Ta/ab0 cBepOexy, 10 BUHUKAIM y Ilepion BariTHOCTI abo
TIOTIEPETHBOT0 3aCTOCYBaHHS CTAaTEBUX TOPMOHIB, 3aCTOCYBaHHS JTikapchKoro 3aco0y Birect-KB crin
IPUIAHUTH.

[lieHorecT MOXKe MaTU He3HAYHUY BIIJIUB Ha Iepu(pepudHy iHCYTiIHOPE3UCTEeHTHICTh Ta
TOJIEPAHTHICTh [0 TTI0K03U. 2KiHKHM, XBOpi HA LyKpoBuUM AiabeT, 0cOONMMUBO i3 recTalliiHuM IyKPOBUM
niabeToM B aHaMHe3i, TOBUHHI PETEIHHO 00CTEKYBaTHUCS MIPOTATOM 3aCTOCYBaHHS JIIKapPCHKOTO
3aco0y Birect-KB.

[HOmi MOoKe POo3BUBATUCS XJI0a3Ma, 0COOJIMBO Y XKiHOK 3 XJ10a3MOI0 BariTHUX B aHaMHe3i. 2KiHKH,
CXUJIbHI [0 BUHUKHEHHS XJ10a3MH, TIOBUHHI YHUKATH [ii MPSIMUX COHSYHUX ITPOMEHIB abo
ynbTpadioneToBOr0 BUMPOMiHIOBaHHS IIifl Yac IpuitoMy jikapchkoro 3aco0y Birect-KB.

IMOBipHiCTH T03aMaTKOBOL BariTHOCTI Y KiHOK, SIKi BUKOPUCTOBYIOTh AJIsT KOHTpAIeIlil Ipenapary,
1110 MICTATH TiIBKYU IIPOTeCTOreH, € BUILOK, HiX Y XKIHOK, sKi 3acTocoBYI0Th KIIK. ToMy 15 XKiHOK 3
1103aMaTKOBOIO BaTiTHICTIO B aHaMHe3i a0 mopyiieHHIM GYHKIII MAaTKOBUX TPYO MUTAHHS IIPO
BUKOPUCTAHHS JIIKapChKOro 3acoby Birect-KB crip BupimyBaTu TimbKY IicIIsT peTeNbHOL
OIL[IHKHY CITiBBIAHOIIIEHHS KOPUCThL/PU3UK.

[Tig yac 3acTocyBaHHS JIiKapchbKoro 3acoby BirecT-KB Moxke BUHUKATH IEPCUCTEHINS QOTiKyIIiB
(4acTo 3a3HavYaEThCA AK QYHKIIOHAIbHI KiCTU S€YHUKIB). BiIbIIiCTh 1[UX QOJIKYIIiB €
0e3CUMIITOMHUMY, X04a [IesTKi MOXKYTh CYIIPOBOIKYBaTUCS 00JIEM Yy [iNsSHIII Ta3a.

JIakTO3a

JlikapchbKuit 3acib MiCTUTD JTAaKTO3y, TOMY ITalliEHTaM 3 TaKUMHU PiTKUMHU CIagKOBUMU
XBopo6aMu, SIK HeIIepeHOCUMICTh TalaKTo3u, ediluT 1akTa3u abo mopyIIeHHs
ManbabcopO1lii TTI0KO3U-TaTakKTO3U, He CIIiJ K0T0 3aCTOCOBYBATH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0o0.

Bazimuicmb. IcHyI0Th 00MeXkKeHi faHi 11010 3aCTOCYBaHHS [IiEHOTECTYy BariTHUM XKiHKaM.
IocmimXeHHS Ha TBAPMHAX He BKa3YIOTh Ha MPSIMUM a00 HETPSIMUM PU3UKK PEIIPOTYKTHBHOI
TOKCHUYHOCTI (OUB. po3pin «®apMaKoIoriyHi BIaCTUBOCTI»).



Birect-KB He peKOMEHIYETHCS 3aCTOCOBYBATH BariTHUM KiHKaM, TOMY III0 HEMa€ MOTpebu JiKyBaTH
€H0MEeTPi03 y mepiof BariTHOCTI.

I'odysaHHs 2pydoro. JlikyBaHHS JTiKapchbkuM 3aco0oM Birect-KB y mepiof rogyBaHHS I'PyAQio He
pekoMeHyeThCA. HeBimoMo, y¥ IpOHUKAE OIEHOTeCT Y PyIHEe MOJIOKO XiHKU. [{aHi, 0oTpuMaHi y xoxi
[OCIIIXKeHb Ha TBAPUHAX, BKa3ylOTh Ha IPOHUKHEHHS [NI€HOTeCTy y 'pyAHe MOJIOKO. Crlif IpUUHATI
pillleHHs PO MPUNIMHEHHS TOOyBaHHS I'PYyAMA0 abo MpUNMHEHHS Teparii mpemnaparoM Birect-KB,
3BaxkKalouu Ha KOPUCTh TOyBaHHS IPYOAI0 /I OUTUHY i HEOOXigHICTE Teparil A KiHKH.

@®epmusavHicmb. Ha migcTaBl HagBHUX JaHUX MOXKHAa CTBEPHAXKYBATH, L0 IIif YacC JIiIKyBaHHSA
npemnapaToM Birect-KB y 6inbIIoCTi MaIlieHTOK MPUTHIYYyEThCA OBYALig. OgHaK JTikapchbKui 3acib
Birect-KB He € mpoTu3ammigHuM 3aco00M.

fAxmo noTpibHa KOHTpALeNIlis, CJIifi IOKaTKOBO 3aCTOCOBYBAaTH HETOPMOHAIbHUM METO 3amobiranHs
BariTHOCTI (muB. po3fin «Cmoci0 3aCTOCYBaHHS Ta HO3U»).

Ha mipcraBi HasiBHUX JaHUX MOXKHA CTBEPAXKYBATH, 1110 MEHCTPYaJIbHUY IIUKJI IOBEPTAETHCS [0
HOPMMU NIPOTATOM 2 MiCSI[iB IIiC/IA IPUIMHEHHS JIiKyBaHHS JTiKapchkKuM 3acoboM Birect-KB.

30amuicmb enausamu Ha weudkKicmb peakuyii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHizmamu.

He cnocrepiranu BIiuBy Ha 30aTHICTH KepyBaTH aBTOTPAHCIIOPTOM Ta Ipall0BaTU 3 IHITUMU
MeXaHi3MaMU y NalieHTOoK, Kl IpUuiMay IpenapaTy, 0 MiCTATh Oi€EHOTeCT.

Cnoci6 3acmocyeaHHsi ma do3u.

Cnoci6 3acTocyBaHHS

s IIepopaJibHOTO 3aCTOCYBaAHHA.

ﬂ,O3yBaHHH

[TputimaTu o 1 Tabnetwi monHs 6e3 MepepBy y 3aCTOCYBaHHi IIpenapaTy NpUbIU3HO B OOUH i TOM
JKe 4ac, 3alMBal04yl HEBEJIMKOIO KiNbKiCcTio piguHu. TabneTKy MoXKHa IpUiMaTy He3aleXkHOo Bif
IPUKOMY 1XKi.

TabneTku ciifg mpuiMaTH PETYISPHO, HE3aleXKHO Bil MEHCTPYaIbHOI KPOBOTEYi. AK TiNbKK TabneTKu
3 OfHi€l YITaKOBKHY 3aKiHUMIIKCS, TOYNHATH IPUHMATH TaOJIeTKY 3 HACTYIIHOI YIIAaKOBKH, He POOISIYn
TIepepBH ¥ 3aCTOCYBaHHi JTiKapChKOTO 3aco0y.

BipcyTHill mocBin nikyBaHHSA IpenapaToM Birect-KB nanieHToK 3 eHgoMeTpio3oM fgosile 15 Micsauis.
[TpuiioMm mpenapaTty MOXKHa pO3MoYaTy y Oyab-sIKui IeHb MEHCTPYaIbHOTO IIUKITY.

[TpuitoM Oyab-IKUX TOPMOHAIbHUX KOHTPAIETITUBIB CIIi[l MPUIUHUTY IIepel T0YaTKOM Teparil
npenapatoM Birect-KB. fkimno HeoOximHa KOHTpALEMIIis, CJTif JOMaTKOBO 3aCTOCOBYBATH
HETOPMOHA/IbHUYM MeTOf 3amobiraHHs BariTHOCTI (Hampukiang 6ap epHUN MeTOq).



[TpomycK IpUHOMY JIiIKapChKOI'0 3aCc00y

Y pagzi nponycky npuiiomy TabaeTku, OmoBaHHS Ta/abo miapel (Ki BUHUKIIK y MeXaX 3—4 rofuH
nicns npuiioMy TabneTku) eheKTUBHICTE pemnapaTty Birect-KB Moxe 3MeHImmUTHCS. Y pa3i IPOMycKy
npuiioMy oxHiei abo Kinbkox TabneTok 1 TabneTKy Cif IPUMHATH, IK TiMbKY XKiHKa 3rafa€ mpo I, a
HACTYNIHY IpUMaTH y 3BU4aiHui 4ac. TabneTKy, 110 He BCMOKTaacsl yepe3 01oBaHHS abo miapeto,
CJIi[l aHAJIOTiYHO 3aMiHUTH Ha iHIIY TabIeTKy.

3acTocyBaHHS B 0COOIMBUX T'PYIaX MAIliEHTIB
ITayieHmu AiMHbO20 BIKY

HewMmae BigmoBigHUX MOKa3aHb [JIT 3aCTOCYBaHHS JiKapchKoro 3aco0y Birect-KB marfieHTkaM 1€l
TPYIIH.

ITeuiHkosa HedocmamHicmb

[TpenapaT MPOTUIIOKAa3aHUM NAIiEHTKAM i3 TSIKKUM 3aXBOPIOBAHHSM IeUiHKM HUHI a00 B aHaMHe3i
(muB. po3min «IIpoTUnoKa3aHHI»).

Hupkosa HedocmamHicmb

HeMmae XomHUX HaHUX, 10 CBiqYaTh PO MOTPeOy B KOPEKIIil 03U AJIS MallieHTOK 3 HUPKOBOIO
HeJoCTaTHICTIO.

Himu.
Jlikapcekuii 3aci6 Birect-KB He moka3aHuii 11 3aCTOCYBaHHS [iTSIM 00 HaCTaHHS MeHapxe.

Besnexy Ta eeKTUBHICTh 3aCTOCYBaHHS 2 MI' Ii€EHOTECTY BUBYAIM Y XO1 HEKOHTPOJILOBAHOTO
HocnigXKeHHs TpuBaiicTio 12 micsaniB y 111 nmamieHToK mimmiTkoBoro Biky (12-<18 pokiB) 3 KJTiHIYHO
Iimo3pIoBaHuM abo MigTBePKEHUM eHIOMeTPio3oM (auB. po3minu «Oco0IMBOCTI 3aCTOCYBaHHA» Ta
«®apMakKoIOoTiuHi BJJaCTUBOCTI»).

Ilepedo3yeanHs.

HocnifKeHHS TOCTPOL TOKCUYHOCTI, IPOBENEHI 3 AiEHOTeCTOM, He BKa3yBajlu Ha PU3UK PO3BUTKY
roCTpUX MoOIiYHUX peakiliit y pa3i HEeHaBMUCHOTO IMIPUIOMY KiJTbKOX JOO0OBUX TEPAIleBTUYHUX M03.
Kopuux cmenudiyamx aHTUROTIB He icHye. [Tpu 3acTtocyBanHi 20—30 Mr mieHorecTy Ha fo0y (110 y
10—-15 pa3siB Bullle, HiXK m03a B TabneTIi nikapchbkoro 3acody Birect-KB) ynpomgosxk 6inbime 24
TUXKHIB IIperapaT mepeHoCHBCs myxe mobpe.

ITo6iuni peakuii.
[To6iuni peakrii onucano 3rigao 3 MedDRA.

[To6iuHi peaxiiil HalyacTille PO3BUBAIOTLCS IIPOTSATOM IEPUINX MICALIB MiCIsA MOYaTKy 3aCTOCYBaHHS
BirecT-KB i 3HUKaOTh y IIpolieci JTiKyBaHHSA. MOXYTh CIIOCTEPIraTUuCs 3MiHU XapaKTepy



MEHCTPYaJIbHUX KPOBOTEY, TaKi SK KPOBOMa3aHHS, HEPETYISIPHi KpoBoTedi abo ameHopes.

[TobiyHMMY peaKIlisiMU, TIPO SKi HalyacTille MOBigOMIISIOCS i Yac JIiKyBaHHS [i€HOTe€CTOM II0 2 MT,
€ ronoBau 6ink (9,0 %), 6inb y MonoyHux 3ano3ax (5,4 %), mpurHivenust Hactpiu (5,1 %) Ta akHe
(5,1 %).

Ha momaToxk y GinbIIOCTi MallieHTOK, SIKi OTPUMYBaIM HiEHOTECT 10 2 MT, CIIOCTEpiranacs 3MiHa
XapaKTepy MEeHCTPyaJIbHUX KPOBOTEY. XapakKTep MEHCTPYyalIbHUX KPOBOTEY OL[iHIOBAIN
CUCTeMaTH4YHO, BUKOPUCTOBYIOUM IIOJEHHUKY MalliEHTOK, Ta aHaJli3yBa/u i3 3aCTOCYBaHHSIM METOAY
BOO3 npotsarom 90-gerHoro 3siTHOro nepiony. [Iporsarom nepmux 90 gHIB JIiKyBaHHS Oi€HOTE€CTOM
10 2 MT CIIOCTepirany Takuu xapakTtep kpoBoTed (n = 290; 100 %): amenopes (1,7 %), HedacTi
KpoBoTedi (27,2 %), gacTti kpoBotedi (13,4 %), HeperynsapHi KpoBoTedi (35,2 %), TpuBati KpoBOTEYi
(38,3 %), HOpMaTbHa MEHCTPYyaJibHa KPOBOTEYa, TOOTO KOMHA 3 IMomepenHix kateropit (19,7 %).
[Tpotsirom 4eTBepTOro peepeHTHOT0 NEePioy CIOCTepiraayu Takui XxapakTep KposoTed (n = 149;
100 %): ameHopes (28,2 %), HedacTi kpoBoTedi (24,2 %), yacTi kpoBoTedi (2,7 %), HeperynsapHi
KpoBoTedi (21,5 %), TpuBani kpoBoTedi (4,0 %), HopManbHa MeHCTpyaJibHa KPOBOTEYa, TOOTO SKa He
HaJIeXKHUTh 00 KOOHOI 3 IonepenHix KaTeropiit (22,8 %). 3MiHu XapaKTepy MeHCTPyabHUX KPOBOTEY
JIMIe iHOMi onucaHi K m0o6iyHi peakil y mallieHTOK.

Huxue 3a3Haveni mobiuni peaxiril BigmoBigHo mo knacudikailii MedDRA (MedDRA SOCs), npo siki
TTOBiMOMIISITIOCS i Yac JiKyBaHHS Oi€HOTeCTOM, Ta IX 4acToTa.

Y Mexkax KoxXHOI rpynu nobiuHi edeKTu 3a3HaueHi y MOPSAAKY 3MeHIIeHHs YaCTOTHU: 4acTo (Bif
> 1/100 mo <1/10) i HeyacTo (Big = 1/1000 mo <1/100). YacToTa BU3HaUeHa Ha IMifCcTaBi 00’egHAHUX
IaHUX YOTUPHOX KITIHIYHUX JOCITiIXKEHB.

3 60Ky cucmemu Kposi ma AiMpamuyHoi cucmemu: He4acTo — aHeMis.

Memab6osi3m ma nopyweHHA 00MiHY PeYO0BUH: 4aCcTO — MifBUINEHHS MaCH Tijla; HEYaCTO —
3HUKEHHS MacCH Tijla, OiTBUINEHUHN aIlleTUT.

3 60Ky NCUXiKU: 9aCTO — MPUTHIYeHUHN HACTPiM, MOPYIIEHHS CHY, HEPBO3HICTh, 3HUKEHHS JTi6iM0,
3MiHM HAaCTPOI0; HEYaCTO — 3aHEIOKOEHHS, lempecis, 1abiapHiCTh HACTPOIO.

3 60Ky Hep8osoi cucmeMu: 4acTo — TOJIOBHUIA GiJlb, MirpeHb; HEYACTO — MOPYIIEHHS BETeTaTUBHOI
perynsiiil, IopyleHHs yBaru.

3 60Ky Op2aHie 30py: HEYACTO — CYXiCTh OYEH.

3 60Ky opaaHis cayxy ma secmubyas1pHO20 anapamy: HeYacTo — [A3BiH y ByXax.

3 60Ky cepus: HeYacTo — HecnenudiyHi IUPKYIATOPHI PO3/IanH, MOCKIeHEe CepIeGuTTs.

3 60Ky CyOuH: He4acTO — apTepialbHa rinoTeHsis.

3 60Ky OuxanbHOI cucmemu, op2aHie 2pyoHOi KAimKu ma cepedoCmiHHA: He4acTo — MUCITHOE.
3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO — HYH0Ta, Oi/b ¥ JKUBOTi, METEOPHU3M, 3OYTTS
JKWBOTa, OJII0BAHHS; HEYACTO — [iapesi, 3aIop, DUCKOM(OPT Y YepeBHil MOPOKHUHI, 3aMlaJleHHs

IIJIYHKOBO-KUIIIKOBOTO TPAKTY, TiHTIBIT.

3 60Ky wKipu ma niOwWkKipHOi KAIMKOBUHU: YaCTO — aKHe, ajomellis; HeyacTo — CYXiCTh IIKipH,



rimeprigpo3s, cBepbixk, ripcyTu3M, OHiX0K/Ia3is, Tymna, JepMaTuT, IOPYLUIeHHS POCTY BOJIOCCS, PeakKiril
($hOTOYYTNIUBOCTI, 3MiHM MirMeHTalil.

3 60Ky 0nopHO-pYXx080i cucmeMu ma cnoaAy4HOi MKAHUHU: YacTo — Oilb y CIIMHI; He9acTo —
Oinb y KicTKax, M's130Bi cygoMu, 0inb y KiHIiBKaX, BiIUyTTS TSXKKOCTI y KiHI[IBKax.

3 60Ky HUPOK ma ce4o8udinbHOI CUCMEeMU: HeYacTo — iHQEeKIIis CeYOBMBIIHUX LIISAXIB.

3 60Ky penpodyKkmugHoi cucmemu ma MOA0YHUX 3d/A103: YACTO — OUCKOMGOPT ¥ MOJIOYHUX
3as103ax, KiCTa A€YHUKIB, IPUIIJINBY, MAaTKOBi/BariHaibHi KPOBOTEYi, B T. 4. KDOBOMa3aHHS;
HevyacTO — BariHaJIbHUY KaHOU03, CYXiCTh BYJIbBU Ta IIiXBU, BUMIJIEHHS 31 CTAaTEBUX OPraHiB,
6inb y ginsiHLI Masoro Ta3a, aTpodiyHu BYIbBOBATIHIT, 30iIbIIeHHS MOJIOYHUX 3aJ103,
KiCcT03HO-(iOPO3Hi 3aXBOPIOBaHHS MOJIOYHUX 3a/103, Harpy0aHHs MOJIOYHUX 3aJ103.

3azanvHi po3nadu ma micuesi peakuii: 4acTo — aCTEeHiYHi CTaHM, MPATIBIUBICTh; HEYACTO —
HaOpSK.

3HuUJ#CeHHA MiHepPa/abHOI ULinbHOCMI KiICMK080i MKAHUHU

Y xopi mocmimKeHb 3a ydacTio 111 marieHToK migmiTkoBoro Biky (Big 12 mo <18 pokis), gki
OTPUMYBAJIA TepaIliio i3 3aCToCyBaHHAM AieHOrecTy o 2 Mr, 103 naniesTkam BumMiptoBanu MIIKT. ¥
61113bK0 72 % y4acHUKIB OCHifXKeHHS criocTepiranocs 3auxkeHHs MIIKT nmomnepekoBoro Bigainy
xpebta (L2-L4) micnsa 12 MicsmiB 3acTocyBaHHS (OuB. Po3min «OCOONMMBOCTi 3aCTOCYBAHHS»).

ITogidomaeHHA npo nido3py HA nobiyHi peakuii

[Tig yac 3acTocyBaHHS JIiKapChKOT0 3ac00y BazKJIMBO MOBIIOMIIATH IIPO Migo3py Ha Oyab-sKi mobiuHi
peaxuii. Lle mae 3mMory 37iliCHIOBaT! MOHITOPHHT CIIiBBiTHOIIEHHS KOPUCTh/PU3UK 3aCTOCYBaHHS
nikapchKkoro 3aco0y. MeouyHi nmpauiBHUKY ITOBUHHI OBIJOMJIATH IIPO yCi migo3pioBaHi HeOaxaHi
peaxilil yepes HalliOHAJIbHY CUCTeMY (papMaKOHATIAAY.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiraTu B OPUTiHANBHIN YIIaKOBI Ipu TeMepatypi He Buie 30 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

YnaxoBka.

[To 28 TabneTok y GiicTepi; mo 1 GiicTepy B mayiii.

Kareropis Bigmycky.



3a pelemnToM.

BupoOHUK.
1. AT «KUIBChKUM BITAMIHHWH 3ABO[I».

2. Cinpgea ®apwma, C.JI.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.
1. 04073, Vkpaina, M. Kuis, Byn. Konunisceka, 38.
Web-caiiT: www.vitamin.com.ua

2. [ToniroHo Iapyctpian Eminiano Pesin’s Canc. ABeniga ne Arpema, 31, OnbBera, 42110 Copis,
Icnania



