Ckian

Oito4ya pevyosuHa: Oi€HOTEecCT;
1 TabreTka MiCTUTDH OIEHOTECTY 2 MT;

OONOMIJCHI peuoB8uHU: JTaKTO3a, MOHOTIApaT; KpoxXMaib KyKypyA3saHuii; nosigox K-30;
MarHilo cTeapar.

JIikapcbKa ¢dpopMma

TabneTku.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: Oiji KpyTJIi IJIOCKi TaOIeTKY.
®apMakoTepaneBTUYHA Irpyna

3acobwu, 110 BIIJIMBAIOTh Ha CEYOCTaTEBY CUCTEMY, Ta CTaTeBi TOpMOHU. ['OpMOHU
CTaTeBUX 3aJI03 Ta IIpelapaTy, IKi 3aCTOCOBYIOTh IIPHU MTATOJIOTil CTAaTEBUX OPTaHiB.
I'ectarenu. [loxigHi IperHagiexy.

Kog ATX GO3D BOS8.
dapMakogHHaMiKa

[lieHorecT - moXigHe HOPTECTOCTEPOHY 0e3 aHAPOTeHHOI Ta 3 ITEBHOIO0
aHTHMAHOPOTE€HHOIO0 aKTUBHICTIO, 110 CTAHOBUTH NPUOJIN3HO OOHY TPETHUHY aKTUBHOCTI
LUIIPOTEPOHY aneTaTy. [liEHOrecT 3B'sI3y€EThCA 3 pelenTopaMu NPOreCTEPOHY y MaTIIi
Tinmbku 3 10 % BigHOCHOIO adiHHiCcTIO. He3Baxkaiouu Ha HU3bKY adiHHICTE [0
peLenTopiB IPOTeCTEPOHY, AIEHOTECT MAa€ CUJIbHUM ITPOTeCTOTEeHHUM e(eKT in vivo.
IlieHoTrecCT He MPOSBIISIE€ 3HAUHY aHAPOTEeHHY, MiHEPaJIOKOPTUKOIAHY abo
TIIOKOKOPTHUKOIOHY aKTHUBHICTH in Vvivo.

[lieHorecCT BIJIMBAa€E Ha €HAOMETPi03, 3MEHIIYI0UYU eHOOTeHHY IIPOAYKIIiI0 eCTpafiony i
TaKUM YUHOM IIPUTHIUYyI0YM TPOdidHi epeKTH eCcTpafioly Ha eyTOIIiYHUN Ta
eKTOIliuHu# eHnoMeTpili. [Ipu Ge3nepepBHOMY 3aCTOCYBaHHI Oi€EHOTECT MPU3BOAUTH OO
CTBOPEHHS T'iIIOECTPOreHHOr0, rireprecTareHHOro eHOOKPUHHOI0 CepefoBUIlla, 110
CIIPUYMHSE IOYATKOBY Jeluayaaidallilo TKAHUHU eHOOMETPis 3 IIOJasIbIIo aTPodieio
€HOMEeTPiOIAHNX BOTHUII.

IlaHi w000 epekmusHocmi



[lepeBara fmieHoOrecTy IMOPiBHSHO 3 mialedo Oya IpoaeMOHCTPOBaHa y npoleci
OOCJIIAKEeHHS 3 y4aCTIO IalliEHTOK 3 eHaoMeTpio3oM. Bink y OinsgHIl Ta3a, OB sI3aHUN
3 eHOOMEeTPio30M, BUMIpIOBaIX 3a AOIIOMOTOI0 Bidya/lbHOI aHanorosol mkanu (0-100
MM). Uepes

3 Mmicsi Teparril gieHorecToM OyJla BU3HaYeHa CTaTUCTAYHO 3HAYyIlla Pi3HULII
nmopiBHsiHO 3 mane6o (D = 12,3 mMm; p<0,0001) Ta KiiHiYHO 3HAUYyIlEe 3MEHIIIeHHS
00JII0 TOPIBHSIHO 3 ITOYATKOBUM pPiBHEM (cepeHe 3MeHIIeHHs = 27,4 MM x 22,9).

Yepes 3 Micsili TiKyBaHHSI 3MeHIIIeHHS O0JII0 V OilIsTHITI Majioro Ta3a, 1o OyB
MMoB’si3aHuM 3 eHpgoMeTpio3oM, Ha 50 % abo Ginbiie O6ymo gocsaruyto y 37,3 %
MalliEHTOK, AKi oTpuMyBasnu gieHorecT (maamnebo: 19,8 %) 6e3 BinmoBigHOTO
30iJIbIIIeHHS 003U CYIIyTHBOTO 3HEOOIII0BaIbHOTO 3aCc00y; 3MeHIIIeHHSA 000 ¥ OiISHIT
MaJIOTO Ta3a, ITOB’sI3aHOT0 3 eHJgoMeTpio3oM, Ha 75 % abo Oinbire (Takox 6e3
BimmmoBigHOTO 30inbINIEHHST HO3U CYNYTHHOTO 3HEOOII0BAILHOT0) OyJ10 mocsATHYTO ¥ 18,6
% TallieHTOK, Ki oTpuMyBanu gieHorecT (1m1amnebo: 7,3 %).

I[TpomoBKEeHHS IILOTO OOCIIIXKEeHHs IT0Ka3aJio 0e3repepBHe 3MEHIIIeHHS OB I3aHOT0 3
eHAoMeTpPio30M O0JII0 B OiNISHII Ta3a IMPU JIiKyBaHHI TPpUBaJiCTIO 40
15 micsaiis.

IaHi noCmiaXXeHb MiATBEePOXKYBalIuCS pe3yjibTaTaMU, OTPUMaHUMU y IIPOILECi IHIITOTO
OOCJIiAXKEeHHS, 1110 IIOPIBHIOBAJIO OIEHOTECT 3 arOHiCTOM IOHAaOOTPOIIIH-PUITI3UHT
TOPMOHY 3 y4acCTIO IIAlli€EHTOK 3 €HJOMEeTPiO30M.

IHaHl TPHOX OOCIIIAXKEHD 3 YYaCTIO IalllEHTOK, AKiI OTPUMYBaJId OIEHOTECT 110 2 MI' Ha
noOy, CBim4aTh PO iCTOTHE 3HUKEHHS €eHOOMETPIOINHUX ypaXKeHb Yepe3 6 MicsIliB
JIIKYBaHHSI.

Y npoiieci HeBeJIMKOro OOCIIiIXKeHHsT 3aCTOCYBaHHS OiEHOTECTY y mo3i 1 Mr Ha moby
BUSBUJIO BiICYTHICTBH OByJIALil yepe3 1 micaus Tepamil. [JieHOTeCT He OOCTigXKyBaau
11000 KOHTPAIIEITUBHOI €(DEKTUBHOCTI y OiJIbIIINUX OOCITiIKEHHSIX.

IlaHi w000 6e3neku

PiBeHL €eHOOTEHHOI'0 €CTPOr€HY TIIBKU IIOMIPHO IIPUTHIYYETHCA i Yac JIIKyBaHHA
Ii€EHOTeCTOM.

Y maHui yac pe3ynbTaTU OJOBrOCTPOKOBUX OOCIiIAXKEHb MiHepaJIbHOI IIiJIbHOCTI KiCTOK
(MIIK) i pu3uKy nepeloMiB y MAIliEHTOK, IKi 3aCTOCOBYIOTh Oi€HOTECT, IMOKH IO
HepocTymHi. MIIIK o1iHIOBaiu y JOPOCIUX IALIEHTOK [0 Ta IIiCJisd 6 MICSIIB JIiKyBaHHSA
mieHorecTOM. 3HUKEHHS cepemHboro nmokasHuka MIIK BusiBneHo He O0yso. Y 29
NalieHTOoK, IKi OTPUMYyBaJIU JIEUNIPOPEIIiHy aneTaT, cepenHe 3HuXKeHHA 4,04 % + 4,84
OyJo Bim3HaueHo 3a Tou ke mnepion (D mix rpymamu = 4,29 %, p <0,0003).



He cmoctepiranu 3HaYHOTO BIUIUBY Ha CTaHOAPTHI TabopaTOpHi TOKa3HUKH, ¥ TOMY
YHCIIi Ha pe3ynabTaTH aHalli3dy KpoBi, 6i0XiMiYHOT0 aHasi3y KpPOBi, piBeHb ITeYiHKOBUX
(bepmenTis, piBens mimigis i HbA1C, mig yac nikyBaHHS Oi€EHOTE€CTOM yHPOOOBXK 15
MICSIIiB.

Bbe3neka gienorecty momo MIIIK y migmiTKiB Oya BU3HaYeHa y IPOLecCi JOCTigXKeHH S,
110 TpuBajo 12 Micsd1liB 3a y4YacTi nalieHTOK IimIiTKOBOTO BiKy (Big 12 mo 18 pokiB) 3
KJTiHiYHO ITigo3pioBaHUM ab0 mifnTBepaKeHUM eHaoMeTpio3oM. CepeqHs BifHOCHa
3mina MIIIK nmonepekoBoro Bigainy xpe6Ta (L2-1L4) Bim BUXiTHUX MOKA3HUKIB Y
Malli€eHTOK [0 3aKiHYeHH4 JIiKyBaHHSA cTaHoBuUIaA -1,2 %. [loBTOpHE BUMiIpIOBaHHSA
yepe3 6 MiCAILIB mic/isg 3aKiHYeHHS JIiIKyBaHHS y CyOrpymi 3i 3HMKEeHUMU 3HAUEHHSIMU
MIIIK noxka3ano mnigBuineHus MIIK no - 0,6 %.

dapMaKkoKiHEeTHKA

BcmokmyeaHHA

[Ticrns mepopanbHOr0 IPUKOMY OI€HOTECT IIBUAKO i IOBHICTIO BCMOKTYETHCH.
MaxkcuMarnibHa KOHIIEHTpPAllis y CUPOBaTIli KPOBi IOCATAETHCA YIIPOOOBXK 1,5 roguHu
icJIsi OODHOPAa30BOT0 IIEePOPaIbHOIO IPUKUOMY i CTaHOBUTH 47 Hr/MJl. BiogOCTYIIHICTH
Oi€EHOTeCTy CTaHOBUTH Npubu3Ho 91 %. ®apMaKOKiHETHKa Ji€EHOTECTYy 3aJleXXUTh Bif
IO3U B iana3oHi 1o3 1-8 mr.

Po3noodin

IlieHorecT 3B’I3yETHCA i3 CUPOBAaTKOBUM ajIbOYMiHOM Ta He 3B’SI3YEThCS 3 I'JIO0YJIIiHOM,
1110 3B’s3ye craTeBi crepoigu (I'3CC), abo rmobyminoM, 1o 3B’ s13ye KopTukoingu (I'3K).
JInme 10 % Bifg 3arasbHOl KOHILIEHTPALIil JiEHOTECTY y CUPOBATIIi KPOBi 3HAXOOSATHCH Y
BUTJISAAI BilbHOTO cTepoiny, a 90 % - HecnnenudiyHOo 3B’s13aHi 3 aTbOYMiHOM.
OueBupgHUM 00’€M PO3MOMOiNy mi€HOTreCTy CTaHOBUTH 40 JI.

Memaboaizm

IlieHorecCT MOBHICTIO MeTab0Ii3yeThCA BiJOMUMHU HIIJITXaMU MeTab0J1i3My CTEpPOIfiB, 3
YTBOPEHHSIM IIepeBaXKHO €HIOKPUHOJIOTIYHO HeaKTUBHUX MeTabosiTiB. Ha mimcTasi
OOCIiazKeHs in vitro ta in vivo CYP3A4 - ronoBHUU (hepPMEHT, 3aly4eHUH y
MeTabomi3M mieHorecty. Lli MmeTabomiTH myKe IIBUIKO BUBOIASTHCS 3 IJIa3MU Y TaKUM
c1oci6, 110 goMiHyI0YMM MeTaboJIiTOM y I1J1a3Mi KPOBi € [iEHOTECT ¥ HE3MiHEHOMY
BUTJISAOL.

[MIBUAKICTH KIIIPEHCY i3 CUPOBATKU KPOBi CTAHOBUTH 64 MJI/XB.

BuseoeHHsAa



PiBeHb mieHOTECTY y CUPOBATIIi KPOBi 3HUKYETHCA OBOPA3HO 3 IIEPIOOOM
HamiBBUBeOeHHS, 1110 CTaHOBUTH 9-10 roguH. [lieHOTrecT BUBOOUTHCSA y hopMi
MeTaboJIiTiB i3 ceyero Ta KajoM y CIIiBBimHOIIeHHI mpubnmu3Ho 3:1 micias nmepopaabHOTO
npuiiomy y mo3i 0,1 mr/kr. Ilepiog HaniBBUBeOeHHS MeTabOJIiTiB i3 ceuelo CTaHOBUTh
npubnusHo 14 ropuH. [licna mepopanbHOTO puioMy 86 % BBegeHOI HO3U BUBOOUTHCS
3 OpraHi3My y Mexkax 6 OgHiB, OifTbIlla YacTHHA IIi€l KiTbKOCTi BUBOOUTHCS V Iepiri 24
TOOWHU, TOJIOBHUM YMHOM i3 ceuero.

CmaH pisHoBazu

dapMakoOKiHeTUKa AieHOorecTy He 3aexuTth Bif piBHA ['3CC. [Ipu mogeHHOMY
NIPUKOMIi KOHIIEHTpallisi pe4YOBUHU Yy CUPOBaTILIi KPOBi 3pocTae B 1,24 pasa, gocsrarodu
PiIBHOBaXKHOTO CTaHy 4Yepe3 4 gHi 3acTocyBaHHA. PapMaKOKiHETHKA OI€HOTeCTy Hicisd
TTOBTOPHOT'0 3aCTOCYBaHHSA MiTpeHy Moxke Oynou nepenbadeHa Ha IIigCTaBi JaHUX 100
(bapMakKOKiHETUKM OLHIEL JO3U.

dapmakoKiHemuka 8 ocobiugux 2pynax nauieHmias

Y nanieHTiB i3 nopylieHHAMU GYHKIII HUPOK PapMaKOKiHETUKY OIEHOTECTY He
BHBYAaJIH.

Y nani€eHTiB i3 nopyleHHAMU (YHKIII] NeYiHKU (papMaKOKiHETUKY Oi€HOTECTYy He
BUBYAJIN.

IToxa3zanHusn
JIikyBaHHS €HOOMETPIo3y.
IIporunoka3aHHs

[IpemapaT MiTpeH He CJIim 3aCTOCOBYBAaTH y pa3i HAIBHOCTI Oyab-IKOTO i3
HUXK4Ye3a3HauyeHUX CTaHiB abo 3axBopioBaHb. Lis iHpopMalliss 4yacTKOBO oTpuMaHa Ha
IifcTaBl 3aCTOCYBaHH IHINUX [IpellaparTis, 10 MICTATH TIJIBKU IIPOTeCTOreH. fAKIIo
OyIOb-IKHH i3 IMX CTaHiB ab0 3aXBOPIOBaHb BUHUKAE BIIEPIIIE TIif YaC 3aCTOCyBaHHS
npemnapaTty MiTpeH, 10T0 IPUNOM CJIil HETalHO IIPUIIUHUTH.

e Beno3Hna TpombGoeM0OoIIisi B aKTUBHIM HopMi.

e ApTepianbHi ab0 KapaioBacKyIsIPHiI 3aXBOPIOBaHHS HUHI a00 B aHaMHe3i
(Hanmpukinaz, iHdapKT MioKapaa, 1lepeOpoBacKyIsipHa Iofis, ileMiuHa xBopoba
ceplis).

e LIykpoBui miabeT 3 ypaxKeHHSIM CYOUH.

e TsKKi 3aXBOPIOBaAHHSA MMeYiHKM HUHI a00 IX HasBHICThL B aHaMHe3i, TOKHU
MOKa3HUKY (PyHKIIil IEeUYiHKN He MOBEPHYTHCSA OO HOPMHA.



IMyxnuHY nediHK1 HUHI a6o B aHaMHe3i (mobposiKicHi abo 37osgKicHi).

Bigomi abo mimo3proBaHi 3J7I0KiCHI MyXJTUHU, 3aJIeXKHi Bif CTaTeBUX ITOPMOHIB.

BarinanpHa KpoBOoTe4Ya He3’ siCOBaHOI €TiOJoril.

[TigBuileHa YyTJIMBICTh OO Hil0Y0l pe4oBUHHU ab0 H0 OyIOb-IKOT0 3 KOMIIOHEHTIB
Impenapary.

B3aeMmogisi 3 iHIIEMH JTiKapChKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIHN

ITpumimka: gy BUSABIIEHHS MOXKJIMBUX B3a€EMOIN CJIil O3HAUOMUTHUCS 3 IHCTPYKLIIAMU
OJII MEOUYHOI'O0 3aCTOCYBaHHS JIiIKapChbKUX 3ac00iB, IKi 3aCTOCOBYIOTh CYIYTHBO.

BnnuB iHIINX nIpenapaTiB Ha JIEHOTECT

[IporecTorenu, BKIIIOYAOYH OIEHOTECT, MeTabO0/Ii3yI0ThCS TOJIOBHUM YHHOM CHCTEMOIO
nmToxpomy P450 3A4 (CYP3A4), 110 po3TallloBaHa Y CIU30BiM 000JIOHITI KHUIIEYHUKY
Ta B neuinni. Tomy ingykTopu abo inriéitopu CYP3A4 M0OXyTh BOJIMBATH Ha
MeTabo0J1i3M IPOrecToreHy.

30inbIlIeHHS KIipeHCy CTaTeBUX TOPMOHIB Yyepe3 iHayKIlilo GepMeHTiB MOXKe
3MEHIIUTH TePANeBTUUYHUYM ePeKT nmpenaparty MiTpeH i Ipu3BeCcTU OO0 HebaxKaHUX
edeKTiB, HanpuKIa[ A0 3MiH XapaKTepy MeHCTPYyaJIbHOI KPOBOTEUi.

3MeHIIIeHHS KJIIPEeHCY CTaTeBUX TOPMOHIB Uepe3 IPUTHIYeHHSA (epMEHTY MOXKe
3MEHIIUTH TepaneBTUYHUU e(eKT IIpenapaty MiTpeH i Ipu3BeCTHU 40 PO3BUTKY
MOOIYHUX peakxiliii.

e PeuoBUHY, 110 HiABUIIYIOTH KJIiPEHC CTaT€BUX TOPMOHIB (3HUKEHHS
e(eKTUBHOCTI HNIJITXOM iHAyKyBaHHS (DepPMEHTIB), HallpuKiaand (PeHiTOlH,
O0apbiTypaTu, npuMinoH, KapbaMaseriH, pudaMOiuH, a TAaKOK, MOXKJIUBO,
oKcKapbaseriH, Tonipamar, penbbamaT, rpu3eodynbBiH Ta 3aco0u, 1110 MIiCTSATH
3Bipo6itt (Hypericum perforatum).

[HOyKIlig pepMeHTIB MOXKe CIIOCTepiraTucs Miciisg OeKinbKoX OHIB Teparil.
MaxkcuMarsibHa iHOyKIlisg (epMEHTIB 3arajioM BUSBJISETLCS Yepe3 OeKilbKa TUXKHIB.

[HOyKIlig epMeHTIB MOKe TpUBATHU OO 4 THMXKHIB MiC/Ig IPUIIMHEHHS Teparil.

Bnonus ingyktopa CYP 3A4 pudamninuHy OOCHIiAXKyBaBCS y 3MOPOBUX XKIHOK y
MIOCTKJIIMaKTepUYHOMY Iepiomi. OmHOYacHe 3aCTOCyBaHHSA PUPAMITIIIUHY 3
TabsieToBaHO10 (OPMOIO eCTPadioNy BajepaTy/Oi€eHOrecTy IIPU3BEIO A0 3HAYHOTO
3HMKEHHS PiBHOBAXKHO1 KOHIIEHTpPaIlil Ta CHCTEMHOTO BIIJIUBY Oi€EHOTECTY Ta
ecTtpagiony. CuCTEMHUY BIIJIUB OI€HOTECTY Ta eCTPafiosly y PiBHOBaXKHOMY CTaHi,
BumMmipsuuu 3a AUC (0-24 rogunu), 3MeHiuuBcsa Ha 83 % Ta 44 % BiAmoBigHO.

e PeuoBUHU 3 Pi3HUM BILIJINBOM Ha KJIIpEHC CTaTeBUX TOPMOHIB.



OmHOYacHe 3aCTOCYBaHHS 3i CTaTEBUMH OPMOHAMM BEJIMKOI KiTbKOCTiI KOMOiHaITii
inrioiTopiB BIJI-mpoTea3u Ta HEHYKJI€03UOHUX iHTi0iTOPiB 3BOPOTHOI TPAHCKPUIITA3U Y
noegHaHHI 3 KOMOiHaLisMu iHri6iTopiB Bipycy rematuty C Moxke 30inpmuTu abo
3MEHIIUTH PiBEHb IIPOTECTUHY B IJIa3Mi KpoBi. CYKymHUM BILJIMB IIUX 3MiH MOXKe OyTH
KJIIHIYHO 3HAYYIIUM Yy OEesIKUX BUMIaOKaXx.

e PeuoBuHH, 110 3HUXKYIOTh KITipEHC CTaTEBUX ITOPMOHIB (iHribiTOpU pepMeHTiB).

Bigowmi iari6iTopu CYP 3A4, Taki sIK a30/1bHi TPOTUTPUOKOBi 3aco0u (HanmpuKiIasm,
KEeTOKOHA30JI, iTpakKoHa30J1, (GII0KOHA30JI), IMMEeTUIUH, BepallaMijl, MaKpoJIigu
(HampuKIial, epUTPOMIIIMH, KJIaPUTPOMIIIUH, POKCUTPOMIIIUH), OUITia3eM, iHribiTopu
npoTeas3u (HanopuKiaqd, PUTOHABIpP, caKBiHaAD, iHOWHAaBIP, HesdiHaBip),
aHTHU[eNpecaHTH (Hanmpukiazn, Hedga30moH, ¢piyokcaMiH, (IIyOKCETHH) Ta
rpeundpyToBUM CiK MOXYTh 30i/bIIyBaTU piBEHb IPOTECTOTEHY B IIJIa3Mi KPOBi Ta
IIPU3BECTU A0 HebOaxkaHuxX eeKTiB.

Y mocmimzkenHi, mo Bu3Hadasno edekrt inriditopiB CYP 3A4 (KeTOKOHA301JI,
epUTPOMIIIMH) Ha KoMOiHallifo eCcTpafiony BajlepaT/Oi€eHOTecT, CTallioHapHa
KOHIIEHTpallid Ji€eHOoTecTy y Ijla3Mi KpPOBi 30inbimnnacs. Pe3ynbTaToM CynmyTHBOTO
MMpU3HAaYEeHHS MOTYKHOTO iHTi6iTOpa KeTOKOHA30/Iy CTajIo MiABUIIEHHS CEPEIHBOT0
3HAYEeHHS IJIOII Mg papMaKOKiHETUYHOIO KPUBOIO «KOHIIEHTpPAIlid - 4ac» Oi€HOTeCTy
y ntna3Mi (0-24 rogunu) Ha 186 %. [Ipu nmpusHaveHHi noMipHOro iHribiTopa
eputpoMinuHy nmoka3Huk AUC (0-24 roguHu) Oy Oi€EHOTECTY MiABUIIUBCS Ha 62 %.
KriniyHa 3HAQYUMICTh IIMX B3AaEMOOiN HeBigoMa.

BronuB mieHorecTy Ha iHNI JTiKapchkKi 3acobu

3a pe3ynbTaTaMM OOCHiIXKeHb iHTi0yBaHHS in vitro, KiTiHiYHO 3Hau4yIlla B3a€EMOis
Oi€EHOTeCTy 3 iHIIMMU IIpelapaTaMu, MeTabo0JIi3M IKUX OI0CEPEIKOBYETHCS
bepmenTamu nutoxpomy P450, manmoimMoBipHa.

B3aemMopisi 3 XapYOBMMH HPOAYKTAMH

BxkuBaHHSA 1Ki 3 BUCOKUM BMiCTOM KUPiB He BIIJIMBAJIO Ha 0iOOCTYIIHICTh [i€HOTECTY.

JlabopaTopHi TecTu

[TpuiioM IIPOTEeCTOreHiB MOXKe BIIMHYTH Ha Pe3yJIbTaTH OesIKUX J1a00opaTOPHUX
aHasi3iB, 30KpeMa Ha OioxiMiuHi mapaMeTpu NediHKM, IIUTOBUOHOI 3a/103U, QyHKIIi1
HUPOK Ta HAOHUPKOBUX 3aJI03, PiBeHb OiNiKiB (HOCiIB) y mna3Mmi kpoBi (Hanpukiang, ['3K
Ta ppakiil mimigis/minonpoTeiniB), mapaMeTpu MeTab0JIi3aMy BYTJI€BOMIB i TOKa3HUKU
Koaryisilii Ta ¢iopuHONily. 3MiHM 3a3BUYal 3aIMNIAI0THCSA Y MeKax 1abopaTopHOI
HOPMH.



Oc006/1MBOCTi 3aCTOCYyBaHHSA

3acmepeoiceHH A

Ockineku MiTpeH - nipenapar, 110 MICTUTh TUIBKU IIPOTe€CTOTeH, BBAXKA€ETHCS, 1110
0COOJIMBI 3acTepexKeHHs Ta 3axoAu 0e3MeKu I0A0 3aCTOCYyBaHHS IIPOTeCTUHOBMICHUX
penapaTiB TaKOXK CTOCYIOTHCS IIBOTO IIpelapaTy, Xo4a He BCi 3aCTepeXKeHHS Ta
3armo0ixkHi 3axX0M I'PYHTYIOThCS Ha BiOMOBIAHUX pe3ynbTaTaX KIIIHIYHUX OOCHiIXKEHb
caMe ITi€el PeYOBUHHU.

[Tpu noripmeHHi abo mepiIoMy BUHMKHEHHI OyOb-IKOT0 i3 3a3HaY€HUX HUXKYE
CTaHiB/(aKTOPiB PU3UKY B iHOAMBIAyaTbHOMY IIOPSAKY IOBUHEH OyTH IPOBEOECHUN
aHaJIi3 CIIiBBigHOIIEHHS KOPUCThH/PU3UK Mepe IToYaTKOM ab0 IMIPOaI0BKEHHIM
3aCTOCyBaHH4 IIpenaparty MiTpeH.

TAaocKi Mmamkosi Kposomeui

MaTKoOBa KpOBOTeYa, HallpUKJlag y )KiHOK 3 aileHoOMio30M MaTKu abo0 j1eioMioMor0
MaTKH1, MOxKe 30iIbIIyBaTUCS IIPHU 3aCTOCYBaHHI ieHOTecTy. AKIIo KpoBoTeYa
BHpaKeHa 1 He IPUIMIUHSAETHCS IIPOTATOM TPUBAJIOTO Yacy, BOHa MOXKe IIPU3BECTH [0
aHeMil (y messKuUX BUITaAKaX - 0 TSI2KKOI). ¥ TaKOMy pa3i NOTpiOHO PO3TrISHYTH
NUTaHHS IPO NPUNIMHEHHS IIPUMOMY IIpenapary.

3MiHa XxapakTepy KpOBOTeYi

JIikyBaHHS OiEHOTECTOM BIIJIMBAE Ha XapaKTep MEHCTPYaJIbHOI KPOBOTeUi ¥ GiflbIIOCTi
XKiHOK (muB. po3main «I[Tob6iuHi peakirii»).

IupkyaamopHi nopyweHHA

Ha migcTaBi jaHUX emniieMioIOriYHuX OOCIIIOXKEeHDb BUSIBJIEHO HEBEJIUKY KIJIbKICTh
OaHUX IIONO0 ICHYBaHHS 3B’A3KYy MiXK 3aCTOCYBaHHAM IIpernapariB, 100 MICTATh TiJIbKUA
ITPOTECTOT€eH, i MiTBUILIEHHSIM PU3UKY PO3BUTKY iHDapKTy Miokapaa abo 1iepebpanbHOI
TpoMOoemOorii. PU3uUK KapaioBacKynsipHUX i lepeOpanbHUX SBUI] IIBULIIIE
IIOB’sI3aHUM 3 BIKOM, apTepiajibHOIO IiIepTEeH3I€0 1 najliHHaM. Y XKIHOK 3
apTepianbHOIO TillepTEeH3i€0 PU3UK PO3BUTKY iHCYJILTY MOXKe Oello 30iIbITyBaTUCST
IIpH4 3aCTOCYBaHHI IIpernaparis, 1[0 MICTATh TiJIbKU IIPOTeCTOTEeH.

IaHl messKuX OOCIIiIXKeHb CBifYaTh IIPO iICHYBaHHSA IIEBHOTO, IIPOTE HE CTATUCTUYHO
3HAUYIIOTOo 30iIbIIIEHHST PU3UKY PO3BUTKY BEHO3HOI TpoMbOoeMOo1iil (TpomM603
rnuboKUX BeH, TpoMO0oeMOOIIisl TereHeBol apTepil), OB’ s13aHOT0 i3 3aCTOCYBaHHSIM
npenaparis, 110 MICTSTh TiIBKM IIPOreCTOreH. 3arajbHO BU3HaHI GpaKTOpH, 110
MMiABUNIYIOTh PU3KUK BUHUKHEHHS BeHO3HO1 TpoMboeMoOorii (BTE), BKII04aloTh:
ocobucTtui abo ciMmeliHul aHaMHe3 (Hanpukiap, Bunagku BTE y OpatiB uu cectep abo



0aThKiB Y BITHOCHO MOJIOOOMY Billi); BiK; OXKUPiHHS, TPHUBaIy iMMo0Oini3airiio,
paguKanabHi XipypriuHi BTpy4aHHst abo TpaBMU. Y BUIIAOKY TPUBaioi immo0bimizarii
PEKOMEHOYETHCSA IPUNUHUTU 3aCTOCYBAHHS IIpelapaTty MiTpeH (IIpu IJIaHOBUX
orepallisax - IoHalMeHIlle 3a 4 TUKHi [0 11 TpoBedeHH) i He MOYMHATU 3HOBY HMOT0
MIPUMOM paHillle HixK yepe3 2 TUXKHI Micasa moBHOI peabimiTarril.

Heo6xigHo OpaTu A0 yBaru migBUIIEHHS PU3UKY PO3BUTKY TpomboeMOomii y
HiCISAI0JIOrOBOMY IIepiofi.

Y pa3i BUHUKHEHHSI CUMIITOMIB BEHO3HUX Ta apTepialbHUX TPOMOOTUYHUX
3aXBOPIOBaHb ab0 ITimo3pu Ha HUX JIiIKyBaHHS CIIi IPUITUHUTH.

ITyxauHu

IMaHi MeTa-aHanidy 54 enigmeMionorivyHuX OOCIIiAXKEeHb BKa3ylOTh Ha He3HaYHe
MigBHUINIEHHS BiZHOCHOTO pu3uKy (BP = 1,24) po3BUTKY paKy MOJIOYHOI 3aJI03HU Y
XKIHOK, SIKi 3aCTOCOBYIOTh OpasibHi KOHTpalenTtusu (OK), TOTOBHUM YHMHOM Ti, 10
MICTSATh €CTPOreH-IIPOorecToreH. Llei miaBUIlleHUY PU3UK IOCTYIIOBO 3HUKAE IPOTATOM
10 pokiB micnsa 3akKiHYeHHS IpUuiiomMy KoMOiHOBaHUX opasibHUX KoHTpanenTtusiB (KOK).
OCKinbKM paK MOJIOYHOI 3a/1034 Y XKiHOK, BikoM 0 40 pOKiB 3yCcTpida€eThCs PigKo,
30iblIeHHS KiJTbKOCTI BUIIQJKIiB AiaTrHOCTUKHU PaKy MOJIOYHOI 3a/I03U YV XKIiHOK, SKi
3aCTOCOBYIOTH ab0 HellofmaBHO 3acTocoByBanu KOK, € He3HaYHUM II[OJ0 3arajabHOT 0
PU3UKY paKy MOJIOYHOI 3aJ103U. [CHy€e OmHAKOBUY PU3UK BUSABJIEHHS PaKy MOJIOYHOIL
3aJI034 V XKIiHOK, SIKi MpuiiManu mpenapary, 110 MiCTSTh TilTbKU IPOrecToreH, abo
KOK. OgHak iHdopMalisi, 10 CTOCY€ETHCA Npenaparis, Kl MiCTATh TiJIbKHA
mporecToreH, 6a3yeTbCcsi Ha HabaraTo MeHIIIiN KiTbKOCTi XKiHOK, SKi 1X 3aCTOCOBYIOTb,
TOMY BOHA € MEHIII IEPEeKOHIUBOIO, HiXK AaHi, 110 cTocyioTbcsad KOK. Pe3ynbTaTtit ux
OOCIIiOXKEeHb He HalaloTh NOKa3iB ICHyBaHHS IIPUYUHHOTIO B3a€MO3B’ A3KYy. [ligBuinieHH
PU3UKY MOxKe OyTH 3yMOBJIeHe SIK OiJIbIll paHHBLOIO OiarHOCTHUKOIO PAaKy MOJIOYHOIL
3a/1034 Y XiHOK, AKi 3acTocoByioTh OK, Tak i 6iomoriuHoro miero 1ux mpenapariB, abo
MMOETHAHHSIM 000X (paKTOpPiB. Big3HaueHO TeHEHIIi10, 110 PaK MOJIOYHOI 3aJI03H,
BUSBJIEHUU y XKIiHOK, 5IKi Konu-HeOynb npuiiManu OK, KJTiHiYHO MeHII BUpaXKeHn!, HixK
Yy TUX, XTO HiKOJIM He 3acTocoByBaB OK.

Y nooguHOKUX BUNAJKaX y XKiHOK, SIKi 3aCTOCOBYBaJIM TOPMOHAJIbHI PEYOBUHHU, ITOAi0OHI
oo Ti€l, 10 MiCTUTH ITpemapaT MiTpeH, crocTepiranucs noOPOsKicHI, a I11e pifre -
37I0SIKICHI ITyXJIMHU MEeYiHKY, SIKi B OKpeMUX BUNAJKaX IPU3BOOUIN [0 HeOe3meuyHOol
0711 KUTTS BHYTPIIHEOUYEPEBHOL KPOBOTEYi. Y BUNIaIKy BUHUKHEHHS CKapr Ha
CUIbHUU OiNTb B eliracTpasbHilil OisgHIl, 30i/IbIIeHHS ITeYiHKU ab0 MOosBH O03HaK
BHYTPIIIHbOUYEPEBHOI KPOBOTEYi ITpU AU(EpEeHIliliHIY OiarHOCTHUIIi CJIi BpaxOByBaTHu
MOXKJIVBICTh HAsIBHOCTI IYXJIMHU II€4YiHKU V XKIiHOK, K1 IPpUUMAalOTh OIEHOTECT.

Ocmeonopo3s



Y mauieHToK, 5Kl 3HaXOOATHCSA y TPYIIi HiABUILEHOTO PU3UKY PO3BUTKY OCTEOIOPO3Y,
peTenbHa OITiHKa CITiBBiIHOIIIEHHSI KOPUCTL/PU3UK ITIOBUHHA OyTHU ITpoBedeHa o

II04YaTKYy JIIKyBaHHS OIEHOTreCTOM, OCKIJIbKM PiBEHb €HOOT€HHUX eCTPOreHiB IIOMIpHO
3HUIKYETHCS Ha TJIi JIIKyBaHHS LIMM IIpenapaToM (OuB. po3nin «PapmMakoguHaMiKa»).

3acTocyBaHHA gieHorecTy migmiTkaM (12-18 pokiB) mpoTsarom nepiony ndikyBaHHS 12
MICSIIiB aCOILlif0BasioCs 31 3HUKEHHAM cepegHboro 3HadueHHsa MIIKT y momepekoBomMy
Binmini xpebta (L2-1L4) Ha 1,2 %. ITicns npunuHeHHs nikyBaHHs MIIIKT
HigBuIllyBajiacs 3HOBY y LIUX IALli€HTIB.

CepenHsa BigHOCHa 3MiHa MIIIKT Bif BUXiAHUX TOKA3HUKIB 0O 3aKiHUYEHH JIIKyBaHHS
ctaHoBuina 1,2 % 3 miamazoHoM MiX -6 % Ta 5 %. [IoBTOpHE BUMipiOBaHHS Yyepe3 6
MICALIB [IiC/IA 3aKiHYEHHS JIIKYBaHHA y HIATPYIIL 31 3HUKeHuMHU 3HadeHHaMu MIINKT
I10Ka3aJio TEHOEHIIII0 10 BiOHOBIIEHHA (CepenHs BiTHOCHAa 3MiHa Bifl BUXiTHUX
IIOKAa3HUKIB: -2,3 % 1Ipu 3aKiHdyeHH] IikyBaHHA Ta -0,6 % - yepe3 6 MicsAILiB micis
3aKiH4YeHHJ JIIKyBaHHA 3 Aiana3oHoM MixX -9 % Ta 6 %.

[Mopymenus MIIKT mae ocoOnuBe 3HaUYEHHS Y IIiOJIiTKOBOMY Billi Ta y paHHil nepiof
CTaTeBOI'0 [A03piBaHHSA, KPpUTUYHUHU IIEPIOA POCTY KiCTOK. HeBimoMoO, YU 3MEHIIIUTh
MIIKOBY KICTKOBY MacCy Ta IIiIBUIIUTE PU3UK [IePeJIOMY KICTOK Yy JIITHBOMY BiIli
3amkeHHda MILKT y it monynsaiil (ogus. po3ninu «®apMaKoIOTidHi BIaCTUBOCTI» Ta
«[Iitm»).

[Tepen moyaTKOM JIiKyBaHHS JIiIKapio CJIif 3BaXKWUTHU IlepeBaru 3aCTOCyYBaHHSA
Oi€HOTEeCTy Ta MOXKJIUBI pPU3UKHU 3aCTOCYBAHHS [JI KOXKHOI'O0 OKPEMOTIO ITiIJIiTKa,
BPaxoOBYIOYM TaKOXK HaSIBHICTh CYyTTEBUX (PAaKTOPiB PU3UKY OCTEOIIOPO3Y.

ApmekBaTHe 3aCTOCYBaHHS KaJlbllifo Ta BiTaMiny D nmpu mieTuuHOMY XapdyBaHHi abo
IIPU 3aCTOCYBaHHI Xap4yoBUX M00ABOK € BaXKJIMBUM [IJIsI 3[IOPOBOTO CTaHy KiCTKOBOI
TKaQHUHU y KIHOK yCiX BIKOBUX KaTeropil.

He cnoctepiranocsa 3auxkenHsa MIIKT y mopocnux (ouB. po3nin «®apmMaKoIoTidHi
BJIACTUBOCTI»).

IHwi cmaHu

3a cTaHOM IIalliEHTOK i3 Jenpeciero B aHaMHe3l1 CIIif peTeIbHO CIIoCcTepiraTtu i
OPUNINHUTY 3aCTOCYBaHHS IIpelapaTy IIPU PO3BUTKY BUPaKeHUX MPOSIBIB Aemnpecil.

IlieHorecT 3a3BMYal He BIJIUBA€E Ha apTepialbHUU TUCK Y HOPMOTEH3UBHUX XKIHOK.
[TpoTe, AKIIO TpUBasa, KJIiHIYHO BUpaXKeHa apTepiajibHa rinepTeH3iss BUHKUKAaE i 4ac
3aCTOCYBaHH4 IIpenapaTry, PeKOMeHOYEThCSA BIIMIHUTHU IpernapaT MiTpeH Ta JIiKyBaTu
aprepiajbHy rinepTeH3iio.



[Tpu peruaouBi X0mecTaTUYHOI XKOBTSIHUII Ta/ab0 cBepOexKy, 1110 BUHUKAJIH Y IIepio
BariTHocTi abo momepegHbOT0 3aCTOCYBAaHHS CTaTeBUX T'OPMOHIB, 3aCTOCYBaHHS
pernapaTy Ciif IPUIUHUTH.

IlieHorecT MO2Ke MaTHh He3HaYHUU BIUJIMB Ha NepupeprudHy iHCYTiHOPE3UCTEHTHICTD
Ta TOJIEPAHTHICTH A0 TiioKo3u. 2KiHKM, XBOpi Ha IyKpoBui miabeT, 0COOIUBO 3
recTalliiHUM IIyKPOBUM fiabeToM B aHaMHe3i, IIOBUHHI peTelbHO 00CTeXKYBaTHUCS
IPOTSATOM 3aCTOCYBaHHS OI€HOTECTY.

[HOmi MOXKe pPO3BUBATUCS XJI0a3Ma, 0COOJIMBO V XKiHOK 3 XJI0a3MOIO BariTHUX B
aHaMHe3i. 2KiHKU, CXUJIbHI O BUHUKHEHHS XJI0a3MH, TOBUHHI YHUKATHU Oil TPIMUX
COHSYHUX ITPOMEHIB ab0 ynbTpadioneToBOro BUIIPOMiHIOBAaHHS IIif] YaC IPUHUOMY
Oi€EHOTeCTYy.

IMOBipHICTH TO3aMaTKOBOIL BariTHOCTI ¥ KiHOK, SIKi 3aCTOCOBYIOTH [JII KOHTpPaIeMNIil
Ipernapary, 110 MiCTATh TIJIBKU IIPOTeCTOTeH, BUIllA, HiXK Y XKIHOK, K1 3aCTOCOBYIOTH
KOK. Tomy myist KiHOK 3 1103aMaTKOBOIO BariTHICTIO B aHaMHe3i ab0 MOPYIIeHHSIMHU
¢yHKIIil MaTKOBUX TPYyO MUTAHHS IIPO 3aCTOCYBaHHS [i€EHOTECTY CJIifl BUPIIITyBaTU
TiJILKY TiCJISI peTEeNbHOI OIIiHKY CHiBBiOAHOIIIEHHS KOPUCTh/PU3HUK.

[Tig yac 3acTOoCyBaHHS OIEHOTECTY MOXK€e BUHHKATU MEPCUCTEHIISA POIIiKyIiB (4acTo
3a3Hayvya€eThCA SIK QYHKIIOHAJIbHI KiCTU I€YHUKIB). BinbIicTh ux (QOIiKyIIiB
0e3CUMIITOMHI, X04a AesiKi MOXKYyTh CyIIPOBOAXKYyBaTHUCS OOJIEeM y OiJIsTHII Ta3a.

He 3aCcTOCOBYIOTH y repiaTpU4HiU IPaKTUILI.
JIlakmoa3a

OpHa TabneTka npemnapaTty MiTpeH Mictuth 60,93 Mr nakTo3u MoHorigparty. [lamieHT
3 PiOKiCHMMM CIIaAKOBUMH 3aXBOPIOBAHHSIMH, ITOB’I3aHUMU 3 HEIEPEHOCHUMIiCTIO
rajakTo3u, gedinuTom nakTa3u Jlanna a6o ManbabCOPOIli€r0 TITIOKO3U-TaIaKTO3U, SIKi
OOTPUMYIOTHCSI 0€37TaKTO3HOI [Ii€TH, IIOBUHHI BPpaXxOByBaTH KilIbKIiCTh I1i€l peYOBUHU Y
TabreTii mpenapaTty MiTpeH.

3maTHiCTh BIUIMBATH HA IMIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

He cniocTepiranu BIJIMBY Ha 30aTHICTh KepyBaTU aBTOTPAHCIIOPTOM Ta YIIPaBJIATHU
MexXaHi3MaMHU y HallieHTOK, SKi IpurMaJliy npenapaTy, 110 MiCTSITh Ai€EHOTeCT.

3acTocyBaHHSA y nepiog BariTHoCTi ad0 rogyBaHHs Ipyaaio

BaeimHicmb



IcHyiOoTH OOMEZKEHI aHi 11010 3aCTOCYBaHHS OIEHOTECTY BariTHUM JKiHKaM.
Iocmim»keHHsT Ha TBApUHAaX He BKa3yIOTh Ha MPSAMUM ab0 HENPSIMUN PU3UK
PEnpoOOyKTUBHOI TOKCUYHOCTI (OAuB. po3gin «®apMakKguHaMiKa»).

MiTpeH He PEeKOMEHOYEThCA 3aCTOCOBYBaTH BariTHUM KiHKaM, TOMY 110 HEMAaeE
notpebu JIiKyBaTU €HOOMETPiO3 y mepiof BariTHOCTI.

ITepiod 200yB8aHHA 2py00t0

JIiKyBaHHS OIEHOTe€CTOM Yy Iepion rogyBaHHA I'PYANI0 He PEeKOMEHOYyeThCSA. HeBimomo,
4y [IPOHUKAE OIEHOTEeCT Yy I'PyOHE MOJIOKO XKIHKU. [laHi, oTpuMaHi y nporeci
OOCIIIOXKEeHb Ha TBapUHAaX, BKa3ylTh Ha IPOHUKHEHHS Oi€HOreCTy y IPyLHEe MOJIOKO.
Crning IpUMHATH pillleHHS IIPO IPUNUHEHHS FOOyBaHHS I'Pynao ab0 IpUIINHEHHS
Teparlil mieHorectom, 6epy4u OO yBaru KOPHUCTh TOOAYBaHHS TPYyOOI0 OJIsT AUTHHY i
HeoOXimHiCTh Teparril ais XKiHKH.

depmuabHiCcmMb

Ha mipcTaBi HagsBHUX JaHUX MOXKHA CTBEPAXKYBaTH, 110 IIif Yac JIIKyBaHHA
OieHorecToM Yy OiNIbIIIOCTI MallieHTOK iHTiOyeThCA oBynsllig. OgHak npenapaTt MiTpeH
He € IMTPOTU3AIIITITHUM 3aCO00M.

Axmro noTpibHa KOHTpAIEIIlis, CJIif J0AaTKOBO 3aCTOCOBYBaTU HErOPMOHATbHUM
MeTon 3anobiranHs BariTHOCTI (muB. po3main «Crioci® 3acTOCyBaHHS Ta JO3U»).

Ha migcTaBi HassBHUX JaHUX MOXKHa CTBEPAZXKYBATH, 110 MEHCTPYaJIbHUU LIUKII
IIOBEPTAETHCS OO0 HOPMHU IIPOTATOM 2 MICSILIB MiCJIg NIPUIIUHEHHS JIIKyBaHHSA
IIEHOTeCTOM.

Cnocid 3acTocyBaHHs Ta I03H

Cnocib 3acmocyeaHHs
Il71s1 IepopajibHOT'O 3aCTOCYBaHHS.
Llo3ysaHH A

[MpuiimaTu o 1 TabneTwi mogHsa 6e3 IepepBU Y 3aCTOCyBaHHI npenapaTy IMpubInu3Ho
B O[IH i TOM K€ Yac, 3allMBal0YM HEBEIUKOIO KibKicTiO pimuuu. TabneTku MOXHa
IpUMaTHU He3aJIeXKHO Bifl BXKUBaHHS 1XKi.

TabneTku ciipg mpuiMaTU PerynasipHo, He3aJlexkHOo Biff MEHCTPYaJIbHOI KPpOBOTEeYi. AK
TiJIbKU TaOJIeTKH 3 OfOHi€l yITaKOBKU 3aKiHUWUINUCS, IOYUHATHU NpUNMaTy TablIeTKH 3
HACTYIIHOl YIIaKOBKM, He POOJISYM IMepPePBHU y 3aCTOCYBaHHi JIikapChbKOT0 3aco0y.



BigcyTHIV mocCBif JIiKyBaHHS Oi€HOTeCTOM MAalliEHTOK 3 eHIOMeTpio30M moBle 15
MICAIIIB.

[TpuiioM mpemapaTy MOXXHa pPO3IoYaTy y OyOb-IKUM eHb MEHCTPYaJIbHOTO ITUKITY.

3acTtocyBaHHS OyOb-IKUX TOPMOHAJIbHUX KOHTPALEIITUBIB CIil MPUINHUTH Iepeq
IIOYaTKOM Tepalril mpenapaToM MitpeH. AKIo HeoOXigHa KOHTPAIENIIis, CIIif
OOIATKOBO 3aCTOCOBYBATH HErOPMOHAJIbHUN MeTOM 3anobiralnHs BariTHOCTI
(Hanmpukiazn, 6ap’€pHUN METom).

ITponyck nputiomy aikapcbko2o 3acoby

Y Bunazky nponycky npuiiomy TabneTkKu, 6j110BaHHS Ta/abo miapel (1Ki Manu micie
IPOTATOM

3-4 roguH micnsg npuiioMy TabseTku), eeKTUBHICTh npenapaTty MiTpeH Moxke
3MEHIIUTHUCS. Y pa3i IPoIycKy MpuioMy ofHiel abo KimbKoX TabJIETOK IepPILy
TaOIeTKY CJlif MPUUHATH, SIK TiJIbKM XKiHKa 3rajia€ mIpo lie, a HaCTyIHy OpuNMaTu y
3BUYHUY 4yac. AHaAIOTriuyHO, TablIeTKy, 1110 He BCMOKTaslacs depe3 O1ioBaHHSA abo
miapero, Cilif 3aMiHUTHU Ha iHIIY TaOJIEeTKY.

IomaTkoBa iH(opMallis 11040 3aCTOCYyBaHHS B OCOOJIMBUX I'pyIlax Ialli€HTiB
ITauieHmu AiMHBLO20 BIKY

Hewmae BifmoBimHUX OKa3aHb AJII 3aCTOCYyBaHHSA Ipenapary MiTpeH mallieHTKaM i€l
TPyIu.

ITeyiHkoBa HedocmamHicmbw

[IpemapaT npoTUNOKa3aHUM IMAIliEHTKAM i3 TSXKKHUM 3aXBOPIOBAHHSIM IT€4YiHKW HUHI
abo B aHaMHe3i (DuB. po3ain «IIpoTunoka3aHHsI»).

Hupxosa HedocmamHicmb

Hemae XomHUX IaHUX, 110 CBimYaTh MPO NOoTPedy B KOPEKITil mo3u [JIs MalliEHTOK 3
HUPKOBOIO HEOCTaTHICTIO.

itk
[IpenapaTt MiTpeH He MOKa3aHUM OIS 3aCTOCYBaHHS OiTAM [0 HaCTaHHS MeHapxe.

IcHyt0Th maHi Ipo e(eKTUBHICTh Oi€HOTECTYy IPHU JIIKyBaHHI €HOOMETPio3y,
acoliioBaHOTO 3 Ta30BUM 0ojeM, y mimmaiTkiB (12-18 pokiB) i3 3aranbHUM
CIIPUSITIIUBUM ITpodisieM Oe3eKu Ta IIepPeHO0CUMOCTI JIiIKapChbKOT0 3acoly.



JIikapro Ciif 3BaKUTU IlepeBaru 3aCTOCyBaHHS OIEHOTECTY Ta MOXKJIUBI PU3UKU
3aCTOCYBaHHS [JII KOKHOTO OKPEMOTro HifjriTka (guB. po3ainu «PapmMakoguHaMiKa»,
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).

Ilepeno3yBaHHA

IMocmigKeHHs TOCTPOl TOKCUYHOCTI, IPOBEEeHi 3 Mi€eHOreCTOM, He BKa3yBaJld Ha PU3UK
PO3BUTKY I'OCTPUX MMOOIYHUX peaklliil y BUMTagKy HEHaBMUCHOTO TPUMOMY KilTbKOX
no00BUX TepaneBTUYHUX O03. 2KogHux cnenudiyHUX aHTUOOTIB HE iCHYE.
3actocyBanHusa 20-30 Mr mieHorecty Ha goOy (mo y 10-15 pa3iB Bullle, HixK f03a B
TabseTHi IpenapaTty MiTpeH) ynipoaoBxK Oinbiiie 24 THXKHIB IEPEHOCUIIUCS OyKe
mobpe.

ITo0iuni peakmii

IMTo6iuHi peakiril onrcaHo 3rimHo 3 MedDRA.

[ToGiuHi peakilil HaWYacTillle PO3BUBAIOTHCS IIPOTATOM IIEPIIUX MiCSIliB 3aCTOCYBaHHS
OI€EHOTeCTYy 1 3HUKAIOTh Y IPOoLieci JIIKyBaHHs. MOXYyTh CIIOCTepiraTucsa 3MiHU
XapakKTepy KpOBOTeY, TaKi IK KPOBOMa3aHHS, HEPETYJIIPHI KpoBoTeudi abo aMeHOopes.

[MoBimoMiIsiyiv IIPO HACTYIHI IMOOiIYHI peaktil mmim yac mikyBaHHS gieHOorecToM. ITo6iuHi
sIBHIIIA, IPO SIKi HaW4dacTillle ITOBIOOMJISJIM IIif Yac JIiIKyBaHHSA OIEHOTeCTOM,
BKJIIOUaIOTh T'0JIoBHUM 6inb (9,0 %), nuckoMdopT y MonoyHuUx 3asno3ax (5,4 %),
npurHiveHuu Hactpiu (5,1 %) i akae (5,1 %).

KpiMm Toro, nikyBaHHS Oi€HOT€CTOM BIJIMBAE Ha XapaKTep MEHCTPYaJIbHUX KPOBOTEY y
OinpIIOCTi 2KiHOK. XapaKTep MEeHCTPYyaJIbHUX KPOBOTEY OLiHIOBAJIM CUCTEMATUYHO i3
BUKOPUCTAHHSIM IIIOOEHHUKIB IAlliEHTOK Ta aHaJIi3yBaJiu i3 3aCTOCYBaHHSAM METOLY
BO3 npoTtsrom 90-menHoro 3BiTHOrO nepiony. ITpoTrsarom nepmux 90 moHiB Teparrii
npemnapaToM CIOCTepiraam Taki XapakTepu KpoBoTed: ameHopesd (1,7 %), HedacTi
KpoBoTedi (27,2 %), gacTti KkpoBoTeui (13,4 %), HEeperynsapHi KposoTedi (35,2 %),
TpuBai kpoBoTtedi (38,3 %), HopManbHa MEHCTpyaJibHa KpOBOTeYa, TOOTO KOfHa 3
nonepepHix kateropiu (19,7 %). IIpoTsirom 4eTBEpPTOro 3BIiTHOTO mepiony
CIIOCTepiranaucs HaCTYIIHI XapaKTepu KpoBoTed: ameHopes (28,2 %), HedacTi
KpoBoTedi (24,2 %), gacTi KpoBoTedi (2,7 %), HeperynsapHi kpoBoTedi (21,5 %),
TpuBaJi KpoBoTedi (4,0 %), HopMaJjibHa MeHCTpPyaJibHa KpoBOoTeda, TOOTO siKa He
HaJIEKUTHh A0 JKOOHOI 3 IIoIepeaHix KaTeropiu (22,8 %). JIluiie iHOOi MOBIZOMIISIIIN IIPO
3MiHM XapaKTepy MeHCTPyaJIbHUX KPOBOTEY SIK ITPO MoOGiuHi peakiil y maiieHToK (Ous.
TAaOIUITI0 TOOIYHUX peakKiliii).

Y tabnuili 3a3HaveHi MobiuHi peakiii BignoBigHo mo kinacudikanii MedDRA (MedDRA
SOCs), nIpo sKi MOBiHOMIISIIU Tif Yac JIiKyBaHHS [i€HOTeCTOM, Ta iX YacToTa.



Y Mexkax KOXKHOI rpynu 1mobiuyHi epeKT 3a3HavYeHi y NOPAOKY 3MEHIIEHHS YaCTOTH:
yacTo (Big = 1/100 mo <1/10) i HeuyacTo (Big = 1/1000 mo <1/100). YacToTa
BHM3HaA4YeHa Ha MificTaBi 00’€MHaHUX OJaHUX YOTUPHOX KIIIHIYHUX OOCITiIXKEHb.

Cucrtemu opraHis

Yacto HeuacTto
(MedDRA)
3 00Ky cuCTeMU KPOBi
Ta niMpaTUIHOL aHeMis

CHUCTEMHU

3 60Ky MeTabo011i3aMy Ta .
3HUKEHHS MacCH Tina,

MIOPYLIEHHSA 00MiHYy [IiIBUINIEHHS MacCU Tila| . .
MMigBUIEHUN alleTUuT
pedYoBUH
NPUTHIYEeHUU HaCTPiu,
MOPYLIEHHS CHY, 3aHEINOKOEHHS],
[IcuxiuHi po3nanu HEPBO3HICTH, memnpecisi, 1abinbHICTh
3HUKEeHHS J1ibimo, HaCTpPOIO
3MiHU HACTPOIO
MOPYILIEeHHS
3 00Ky HEPBOBOIL TOJIOBHUM Oilb, BereTaTUBHOI
CUCTEMHU MirpeHb perynsiii, MopyleHHs
yBaru
3 00Ky opraHiB 30py CyXiCcTh Oo4en
3 OOKy OpraHiB CIyxy
Ta BECTUOYISIPHOTO O3BiH y ByXax
amnaparty
HecrnenudidHi
LUPKYJIATOPHI

3 60Ky ceplis
pO3/Iagu, TOCUIeHe

cepueduTTs
apTepiajbHa
3 00Ky CyOouH . ,
TinoTeH3isd
3 OOKy muxanbHOI
CUCTEMHU, OpTraHiB
OUCIIHOE

TPYOHOI KIIiTKH Ta
CepenoCTiHHSA




3 OOKY IIIJTyHKOBO-
KHIITKOBOTO TPAKTY

HynoTa, 0ilb y JKUBOTI,
MEeTeOpUu3M, 3OYTTS
KUBOTAa, OIIOBaHHS

Oiapes, 3armop,
OUuCKOMPOPT y
YepeBHiU ITOPOXKHUHI,
3amnajieHHs LIJIyHKOBO-
KHUILIKOBOT'O TPAKTY,
TiHTIBIT

3 OOKy LIKipu Ta
ITiAIITKipHOI
KJIITKOBUHU

aKHe, aJIonellis

CYXICTb IIKIipH,
rirmeprigpo3s, cBepobixK,
ripcyTusm,
OHIXOKJIa3is, JIyIma,
OepMaTHUT, HOPYIIEeHHSI
POCTY BOJIOCCS, Peakilil
(poTOUyTIUBOCTI, 3MiHU
mirMeHTalril

3 OOKy OIIOPHO-PYXOBOI
CUCTEMHU Ta CIOJIy4YHOI
TKaHUHU

0inb y couHi

0inb y KicTKax, M’ sI30Bi
cyoomu, Oinb y
KIHITIBKaX, BIOYYyTTHA
TSI2KKOCTI ¥ KiHITiBKax

3 OOKy HUPOK Ta
CEeYOBUOITbHOI
cucreMu

iH(eKITil ceYoBUBITHUX
IIJISIX1B

3 OoKy
PEenpoayKTUBHOI
CUCTEMU Ta MOJIOYHUX
3a503

OUCKOMQOPT y
MOJIOYHHUX 3a/103aX,
KiCTa SIEYHUKIB,
IIPUILJIMBU, MATKOBI/
BariHaJIbHI KpOBOTEY],
B T.4. KpOBOMa3aHHS

BariHalIbHUM
KaHOUO03, CYyXiCThb
BYJIbBU Ta IIiXBH,
BHUiJIEHHS 31 CTaTeBUX
opraHiB, 6inb y minsHII
MaJIoro Ta3a,
aTpodivyHmMn
BYJIbBOBAriHIT,
30i/TbIIIEHHS MOJIOYHUX
3aJ103, KICTO3HO-
$ibpo3Hi
3aXBOPIOBAHHSA
MOJIOYHUX 3aJ103,
HarpyOaHHS MOJIOYHUX
3aJ103

3aranpHi po3agu Ta
MiclieBi peakiril

ACTEeHIYHI CTaHH,
OPAaTiBJIIUBICTH

HaOpsaK




Takoxk criocTepiranucs Taki moOiuHi peakilii: mepcucTeHuis GomiKymIiB, MiABUIIEHHS
aleTUTy, pPeakllil Timep4YyTIUuBOCTI.

IHI11i cepio3Hi MOOiIYHI peakxliil criocTepiranucs I 4Yac 3aCTOCYBaHHSI CTEPOITHUX
CTaTeBUX TOPMOHIB IMPOTrecToreHiB (OuB. po3ain «Ocob6IMBOCTI 3aCTOCYyBaHHSI»):
BEHO3Hi Ta apTepianbHi TpoMO0EeMOOIiYHiI TOPYIIIeHHS, apTepiaybHa TrinepTeH3is,
iHpapKT MioKapaa, iHCYyIbT, HOBOYTBOPEHHS MOJIOUHHUX 3aJ103, IIYXJIMHU II€YiHKH,
Bim4yTTsa OUCKOMQOPTY y CIHHI, XJI0a3Ma, XOJeCTaTu4YHa XKOBTSHUIISL, OCTEOIIOPO3,
3MiHU TOJIEPAHTHOCTI 10 I'/TI0KO3u ab0 BIJIUB Ha NepudepuyHy
IHCYJIIHOPE3UCTEHTHICTE.

ITogioomaeHHs1 npo nido3prosaHi NObiUHI peakuii

[ToBimoMiieHHS PO MimO3pIoBaHi M0OiIYHI peakxiiil y mepiof MoCTMapKEeTHUHTOBOTO
CIIOCTEepEeXKEeHHs € OyxXKe BaXXJIUBUMHU. lle ma€ MOXKIIIUBICTh 30iViCHIOBATU KOHTPOJIb
CHiBBiIHOIIEHHS KOPUCTh/PU3UK 3aCTOCYBaHH JIiKapChKUX 3aco0iB. MenuyHi
MTPalliBHUKY ITOBUHHI MOBIMOMJIATH PO Mimo3pioBaHi mobiyHi peakirii.

TepMiH NpHIAaTHOCTI
3 POKH.
VYMoBHM 30epiranas

30epiraTty B OpuUTiHanbHil yIaKOBIIi ITpu TeMIiepaTypi He Buile 25 2C. 36epiratu y
HEeOOCTYyIIHOMY IJIS OiTeu MicIi.

VYnakoBka

ITo 28 TabneTok y 6sicTepi; mo 1 61icTepy B KApTOHHIM KOPOOIIi.
KaTeropist Bignmycky

3a penemnTomMm.

BupooHuK

JIABOPATOPIOC JIEOH ®APMA C.A.

Micue3Haxo/dKeHHsI BHUPOOHHKA Ta HOro aJgpeca MicIisi IpoBaJaXKeHHSI
IisIIHLHOCTI



[Tomirono IugycTpians HaBaTtexepa, Byin. Jla Banbina 6/H, Binbsikinam6pe-JIeoH,
Icnianis.

Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 OQiIlifHOro gxkepena — J1epKaBHOI0 PEECTPY

JIiKapchKuX 3ac00iB YKpaiHu.
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