IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

H2KA3

(YAZ®)

Cknao:
Oitoui pevyosuHU: eTUHIIeCTPagiosl, APOCIipeHOH;

1 ymakoBka MicTuTh 28 TabneTok (24 TabmeTKH CBiT/IO-poKeBOTO Ta 4 TabmeTku (mnauebo) 6inoro
KOJIbODY);

1 TabneTKa CBIiT/I0-pOKEBOT0 KOJIbOPY MiCTUTH eTuHinecTpapiony 0,02 Mr (y BUTIAML KnaTpaTy 3
OeTaleKCoOM) Ta IPOCIipeHOHY 3 MT;

0ONoOMIdCHI pe40BUHU: JTaKTO3U MOHOTIPAT, KpoXMalb KyKypYyA3sSHUY, MarHilo creapar,
rimpomernosa, Tanbk, TUTaHy miokcup (E 171), 3anisa okcup yepBonuii (E 172);

1 TabneTtka mnanedo 6iI0ro KoIbopy MiCTHTD:

0ONOMIJCHI peyoBuUHU: TAaKTO3KW MOHOTIAPAT, Ie/lI0103a MiKpOKPHUCTalliyHa, MarHilo cTeapar,
rimpomesnosa, Tanbk, TuTany giokcup (E 171).

JIikapcbka ¢opma. TabrneTku, BKpUTiI 060I0HKOIO.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: KpyTJli BOOMYKJIi TableTKH, BKPUTI 000JI0HKOIO, CBIiTJIO-
POXKEBOT0 KOJIbOPY, 3 0OOHOTO O0KY o3HaueHi OykBamMu «DS» y mpaBUIbHOMY IIECTUKYTHUKY, Ta
KPYTJIi, IBOONYKIIi TabmeTKy, BKpUTi 000710HKOI0, 6il0oro Kojabopy, 3 ogHOTo 00Ky Io3HaueHi OyKBaMu
«DP» y IpaBUIbBHOMY LIECTUKYTHUKY.

dapmakoTepaneBTHYHA rpyna. [opMoHaibHI KOHTPALENITABY [AJIsI CHCTEMHOTO 3aCTOCYyBaHHS.
EcTporenu Ta rectareHu y gpikcoBaHux KOMOiHaIligX.

Kom ATX GO3A Al12.

dapmakonoeiuHi e1acmueocmi.
®apmokoduHamika.

Iapekc [Tepns KoHTpalnenTuBHUX HeBaad: 0,41 (BepxHii ABOCTOPOHHIU 95 % mOBipumMi iHTEpBa:



0,85). 3aranwuuii iHmekc [Iepns (KOHTpaLENTUBHI HeBOayi moMunku 3 60Ky maiieHTok): 0,80
(BepxHill 1BOCTOPOHHIM 95 % moBipuuii inTepsan: 1,30).

[TpoTuzanmnigHa mis mpenaparty ka3 0a3yeThCs Ha B3a€EMO[Iil pisHUX YMHHUKIB, HalBaXKJIUBIIIIUMHU
ceper IKUX € IPUTHIYEHHS OBYJIAI] i 3MiHa I[epBiKalbHOI CEKpelil.

Y xofi TPHU-IIUKIIOBOTO KIiHIYHOT'O JOCTiAXKEHHS IPUTHIYEeHHS OBYJISIil TOPiBHIHHS KOMOiHail
npocnipeHoH 3 Mr/etuHinectpapion 0,02 Mr nipu 24-meHHoMy Ta 21-meHHOMY pexumi, 24-neHHUN
PEeXUM acollitoBaBcs 3 OibIIO0 CyIpecielo Po3BUTKY dorikymiB. [Ticas HaBMUCHUX TIOMUJIOK Y
MOo3yBaHHI IIPOTSATOM TPETHOTO IUKIIY Teparlil y mepeBaxkHoi OinbIIOCTi KiHOK i3 21-IeHUM peKUMOM
CIlocTepiranacs aKkTUBHICTh SI€YHUKIB, BKJIIOUAIOUM OBYJIALIO ITIOPIBHSAHO i3 XXKiHKaM# 3 24-0€HUM
pexuMoM. AKTUBHICTh SI€UHUKIB IIOBepTajacs OO0 PiBHIB, 1[0 OyIK 4O OYaTKy Tepallii IpoTAroM
UKy micns tepamnil y 91,8 % XiHOK i3 24-IeHHUM PeXKUMOM.

[Tpemapart [Ika3 - 11e KOMOiHOBaHUI OpabHUY KOHTPALENITUB 3 €THHIIeCTPaAioioM Ta
IIPOTECTOreHOM OPOCIipEeHOHOM. Y TepaneBTUYHUX [,03aX OPOCIIPEeHOH IPOBIIS€ aHTUAHIPOTeHH] Ta
IOMipHI aHTHMiHEPaOKOPTHUKOIHI BIaCTUBOCTI. BiH He Ma€e eCTPOTeHHOl, TTIOKOKOPTUKOIHOI Ta
QHTUTITIIOKOKOPTUKOIMHOI aKTUBHOCTI. OTKe, IPOCHiPpeHOH Ma€ CX0XKMUK (papMaKoJIOriyHul mpodinb 3
IPUPOAHUM IIPOTeCTEPOHOM.

3rifHO maHMWX KIiHIYHUX AOCIigXKeHb IOMipHI aHTUMiHEPaJIOKOPTUKOITHI BIaCTUBOCTI IIpenapaTy
[>Ka3 MpHU3BOASATH OO MOMiPHOTO aHTUMiHEPAIOKOPTUKOIZHOTO BILJIUBY.

Byno npoBeneHo aBa OaraToleHTPOBUX, MTOABIMHUX CIIINUX, paHA0Mi30BaHuUX, Ijalebo-
KOHTPOJIbOBaHUX AOCTiAKEHHS [JIs OIL[iHKY epeKTUBHOCTI Ta 6e3meKy 3acTocyBaHHs [IKa3 KiHKaM 3
acne vulgaris cepepnaboro crynens. [licig 6 MicsiniB Tepartii, mOpiBHSAHO 3 malebo, mpenapaT
IPOJEeMOHCTPYBaB CTaTUCTUYHO 3HAUyIUi epekT 3HMKeHHS Ha 15,6 % (49,3 % nopiBugHO 3 33,7 %)
KiTbKOCTI 3amanbHuX efneMeHTiB, 18,5 % (40,6 % mopiBusHO 3 22,1 %) KinTbKOCTI He3amaabHUX
eyieMeHTiB, Ta 16,5 % (44,6 % mopiBusHO 3 28,1 %) 3araabHOI KiJTbKOCTi BUCHIIAHB. TaK0XK OiTbITHI
BimcoTok cy6’exTiB, 11,8 % (18,6 % mopiBHSHO 3 6,8 %), OyB i3 «4MCTOI0» Ta «MaikKe YUCTOIO»
IIKipoIo, gKi ouiHioBanucs 3a mkanow [SGA (Investigator’s Stated Global Assessment).

dapmaxoKiHemuxka.
IIpocmipeHOH

BcMokTyBaHHA. [IepopaibHO IPUUHATUN OPOCIIIPEHOH IIBUAKO 1 ITIOBHICTIO BCMOKTYETBCH.
MaxkcuMasnbHa KOHIIEHTPAllisl y CUPOBATIl KPOBI, 1110 CTAHOBUTDH 38 HI/MJI, IOCATAETHCS IPUOIU3HO
yepe3 1-2 roguHM MicNisi OGHOPA30BOTO IIEPOPaIbHOIO0 3aCTOCYBaHHA. BiogOCTYIHICTh CTAHOBUTH
76-85 %. OpHOYacHe BXKUBaHHA 1XKi He BIUTUBA€E Ha O10MOCTYIHICTL APOCIiPEHOHY.

Posnopin. Ilicng mepopaspHOro 3aCTOCyBaHHSA KOHIIEHTPALiA APOCIIPEHOHY B CUPOBATLL KPOBI
3HUXKYETHCS i3 CepefHiM KiHIIeBUM IepiogoM HamiBBuBedeHHs 0mu3bK0o 31-1 rogunu. [IpocmipeHoH
3B’SI3YETHCS i3 CUPOBATKOBUM albOyMiHOM, IPU IbOMY He 3’emHytouncs i3 [3CC, Ta
KOPTHKOIMO03B’s13yt0uuM rino0ymninom. Tinbku 3-5 % #oro 3araibHOI KiTbKOCTI B CHPOBATII KPOBi
IIPUCYTHI y BiIbHOMY CTaHi. CIpUYMHEHe eTUHiNecTpanionoM niasuiieHHsa ['3CC He BIIMBa€ Ha
3B’13yBaHHS [POCIIPEHOHY 3 IpOoTeiHaMu cCupoBaTKU KpoBi. CepeniHiit 06’eM po3mofminy
OPOCIIpeHOHYy CTaHOBUTH 3,7+1,2 n/KT.

MeTabomi3M. [[pocnipeHOH 3Ha4YHOI0 Mip0i0 MeTabo01i3yeThCSA MiC/Is TePopasbHOT0 3aCTOCYBaHHS.
[onoBHMHU MeTaloJliTaMu Y I71a3Mi € KUCJIOTHI (OPMU APOCIipEeHOHY, III0 YTBOPIOIOTLCS IIPU
BiDKPUTTI TaKTOHOBOT'O KiNblisl, Ta 4,5-AUTiIPO-OIpOCIipeHOH-3-CynbdaT, sIKi yTBOPIOIOTHCS LIITXOM
rigpararnii 3 noganpmuM CynbdaTyBaHHAM. [IpOCIipeHOH TaK0X € 06’'€KTOM OKHCHIOBAJIbHOTO



MeTabomi3my, 110 KaTanidyerbcss CYP3A4. In vitro mpocripeHOH Moxe c/1abko abo IoMipHO
npurHigysaTtu ¢pepmenTy nutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BuseneHHS 3 opraHismy. [IIBuaKicTs MeTa0O0TiYHOTO KIiPEHCY APOCIIPEHOHY i3 CHPOBAaTKU KPOBi
CTaHOBUTH npubnmu3Ho 1,5+0,2 Mi1/xB/KT. [IpOCIipeHOH BUMINSAETLCS Y He3MiHEHiN GOopMi TilnbKHU y
nyKe He3HAYHIN KinbKOCTi. MeTabomiTH BUOINSAIOTHCS i3 cedelo Ta KaJioM Y CIIiBBimHOIIeHHi Bix 1,2 mo
1,4. Tlepiox HaniBBUBemeHHS MeTabOJIITIB i3 ceyero Ta KaJoM CTAaHOBUTE Mpubau3Ho 40 roguH.

CTaH piBHOBarW. YIpoJoBXK LIMKIIY 3aCTOCYBaHHS MaKCUMaJjlbHa PiBHOBaKHA KOHIIEHTpALlis
OPOCIipEHOHY B CUPOBATII KPOBI, 1110 CTAHOBUTD MpuOIU3HO 70 HI/MJI, [OCATAETLCS micysa 8 gHiB
3acToCcyBaHHA. PiBHI ApOCHIipeHOHY Y KPOBi KyMyJIl0BalIu B 3 pa3u K HACIiOK CIiBBIIHOLIEHHS
TePMIHAJIBHOTO [1epiofy HaliBBUBENEHHS Ta IHTEePBaly JO3yBaHHI.

OxpemMi epynu nauieHmox

2KiHKY i3 mopyIineHHIM GYHKIIII HUPOK. PiBHOBaXKHa KOHIIEHTpAallisl APOCIipeHOHY B CUPOBATII KPOBi y
JKIHOK 3 HUPKOBO HE[OCTATHICTIO JIETKOT'0 CTYNEeHs TSAXKKOCTI (KJipeHc KpeaTuHiHy 50-80 Mi1/xB)

Oy/a MOPiBHSHHOIO i3 I[UM ITOKa3HMKOM [J151 XKiHOK i3 HOpMaabHOI (PYHKITIEI0 HUPOK (KJTipeHC
KpeatuHiny Oinbire 80 m/xB). PiBeHb OpocipeHOHY B CUPOBATII KpoBi OyB y cepenuabomy Ha 37 %
BUIIKM y XiHOK i3 HUPKOBOIO HE[JOCTATHICTIO CEPEIHBOI0 CTYIEHS TSAXKKOCTI (KJTipeHC KpeaTHHIHY
30-50 m1/xB) MOPIBHSHOL 3 UM MOKa3HUKOM [JIs1 XKiHOK i3 HOPMAaJIbHOIO (PYHKIII€I0 HUPOK.
3acTocyBaHHS [POCIiPEHOHY ITPOIEMOHCTPYBaJIO f0OPY IEPEHOCUMICTh Y BCiX Ipyliax NallieHTOK.
[Toxa3zaHo, 1110 IPUIMaHHS OPOCIipeHOHY He Ma€ KITiHiYHO 3HAUyIIoro eekTy Ha KOHIEHTPaIlilo
KaJliio B CUPOBATLIi KPOBI.

2KiHKY 3 mOpyIeHHIM QYHKIIII TeYiHKH.

Y mocnifKeHHi 3aCcTOCYyBaHHS pa30Bol 03U KJIipeHC APOCIipeHOHY IIPU IepopabHOMY 3aCTOCYBaHHi
3HUKyBaBcs npubau3Ho Ha 50 % B 0cib i3 MOMipHOIO TeYiHKOBOIO HELOCTATHICTIO TOPiBHSAHO 3
no6pOBOIBLSIMU 3 HOPMaJIbHOI0 GYHKITi€l0 eviHKu. BusiBieHe BigxuneHHs KIipeHCY APOCIipeHOHY B
0Ci0 i3 MOMipHOI0 Me4YiHKOBOIO HENOCTATHICTIO HE 3YMOBIIIOBaIO Oyab-IKUX SIBHUX BiIMiHHOCTEN
BiTHOCHO KOHIIEHTPaIlil Kasiio y cupoBaTili KpoBi. HaBiTh pu HasgBHOCTI IIyKPOBOTO AiabeTy Ta
CYIIyTHBOI Teparlii CIlipoHOJTaKTOHOM (OBa (paKTOpH, III0 MOXKYTh IIPOBOKYBATH TillepKaieMiio) He
CIIOCTepiranocs MifBUILeHHS KOHIIEHTpallil Kajiilo B CHpOBATILli KPOBi BUIlle BEPXHLOI MEKi HOPMHU.
MozkHa 3po0UTH BUCHOBOK, I1I0 APOCIIipeHOH no0pe MePeHO0CUThCS 0c00aMH i3 IeUiHKOBOIO
HeIOCTATHICTIO JIETKOTO Ta IIOMIpHOTO CTyIeHs (kinac B 3a knacudikauieto Yainga-I1'10).

ETniyni rpynu. He crocTepiranocs KmiHIYHO 3HA4YII0] Pi3HUII Y papMaKOKiHETHII APOCIIipEHOHY
abo eTuHiNECTpPaiony y XKiHOK STIOHCHKOI HAlliOHAJIBHOCTI Ta €BPOIEHIIiB.

Etuninectpapion

BcMmoktyBaHH4A. [Ipy nepopaibHOMY 3aCTOCYBaHHI €TUHIIECTPaAios MIBUAKO 1 ITIOBHICTIO
BCMOKTYETHCS. MakcuMabHa CUPOBAaTKOBa KOHLIEHTpallisl, 1110 AOPiBHIOE 33 IKI/MJI, HOCATAEThCS
IPOTSATOM 1-2 TOIMH MiCIIsT OMHOPA30BOT0 IIEPOPATIBHOT0 3aCTOCYBaHHs. AGCOMI0OTHA Oi000CTYIHICTD
BHACJTIIOK MTPecucTeMHOl KOH 1orallii i MeTabos1i3My IIpu MePIIOMY IIPOXOMXKEHHI yepe3 MeuiHKy
CTaHOBUTH Npubau3HO0 60 %. OgHOYacCHe BXKKBaHHA 1XKi 3MeHIIIye 6i0fOCTYIIHICTh €TUHIIECTPAAi0Ny
npubnu3Ho y 25 % JOCHifXKyBaHUX, IIPU HE3MiHHIN y PEIITH.

Posnopin. PiBHI eTuHIiNEeCTpaniony y CHpoOBaTIi 3MEHIIYIOTHCS ABO(a3HO, TepMiHaibHa (Pa3a
XapaKTepU3YETHCS IEPi0IoM HaliBBUBEOEHHS, 110 MPUOIN3HO JOPiBHIOE 24 TOOUHU.
ETuHinecTtpapion MillHO, IPOTe HeCeUU(iyHOo, 3B’I3yETHCS 3 anbOyMiHaMU CUPOBATKHU (IPUOIU3HO
98,5 %) Ta inmykye 306inbmenns konueHnTpauii '3CC ta K3I' y cupoBartui KpoBi. YsaBuui 06’'eM



PO3MOMIiNly CTaHOBUTDH MPUOIU3HO 5 JI/KT.

Mertab6oni3M. ETuHinectpagion 3HauHO00 Mipoio MeTabonidyetsea y IIKT Ta mpu nepmomy
IIPOXOAKEeHHi yepes nevinky. ETuHinecTpangion Metaboi3yeThCs, TOTOBHUM YMHOM, LIISXOM
TiAPOKCUIIOBAHHSA apOMaTHUYHOI0 KiJIbIll 3 YTBOPEHHAM IIUPOKOIr0 CIeKTpa FiAPOKCUILOBAHUX Ta
METHJILOBaHUX MeTa0OoJIiTiB, sIKi MPUCYTHI y BiIbHOMY CTaHi Ta SIK KOH'I0TaTH 3 TJIIOKYPOHiTamMu Ta
cynbdaTamu. MeTabomiuHul KilipeHC eTUHITeCTPaniony CTaHOBUTEL MPUOIU3HO 5 MII/XB/KT.

In vitro etuninectpapmion € 3BopoTHiM iHri6iTopom CYP2C19, CYP1A1 ta CYP1A2, a TaK0OXK Ha OCHOBI
MexaHi3My fii - iHribitopom CYP3A4/5, CYP2C8 Ta CYP2]2.

BuBeneHHs 3 oprasiamy. ETusinecTpagion npakTU4HO HE BUBOAUTHLCA Y HE3MiHEHIH (opmi.
MeTaboriTi eTHHINIECTPaiony BUBOASTLCS i3 ceuelo Ta XKOBUIO y CIiBBigHOIIEHH] 4:6. [Tepion
HalliBBUBEJeHHS MeTaloJliTiB CTaHOBUTE Maiixke 1 mo0y.

Cras piBHOBaru. CTaH piBHOBaru AOCATAETHCS Y APYTil MTOJOBUHI IUKITy 3aCTOCYBaHHS, KON
KOHIIEHTPaIlis eTHHiIeCTPaAioy B CUpOBaTIi KpoBi 30inbmyeThes B 2,0-2,3 pasa.

ITokniHiyHi OaHi 3 6e3neku.

Y nabopatopHux TBapuH e)eKTH APOCIipeHOHY Ta eTHHiecTpamiony Oymu oOMeXeHi TaKUMHU, 1110
acoIriloBaucs 3 BiloMo0 (hapMaKOJIOTiuHOIO Hi€l0. 30KpeMa, OOCTiIKeHHS 3 BUSIBIIEHHS
PENpPOAYKTUBHOI TOKCUYHOCTI ¥ TBapUH II0Ka3aau HasBHICTh BUAOCIENU(pIiYHNX eMOPiOTOKCUYHOTO Ta
($heTOTOKCUYHOTO BINMMBIB. [Ipu eKCIT03u1lii, 1[0 IEPEBUIIYE TaKy Y KOPUCTYBauiB npemnaparty [xka3s, y
IesKUX BUMIB TBAPUH CIIOCTepiraau BIUIMB Ha CTaTeBY Au(epeHialiio. oCIigKeHHs 3 OLiHKI
€KOJIOTIYHOr 0 pU3UKY II0Ka3aJliy, 110 eTUHIIeCTpaAiol Ta OPOCIipeHOH MOTEHIIINHO MOXYTh
CTQHOBUTHU 3arpo3y [JIsg BOOHOTO cepenoBulla (muB. po3min «OcobuBi 3axoqu 6e3meKn»).

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

ITepopasnbHa KOHTpALEMis.

IIpomunoka3aHHs.

Komb6inoBaHi ropmoHanbHi KoHTpauenTusu (KI'K) He ciif 3acToCOByBaTH NpU HagBHOCTI X04a 6
OJIHOTO i3 HMKYe3a3HaUeHUX CTaHiB. Y pa3i aKkiio OyOob-IKui i3 WX CTaHiB BUHUKAE BIEpIIe i 9ac
3actocyBaHHs KI'K, npuitom nikapchKoro 3aco0y Ciifl HerafHO IPUIIUHUTHU.

HasBHicTh a0 PU3UK PO3BUTKY BeHO3HOI TpoMboeMboriil (BTE).

0 BeHO3Ha TpoMOoeMOOIIisl Ha maHUY Yac, 30KpeMa BHACIIJOK Tepalil aHTUKoaryisHTamMu, ado B
aHaMHe3i (Hanpuknang TpoM003 rinubokux BeH (TT'B) abo Tpomboembomist nerenesoi aptepii (TEJIA));

0 BigoMa cmapgkoBa a0o HabyTa CXUIbHICTh 10 BEHO3HOI TpoMO0eMO0ITil, TaKa SK Pe3UCTEHTHICTH [0
akTuBOBaHOro mpoTteiny C (y ToMmy uucii myTartiis ¢akropa V Jleiigena), nedimut antutpombiny-III,
nedinut npoteiny C, gediuut nporeiny S;

0 BeJIMKi OTIepaTHBHI BTPyYaHHS i3 TpuBasow iMmmoobinisarlrieio (quB. po3min «Oco6auBOCTi



3aCTOCYBaHHS»);

0 BHCOKHH PU3UK BEHO3HOI TpoMO0oeMOoIIii Yepe3 HasiBHICTh MHOXKUHHUX (HaKTOPiB PU3UKY (IUB.
po3min «OcobMMBOCTI 3aCTOCYBAHHS»).

HasBHicTh a0 PU3UK PO3BUTKY apTepianbHOl TpoMOoeMbomil (ATE).

0 HasBHICTB apTepianbHOI TPoMOoeMOoil Ha maHuM Yac a00 B aHaMHe3i (Hampukiag iHhapKT
MioKapya) abo HasIBHICTh MPOAPOMAIbHUX CUMIITOMIB (HalIPUKIIaM CTEHOKAP/Iis);

0 IOpYIIeHHS MO3KOBOTO KpOBO0Oiry Ha maHuil yac abo B aHaMHe3i, HasIBHICTh IIPOAPOMabHUX
CUMIITOMIB (HallpuKia[ TPaH3UTOPHA imeMiuHa aTtaka (TIA));

0 BigoMa cmapgkoBa a0o HabyTa CXMIBHICTE 10 apTepianbHOi TpoMGoeMOorTii, Taka K
rimeproMouucTeiHeMist Ta aHTUTINA [0 hocdosmimigiB (aHTUTINA 10 KapaionimiHiB, BOBUaKOBUM
aHTUKOATYJISHT);

0 Mil"peHI: 3 BOTHHUIIIEBUMHU HeBpOJ'[OT‘i‘-IHI/IMI/I CUMIITOMaMH{ B aHaMHe3i;

0 BHCOKUM PU3UK apTepianbHOi TpoMO0eM0OoJTil Yepe3 HagBHICTh MHOKUHHUX (AKTOPiB PUIUKY
(ouB. po3xin «OcobIUBOCTI 3aCTOCYyBaHHS») ab0 Yepe3 HasBHICTh OMHOTO CEPHO3HOT0 GaKTOpy
PU3UKY, TAKOTO FK:

- IIyKpOBUi fiabeT i3 CyIUHHUMU yCKJIafHEHHIMUY;
- Ts2KKa apTepiajbHa rineprensis;
- TSI2KKa OUCIITOMPOTEeIHEMIS.

HasiBHICTh TSKKOTO 3aXBOPIOBAHHS IEYiHKY Ha MaHWM 4ac abo B aHaMHe3i, TOK’
IIOKa3HUKM QYHKIIil IeYiHKK He TIOBEPHYJIUCS Y MeXi HOPMH.

HupkoBa HENOCTATHICTh TSIKKOTO CTyIeHs abo rocTpa HUPKOBAa HEJOCTATHICTh.
HasiBHiCTh MyXJIMH MEeYiHKY Ha HaHUY Yac abo B aHaMHe3i (MoOposiKicHUX abo 370SKiCHUX).

Bimowmi abo migo3proBaHi 3/M0KiCHI MyXIUHY (HAIPUKIIAM, CTAaTEBUX OPTraHiB a0 MOJIOUHUX
3a/103), 110 € 3aJIe’KHUMU Bifl CTaTeBUX TOPMOHIB.

BariHanbHa KpoBOTe4a He3'siCOBaHOI eTiOoril.

[TigBuIleHa YYTIUBICTE [0 Ail0YMX Pe4OBUH ab0 M0 Oyab-IKOTO0 i3 KOMIIOHEHTIB JTiKapChKOT0
3aco0y.

Jlikapcbkuit 3aci6 [ka3 mpoTumoKasaHui pyu ONHOYAaCHOMY 3aCTOCYBaHHi 3 JTiKapChbKUMU 3acobaMy,
1110 MicTsSTh oMOiTacBip/mapuTanpeBip/puToHaBip Ta macalyBip abo riekamnpesip/mibpeHTacBip, abo
codocOyBip/BenmnaTacBip/BoOKCUIanpeBip (AUB. po3ain «B3aeMopis 3 iHIMMMU TiKapCchKUMU 3acobamMu
Ta iHII BUOU B3aEMOMIN»).

Oco01HuBi 3ax00H 0Oe3MeKH.



Ileit TiKapchbKHH 3aCi0 MOXKe CTAaHOBHTH He0e3IeKY [/isi HABKO/IHIIHbOr0 CepeIoBHIIa
(muB. po3ain «®apMaKoJIOriuHi BIaCTHBOCTI»). ByIb-sIKHH HeBUKOPHCTAaHHH JTiKapChbKHH
3acib abo Bigxomu ciim yTHIi3yBaTH BiiIOBiIHO 10 JIOKQJIbHUX BUMOT .

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Cnip o3HaiioMuTHCS 3 iHdOpPMali€eto 0a0 JTiKapChbKoro 3acoby, 1110 3aCTOCOBYETLCS OJHOYACHO, [T
BUSBJICHHS IIOTEHIIMHUX B3a€EMOIH.

e BrmuB iHmmx mikapchKux 3aco0iB Ha JiKapchKkui 3acib [Ixka3

B3aeMopii Mok7HBi 3 JTiKapCbKUMHU 3aco0aMu, 110 iHOYKYIOTh MiKpocoMainbHi pepMmenTH. Lle
npu3Befie 0 30ibIIeHHs KIIipeHCY CTaTEBUX TOPMOHIB, 1[0 Y CBOIO YepTy CIPUYHUHSIE 3MiHU
XapaKTepy MeHCTpyabHOI KpoBoTedi Ta/ab0 BTpaTH e(eKTHBHOCTI KOHTpPAIENITHRA.

Tepanis

[HpyK1is hepMeHTiB MOXe OyTH BUSIBIIEHa Yepe3 [eKibKa [HIB NiKyBaHHSA. MaKcuMabHa iHOYKILS
(dhepMeHTIB 3arajioM CIIOCTEPiraeThCa Yyepe3 OeKinbkKa TUxKHiB. [Ticnsa BigMiHM TiKyBaHHS iHOYKIiSA
dhepMeHTiB MOXKe TpUBaTH OJIU3BKO 4 THXKHIB.

Kopomxkocmpokoge niKy8aHHA

2KinKu, sIKi IpU¥MaroTh JIiKapchKi 3ac0o0H, 1110 iHOYKYIOTH PEePMEHTH, MalOTh TUMYaCOBO
BUKOPUCTOBYBaTU Oap’epHUM MeTof abo iHIIuM MeTon KoHTpanenilil momatkoBo no KOK. Bap’epuuit
METOZ, CJIiff 3aCTOCOBYBATH IIPOTATOM YChOT'O TEPMiHY JIIKYBaHHS BiIIOBIIHUM IIpeliapaToM i Ige
IpOTATOM 28 [OHIB MiCsd IPUNIUHEHHS MOT0 3aCTOCYBaHHSA. fKINO Tepais po3M0YUHAEThCSA Y ITepion
3acTocyBaHHS ocTaHHiX TabneTok KOK 3 ymakoBKH, TO puiioM TabIeTOK 3 HacTymHol ynakoBku KOK
CJIif po3moyaTy Ofpa3y Iiciis nonepenHboi 0e3 3BUYHOI0 iHTEepBany 6e3 3aCTOCYyBaHHS TabJIeTOK.

Ilogezocmpokose niKy8aHHA

2KiHKaM IIpu JOBrOCTPOKOBI Teparlii Aifo4MMy peYOBMHAMH, 110 iHAYKYIOTh (epMEHTH MeYiHKHU,
peKoMeHOyeThCs Oap’epHUil abo iHMNI BiANOBIIHUIN HETOPMOHAIBHUM METOM KOHTPALIeMIIil.

Huxxue3asHaueHi B3aeMopii Oyu 3adikcoBaHi 3rigHO 3 0ny0/IiKOBAHUMY TaHUMU.

Iiroui peyosuHu, w,o 36iavwyroms KkaipeHc KOK (3HuocenHs epekmusHocmi KOK uepe3 iHOYKU it
(hepmeHmis), HaNpPuKaao:

6apbiTypaTu, 603eHTaH, KapOaMa3eliH, GeHiTOIH, IPUMifoH, pudaMIIilliH; IpenapaTH, 110
3acToCoByI0ThCS Ipu BIJI-iH(ektii: pruToHaBip, HeBipaliH Ta edaBipeHIl; TaK0XK, MOXKJIIKBO,

denbamat, rpu3eodyabBiH, OKCKapOas3eIiH, TomipaMar i pOCIMHHI TiKapchKi 3aco0u, 110 MiCTSTh
eKCTpakT 3Bipo6oio (Hypericum perforatum).

Litoui peuosuHU i3 HeNnoCMiluHUM 8n/aAuBoM Ha KiaipeHc KOK

[Tpu ogrOouacHOMy 3actocyBaHHi 3 KOK Bennka kinbkicTh KoMOiHanii iHribiTopis BIJI-mpoTeasu Ta



HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPAaHCKPHUIITa3H, BKII0OUal0yy KoMOiHalii 3 inribiTopamu
Bipycy rematuty C (BI'C), MoXyTb migBuIlyBaTH ab60 3HMXKYBaTU KOHILIEHTpallii ecTporeny abo
IIPOTeCTUHIB ¥ ma3Mi KpoBi. CyKyIHUM BIIJIUB TAKUX 3MiH MOXKe OyTH KIIiHIYHO 3HAUYIIUM Y OeTKUX
BUIIaIKaX.

Tomy m1st BUSIBIIEHHS IIOTEHI[IHUX B3aEMOIiN Ta OyIb-IKUX iHIIUX PeKOMeHalli# ciia
03HAMOMUTHUCS 3 iHpOPMAIIiEI0 00 METUYHOT0 3aCTOCYBAHHS JTIKAPCHKOTO 3ac0o0y M7 JTiKyBaHHS
BIJI/BI'C, mo npuiiMa€eThCcsl OMHOYACHO. Y pa3i HasBHOCTI OyOb-IKUX CYMHIBiB XKiHKaM JOJATKOBO CIIif
BMKOPUCTOBYBaTU Oap’€pHUI MEeTO[ KOHTpalellii mpu Tepatil inriditopamu mpoTeasu abo
inribiTopaMu HEHYKIE03UIHOI 3BOPOTHOI TPAHCKPHUIITA3H.

Miroui pevosuHu, w,o 3Hucyroms Kaiperc KOK (iHzibimopu pepmermis)
KniniyHa 3HauyLIiCcTh IOTEHIINHOI B3a€MOZIi 3 iHriGiTopamMu pepMeHTIB 3aIUIIaeThCs He3’ ICOBaHOIO.

OpHoYacHe 3aCTOCyBaHHS CUJbHUX iHTiIOiTOPiB CYP3A4 MoOKe IiABUINUTH 11J1a3MOBI KOHIIEHTpAIlil
ecTporeHy abo mporectury, abo 000X KOMIIOHEHTIB.

Y mocnimxeHHi 6araTopa3oBux 003 KoMOiHallil gpocripeHoH (3 Mr/no0y)/eTruHinecTpagion

(0,002 mr/mo0y) Ta cunbHOro iHriditopa CYP3A4 KeTOKOHA3011y, 1[0 3aCTOCOBYBABCS OOHOYACHO,
npotsaroM 10 gHiB 30inburyBanocs 3HadeHHss AUC ,,,, APOCIIPEHOHY Ta eTHHINecTpafiony y 2,7 Ta
1,4 pa3a BiImOBiOHO.

ETopukokcub y no3ax Big 60 go 120 mMr/mo6y mpomeMOoHCTPYBaB MiABUINEHHS I171a3MOBUX
KOHIIEHTpallil eTuHinecTpapiony y 1,4-1,6 pasa BigmoBigHO IPX OMHOYACHOMY 3aCTOCYBaHHI i3
KOMOiHOBaHKMM rOPMOHA/IbHUM KOHTpaLenTHBOM, 110 MictuTh 0,035 Mr eTuHinectpapmiony.

e BriuB nikapchKoro 3aco0y [I:ka3 Ha iHIIi JTikapchKi 3acobu

KOK MOxKyTh BIIJIUBAaTH Ha MeTabo0J1i3M OesKUX Ail0UrX PeY0BUH. BilmoBinHO, KOHIIEHTPAIlil ¥ I1a3Mmi
KPOBi Ta y TKaHWHaX MOXKYTh ab0 IifBUIyBaTUCS (HAIPUKJIIAM, IMKIOCIOPUH), ab0 3HMKYBATUCS
(HampuKiaf, TaMOTPUIXKKUH).

Ha migcTaBi mocnifkeHb B3aEMO{Iii in vivo y XKiHOK-TOOPOBOJIBIIIB, SKi 3aCTOCOBYBaJIA OMEIIPA30JI,
CMMBaCTaTHH Ta Miga3ojaM K cyOCcTpaTh-MapKepH, BCTaHOBIIEHO, 110 KJIiHIYHO 3HAYyIla B3aEMOIis
OPOCIIipEHOHY B 031 3 MI' 3 iHIMMMY aKTUBHUMU CyOCTaHIisIMHU, 110 iHOYKYIOThCS LUTOXpoMoM P450,
€ MaJIOMMOBIPHOIO.

Kniniuni mani cBiggaTh mpo Te, IO eTHHieCTpamion mpurHivye KimipeHc cyocrpatis CYP1A2, mio, y
CBOIO Yepry, BUKJIMKae cinabke (Hanpukian, Teodinin) abo moMipHe (Hanpukiaj, TU3aHIIUH)
IiTBUITIEHHS 1X TIJ1a3MOBUX KOHIIEHTPAIIil.

®apmakoOuHAMiyHi 83aeMO0il

ITig yac KmMiHIYHUX DOCTiAXKEeHb i3 3a/Ty4YeHHSIM TAIliEHTIB, SKi OTPUMYBAJIHU JTiKapchKi 3aco0u s
nikyBaHHS iH@eKIi# BipycHoro rematuty C (BI'C), mo MicTsaTh omMbiTacBip/mapuTanpeBip/pUuToHaBIp i
nmacabyBip 3 momaBaHHSIM puOaBiprHy a00 6€3 Takoro, 6y10 BUSIBIEHO MiABUINEHHS TpaHCaMiHa3u
(AJIT) Ginbie HiX y 5 pa3iB Bullle BepxHbol Mexki Hopmu (BMH). Le BimOyBanocs 3i 3Ha4HO 6iTbIIOI0
YacTOTOIO Y XKiHOK, SIKi 3aCTOCOBYBaJIM JiKapChKi 3aco0H, 110 MIiCTAThH €THHiIeCTPaAios, 30KpeMa i
KoMOiHoBaHi ropMmoHanbHi KoHTpanentusu (KI'K). Kpim Toro, y pasi nikyBaHHS
riekanpeBipoM/mi6peHTacBipom abo codocOyBipoM/BemaTacBipoM/BOKCHIAIPEBIPOM
croctepiranocs miguiieHHst AJIT y XKiHOK, SKi MpUiMany TiKapchKi 3aco0u, 1110 MiCTSTh
eTuHinecrpapmion, taki 9k KI'K (guB. po3min «IIpoTunoka3aHHSI»).



ToMmy, XKiHKaM, sIKi 3aCTOCOBYIOTh JliKapChKu# 3aci0 [Ika3, HeoOXimHO TUMYaCOBO IEPEUTH Ha
anbTEPHATHBHUY METON KOHTpAIEMNIIil (HallpUKia[ KOHTPALENITUBY, 110 MICTSTh TiIbKX IIPOTECTareH,
a00 HeropMoHaJIbHI METOOY) Mepel II0YaTKOM Tepallii i3 3acToCyBaHHSIM 3a3HaueHoi KoMObiHaIii
nikapchbKuX 3aco0iB. 3acToCyBaHHS JTiKApChKOTO 3aco0y ka3 MOXKHa BiTHOBUTH Yyepe3 2 THUKHI
iCIIs 3aBepIleHHs Tepallii 3a3HauyeH0 KoMOiHaIli€ero.

Y natuieHTiB 3 HOpMaNbHOIO QYHKIIEI0 HUPOK OfIHOYACHE 3aCTOCYBAaHHS OPOCIipeHOHY Ta iHTi6iTopiB
ATI® abo HecTepoigHUX MpoTU3ananbHuX npenapatis (HII3I1) He moka3ano 3HAYYIIOTO BIUIMBY Ha
piBHI KaJiito cupoBaTKu KpoBi. OfHaK OAHOYacCHEe 3aCTOCYBaHHS JIiIKapChKOTo 3aco0y [IkKa3 Ta
aHTaroHiCTiB anbaoCTepoHY abo Kamnii3bepiraloyux AiypeTUKiB He HOCTIAXKYBaIoCs. Y I[bOMY BUMAMKY
piBeHb KaJtiio y CUpOBaTIi KPOBi MOTPiOHO HOCTIgXKyBaTH IPOTATOM IIEPIIOTO LUUKITY JTiKyBaHHS (IUB.
TaK0XK po31in «Oco6IUBOCTI 3aCTOCYBaHHS»).

[H11i popmu BlaeMomil
JlabopamopHi aHani3u

3acTocyBaHHS KOHTPALIENITUBHUX CTEPOIiB MOXKe BIJIMBATU Ha Pe3y/bTaTU AEIKUX 1a00paTOpHUX
aHai3iB, Takux K OioximMiyHi mapameTpu GYHKIII MediHKY, MUTOBUAHOI 3aJ1031, HaIHUPKOBUX 3aJ103
i HUPOK, HA KOHIIEHTpAIlil0 y I1a3Mi TPAHCIIOPTHUX OiNKiB, TaKUX K T100YIIiH, 0 3B’ I3Y€
KOPTUKOCTEPOIH, Ha KOHIIEHTPAIlilo ¥ IIJIa3Mi KPOBi (pakIiil MimifiB/minonpoTeiHiB, Ha MOKa3HUKHU
BYTJIEBOOHOTO 00MiHYy, Koarynsuii Ta ¢pi6prHOmi3y. 3a3BMyall Taki 3MiHU ITepebyBaloTh y Mexkax
HOpMH. [IpocmipeHoH 30iblllye aKTUBHICTh PEHIHY Ta anbIOCTEPOHY y IIa3Mi KPOBI, I10 iHAYKYEThCS
J10T0 TIOMiIpPHOI0 aHTUMiHEPaIOKOPTUKOITHOIO aKTUBHICTIO.

Oco6.1ueocmi 3acmocyeaHHsi.

PimenHs npo npu3HaYeHHS JTiKapCchKoro 3acoby ka3 i npuiitMaTy 3 ypaxyBaHHSIM
iHOuBigyanbHUX (AKTOPIB PU3UKY XKIiHKH, 10 iCHYIOTh Ha JaHUW MOMEHT, ¥ TOMY YMCJIi (haKTOpPiB
PU3UKY PO3BUTKY BeHO3HOI TpoMOoembonii (BTE), a Takoxk pusuxky BTE, moB’s13aHOTO 3 TPUIAOMOM
nmpenaparty ka3, MOPiBHSAHO 3 iHIMKUMHU KOMOiHOBaHMMM IOPMOHAIbHUME KOHTpauentuBamu (KI'K)
(muB. po3minu «IIpoTunoka3aHHsI» Ta «OCOOIUBOCTI 3aCTOCYBAHHSI»).

ITonepenxeHHs

[Tpu HasIBHOCTI OyAb-KKX CTaHIB a00 GpaKTOPiB pU3UKY, 3a3HAUYEHUX HUXKYE, CJIil 0OTOBOPUTH 3
JKiHKOIO [IOIiTBHICTh 3aCTOCYBaHHS JiKapchKoro 3aco0y [Ixkas.

Y pagzi 3arocTpenHs abo Mpu MepIIux MPosBax Oyab-IKKUX i3 BKa3aHUX CTaHiB a00 GaKTOPiB PUIUKY
JKiHKaM PeKOMEHAYEThCS 3BEePHYTHUCS [0 JIiKaps Ta BU3HAYUTH HeOOXiMHICTh MPUNMHEHHS IPUioMy
JikapcbKoro 3acoby [Ixkas.

Y pagzi nigo3pioBanoi abo migTBepaxkeHol BTE a6o ATE crig npunuuuty 3actocyBanHs KI'K. fAkio
po3moyaTa aHTUKOATy/ISHTHA Tepallis, clif 3a0e3MneyuTy albTepHATUBHY afieKBaTHY KOHTpPALEMIIiio
yepe3 TepaTOreHHUY BIJIUB @aHTUKOATyJISAHTIB (KyMapyuHH).

o [[UpKyNnATOPHI po3anu
PHU3HK PO3BHTKY BeHO3HOI TpoMOoemoo1ii (BTE)

3acrocyBanHs Oyab-akux KI'K migBuilye pu3uk po3BUTKY BeHO3HOI TpoMboemOortii (BTE) y XKiHOK,



SKi IX 3aCTOCOBYIOTH, TIOPIBHSIHO 3 TUMH, SIKi iX He OTpUMYIOTh. JIiKapchbKi 3ac00H, 110 MiCTATH
JIEBOHOPrecTpesi, HOprecTuMaT a00 HOPETHCTEPOH, aCOLil0IOTHCsI 3 HH2KYUM pu3ukoMm BTE.
3acToCcyBaHHsI iHIIHX JIIKapChbKHX 3aC00iB, TaKux sIK [[2ka3, MOKe IPU3BOIUTH 10
MiIBUINIEHHsI PU3UKY yABiui. PimeHHs1 mpo 3acToCyBaHHA JIiKapChKHUX 3aC00iB, OKpiM THx,
1[0 MAalOTh HAWHUXKYUH PU3HK Po3BUTKY BTE, cimig npuiMaTH jIMIie micjisi 00roBOpeHHs 3
XkiHko10. HeoOxigHO mepekoHaTHCs, 1110 BOHA YCBiToM/II0€ pu3uK po3BUTKY BTE,
aconifoBaHHUH i3 3aCTOCYBaHHSIM JIIKapCHLKOT0 3aco0y [I2ka3, CTyliHb BIUTHBY HasIBHUX Y
Hel (haKTOpiB pU3HKY Ta ToH (¢akT, 1o pu3uk BTE € HAMBHIIIUM MPOTArOM MEpPIIOr0 POKY
3acToCyBaHHA. 3a JeAKHMH TaHuMHU pH3HK BTE Moxke 3pocTaTu IpH BiTHOBIEHHI
3actocyBaHHA KT'K micsist nepepsH y 4 THXHi abo goBie.

Y oBox 3 10 000 xiHOK, sKi He mpuiiMaioTh KI'K Ta He € BaritTHuMH, po3BuBaEThCca BTE mpotsarom
poky. OfmHaK y K0XKHOI OKpeMol XKiHKM pU3UK MOKe OyTH 3HAYHO BUIIMM 3aJIeXKHO Bifl HasBHUX Y Hel
(baxTopiB pU3UKY (OUB. HUXKYIE).

BcraroBneHo', mo 3 10 000 XiHOK, Ki 3acTocoBy0Th KT'K, I1[0 MiCTSATh APOCIipeHoH, y 9 - 12 XiHOK
po3BuHeThCA BTE mpoTsarom ogHOro poky. Lle mopiBHIOETHCA 3 ITOKa3HUKOM 6 y XIiHOK, fKi
3acTocoByoTh KT'K, 1110 MiCTSATE IEBOHOPTEeCTPET.

B 06o0x Bunazgxax KinbkicTs Bunankis BTE 3a pik Oyna MeHIIIOH0, HiXK 3a3BUYail 049iKyeThCS IIPOTATOM
BariTHOCTi a0 y MiC/IsAMOI0r0BOMY IEPiofi.

BTE mMoxke npu3BOAUTHU [0 JIeTalbHUX HACHifAKiB y 1-2 % BUMafKiB.

Kinbkicts BunagkiB BTE #Ha 10 000 xkiHOK 3a omuH Pik

L1i moka3HUKY OTPUMAHO Ha OCHOBI BCiX JaHUX elifleMioNoriYHIX HOCTinXKeHb 3 ypaxyBaHHIM BiTHOCHUX
PU3UKiB, OB A3aHUX i3 npuitoMoM pizaux KI'K, mopiBasAHO i3 3acTocyBanusaM KI'K, mo mMicTaTh
JIEBOHOPTeCTpPe.

2 Y cepepuromMy 5-7 Bunankis Ha 10 000 xiHKO-POKIB Ha OCHOBI PO3PaxXyHKY BiIHOCHOTO PU3UKY 3aCTOCYBaHHS

KT'K, 1110 MiCTSTh IEBOHOPTECTPET, TTIOPIBHAHO 3 TAaKUM V XKiHOK, 5Ki He oTpuMmytoTs KI'K (6nmu3bko 2,3 - 3,6
BUTIAMIKY).

daxTopu pu3UKy po3BUTKY BTE

Pu3WK PO3BUTKY BEHO3HUX TPOMO0OEMOOiYHUX YCKIagHEHD Y XKiHOK, Ki 3acTocoByioTh KI'K, Moxe
OyTy 3HAUHO BUIIUM IIPK HASIBHOCTI OJATKOBUX (HaKTOPiB PU3UKY, 0COONIMBO MHOKUHHUX (IUB.
Tabnuio 1).

3acTocyBaHHS JTiKapCchbKOro 3aco0y [Ika3 MpoTUIoKa3aHe KiHKaM 3 MHOXKUHHUME (HaKTopaMu
PHU3UKY, III0 MOXKE MiIBUIIUTH PU3HUK PO3BUTKY BEHO3HOTO TPOMOO3Y (OUB. pO3Min
«[IpoTuUnOKa3aHH»). AKIO XKiHKa Ma€ OinbIile 0OgHOTO GaKTOpa PU3UKY, 3POCTAHHS PUIUKY MOXKE
OyTu OiNmbIIMM, HiXK CyMa PHU3HUKIB, acOIiiOBaHUX i3 KOXKHUM OKpeMHUM (HaKTOpPOM, TOMY CJliff 6paTu [0
yBaru 3arajbHui pu3uK po3BUTKy BTE. fKII0 CHiBBiIHOLIEHHS KOPUCThL/PU3UK € HECIPUATIUBUM, HE
crig npu3Hadat KI'K (muB. po3min «[IpoTuiokazanHsg»).

Tab6muiga 1.



daxTopu pu3uKy po3BUTKy BTE

®akKTOp PU3HUKY IIpumiTka
OxupiuHS (iHOeKC Macu Tina Pu3uK 3HAYHO MiABUIIYETHCS IPU 30iNbIIEHH] iHOEKCY
nepesumye 30 Kr/M°) MacCH Tina.

Oco6nuBo oTpebye yBaru Ipyu HasBHOCTI iHIINUX
(haKTOpiB PU3UKY.
TpuBasna immo0ini3atiisi, BelIuKe Y Takux cUTyaligx peKOMEHIYEThCS IPUIIUHUTH
ollepaTUBHE BTPyYaHHS, ollepallig Ha 3aCTOCyBaHHS JiKapchKoro 3aco0y (y pasi miaHoBOro
HUKHIX KiHIliBKax a00 opraHax Ta3a, OlepaTHBHOT'O BTPY4YaHHS L[OHaMeHIIe 3a 4 TUXKHi) Ta
HelpoxipypriyHi BTpydyaHHs abo He BiHOBJ/IIOBATH 3aCTOCYBaHHS paHillle HiXK dyepes 2
o0IIIMpPHA TPaBMa. THZKHI ITiCJISl TOBHOTO BiMHOBJIEHHS PYXOBOI aKTHBHOCTI. 3
MeTOI0 YHUKHEeHHS He0axkaHol BariTHOCTI CIIif
3aCTOCOBYBATH iHIII MEeTOOX KOHTPAIEILIii.
[TpumMmiTka: TUM4YacoBa iMMobinizamniss, Criif po3ragHyTH JOUiNTbHICTh aHTUTPOMOOTHUYHOI Teparrii,
y TOMY YMCIIi IepeboTH > 4 TOOuH, SKIIO 3aCTOCYBaHHSA JTiKapchKoro 3aco0y [Ixka3 He 6yo
TaK0XkK MOXKYTh OyTU paKTOpPOM [IPUNIMHEHO TONEPENHEBO.
pu3uKy po3Butky BTE, oco6muBo y
XKIHOK 3 iHIIUMU (HaKTOpaMU PU3UKY.

CimerHu# aHaMHe3 (BeHO3Ha Y pasi HasiBHOCTI CIIaikoBOI CXUJIBHOCTI TIepen
TpoM0O0eMOO0JTis ¥ KOroch i3 pofuyiB  3acTocyBaHHSIM Oymb-Kux KI'K XKiHKaM peKOMeHIy€EThCS
abo 6aThKiB, 0COOIMBO Y BiTHOCHO IIOPAgUTHCS 3i CIleriamicToMm.

MOJIOZOMY Billi, Hanpukiag go 50

POKiB).

IHmIi ctany, moB’g3aHi 3 BTE Pak, cucTeMHUI YePBOHUY BOBYAK, T€MOJIITUKO-

yPEMIUHUY CUHAPOM, XPOHIYHE 3allajbHe 3aXBOPIOBAHHSA
KHUIIeYHUKY (xBopoba KpoHa ab0 BUpa3KOBHUii KOJIIT) Ta
CepHonogiOHOKITITUHHA aHEMis.

Bix Oco6mnuBo y Billi moHax 35 pOKiB

HeMmae equHOI OyMKH 00 MOKJIMBOT'O BIIMBY BAPUKO3HOTO POIIIMPEHHS BEH Ta ITOBEPXHEBOTO
TpoMO0PebiTy Ha PO3BUTOK Ta MIPOrpecyBaHHS BEHO3HOT0 TPOMOO3Y.

Heo0xigHOo 3BepHYTH yBary Ha MigBUINEHUM PU3UK PO3BUTKY TpoMOoeMOoIil y mepion BariTHOCTI,
0Cc0o0/IMBO MIPOTATOM 6 THKHIB ITicis mosoriB (iHpopMariio oo nepiogy BariTHOCTI abo rogyBaHHS
TPYOAI0 OUB. Y PO3Aisi «3acToCyBaHHS y IIepiof BariTHOCTiI abo rogyBaHHS TPYLII0»).

CumnrTomu BTE (TpoM603 riiu00OKHX BeH Ta TpoM0O0eMO00Iisi 1ereHeBol apTepii)

KiHKaM CJIif MopafuTH y pa3i M0gBU HUKUYEBKa3aHUX CUMIITOMIB HEraliHO 3BEPHYTHUCS [0 JIiKaps Ta
MIOBIJOMUTH TIPO T€, 1110 BOHU 3aCTOCOBYIOTH KI'K.

Cumnromamu TI'B MoxyThk OyTH: ofHOGIYHNI HAOPSIK HOTU Ta/abo CTymHi abo0 TiNsgHKY Y3[0BXK BEHU
Ha Ho3i; 6irb abo migBUIlleHa YYTIHUBICTD Y HO3i, 1110 MOXKe Bif4yBaTUCS TiMbKM IIPU CTOSHHI a00
xonb0i, BiZUyTTS XKapy B ypaxKeHil HO3i; moyepBOHiHHS a00 3MiHa KOIhOPY IIKipU Ha HO3I.

Cumnrtomamu TEJIA MoxyTh 6yTH: panToBa 3aguIlKa He3'siCOBaHOI eTionorii abo mpuckopene
[UXaHHS; PalTOBUY Kalllellb, MOXKJIMBO 3 KPOB'I0; PAaNTOBUM OiNib y IPYyAHIN KTIiTII;
TIepeIHEIPUTOMHUY CTaH a00 3allaMOPOYEHHS; IBUAKE a00 HEPEeTyIsIpHe CepreOuTTs.

Ieski 3 nuX CUMIITOMIB (HallpuKIa[ 3agullika, Kallleslb) € HecnelnupiyHuMu abo MOXKYTh OyTH
HeIIPaBUIbLHO iHTePIPETOBaHi K Oi/IbII mMomupeHi abo MEeHII TSIXKi sSBUINa (HalpUKIIag K iHGeKIii



OUXaIbHUX IISXIB).

[H1Ii TPOSIBU BaCKYJIIPHOIL OKJII03ii MOXKYTh BKJIIOUATH PANTOBUY 0ifib, HAOpPSK, TOCTPUY KUBIT Ta
He3HayHe IIOCUHIHHS KiHITiBKH.

[Tpu oK103i1l CyouH OKa M0YaTKOBOI CUMIITOMATHKOI0 MOXKe OyTH HEeUiTKiCTh 30Dy, 110 He
CYTIPOBOMXKYETHCS OOTLOBUMU BifUYTTSIMU i SKa MOXKe IPOTrpecyBaTH 4O BTpaTH 30py. IHKOIM BTpaTa
30py PO3BUBAETHCS MalizKe MUTTEBO.

PHU3HK PO3BHUTKY apTepiajibHoi TpoMOoeMOo0tii (ATE)

3a MaHUMU eMifieMioToTiuHMX [OCTiIKeHb 3acTocyBaHHs Oymb-skux KI'K acoritoeTbes i3 migpuineHuM
PU3KUKOM apTepianbHoi TpoMboeMOoil (iHpapKT Miokapaa) abo 11epebpoBacKyISIPHUX TIOMiH
(TpaH3UTOpHA illleMiyHa aTaka, iHCYIbT). ApTepianbHi TpoMO0eMOOTiuHi IBUIla MOXKYTh MaTH
JleTalbHUM HaCIiIOK.

DaxTopu pU3UKY PO3BUTKY ATE

[Tpu 3actocyBanHi KI'K pr3uK po3BUTKY apTepianbHUX TPoMO0eMOOiYHNX YCKIafHEHDb ab0
11epe0pPOoBaCKyIIPHUX MOfiX 3p0OCTae y KiHOK i3 (haKTopaMu pU3uKy (OuB. TaOIUIO 2). 3aCTOCYBaHHS
JiKapchKOro 3aco0y [I>ka3 MpoTUIIOKa3aHe, SKIIO XKiHKK Mal0Th OOUH CEPUO3HUN ab0 MHOXUHHI
bakTopu pu3uKy Po3BUTKY ATE, sKi MOXKYTb IMigBUIIUTH PU3UK PO3BUTKY apTepiaTbHOTO TPOMOO3Y
(ouB. po3min «[IpoTunokasaHHs»). AKII0 KiHka Ma€ 6inbile OMHOTO GaKTopa PU3UKY, 3POCTaHHS
PU3KKY MOKe OyTH GibIIMM, HiXK CyMa PU3UKIB, acOIlilioOBaHUX i3 KOXKHUM OKpeMHUM (HaKTOPOM, TOMY
ciipm OpaTy 0o yBaru 3arajbHUM PU3UK. fAKIIO CHiBBIOHOILIEHHS KOPUCTH/PU3UK € HECIIPUSTINBUM, He
crig npu3Hadatu KI'K (muB. po3min «[IpoTumoka3aHHsg»).

Tabmuiga 2.

dakTopu pu3uky po3BUTKy ATE

DaKkTOp PU3HUKY IIpumiTka
30inbIeHHS BiKY Oco6muBo y Bili moHapn 35 pokiB
[Taninusa XKinkaM, gKi KOpucTyoTbcs KI'K, peKoMeHyeThCs

yTpUMyBaTUCA Bif naninHg. 2KiHkaM BikOM Bif 35 poOKiB, fKi
IIPONOBXKYIOTh NAJIUTH, HACTIMHO PEKOMEHIYETHCS
3aCTOCOBYBATH iHINI METOM KOHTPALEMIIil.

AprtepiasnbHa rinepTeH3sis

OxupiHH# (IHOEKC Macu Tina Pu3uk 3Ha4HO NifBUIYETHCS NPHU 30ibIIeHH] iHOEKCY Macu

nepesumye 30 Kr/m°) tina. OcoOnmuBo moTpedye yBaru mMpu HAsSIBHOCTI y XKiHOK iHIITHX
(baxKTopiB PU3UKY.

CimeniHu# aHaMHe3 (apTepianbHa Y pasi HasBHOCTI CIIagKOBOI CXUIBHOCTI ITepef] 3aCTOCYBaHHSAM

TpoMO0oeMO0Iisl y KOroch i3 Oymp-akux KI'K XiHKaM peKOMEHIY€ETbCS TIOPAgUTHUCS 3i

pomuuiB abo 6aThKiB, 0COGIUBO ¥  CIEIialiCTOM.

BiTHOCHO MOJIOIOMY BiIli,

Hanpukiag 1o 50 pokis)

Mirpens 3poCTaHHS YaCTOTH BUHUKHEHHS ab0 TSXKKOCTi mepebiry
Mirpesi nig yac 3actocyBanHsg KI'K (Mox/I1Bi TpoapoMabHi
CTaHU Iepe[] PO3BUTKOM 11epeOpOBaCKYISAPHUX MOiN) MOXKYTh
CTaTy NIPUYUHOI HeralHoro npunuienss npuoMmy KI'K.

[ami crany, noB’'g3aHi i3 LlykpoBuii miabeT, rinepromonucTeinemisi, Bagy KiamnaHiB

HeOaKaHUMU peaklismMu 3 60Ky  cepis, Gbibpunsiis nepencepab, AUCTINONPOTEIHEMIS Ta

CyouH CACTEMHUY YepPBOHUYU BOBYAK.



Cumunromu ATE

KiHKaM CIIif TopajuTH y pa3i MogBU HUXKYe3a3aHauyeHUX CUMIITOMIB HeraHO 3BEPHYTUCS [0 JiKaps
Ta MOBIIOMUTHU IIPO Te, L0 BOHU 3aCTOCOBYIOTH KI'K.

CumnToMamu 1epe6pPOBaCKyISIPHOTO PO3JIafAy MOXKYTh OyTH: panToBe OHIMiHHS 00nMuYYs, clnabKicTh
a00 OHiIMIHHA KiHI[IBOK, 0CO0IMBO OJHOCTOPOHHE; PAINITOBE IOPYIIEHHS X0Nb0H, 3allaMOPOYEeHHS,
BTpaTa piBHOBaru abo KOOpAMHALlii; parnToBa CIIyTaHICTh CBifOMOCTI, IOPYIIeHHS MOBJIeHHS a60
PO3yMiHHS; panToBe MOTipIIeHHs 30py Ha ogHe abo 00uBa OKa; PalTOBUM, CUIIbHUN ab0 TpUBaIuii
roJyioBHUY 0inb 0€3 BU3HaYeHOI MPUYKMHU; BTPaTa CBiToMOoCTi abo 30MITiHHS 3 cynoMamu abo 0e3 HUX.

TpaH3UTOpHUM XapaKTep CUMITOMIB MOXKe CBIJUUTH IIPO TPAH3UTOPHY imremMiyny ataky (TIA).

CumrntoMaMu iHGapKTy MioKapaa MOXYTh OyTu: 6inb, fUCKOMGOPT, BITUyTTSI CTUCHEHHS a0
TSKKOCTi y TPYAHIiM KITiTIli, pyii abo HUXK4Ye IPYyOHUHHU; OUCKOM(OPTHE BiIUyTTS, 110 Bififa€ y CIUHY,
IIeJieny, TOPJio, PYKY, IUTYHOK; Bif4yTTs IepeloBHEHHS IIIyHKA, IOPYIIeHHS TpaBIeHHS abo foyxa;
TIOCUJIeHe TIOTOBUMiJIEHHS, HYHOoTa, 6/1i0BaHHs a0 3amaMOpOYeHHS; Ha3BUYaiHa C1a0KiCTh,
TPUBOXKHUU CTaH ab0 3a[MINIKa; MIBUAKE a00 HeperyaspHe CepueOuTTs.

[lyxnuaun

PesynbTaTu AesKux emigeMioIOTiYHUX JOCHiAXKEeHb BKa3yOTh Ha JOOATKOBE MiABUIIEHHS PU3UKY
PO3BUTKY paKy IIMNUKN MaTKU IIpX OOBroTpuBasioMy 3actocyBarHi KOK (> 5 pokiB), mpote 11e
TBEPIXKEHHS 3aJIMIIAEThCI CYIIEPEeYsIUBUM, OCKIIbKM OCTATOYHO He 3'COBaHO, HAaCKIJIbKU Pe3yIbTaTh
MOCIifI?>KeHb BPax0OBYIOTh CYIIyTHI (paKTOPH PU3UKY, HAIPUKIIaL CTaTeBY IIOBEAiHKY, Ta iHII (GaKTOpH,
HaIpUKaf [alijioMaBipyCHY iH(QEKIio TI0gUHH.

MertaaHasni3 Ha mifcTasi 54 emigeMiooriYHUX OOCTIIAXKEeHb BKa3ye Ha He3HauHe MiBUILEHHS
BigHOCHOTO pU3uKy (BP = 1,24) po3BUTKY paKy MOJIOYHOI 3aJI031 Y XKiHOK, siKi 3acTocoByioTh KOK.
Lei nigBUIIEHNY PU3UK IIOCTYIIOBO 3HUKAE MPOTAToM 10 POKIB MicNis 3aKiHYeHHS 3aCTOCYBaHHS
KOK. Ockinbku pak MOJIOYHOI 3a/1031 y XKiHOK BikoM 70 40 poKiB 3ycTpiyaeThcs Pigko, 36inblIeHHS
KiJTbKOCTi BUIIAAKiB AiarHOCTUKY PaKy MOJIOYHOI 3aJI031 Y XKiHOK, 110 3aCTOCOBYIOTh HUHi a0
HellogaBHO 3acTocoByBanu KOK, € He3HAUHMM IL[OMI0 PiBHS 3arajibHOT0 PU3UKY pPaKy MOJIOYHOI
3a/103u. Pe3ynbTaTil 1IUX OOCIiOXKEHb He Halal0Th [0Ka3iB iCHYBaHHS IPUYMHHOTO B3aEMO3B A3KY.
[TifgBuIeHHS pU3UKY MOxKe OyTU 3yMOBJIeHe K OiNbII paHHBOIO JiarHOCTUKOI PaKy MOJIOUHOI
3aJ1034 y XiHOK, gKi 3acTocoByioTh KOK, Tak i 6iomoriunoro miero KOK abo moemHaHHSAM 000X
dakTopiB. Bin3dHaueHO TEHMEHIIi10, 10 PaK MOJIOYHOI 3aJ1031, BUSBIIEHUH Y KiHOK, 5IKi OyIb-KOIH
npunManu KOK, KJTiHiYHO MeHII BUpPaXXKeHU!, HiXK y TUX, XTO HiKonu He BXuBaB KOK.

Y moomuHOKUX BUIIAAKaX Y XKiHOK, sIKi 3acTocoBy0Th KOK, cmocTepiranucst qo6poskicHi, a e pintie
- 37I0SIKiCHI MMyXJIMHYU MEeYiHKH, 110 B OKPeMUX BUIIAfKaX IPU3BOAUIN N0 HeOe3euHOl IS KUTTS
BHYTPIlIHbOYEPEBHOI KPOBOTEYi. Y pa3i BUHUKHEHHS CKapT Ha CUIbHUMU Oiflb B emiracTpasibHii
minsHIl, 30inmbIIeHHs nIediHKY a0 03HaKM BHYTPIITHLOYEePEBHOI KPOBOTEYi TP AU(EPEHITiHHI M
OiaTHOCTHUIIL CJIi BpaXxOBYyBaTU MOXKJIUBICTh HAABHOCTI MyXJIMHY Ie4iHKY Ipu 3acTtocyBaHHI KOK.

3actocyBanHsg KOK y Bucokux go3ax (50 MKr eTHHiIeCTpagiony) 3HUXKY€e PU3UK PaKy eHJIOMETPilo Ta
SIEYHUKIB. 3aNUINaEeThCS MiATBEPOUTH, UM Il aHl MOXKYTh CTOCYBaTUCA i HU3bKOm030BuX KOK.

IgmIi cTanu

[TporecTHOBUM KOMIIOHEHT JIiKapChKOTo 3acoby ka3 € aHTAarOHICTOM aJIbJOCTEPOHY i3



Kasii30epiralounMu BIaCTUBOCTSAMU. Y OiNIbIIOCTI BUIAJKIB 3aCTOCYBAHHS HE OYiKYETHCS
MigBUIIEHHS PiBHIB Kaslito. Y X0fi KTiHIYHUX OOCTIAXKEHb Y AeIKUX Malll€HTIB i3 IerK0l0 Ta IIOMipHOI0
HUPKOBOIO HEJOCTATHICTIO Ta OJHOYACHUM 3aCTOCYBAaHHSIM Kaiidbepiraoyux gikapCcbKux 3aco0iB
PiBHI Kasio B CUpOBaTLi KPOBi [ell0, ajie He CYTTEBO, MiABUIIYBaIUC Il YaC 3aCTOCYBaHHSA
OpOCIIipeHOHY. TOMy peKOMEeHAYEThCSA KOHTPOJIb PIBHA KaJlito IIif] Yac [eplIoro UKy JIiKyBaHHS
MMalliEHTKaM i3 HUPKOBOIO HeJOCTaTHICTI0. BKa3aHUM MallieHTKaM TaK0XK PeKOMEH0BaHO Iepen
IT0YaTKOM 3aCTOCYBaHHS JiKapChKOTro 3aC00y yTPUMYyBaTH PiBeHb KaJjlilo CHPOBAaTKX KPOBi He BUIIE
BEPXHBOI MeXi HOPMH, 0COOIMBO IIPU ONHOYACHOMY 3aCTOCYBaHHi Kaiii30epiralouux 1ikapChbKux
3aco0iB (muB. po3min «B3aeMomis 3 iHIMMMY JTiKAPCHKUMHU 3aco00aMy Ta iHIi BUIKW B3aEMOTIN»).

2Kinku 3 rineprpuriinepuneMieto abo ciMeHIMM aHaMHE30M 00 IILOTO IOPYIIeHHS CTAHOBISATh
TpyIly PU3UKY PO3BUTKY ITaHKpeaTuTy Ipu 3actocyBaHHI KOK.

Xoua MoBifoMIISIIOCS IPO He3HAUYHe IigBUIEHHS apTepiallbHOTO TUCKY y 6araThox XKiHOK, SIKi
npunMaroTs KOK, KITiHIYHO 3Ha4Yylle MigBUIEHHS apTepiaJbHOr0 TUCKY CIIOCTEPIraeThCs y
IIOOAMHOKYX Bunagkax. Heraiine npununenHs nputiomy KOK HeobxigHe nuille y IUX ITOOAUHOKUX
BUIIa[IKax. Y pasi TprBasoi apTepianbHOI rinepTeH3ii a00 HEMOKIMBOCTI KOHTPOJIIOBATH ITOKa3HUKHI
TUCKY 3a [IOIIOMOT'010 aHTUTIePTeH3UBHUX 3ac00iB, XKiHKaM sKi npuiiMaioTe KOK, ciig npunuHuTy ix
3aCTOCYBaHHA. fKINO Ie HouinbHO, 3acTocyBaHHSA KOK MOXKHa BITHOBUTH MiC/IS HOCATHEHHS
HOPMOTOHII 3a JOTIOMOT0I0 aHTUTIIePTEH3UBHOI Teparril.

[ToBigoMnsiniocs: Mpo BUHUKHEHHS a0 3ar0CTPEHHS 3a3HauYeHUX HUXK4Ye 3aXBOPIOBaHb y Iepion
BariTHOCTI Ta npu 3actocyBanHI KOK, ane 1x B3a€M03B’5I30K i3 3aCTOCYBaHHSAM
€CTPOTEHiB/IIPOTeCTHHIB HE € OCTAaTOYHO 3'sICOBAHUM: XKOBTSHHUIIS Ta/ab0 cBepOixK, OB’ I3aHUM 3
X0J1eCTa30M, YTBOPEHHS KOBYHUX KaMeHiB, TOpQipisi, CUCTEMHUI Y€PBOHUY BOBYAK, T€MOJIITUKO-
ypeMiuHuy CUHAPOM, xopes: CimeHxaMa, repliec BariTHUX, BTpaTa CIIyXy, OB I3aHa 3 0TOCKJIEPO30M.

EK30reHHi eCTpPOTeHU MOXYTh iHAYKyBaTy a00 IIOCUII0BATH CUMIITOMY CIIaAKOBOI'0 Ta HabyToro
AHTiIOHEBPOTUYHOI'0 HAOPSKY.

Toctpi abo xpoHiyHi po3nanu GyHKINI NeYiHKY MOXKYTh N0TpeOyBaTu NPUIUHEHHS 3aCTOCYBAHHSA
KOK, noku noka3HuKM QyHKI] IeYiHKN He TIOBEPHYTLCS Yy MeXi HOPMU Ta IPUYUHHUY 3B'SI30K i3
KOK 6yne BUKITIOUEHUH.

[Tpu pelnuaunBi X0IE€CTATUYHOI XKOBTSHUII Ta/ab0 cBepOexKy, OB’ I3aHOT0 3 X0JIECTa30M, III0 paHillle
BHHUKAJIK Y TIepiofl BariTHOCTI abo momepeqHboro MPUHMaHHST CTaTeBUX TOPMOHIB, 3aCTOCYBaHHS
KOK crmif IpunuHUTH.

Xoua KOK MoxyTh BIIMBaTH Ha NepudepryuHy iHCYTiIHOPE3UCTEHTHICTh Ta TOJIEPaHTHICTD A0
TJIIOKO3H, HeMa€ JaHuX MO0 MOTpeOu 3MiHIOBAaTH TEPAIeBTUYHUH PEXKUM XKiHKaM 3 miabeToM, sKi
npuiMaTh Hu3bkomo3oBaHi KOK (< 0,05 Mr etuHinectpapiony). [IpoTe XKiHOK, SKi CTpaXaalmTh Ha
IIyKpOBUii fiabeT, CIlif peTenbHOo 00CcTexXyBaTH NMPoTAroM 3actocyBaHHSI KOK, 0co6/11Bo Ha Mo4YaTKy
JIiKyBaHHS.

Bunagku 3arocTpeHH erisnerncii, xBopobu KpoHa Ta BUPa3K0BOT'0 KOJIITY TaK0XK CIIOCTEpiraaucs mifg
yac 3acTtocyBanHs KOK.

[TpurHiyeHui HaCTpil Ta fgenpecia € mobpe BifoMUMHU MTOOGIYHUME SBUIIAMU, IKi MOXYTh BUHUKHYTU
Ha TJIi 3aCTOCYBaHHS rOPMOHAJIbHUX KOHTPALIENTUBIB (IuB. po3Min «ITob6iuHi peakuii»). [Jenpecis
Moxke OyTH CepHO3HUM CTAHOM Ta € Jmobpe BimoMuM (HaKTOPOM PU3UKY CYII[UAAIbHOL TOBETIiHKY Ta
camory0OcTBa. 2KiHKaM CJIif mopaguTy 3BePHYTUCS OO JIiKaps P 3MiHax HACTPOIO Ta MOSIBi
CHMIITOMIB fieTipecii, B TOMy 4ucCIi He3abapoM IIicis MoYaTKy IpPUHoMy.



[HOmi MOKe BUHUKATH XJI0a3Ma, 0COOJIMBO y XKiHOK 3 XJI0a3MOI0 BaTiTHUX B aHaMHe3i. Kinkam,
CXUJIbHUM [0 BUHUKHEHHS XJI0a3MH, CJIifl YHUKATH [ii MPSIMUX COHSYHUX ITPOMEHIB abo
ynbTpadioieToBOro onmpoMiHIOBaHHS Iif Yac 3actocyBaHHS KOK.

KoxHna TabneTka, BKpuTa 000JI0HKOIO, CBIT/I0-POKEBOT0 KOJILOPY MpenapaTy MiCTUThL 46 MT JTaKTO3H,
KOXKHa TabjeTKa, BKpHUTa 000JI0HKOI0, 6i7T0T0 KOJIbOPY MICTUTD 22 MT JIaKTO3HU. [Ipu HAsIBHOCTI
PiIKiCHUX CIIagKOBUX CTaHiB HEIIEPeHOCUMOCTI rajlakTo3u, nedinuTy nakTa3u Jlamma abo
MasibabcopO1iii III0K03u-TanakTo3y, Y pa3i nepedyBaHHs Ha 0e371aKTO3Hil [Ii€Ti CIlig BpaxoByBaTH
3a3Ha4yeHy KUIBKICTh JIaKTO3H.

Koncynbranii/Mennyse 06CcTeKeHHS

[Tepen moyaTkoM a00 BigHOBIIEHHSM IIPUNOMY JTiKapchKoro 3aco0y [I:Ka3 peKoMeHAYEThCS 3ibpaTu
MOBHUM MeIUYHUN aHaMHe3 (BKITI0OUalouM CiMeMHUM aHaMHe3), ITPOUTH ITOBHE MeIuYHe 00CTeXKEeHHS
Ta BUKJIIOYXTHU BariTHiCTh. HeoOxigHO BUMIPSATH apTepialbHUM TUCK Ta IPOBECTU MeAUYHE
o0cTexeHHs, 0epy4n [0 yBaru MPOTUIIOKA3aHHS (IUB. Po3Misn «[TpoTUlIoKa3aHHsS») Ta 0COOIUBOCTI
3acTocyBaHHS (OuB. po3nin «OcobnuBOCTi 3acToCcyBaHHA»). CIIil 3BepHYTH yBary XiHKM Ha
iHdopMmalrito 010 BEHO3HOTO Ta apTepiarbHOro TpoMO03y, Yy TOMY YKCITi Ha PU3UK, ITOB’I3aHuM i3
3aCTOCyBaHHSIM JIiKapChKoro 3acoby [ka3, IOpiBHSAHO 3 TAaKUM IIpX 3acTocyBaHHi iHmux KI'K, momo
cumnrtoMiB BTE Ta ATE, BifomMux ¢hakTopiB pu3uKYy Ta fil, 1Ki He0OXigHO 3OiINCHUTHU NIPHU Mif03pi Ha
TpoM003.

[TamieHTKaM PEKOMEHAYETHCS YBaKHO IPOYUTATU iHCTPYKIIiIO AJI MEAUYHOI0 3aCTOCYBaHHSI
JIIKapChKOT0 3aCc00y Ta MOTPUMYBATHUCS PEKOMEHMALlil, sIKi MiCTAThCS B Hill.

YacToTa i XxapakTep OTJISAfiB TOBMHHI I'PYHTYBATUCS Ha iCHYIOUMX HOpMaX MeOUYHOI TPAaKTUKH 3
ypaxyBaHHSIM iHOUBiAYyalTbHUX 0COOIUBOCTEH KOKHOI KiHKH.

[TanieHTOK MOTPiOHO MONEPEeNUTH, 1[0 TOPMOHAa/IbHI KOHTPALIEITUBY He 3aXHUINal0Th Bif 3apaxKeHHS
BlJl-indexkuieto (CHIom) Ta 6yab-IKUM iHIITMM 3aXBOPIOBAHHSM, 1[0 TePEa€ThCsI CTATEBUM ILIISXOM.

3uuXKeHHs eheKTUBHOCTI

EdekruBHicTh KOK MoXke 3HMKYBaTHCh y pa3i IPONycKy npuiiomMy TabaeTku (ouB. po3ain «Cnocib
3aCTOCyBaHHS Ta [03W»), PO3JIafiB MUTYHKOBO-KUIIKOBOTO TPAKTY (AXB. po3min «Cmocib 3acToCyBaHHS
Ta J03u») a00 IMPU OJHOYACHOMY 3aCTOCYBaHHI iHIMX TiKapCchKUX 3ac06iB (IUB. po3min «B3aeMomis 3
iHIITIMM JTiIKapChKUMHM 3aC00aM¥ Ta iHIINI BUOYM B3aEMOIii»).

[lopyllieHHA TUKITY

[Tpu npuitomi KOK M0XyTh CcIiocTepiraTucs: HepeTynsipHi KpoBoTedi (KpoBOMa3aHHS a00 IPOPUBHi
KPOBOTEUi), 0CO0IMBO IPOTATOM IEPIIUX KiIbKOX MiCAIiB. FKIIO MiC/Is TPHOX MEHCTPYaJIbHUX IIUKJIIiB
TaKi KpOBOTEYi IPOJOBXKYIOThCS, 1X CJIifi BBa2KaTH CEPHO3HUMU.

AKI110 HeperyIsipHi KPOB'THUCTI BUAiNIeHHS 36epiraioThcs abo 3’IBISIOTLCA MMics mepiony
PETYIISIPHUX KPOBOTEY, IIOTPiIOHO PO3TISHYTH HETOPMOHAJIbHI TPUYUHYE KPOBOTEY Ta BifIOBIimHI
MiarHOCTUYHI 3aX0MH, BKITI0Yal04y 00CTEeXKEHHS 3 MEeTOI0 BUKJTIOYEHHST HasBHOCTI IyXJIUH Ta
BariTHOCTI. [0 OiarHOCTHYHUX 3aXOMiB MOXKHA BK/IIOUUTH KIOpeTax.

YV meskux XKiHOK MOXKe He HaCTaTX KpOBOTedYa BigMiHHU IIifi 4ac MepepBHU B IPUIOMI IIpenaparty. Y pasi
npuiiomy KOK BifmoBigHo 70 BKa3iBoK po3fminy «Crocib 3acToCyBaHHS Ta J03W» BaTiTHICTh
MasonMoBipHa. [Tpote sikmo npuitoMm KOK BinOyBaBcs HepeTylIsSpPHO [0 BiACYTHOCTI mepIIol
KpOBOTeUi BigMiHK ab0 SIKII0 KPOBOTEYi BiIMiHU BifICYyTHI MPOTSATOM OBOX LIUKIIIB, IEpeN



npofoBxKeHHAM 3acTocyBaHHSI KOK He00XigHO BUKJTIOUUTH BaTiTHICTS.
3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pyodoto.
BaritHicTe. [IpenapaT NpoTHNOKa3aHUM A0 3aCTOCYBaHHSA Y I1EPiof BariTHOCTI.

Y pa3i BUHUKHEHHS BaTiTHOCTI ITifl Yac 3aCTOCyBaHHS IIpemnapary [ka3 #oro npuiioM HeoOXigHO
IPUNUHUTY HerauHo. [IpoTe pe3ynbTaTy emifeMioIoTiYHUX JOCTiAKeHb He BKa3ylTh Ha MiiBUIIEeHHS
PU3UKY IIOSIBU BPOAKEHUX Baf y HiTed, MaTepi Akux npurMmanu KOK go BariTHoCTi, Tak caMo, K i Ha
iCHyBaHHS TepaTOTeHHOI Ail mpu HeHaBMuCHOMY npuiioMi KOK mpoTaroMm BariTHOCT.

IocmigXeHHsT Ha TBapHMHAX MOKa3aly HasBHICTh HebakaHUX e(PeKTiB MPOTITOM BariTHOCTI Ta
nakTatii (IuB. po3min «®apMaKoJoriyHi BnacTuBOCTI»). Ha 0CHOBI 1IuX moCifkKeHb Ha TBapyHaX He
MOKHa BUKJII0YaTH HebOaxkaHi eeKTH BHACIIIIOK TOPMOHAIBHOI il mitoyux peyoBuH. OgHAK
3aranbHu mocBif 3actocyBanHs KOK y nepiof BariTHOCTi He CBif4UThL PO iCHYI0UNHM HeOaKaHUM
BILJIUB V JIFOQUHM.

HasiBHi maHi oo npuitoMy mpemnapary y mepiof BariTHOCTI 3aHaATo 06MexKeHi [ Toro, 1100
3po0UTH BUCHOBKY CTOCOBHO HETATHMBHOTO BIIJIUBY IpemnapaTy [Ixka3 Ha mepebir BariTHOCTI, 3TOPOB’s
I7I0[a Ta HOBOHAPOAXKeHOoro. Ha maHul Yac HeMa€ XXKOOHUX BiATIOBIOHUX eligeMioNoriYHUX OaHUX.

[Ipu BigHOBIIEHH] 3aCTOCYBaHHS IIpenapaty [Ka3 CiIif BpaxOBYyBaTH IIIBUIIEHHS PU3UKY PO3BUTKY
BTE y micnsinonoroBoMy nepiofi (muB. po3ninu «Crnocib 3acTocyBaHHS Ta f03u», «OcoOMUBOCTI
3aCTOCYBaHHS»).

TFopyBauH4 rpyanio. KOK MoXyTh BIJIMBAaTH Ha TOAYBaHHS TPYAAI0, OCKIIBKHU IIif] iX BIIJTMUBOM MOXKe
3MEHIIyBaTUCA KibKiCTh TPYIHOTO MOJIOKA, a TAKOXK 3MiHIOBAaTUCh MOTO CKIIal. 3BaXKalyH Ha Iie,
KOK He pekOMeHOyeThCSA IPUUMATHU y Ilepiof rogyBaHHs Ipyanto. HeBenuki KimbKoCTi
KOHTpAIIeNTHBHUX CTEPOINiB Ta/ab0 ix MeTabosiTh MOXKYTh IPOHUKATH Y IPyOHE MOJIOKO IIif Yac
3actocyBaHHsA KOK. Ili KiTbKOCTI MOXKYTh BIJIMHYTH Ha JUTUHY.

®eprunpHicTh. [Ipenapart [Ika3 moKasaHuH A 3amobiranHs BariTHOCTI. [HopMarriio momo
BigHOBIEHHSA (GEePTUILHOCTI OUB. y PO3Tini «®apMaKOJIOTiyHi BIaCTUBOCTI».

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

KogHuX [OCTigXKeHb LI0M0 BINIUBY Npemnapary [IKa3 Ha MBUAKICTh Peakilil TPy KepyBaHHI
aBTOTpaHCIopToM abo po6oTi 3 iHIIKMU MeXaHi3MaMu He ITpoBoauiocs. He Big3Hayanocs BIJIUBY Ha
3[aTHICTh KepyBaTu aBTOMOOinieM abo mpaljfoBaT 3 MexaHi3aMaMH y XKiHOK, gKi 3acTocoByioTh KOK.

Cnoci6 3acmocyeaHHss ma do3u.
Cnocib 3acmocyBaHHsi: TepPOPaJIbHO.
Io3ysaHHA

Ak 3acmocosysamu npenapam a3

TabneTku ciipg mpuiMaTH IMOOEHHO 3TiIHO 3 MOPSIAKOM, 3a3HaYyeHUM Ha OmicTepi, mpubnIu3Ho B OOUH



i TOll caMu¥ Yac, 3allMBalO4y y pa3i HeoOXigHOCTI HEBEIUKOIO KiNbKICTIO pifuHu. TabneTku
3acTocoByBaTu Oe3mepepBHO. [Ipemnapar npuiimatu 1o 1 TabneTiri/no0y mpoTsrom 28 OHIB MOCIHib.
[TpuiimanHs TabIeTOK 3 KOXKHOI HACTYITHOI YITAaKOBKY CJIifl PO3MOYMHATH Ha HACTYIHUN OEHb IMiCIIsa
3aKiHYeHHS ONepeNHbOl YIIaKOBKHU. fIK IpaBuio, KpOBOTeYa BiIMiHM IIOYMHAETHCS Ha 2-3-U IeHb
ITiCJIs TT0YaTKy 3aCTOCyBaHHS TabJeTOK 1tarebo (0CTaHHIN psf) i MoXKe He 3aKiHYUTHUCS [0 MOYaTKY
IpuioMy TabJeTOK 3 HaCTYIIHOI yIIaKOBKH.

ITouamok 3acmocysaHHA npenapamy [ca3
e ['opMOHaNbHUX KOHTPALENITUBIB y IONEPefHil mepion (MUHYINN MiCSIb) HE 3aCTOCOBYBaJIU

[TpuiimanHs TabIETOK CJIifl PO3MOYMHATH Y TEPIINH IeHb TPUPOOHOTO IUKITY (TOOTO Y ImepiIui neHb
MEHCTPYaJIbHOI KPOBOTEYi).

o [Iepexin 3 iHmoro komOiHOBaHOT0 OpabHOTO KoHTpanentuBa (KOK), BariHambHOrO Kinbis abo
TPaHCAEPMaJbHOIO IJIaCTUPY

BaxaHo po3noyaTy mpuiiMaHHs Ta0neToK npenapaty [IKa3 HaCTYIHOT0 JHS IIiC/s MpUiMaHHS
OCTaHHbOI TOPMOHOBMiCHOI TabneTku monepenuboro KOK, ane He mi3Hille HaCTyITHOTO JHS IiCTs
IIepepBy y mpuiiMaHHi TabneTok abo micns npuitMaHHs TabIeToK, 110 He MiCTSITh TOPMOHH,
nonepegaboro KOK. Y Bumiafiky 3acToCyBaHHSI KOHTPALIENITUBHOTO BariHaIbHOTO KiJbId a0
TPaHCAEePMaIbHOIO MIAaCTUPY CJIifl PO3MOoYaTH IpUiiMaTy Ipenapar [[ka3 y feHb BUAalleHHs 3acoby,
ase He Mi3Hillle HS, KOJKX HeoOXigHe HAaCTyIHe 3aCTOCYBaHHS IIUX IperaparTis.

e [lepexinm 3 MmeTony, 110 6a3y€e€ThCST HA 3aCTOCYBAHHI JIHIIE TPOTECTOTeHY («MiHi-mimi», iH’ekiii,
iMnanTH) abo BHYTPIIITHhOMATKOBOI CUCTEMHU 3 ITPOTe€CTOr€HOM

MoxHa po3moyaT NpuiitMaHHs npenaparty ka3 y 6yab-gIKuil OeHb Tic/Is TPUINHEHHS TPUMMaHHS
«MiHi-mmini» (y BunagKy iMmmnanTa abo BHYTPIlTHbOMATKOBOI CUCTEMHU - B IeHb iX BUAlIEHHS, Y
BUIIQMIKY iH’€KIIii - 3aMicTh HacTymHoOI iH’eK1lil). OmHaK y BCiX BUIIagKaX PEKOMEHIYEThCS JONaTKOBO
BUKOPUCTOBYBaTU 0ap’€pHUM MeTO KOHTPAIEIlil IPOTSAroM IepIux 7 OHiB MpHWMaHHS Ipenapary.

e [licnst abopTy y mepiioMy TPHMeCTPi BariTHOCTI

MoxHa pPo3MOYMHATH ITPUIoM mpenapaTty ka3 ofpa3y XK. Y TaKOMY BUMIAAKy HeMae HeOOXimHOCTI
3aCTOCOBYBaTH AOOATKOBI 3aC00M KOHTPAIEILIi.

e [licns monoriB abo abopTy B APyroMy TPUMECTPi

PekoMeHOy€eThCSI pO3NOYMHATY TPUMMaHHS mpemnapary ka3 3 21-28-ro gHs micis mosoris abo
abopTy B IpyroMy TpUMecCTpi BariTHOCTi. [Tpu mi3HimoMy noyaTky npuiiMaHHs TabIeToK
PEKOMEHIYEThCS JOIaTKOBO BUKOPHCTOBYBATH Oap €pHUYN MeTOH KOHTpALENIil IIPOTIroM Mepiux 7
[HiB mpuiiMaHHs TabneTok. [IpoTe, KO CTaTEBUI aKT yKe BimOyBCS, TO Iepef I09aTKOM
3aCTOCYBaHHS IIperapary CJIifl BUKJIIOYUTHA MOKJIMBY BariTHICTh ab0 OYeKaTHCS HaCTaHHS IEePIIol
MeHCTpYyallil.

Y Bumapky rogyBaHHS I'PYAIIO AUB. PO3AiN «3aCTOCYBaHHS y Mepiof BariTHOCTi abo rogyBaHHS
TPYIAI0».

IIJo pobumu y sunadky nponycky nputiomy mabiemxu

[TponyckoM y mpuiiMaHHi Ta61eToK mane6o 3 0CTAaHHBOTO (4-T0) Py MOXHa 3HexTyBaTu. [IpoTe ix
CJIifl BUIYYUTH 3 YIAKOBKH, 11100 YHUKHYTH HEHaBMUCHOT'O ITOJOBXKEHHS (a3u 3aCTOCYBaHHS



nnane6o. Hux4ye3a3HaueHi BKa3iBKU CTOCYIOThCS TiJTbKYU IIPOMYIIEHUX aKTHBHHUX TaOIeTOK, 1110
MICTATD [iI04Yi pEYOBUHU.

fAKo 3ami3HeHHd y IpHiiMaHHi TabJeTKY He nepeBHINye 24 TOOMHH, IPOTU3aIUTigHA i
Impenapary He 3HUXKYEThCS. [Iponyieny TabneTKy Tpeba IpUMHATH Ofpa3y, SIK TilbKU 1Ie
3’sicyBanocs. Hactynny TabneTKy 3 1i€i ymakoBKU CJIifi MpUAMaTH y 3BUYHUN Yac.

A0 3ami3HeHHs 3 TpUAMaHHAM 3a0yToi TabieTKy mepeBHUIny€e 24 rOMUHH, KOHTPAIleNTHBHUM
3axXuCT MOXKe 3HMU3UTUCA. Y TAaKOMY pa3i MOXKHa KepyBaTUCS JBOMa OCHOBHMMHU ITPaBUIaMU:

1. pekoOMeH[I0BAHOIO € IlepepBa y MpUuiMaHHi TOPMOHOBMICHUX TablIeTOK, sKa TPUBAaE 4 mHi,
1epepBa y NpuiiMaHHi TabIeTOK HiKOIM He MOXKe IIepeBUIlyBaT 7 OHIiB;

2.  ajeKBaTHe NPUTHiIYeHHS CUCTEMHM TilloTanaMyc-Tinogi3-s€YHUKU OOCITaeThCsl 0e3MepepBHUM
IPUUMAHHSM TabJIeTOK IMPOTSATOM 7 OHiB.

BiamoBigHO 00 I[bOT0 ¥ MOBCAKAEHHOMY XUTTI CJIi[ KEPYBaTUCS HUX4Ye3a3HayeHUMU
pPeKoOMeHaalliaMu:

Iens 1-7

Cnip mpuWHSTA OCTAHHIO IPOIyIIeHy TabJeTKy STKOMOra LIBUAIIE, HaBiTh SKIIIO TOBEAEThCS
IPUUHSATH OBi TaONeTKU ogHOYaCHO. ITic/Is bOT0 MPOOBKYBATH NMPUMMaTH TabIeTKH y 3BUYHUN
yac. KpiMm Toro, mpoTsiroM HaCTyIHUX 7 OHIB CJIifl BUKOPUCTOBYBaTH O6ap’epHUM METOM KOHTpPALEeMIlii,
HaIpPUKaj IIpe3epBaTuB. Y pasi, SKIIO y monepenHi 7 OHiB BinOyBCs CTaTeBUU aKT, CJIil BpaXOBYBaTH
MOZKJIMBICTh HACTaHHS BariTHOCTi. YuM OinbIite TabIETOK MPOMYIIEHO 1 yuM OnuxK4uii nepion
3acToCyBaHHS TabeToK miarebo, TUM OilbIINY PU3UK BaTiTHOCTI.

Ienn 8-14

Crig TpuUHSTH OCTAHHIO IIPONYIIEeHYy TaONeTKy SKOMOra LIBUIIE, HaBiTh SKIIO TOBENETHCS
IPUUHSATH OBi TaONIeTKU 0gqHOYACHO. ITic/Is bOTO MPOIOBKYBATH MPUUMATH TabIETKY Y 3BUYHUN
yac. 3a YMOBH, II0 XKiHKa ITPaBUIBHO MTpHUiiMara TabJeTKy MPOTATOM 7 [HIB Iepeq IPOoIyCcKoM, HeMae
HeoOXiTHOCTi BUKOPUCTOBYBATU JOATKOBI MPOTU3aIIigHi 3acobu. AKIo e He Tak abo mpomyiieHa
Oinbine Hixk 1 TabmeTKa, peKOMEHAYETHCS BUKOPHCTOBYBATH JOJATKOBI METOAYM KOHTpALEIIIil
IIPOTATOM 7/ [HIB.

Ienn 15-24

Pu3uK 3HMKEHHS HaOilHOCTI 3pocTaE Ipu HaOIuKeHHi epiofly 3acTocyBaHHS TabneToK Male6o.
OpHak Npy JOTPUMaHHI CXeMU IpuiMaHHSA Ta0leTOK MOXKHA YHUKHYTH 3HUKEHHS
KOHTPALEIITUBHOI'O 3aXUCTY. fAKIIO AOTPUMYBATUCS OOHOTO 3 HUXKYEeHaBeOeHUX BapiaHTiB, TO He
BUHUKHE HEeOOXiqHOCTI BUKOPHUCTOBYBATH NOOATKOBI KOHTPALIENITUBHI 3aCO0M 3a YMOBHU MTPABUILHOTO
npuiMaHHs TaOIeToK MPOTSAToM 7 OHIB IO MPOMIYCKY. AKIIO 1le He TaK, PeKOMEHIY€EThCS
OOTPUMYBATUCH MEPLIOTO 3 HUXKUYEHaBeeHUX BapiaHTiB i BUKOPUCTOBYBATU JOAATKOBI 3aCTepexkHi
METOAY NIPOTATOM HaCTYIIHUX 7 [OHIB.

1. Crnip mpUUHSTHA OCTAHHIO IIPOMYIeHy TablIeTKy sSKoMora IIBUAILIE, HaBiTh SKIO JOBEOETHCS
IPUUHSATH OBi TaONIeTKU ogHOYacHO. [Tic/s bOTro MPO0OBKYBaTH NpUiiMaTy TabeTKU y 3BUYHUN dac
[0 3aKiHYeHHS 3aCTOCYBaHHS aKTHBHUX TaOneToK. 4 TabneTKaMu I1aiebo 3 OCTAHHLOTO PIOY
HeoOXimHO 3HeXTyBaTH. Ta0leTKH 3 HaCTYIHOI YIIAKOBKH CJIiJ TOYAaTH MPUUMATH OJpa3y XK Micis
3aCTOCYBaHHS OCTaHHBOI aKTUBHOI TaOneTKu. MaoiMOBipHO, 110 KPOBOTEYA BigMiHM IIOYHETHCS [I0
3aKiHYeHHs MPUIMaHHS BCiX aKTUBHUX TabJIeTOK 3 APYTOl YITaKOBKH, X04a ITif Yac MpUiMaHHS



TabneTok MOXKYTb CHOCTepiFaTI/ICH KPOBOMA3aHHA abo IIPpOPHBHA KPOBOTEYA.

2. MoxHa TaK0X NPUNUHUTY [IPUUMaHHS aKTUBHUX Ta0IeTOK 3 TOTOYHOI yIaKOBKH. I10TiM crif
npuiiMaTé TabneTKy nnanebdo 3 0CTaHHBOTO PAAY IPOTATOM 4 OHIB, BKIIOYAKYH JHI IPOIYCKY
TabJIeTOK; IpUUMaHHS TalIeTOK CJif IoYaT! 3 HAaCTYNHOI yIIaKOBKHU.

AK110 micas IPOMYCKy y MpuiiMaHHi TabIeTOK BiICYyTHS O4YiKyBaHa KPOBOTEYaA BigMiHU MTPOTSTOM
IepIIol HOpMaJbHOI IePepPBU y IPUIMaHHi IpenaparTy, TO iMOBipHa BariTHICTh.

PexomeHOauii y sunadky possiadie 3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy

Y BUNAAKy TSIKKHX pO3/1afiB 3 00Ky IITYHKOBO-KHIIIKOBOTO TPAKTY (Hampukiafn 01oBaHHS abo
Iiapesi) MOXKJIMBe HEIIOBHE BCMOKTYBaHHA IIpenapary. Y TaKoMy pasi CJIif 3aCTOCOByBaTH OOIaTKOB1
3aco0u KoHTparemnil. AKio 6/10BaHHS I10Yaloch YIPOAOBXK 3-4 TOOUH IiC/s MPUUMaHHS aKTUBHOI
TabNeTKH, TO IKHAUIIBUIIIE HeOOXiMHO IPUNHATY HOBY (3aMicHy) TabmeTky HacTynHy TabaeTky,
SIKILIO MOKJIMBO, CJIifi IPUUHATH IPOTAroM 24 TOOUH y paMKaxX peXXuMy 3BU4alHOIO IPUUOMY
TabneTKu. AKIo MAHYO Oinbie 24 TOOWH, TPUNHATHOIO € peKOMeHIallisl, HaBeeHa BUIIlE ¥ PO3Misi
«Cmocib 3acTocyBaHHS Ta fo3u» HNiANYHKT «Illo pobuTu y BUMIaKy NMPONYCKYy NPUIOMY TaOIEeTKI».
Ak XKiHKa He X04ye 3MiHIOBATH CBifl rpadik 3acTocyBaHHS TabneTOK, 1 HEOOXiIHO MPUUHSTH
IONaTKOBY TaOleTKy(1) 3 HACTYIIHOI YITaKOBKHU.

A ei0mepMmiHyBamu HacCMaHHA Kposomeyu 8i0MiHU

[ITo6 3aTpuMaTu nepiof HaCTaHHS KPOBOTEUi BITMiHU, CJIifi IPOAOBXKYBaTH IPUNMaTH TabIeTKN
npenaparty [ka3 i3 HOBOI yIIaKOBKY i He mpuiiMaTu TabneTKy mnanedo 3 IOTOYHOI YIaKOBKHU. AKIIIO €
OakaHHS, TEPMiH IPUUMaHHS MOXKHA ITPOIOBXKUTH aX [0 3aKiHYEeHHS aKTUBHUX TabJIETOK i3 Apyroi
ymakoBKH. [Ipu I[bOMYy MOXKYTb CIIOCTePiraTuCs IPOpHBHA KPoBOTeYa ab0 KpoBOMa3aHHs. 3a3BUYai
npuiMaHHA npenaparty [1xKa3 BiIHOBIIOIOTE Iic/s MpuiitMaHHS TabaeToK maiebo.

[ITo6 3MicTUTH Yac HaCTaHHS KPOBOTeYi BiIMiHM Ha iHIINH [eHb TUXKHS, PEKOMEHIYEThCS CKOPOTUTH
IepepBy y NpuiiMaHHi TabeToK miae0o Ha CTiIbKY [IHIB, Ha CKiNbKY OaxkaHo. CIlifg 3a3Ha4YUTH, 110
YKUM KOPOTIIOIO Oyie mepepBa, TUM YacTillle CIIOCTEPIraEThCS BiICYTHICTH KPOBOTEYi BigMiHM Ta
II0sIBa IIPOPHBHOI KPOBOTEUi a60 KPOBOMAa3aHHS MPOTSATOM IPUUMaHHS TaOIeToK 3 OPYroi yIIaKoBKU
(9K 1 y BUIIa#Ky 3aTPUMKHU HACTaHHS MEHCTpPYyalil KpOBOTeYi BiIMiHH).

[Todamkoea iHpopmauisa w000 0cobauBuUX 2pYN NAUIEHMOK
ITauienmku aimHbo20 8iKy. [I2Ka3 He ITOKa3aHUM [0 3aCTOCYBaHHS MiC/Is HACTaHHS MEHONIay3HU.

ITauieHmKu 3 neyiHK0801 Hedocmamuicmio. [I3Ka3 IPOTUIIOKa3aHUM A0 3aCTOCYBAaHHS XKiHKaM i3
TSI2KKOI0 ITI€YiHKOBOIO HEOCTaTHICTIO (AuB. po3minu «IIpoTunoka3aHHsa» Ta «®apMakKonoriuysi
BJIQCTHUBOCTI»).

ITauieHmKu 3 HUPKOBOW HedocmamHicmio. [1Ka3 IPOTUIIOKa3aHNUM 0 3aCTOCYBaHHS XiHKaM i3
TS2KKOI0 HUPKOBOIO HEIOCTATHICTIO ab0 TOCTPOI0 HUPKOBOIO HEAOCTATHICTIO (TUB. PO3Minu
«IIpoTunoka3aHHsa» Ta «PapMaKOIOTi4Hi BIIaCTUBOCTI»).

Himu.

[Ipemapat mmoka3aHui [OJ1 3aCTOCYBaHHSA 3a IPU3HAUYEHHAM JIiKaps TiIbKY IiC/Id HaCTaHHSA MeHapXe.



Ilepedo3yeanHns.

HoTernep HEMa€E XKOMHUX aHUX KIIHIYHUX OOCTiAXKEeHb 1010 ITepeio3yBaHHs TabIeToK JTiKapChKOoro
3aco0y [I:ka3. Ak cBiguuTh 3aranbHuUM HoCcBig 3acTocyBanHs KOK, npu nepego3yBaHHi MoxKe
cIocTepiraTtucs HyfoTa, O/1I0BaHHS Ta KpoBoTeda BigMiHu. KpoBoTeda BigMiHK MOXKe CIIOCTepiraTucs
y [iBYaT HaBiTh OO HAaCTaHHS MeHapXe y BUMagKy HeHaBMUCHOTO/BUIIaAKOBOTO 3aCTOCYBaHHS
nikapchbKoro 3acoby. CreliabHOTO aHTHIOTY He iCHYE, JTiIKyBaHHS IIOBUHHO OYTH CUMIITOMATUYHUM.

ITo6iuni peakuii.

[ITomo cepiio3uux MOOGIYHUX pPeaklliil y MallieHTOoK, IKi 3acTocoByioTh KOK, guB. TaK0XK pO3Min
«OcobnuBoCTi 3acTocyBaHHS». HuxkK4e3a3HaueHi no0iyHi peakliii criocTepiranucs mig 4ac
3acToCyBaHHS mpemnapaty [Ixka3 (muB. Tabauio 3).

Y Tabmnuili HUXK4Ye HaBefeHO NMo0ivHi peakiiii 3rigHo KnaciB Ta cucteM opraHiB MedDRA. YacToTta
IpuBefieHa Ha OCHOBI KITiHiUHNUX HaHuX. Haiibinbim npuitHATHI TepMmiau MedDRA Bukopucrasi gis
ONINCY IIeBHUX Peaklliil Ta 1X CHHOHIMIB i IOB’sI3aHUX CTaHiB.

Tabmuig 3.

YacToTa nobiYyHUX peakllill, Ipo SKi MOBIHOMIISIIOCS Y XOMi KITiHIYHUX MOCTiIXKeHb mpenapary ka3
K OpaJIbHOTO KOHTpAIEINITHBA Ta IS JIIKyBaHHS HeBazKKol (OpMU aKHe 3TiflHO TepMiHiB, KJaciB
cucteM oprasiB MedDRA.

Kiacu ta cucremu |dacro Heuyacto [looguHOKi UacrToTta

opraHiB (MedDRA |[(z1/100 mo |(=1/1000 mo <1/100) |(=1/10000 oo [HeBiZOoMa

Bepcist 9.1) <1/10) <1/1000)

[Hdexknil Ta iHBa3il Kangumnos

3 60Ky cUCTEMU AHeMis,

KPOBOTBOPEHHS Ta TPOMOOIUTEMIS

miMdaTUuHOI cUCTEMH]

3 00Ky iMyHHOI Anepriuni peakirii [inep-4yTAUBICTH

CHUCTEMU 3arocTpeHHs
CUMIITOMiB
CITafIKOBOT'O Ta
HabyTOro
QHTIOHEBPOTUYHOTQ
HaODPSIKY

3 60Ky eHIOKPHHHOI EHOOKPUHHI po3nagu

CHCTEMU

3 60Ky 00MiHY [TinBUIIEHHS AIIeTUTY,

[PEYOBUH Ta AHOPEKCid,

Xap4yyBaHHI rinepKajieMisa,

rimoHaTpieEMis




[IcuxiuHi po3nanu EMoriiHa [lempecis, HepBO3HICTh, |AHOpPra3Mmis, 6e3COHHS
mabinbHICTE  |COHIMBICTH
HepBoBa cucteMa [omoBHUI 6inb |3amTamMopoYeHHS, BepTuro, TpeMop
[mapecresis

3 00Ky opraHiB 30py

KO0H'10HKTHUBIT, CyXiCTh
ouel, TOPYIIeHHS 30py

3 60Ky cepIist

[Taxikapmis

3 60Ky CyOuH

MirpeHs, BapuKO3HE
PO3MUPEHHS BEH,
apTepianbHa
rinepTeHsis

dnebit, cymuHHi
pO3/1agy, HOCOBa
KpOBOTEYa,
HEIIPUTOMHICTb,
BeHO3Ha
TpomOoeMOoris (BTE),
apTepianbHa
TpomOoemOoitis (ATE)

3 OOKY IITyHKOBO- Hynota AGpoMinaneHuM 6inb,  [36iNbLIEHHS XKUBOTA,
KUITKOBOTO TPAKTy OJTI0BaHHS, QUCIENCid, [IITYHKOBO-KUIIKOBI
METeOPU3M, TaCTPUT,  |pO371afH, BiTuyTTI
miapest HallOBHEHHS IIJTyHKOBO-
KUIIKOBOI'O TPAKTy,
XiaTaabHa TPUXKa,
[kanmumo3 potoroi
[TOPOXKHUHY, 3aI10p,
CYXICTB y POTI
3 60Ky Binb y 2KOBYHOMY
renatobiniapHol [mixypi, xonenucTut
CHCTEMU
3 60Ky MIKipu Ta AkHe, cBepbix, Bucun  |[X710a3Ma, eK3eMa, MynbTU-QopMHa
TigIIKipHOI QUIOIIelisI, epuTeMa
KITiTKOBUHU axHePOPMHUN
mepMaTuT, CyXiCThb
[IKipX, HOJO3HAa
epuTeMa, TiepTpuxo3,
po3nanu 3 60Ky LIKipH,
PO3TAKKH, KOHTAKTHUN
mepmatut, poTo-
YyTIUBUM IepPMaTUT,
HOOYJIIpHA LIKipa
3 60Ky M's130BOi Ta Bint y cnwi, 6inb y
CITOJTyYHOI TKAHWHU [kinLiBKax, cymoMu
M’ s13iB
3 60Ky bomnodicTb BarinanbHUN KaHAU#O3, UcnapeyHis,
PETPOAYKTUBHOI MOJIOUHHUX Ta30BUH 0ifb, BYJILBOBAriHIT,
CACTEMHU Ta 347103, 30iIbIIEHHST MOJIOYHHUX [TOCTKOITaIbHA
MOJIOYHUX 387103 MeTpoparis*, [3ano3, pibpo3Ho- KpPOBOTEYa, KPOBOTEYa
aMeHopes KiCTO3Ha MacToIlaTisd, [BigMiHM, KHCTa

MaTKOBi/ BariHalbHi
[kpoBOTEUI*, BUOiTEHHS
31 cTaTeBUX OpPraHis,
[IPUIIIMBY, BaTiHIT,
[TOPYIIEHHS
MEeHCTPYabHOTO LIUKITY,
mucMeHopes,
rimoMeHopes,
MeHOparis, BarisajbHa
CyXiCTb, CYMHIBHUY
Ma30K [lamaHikonay,
SHUXEeHHS 1i0imo

[Monounoi 3a503y,
rimepriiasis MOJIOYHOI
3471031, HOBOYTBOPEHHS
[V MOJIOYHIi 3a/1031,
[IOJIiMl IIMUKU MaTKH,
aTpodis eHmOMETpilo,
[kucTa seunuKa,
30iTBIIEHHS MAaTKU




3arasnbHi po3nagu IACTeHis, migBUIIleHe HesnyxanHs
[TOTOBUIiNIEHHS, HaOpSIK
(reHepaizoBaHul
HaOpPsK, mepupepuIHuT
HaOpsK, HAOPSK
00IYYst)

TTocmimxeHHSA 30inblIeHHs MacH Tina |3MeHIIeHHSI MacH Tina

*HeperyJsapHi KpOBOTEeUi 3a3BUYail 3HUKAIOTh IIPY NMPOOOBKEHHI Teparril

Onuc okpeMux mo6iYHUX peakirin

Y xinok, gki npuiimanu KI'K, criocTepiraBcs mifBuilleHUI PU3UK PO3BUTKY BEHO3HUX a00
apTepianbHUX TPOMOOTUYHUX Ta TPOMOOEeMOOIIYHNX IBUII, Y TOMY YHUCIi iHpapKTy MioKapaa,
iHCYIIBTY, TPAQH3UTOPHUX ilIEeMiYHUX aTakK, BeHO3HOTro TpoMmO03y Ta TEJIA, gKi nerasnbHille onucaHi y
po3mini «Oco6IMBOCTI 3aCTOCYBaHHS».

Huxxuye3a3HaueHi cepiio3Hi mobiuHi peakiril cocTepiramucs y XkiHOK, sKi 3acTocoByi0Th KOK, 1110
TaK0Xk Oy/nu onucaHi y po3aini «OcobIuBOCTI 3aCTOCYBaHHS»:

e BeHO3Hi TpoMOoeMOoiuHi po3nany;

¢ apTepianbHi TPpOMOOEMOOTiYHI po3Tamy;

* apTepianbHa rinepTeHsis;

* NyXJINHU [1€YiHKY;

* PO3BUTOK ab0 3ar0CTPEHHS 3aXBOPIOBaHb, OIS IKUX 3B’130K i3 mpuiiomoM KOK He 3’sicoBaHUM
0CTaTOYHO: xBopo6Ga KpoHa, HecmenudiyHui BUPA3KOBUH KOJIIT, eIIiJIelCis, MioMa MaTKH,
nopdipis, CHCTEMHUY YepPBOHUY BOBYAK, repliec BariTHUX, xopes CigeHxama, TeMOJIiTHKO-
YPEMIUHUYU CUHAPOM, XOJIeCTaTHYHA KOBTSIHULIS;

® XJI0a3Ma;

e TOCTPi a00 XpOHiuHI po3nagy GyHKIIl TediHKY, [0 MOXKYTh NOTpeOyBaTH NPUNKHEHHS
3actocyBaHHS KOK, HoKU OKa3HUKY (PYHKITiI T€YiHKY He TOBEPHYTHCS 10 HOPMU.

YacToTa [iarHOCTYBaHHS paKy MOJIOYHOI 321031 AEIN0 MigBUIIYETHCS Cepen XKiHOK, SKi
3actocoByioTh KOK. OcKinbKy paK MOJIOUHOI 3aJI03¥ Y XKiHOK BikoM 10 40 pPOKiB 3yCTpidaeThC PimKo,
30inbIIeHHS KiTbKOCTI BUNIAJKIB OiarHOCTYBaHHS paKy MOJIOYHOI 3aJI034 Y XKIiHOK, SIKi 3aCTOCOBYIOTh
HUHi ab0 HemogaBHO 3acTocoByBanu KOK, € He3HAUHUM IIOMI0 PiBHS 3arajlbHOTO PU3UKY PaKy
MOJIOYHOI 3a71031. B3aemMo03B’530K i3 3acTocyBanHsIM KOK HeBimomuii. [[UB. TaKOXK PO3Minu
«IIpoTunoka3aHHI» Ta «OCOOIMBOCTI 3aCTOCYBAHHS».

B3saemodii

[TpopuBHi KpoBOoTedi Ta/ab0 3HUKEHHS KOHTPALIEIITUBHOI [Iii MOXKe BUHUKHYTH BHACJIiIOK B3a€MOZIl
iHmuxX nmiKkapchKux 3aco6iB (iHAYKTOPIB (hepMeHTIiB) 3 OpaJibHUMK KOHTpalleNITHBaMu (IUB. PO3Mis
«B3aeMopmis 3 iHIMMMY JTiKapChbKUMHU 3ac00aMM Ta iHIII BUAM B3aEMOIiii»).

ITogi0omaeHHs npo Ni003pro8aHi nobiuHi peakuii

[ToBimoMIeHHS PO Migo3pioBaHi MOGiYHI peakil y mepiof MOCTMapKETUHTOBOTO CIIOCTEPEKEHHS €
OyXKe BaxX/IMBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIiBBIAHOIIEHHIM KOPUCTH/PU3UK
OJ1s1 JTiKapchbKuX 3aco0iB. MenuyHi mpalliBHUKY TOBUHHI IMOBITOMJISTH PO Migo3pioBaHi mobiuHi
peaxiril.




Tepmin npudamHocmi. 5 POKiB.

He 3daCTOCOBYBATH MiCTIs 3aKiH4YeHHS TepMiHy HpI/IJZ[aTHOCTi, 3d3HA4YE€HOr'o Ha yrIaKOBI_Ii.

YmoBH 30epiranns.

30epiratu npu temnepatypi He Buile 30 °C y HeIOCTYIIHOMY AJISI MiTeM MiCIIi.

VYnaxoBka.

Bricrtep, mo mictuTh 28 TabmeToK, BKpUTHX 000JI0HKOIO, Ta CAMOKJIEHKa CTPiuKa 3 HaHECEeHUMHU
OHSIMM TUXKHS B KQPTOHHIN MayYlIIi.

Kareropis Bigmycky.

3a perenTom.

BuUpoOHUKH.
baniep AT’

Baitep Baiimap I'M6X i Ko KI'

Micue3HaxoaKeHHsI BUPOOHHMKIB Ta iXHs ajipeca MPOBaJKeHHs HisIbHOCTI.
13353, Bepnin, Mwonnepirpacce 178, HimeuuunHa.

IobGeparuepirpacce 20, 99427 Baiimap, HimeuunHa.



